HEPEJIIK

Jonarok 3
A0 Haka3y MiHicTepcTBa 0X0poHH
3a0poB’s Ykpainu «IIpo aep:xxaBHy
peecTpauiio (mepepeectpaniio) JikapcbKux
3ac00iB (MeJUYHHX IMYHOO0i0JIOrTYHMX
npenapariB) Ta BHeceHHs 3MiH /10
peecTpauiiHuX MaTepiajiB»

Bix 21 cepmus 2025 poxky Ne 1326

JIKAPCBKHUX 3ACOBIB (MEAUYHUX IMYHOBIOJIOTTYHUX ITPEITAPATIB), IIO10 AKUX BYJIU BHECEHI

3MIHU 10 PEECTPALIIHMHUX MATEPIAJIIB, SIKI BHOCSIThCS 10 JEPAKABHOI'O PEECTPY JIKAPCBKUX
3ACOBIB

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npouyedypa Ymoeu Peknam Homep
n/n JNiKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa euUpobHUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceio4yeHHs1
1. | 5- KOHLIeHTpaT Ans EBEBE ABcTpis MMoBHWI UMK AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a He UA/6058/01/01
dTOPYPALIUN po34nHy Ans dapma BuMpo6HuuTBa: PAPEBA HimeyunHa marepianis: 3MiHu | Tuny - 3MiHn Wwono peuyennmom | nidnszae
"EBEBE" iHdy3in, 50 mr/mn; [ec.m.6.X. YHTepax 'm6X , 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
no 5 mn (250 wr) Hapr. KT ABcTpis; 3MiHa y KOpPOTKili XapakTepucTuLi
abo no 10 mn (500 Bunyck cepii: EBEBE nikapcbKoro 3acoby, TEKCTi MapKyBaHHs Ta
Mr) B amnyni; no 5 dapma Nec.m.6.X. Hor. IHCTPYKUIT ANS MeaNYHOro 3aCTOCYBaHHS Ha
amnyn y KapTOHHIl K", AcTpis; nigcTasi perynspHO OHOBIOBAHOTO 3BiTY 3
kopobui; no 5 mn KoHTponb/BunpobyBaHH 6esneku nikapcbkoro 3acoby, abo
(250 wmr), abo no 10 51 cepii: MIMN JocnimpkeHb 3 6e3neku 3acTocyBaHHs
mn (500 wr), abo no Mikpobionoriwec nikapcbKkoro 3acoby B micrnspeecTpauiiHin
20 mn (1000 wr), Mptocdbnabop Mm6X, nepiog, abo K pesynbTaT OLiHKK 3BITY 3
abo no 100 mn ABCTpiS; pocnigkeHb, NpoBeAeHVX BignoBigHO 40
(5000 ™r) y donakoHi; KOHTpOnb/BUNpobyBaHHs nnaHy negiatpuuHux gocnimkers (PIP)
no 1 donakoHy B cepii: Tabop JIC CE & (3MiHy y3rogkeHo 3 KOMNETEHTHUM
KopoobLi Ko. KI', HimevunHa YNOBHOBaXXEHNM OpraHoM).
3MiHM BHECEHO B iHCTPYKLIito AN MEAUYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby oo
po3aginie "OcobnuBocTi 3acTocyBaHHs" Ta
"Mo6iyHi peakuii" BiZNOBIAHO 4O OHOBMNEHOI
iHdbopMmaUii Wwoao 6e3nekn 3acTocyBaHHsI
Lito401 peyoBMHU 3riAHO 3 pekoMeHaauieto
PRAC. TepmiH BBeA€HHS 3MiH NpoTArom 6
MiCsILiB Micnsi 3aTBEPAXKEHHS.
2. | ArPINNA Kkancynu Teepai, no TOB «TeBa YkpaiHa BankaHdapma-AynHuus Bonrapis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/19985/01/01
75 wmr, no 10 kancyn YkpaiHa» AT marepianis: 3MiHu | Tuny - 3MiHn Wwono peuernmom

TBepauXx y bnictepi;
no 1 6nictepy B
KapTOHHiI kopobLyi

6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHK) - 3MiHN BHECEHO Y TEKCT
MapKyBaHHsi MepBUHHOI (1. 5, 6) Ta
BTOPUWHHOI (n. 11, 12, 17) ynakoBku
nikapcbkoro 3acoby Ta 3pobneHo He3HauHi
PeAaKLUifHi NpaBKuX B iHLWIMX MYHKTaX TEKCTY
MapKyBaHHs. BBegeHHS 3MiH NpoTarom 6-t1
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
MicaUiB Nicnsa 3aTBepAXeHHs
3. | AODBOKAPO® Tabnetku; no 10 TOB Ykpaina TOB "®apmaueBTuyHa Ykpaina BHECEHHS 3MiH 4O peecTpauifiHnX 3a UA/6421/01/01
Tabnetok y 6nictepi; | "®apmaueBT koMnaHisi "®apKoC", MaTepianis: 3miHu | Tuny - AgMiHicTpaTuBHI peuenmom
no 3 abo 4 6nictepn n4yHa Ykpaina (BUpobHuk, 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu
y nayui 3 KApTOHy; KOMMaHis BiANOBiAaNbHWIA 3a MicLsi NPOBaKEHHS AiSNbHOCTI BUPOOHUKa
no 10 Tabnetok y "®apKoC" BUMYCK Cepii KiHLEBOro (BKntoYaouun, 3a HeobXxigHOCTI, MicLe
6nictepi NPOAYKTY Ta BTOPUHHE npoBeAeHHs KOHTPOHO AKOCTi), abo
nakysaHHs); TOB BracHuka mactep-gavina Ha A®l, abo
"ACTPADAPM", noctadanbHuka A®l/BuxigHoro
YkpaiHa (BMpobHuk MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY,
A030BaHoi hopmu, LLIO 3aCTOCOBYHOTLCS Y BUPOOHULTBI ADI
nepBUHHE Ta BTOPUHHE (SIKLLO 3a3HaYeHO Y AOChE Ha MikapCbKui
nakyBaHHs1); TOB 3acib) 3a BiacyTHoCTi cepTudikata
"®apmaueBTnyHa BiAMOBIAHOCTI €Bponencekii apmakonei y
koMnaHisi "®apKoC", 3aTBEpaKEHOMY Aocke, abo BMPOOHUMKa
YkpaiHa ( MoBHWIA unkn HOBOI JOMNOMIPKHOI PEHOBUHM (SIKLLIO
BMpobHuuTBa J13, 3a3HayeHo y A0Cbe). 3MiHa NPOMOHYETLCA B
nepBUHHE Ta BTOPUHHE 3B’A3KY i3 3MiHOIO Ha3BW Ta agpecu
nakyBaHHS, KOHTPOMb BnpobHmka A®| Moncugomit 3aTBepaXeHo:
AKOCTI, BUNYCK cepil) Przedsiebiorstwo Innowacyjno-Wdrozeniowe
IPOCHEM Sp. z 0.0. 6, Annopol Street, 03-
236 Warsaw; Poland 3anponoHoBaHo:
Zaklady Farmaceutyczne POLPHARMA S.A.
ul. Pelplinska 19 City, State, Zip: 83-200
Starogard Gdanski, Pomorskie, Poland
4. | ADBOKAPO® Tabnetku; no 10 TOB YkpaiHa [MoBHMI LMKN YkpaiHa BHECEHHS 3MiH 0O peecTpauiiHnx 3a UA/6421/01/01
Tabnetok y 6nictepi; | "®apmaueBT BMpOGHMUTBa J13, matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenmom
no 3 abo 4 6nictepu n4Ha nepBrYHHE Ta BTOPUHHE 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
y nayui 3 KAapTOHy; KOMMaHis nakyBaHHs, KOHTPOSb BeeaeHHs abo 3MiHu [0 y3aranbHeHWX
no 10 Tabnetok y "®apKoC" SIKOCTI, BUMYCK cepii: OaHuX Npo cuctemMy hapmMakoHarnsgy

GnicTepi

TOB "dapmaLeBTuyHa
komMnaHisi "®apKoC",
YkpaiHa; BupobHuk,
BiANoOBiganbHUI 3a

BWMNYCK Cepii KiHLLeBOro

NPOAYKTY Ta BTOPUHHE

nakysaHHsi: MpAT
"®apmaueBTnyHa dipma
"®apKoC", YkpaiHa;
Bupo6H1k go3oBaHoi
dopmu, NepBUHHE Ta

BTOPWHHE NaKyBaHHS:

TOB

"ACTPAPAPM" YkpaiHa

(BBEAEHHSA y3aranbHEHUX AaHUX MPO
cuctemy cbapmakoHarnsagy, amiHa
yrnoBHOBaeHoi ocobu, BignoBifanbHoi 3a
34iicHeHHs dhapmakoHarnagy; KOHTakTHoT
ocobu 3 hapmakoHarnsaay 3asBHYKa A4S
3AicCHeHHs hapmakoHarnsagy B YKpaiHi,
SKLLO BOHA BigMiHHA Bif YNOBHOBaXEHO|
ocobu, BignoBiganbHoi 3a 34iINCHEHHS
dapmakoHarnsay (BKMOYaKUmM KOHTaKTHI
OaHi) Ta/abo 3MiHKM y po3milLleHHi MacTep-
havina cuctemu dhapmakoHarnsgy). 3miHa
YMNOBHOBaXeHOI 0cobu 3asiBHUKa,
BignoBigansHoi 3a dpapmakoHarnag,.
[itoya pepakuin: Tep-CapkicoBa Onbra
BarpartiBHa. [MponoHoBaHa pegakuis: KyTHak
BikTop MaBnoBu4y. 3MiHa KOHTAKTHUX AaHUX
YNOBHOBaXEHOi 0COOM 3asiBHYIKA,
BignoBiganbHoI 3a chapmakoHarnsg. 3miHa
MicLle3HaxomKeHHs MacTep-channa cuctemm
dapmakoHarnagy Ta noro Homepa. 3MmiHa
MicLS 3iNCHEHHSI OCHOBHOI AisiNbHOCTI 3
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
dapmakoHarnsay.
5. | ASUMAKC TabneTku, BKPUTI AypobiHao IHAisa AypobiHgo ®apma IHAisa BHECEHHS 3MiH 4O peecTpauifiHnX 3a UA/18430/01/02
NniBKOBOK dapwma JITg Jlimiteq - FOHIT VII matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
obonoHkoto, no 500 [oToBWI Nikapcbkuii 3aci6. KoHTponb
Mr; no 3 TabneTku y roToBOro fnikapcbkoro 3acoby. 3miHa y
Gnictepi; no 1 MeTodax BUNpoOyBaHHsSI rOTOBOIO
6nictepy y nikapcbkoro 3acoby (iHwWi 3MiHWM y MeTofax
KapTOHHiIl kopobuyi BUMNpobyBaHb (BKIOYakoum 3amMiHy abo
[OMOBHEHHS)) 3aMiHa iCHY4Oro MeToay
BEPX 3a nokasHukom «CynpoBigHi
[OMiLKM» Ha HoBul meTtog BEPX.
6. | ASUMAKC TabneTkn, BKPUTI AypobiHgo IHgis AypobiHgo ®apma IHais BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/18430/01/01
NniBKOBOIO dapwma JlI1a Tlimiteq - FOHIT VII matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peuenmom
obornoHkoto, no 250 [oToBMI Nikapcbkui 3aci6. KoHTponb
Mr; no 3 Tabnetku y roTOBOrO fikapcbKkoro 3acoby. 3miHa y
GnicTepi; no 2 mMeToAax BMNpobyBaHHSA roToBOro
Gnictepuny nikapcbKkoro 3acoby (iHWi 3MiHM y meToaax
KapTOHHil kopobui BMNpoOyBaHb (BKItoYaum 3amiHy abo
[OMNOBHEHHS)) 3aMiHa iCHY40ro MeToay
BEPX 3a nokasHukom «CynpoBigHi
LOMiLKNy Ha HoBui meTtog BEPX.
7. | AIMA®IKC NMOPOLLIOK Ta KEOPIOH ITanisa KEOPIOH C.MN.A. ITanisa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/17426/01/01
PO3YMNHHUK NS C.INA. matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
PO34MHY Anis A®I. BUpobHMLTBO. 3MiHK B NpoOLECi
iHdysin, 500 MO/10 BUpobHMLTBa AD| (HE3HayYHa 3MiHa y
mr; donakoH Ne 1 3 npoueci BupobHuutea AdI) - HeaHauHi 3miHK
nopotukom no 500 Ha cTafii OYMCTKM NiCNs BUKOPUCTAHHSA
MO y komnnekTi 3 cuctemu ynbTpadinbTpadii y npoueci
PO34YMHHMKOM (BOAA BMPOBHMLTBA Ail040i Pe4YOBMHM NiKAPCbKOro
ans in'ekyin) no 10 3acoby
My donakoHi Ne 1
Ta Habopom ans
PO3YMHEHHS i
BBEAEHHS Y
KapTOHHI kopobui
8. | AIMA®IKC NOpOLLIOK Ta KEOPIOH ITanis KEOPIOH C.IM.A. ITania BHECEHHS 3MiH 10 peecTpaLiiHnX 3a UA/17426/01/02
PO3YUNHHUK ANs C.INA. matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom

PO34KHyY Ans
iHdpysin, 1000
MO/10 mn; donakoH
Ne 1 3 nopotukom no
1000 MO y
KOMMIEKTi 3
PO34MHHUKOM (BOAA
anst in'ekyin) no 10
My donakoHi Ne 1
Ta Habopom Ans
PO3UYMHEHHS i
BBEAEHHS Y
KapTOHHI kopobui

A®|. BupobHuuTBo. 3MiHM B Mpoueci
BUpOGHMLUTBa ADI (HE3HaYHa 3MiHa y
npoteci BUpo6HuuTea API) - HeaHauHi 3miHK
Ha CcTafii O4YMCTKM NiCNsA BUKOPUCTAHHSA
cuctemu ynbTpadinbTpadii y npoueci
BMPOBHMLTBA Ait040i Pe4YOBMHM NiKApCbKOro
3acoby
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
9. | AKBAOETPUM PO34MH BOAHWUIA Ais dapmanesT Monbwa BupobHmuTBO, MonbLlwa BHECEHHS1 3MiH 40 peecTpauiiHnx 3a He UA/9205/01/01
® BITAMIH D3 nepoparbHOro WYHWI 3aBOf, nepBrvHHe Ta BTOPUHHE marepianis: 3MiHu | Tuny - 3MiHn Woao peuenmom | niidnszae
3aCTOCYBaHH4, «MNONb®AP nakyBaHHS, KOHTPOMb 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy
15000 MO/mn no 10 MA» C.A. cepii: PapmaueBTUYHMUI (iHWi 3MiHK) - 3MiHM BHeceHo A0 IHCTpyKuii
Mn abo no 15 mn, 3aBog «MOJIbAAPMA» AN MeQu4YHOro 3acToCyBaHHS NikapCbKoro
abo no 30 mny C.A., MonbLla; Bunyck 3acoby Ao po3giny "Cnocib 3actocyBaHHs Ta
bnakoHi 3 cepii: PapmaueBTUYHMUI 003K", YTOYHEHHS LWOAO NPUAOMY AiTAM.
KpanersrbHUM 3aBog «MOJIb®APMA» BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
posartopom; no 1 C.A., NonbLla 3aTBEpKEHHS
¢nakoHy B
KapTOHHIN navui
10. | ANKcoin, cycneHsis gns IHMYHOTE Icnanis IHMYHOTEK, C.J. IcnaHis BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/17905/01/01
(CyMIL nigLwkipHoro K, C.1. MaTepianis: 3miHu | Tuny - 3miHn Wopo peuenmom
NMONIMEPU30B | BBegeHHsa 2000 Ta be3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy
AHUX 10 000 TO/mn; no (iHWi 3MiHK) 3MiHN BHECEHO Y TEKCT
EKCTPAKTIB 2,5 mn 'y cdonakoHi; MapKyBaHHS1 NEPBUHHOI (M. 6) ynakoBKu
ANEPTEHIB) dnaKkoH 3 Npo3oporo nikapcbKkoro 3acoby.

ckna |l Tuny 3
npo6koto 3
ByTunkay4yky,
3aKynopeHumn
KOBMa4KkoM cpibHOro
(dpnakonn A 2000
TO Ansa noyaTkoBOro
nikyBaHHs) abo
6naknTHOro KonbLopy
(dpnakonn B 10000
TO ansa
niagTpUMyBarnsHOro
niKyBaHHs); no 2
dnakoHu (YKynopeHi
KOBMa4ykoM CpPibHOro
(dpnakonu A 2000
TO Ansa noyaTkoBOro
nNiKyBaHHS) Ta
6naKkUTHOro Konbopy
(dpnakonn B 10000
TO ansa
niaTPMMYBasbHOro
nikyBaHHs)) abo no

1 dpnakoHy
3aKynopeHomy
KOBMa4koM
6naKkUTHOro Konbopy
(dpnakonn B 10000
TO ansa
nigTpUMyBarnsHOro
nikyBaHHs) y 6inin
Kopobui 3
yOapoCTiNkoro
nnacTuky, Lo
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3anoBHeHa
cniHeHnM
marepianom
11. | ANNYHA TabneTku, BKPUTI Awmakca Jlta Benuka BMPOOHMLTBO 3@ NMOBHUM LLisenuapis BHECEHHS 3MiH 40 peecTpauifiHnX bes UA/11711/01/01
NniBKOBOO Bputanis LIMKITOM: marepianis: 3MiHu Il Tuny - 3miHK 3 AKOCTI. peuenma
o6onoHkoto; no 10 Makc Llennep 3boHe AT, A®I. KoHTponb A®I. 3miHa y napameTpax
TabneTok y bnictepi; LLisenuapis cneumdikauint Ta/abo 4OMYCTUMUX MEX,
no 1 abo 3 6nictepn KOHTPOIb AKOCTI: BM3Ha4eHux y cneuudikauisx Ha API, abo
B KAPTOHHIl Kopobui Jlabop LlonniHrep Al, BUXiOHWIA/MPOMIDKHWUIA NpoayKT/peareHT, Wwo
LLsenyapis BUKOPUCTOBYHOTLCS Y NpoLeci BUpobHMuTBa
KOHTPOIb AKOCTI: A (3miHa no3a MexamMmn 3aTBEPIKEHOrO
IHTepnabop Benn AT, nianasoHy y cneundikauii Ha Adl)
LLsenyapis Po3wupeHHs gonyctummx Mex ans
Bu3HaveHHs TYMC 3a noka3HuKoM
«Microbiological quality» y cneundikauii Ha
POCMMHHY CUPOBWHY KOPiHHSA BanepuaHu
(Valeriana officinalis L., radix)
12. | AlIMATENIb® M | Tabnetkn gns TOB «TeBa YkpaiHa MNIBA XpBaTtcka 4.0.0. Xopsarisi BHECEeHHs1 3MiH 40 peecTpauiiHnx 6e3 UA/3991/01/01
CMOKTaHHS 3i YkpaiHa» MaTtepianis: 3miHn | Tuny - 3miHn Wwopo peuenma
CMakom M'aTu, rno 6 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsay
TabneTtok y Gnictepi; (iHWi 3MiHK) - 3MiHM BHECEHO B TEKCT
no 4 abo no 8 MapKyBaHHsi MEPBUHHOI (M. 5) Ta BTOPUHHOI
Gnictepis y Kopobui (n. 2, 11, 16, 17) ynakoBOK fikapCbKOro
3acoby. BeeaeHHst 3MiH NpoTaroM 6-tu
MicsLiB nicnsi 3aTBepAKEHHS
13. | ANONYPUHOI- | TtabneTtkn no 300 wmr, AT Ykpaina AT "KMUIBCLKMIA YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHuX 3a He UA/12636/01/02
KB no 10 Tabnetok y "KNTBCbKW BITAMIHH/ 3ABOL" matepianis: 3MiHu | Tuny - 3MiHn wWono peuenmom nionsieae
6nicTepi; no 3 n 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
6nictepn y nayuj 3 BITAMIHHNA 3MiHa y KOpPOTKili XapakTepucTuLi
KapTOHY " 3ABOO" nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MEAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHO OHOBIOBAHOTO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
AocrimpkeHb 3 6esnekn 3acTocyBaHHA
nikapcbKkoro 3acoby B micrnspeecTpauiiHin
nepioa, abo sik pe3ynbTaT OUiHKK 3BITY 3
[ocnigpkeHb, NpoBeAEHMX BigNOBIAHO OO
nnaHy negiatpuuHux gocnimkers (PIP)
(3MiHY y3romkeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpraHoMm) - 3MiHW BHECEHO
[0 IHCTPYKUIT ANs MeanyHOro 3acTocyBaHHS
nikapcbkoro 3acoby y po3ainu "B3aemopis 3
iHLIMMK NiKapcbkMMK 3acobamu Ta iHLWi BUam
B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
"Mob6iuHi peakuii" BigNoBiAHO O OHOBMEHOT
iHpopmauii 3 6e3neku Ailo4oi peYOBUHM.
BBeneHHs 3miH NnpoTArom 6-Tm MicsuiB nicnsi
3aTBEPKEHHS
14. | ANNONYPUHON- | tabnetku no 100 wmr, AT YkpaiHa AT "KUIBCbKI YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx 3a He UA/12636/01/01
KB no 10 Tabnetok y "KUIBCbKW BITAMIHH/I 3ABOA" MaTtepianis: 3miHn | Tuny - 3miHn Wwopo peuenmom nidnsieae
GnicTepi; no 5 n 6e3nekn/edPekTMBHOCTI Ta hapMakoHarnsigy.
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

GnicTepiB y nayui 3
KapTOHY

BITAMIHHY
7 3ABOL"

3MiHa y KOpPOTKili XapaKTepucTumui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCyBaHHS Ha
niacTaei perynsipHO OHOBMOBAHOIO 3BiTY 3
Ge3neku nikapcbkoro 3acoby, abo
pocrnimpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpauiiHuii
nepiog, abo sik pe3ynbTaT OLiHKMW 3BITYy 3
pocnigkeHb, NpoBeAeHVX BiANOBIgHO A0
nnaHy negiatpuyHmnx gocrnigxeHs (PIP)
(3MiHy y3rogeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHUM OpraHom) - 3MiHU BHECEHO
00 IHCTPYKUiT 4Nna MegMyHOro 3actocyBaHHs
nikapcbKkoro 3acoby y posainu "Bsaemopis 3
iHLWMMM nikapcbknumm 3acobamm Ta iHWi BUAn
B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
"Mo6iyHi peakuii" BiZNOBIAHO 4O OHOBMNEHOI
iHdbopMaLii 3 6e3nekun 4jto4oi peyoBUHN.
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBEPAKEHHSI

15.

AMBPOKCON

cupon, 15 mr/5 mn,
no 100 mny
dnakoHi abo H6aHLj;
no 1 dpnakoHy a6o 1
DaHUji 3 NOXKOM
MipHOIO B nayi 3
KapTOHY

TOB
"TepHodap
M

Ykpaina

TOB "TepHodapm"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
CeprudikaT BignosigHocTi/l E-cepTudikat

Bi4NOBIgHOCTI €Bponenchkin
capmakonei/moHorpadii. 3MiHK, NoB'A3aHi 3
HeoOXiaHICTIO NpuBeaeHHS Yy BioNoOBIgHICT
[0 moHorpadii dY abo €sponeicbkoi
apmakonei, abo iHLOoi HaLioHanbHOI
dapmakonei aepxasu €C (3miHa y
crneundikauisx, nos's3aHa 3i 3MiHamu B
OdY, abo €sponeiicbkii papmakonei, abo
iHLWIiM HauioHanbHIN dapmakonei Aepxasm
€C) - OHoBREHHS crneumdikaLii JONOMiIXHOT
pevoBUHM NPONINEHrNIiKoMo BiAMNOBIAHO A0

NOTOYHOI pefakuii MoHorpadii €

bes
peuenma

UA/1587/01/01

16.

AMIOOAPOHY
rigpoxnorug

KpucTaniyHuim
NopoOLLIOK
(cybeTaHuis) y
nakeTax noasivHNX
nonieTuneHoBmx
ans
apmaLeBTUYHOIO
3acToCyBaHHS

ToBapucTBo
3
obmexeHo
Bignosiganb
HiCTIO
"®apmaneBT
MYHa
KOMNaHis
"3popos’sa"

YkpaiHa

AJIIBYC NAI®
CAVIEHCE3 NIMITE,

IHgia

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3miHK 3 sKOCTi.
CeprudikaT BignosigHocTi/lE-cepTudikat

BigMNOBIAHOCTI €EBpONENChHKIl
dapmakonei/MoHorpadii. MoaaHHa HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€Bponevicbkint hapmakonei: ana A®l; ons
BMXiAHOro Matepiany/peareHTy/NpOMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y
BUPOGHMLUTBI ADI; Ans 4ONOMiIKHOI
peyvYoBUHM (CepTUdikaT BiAMoBIAHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHMI
cepTudikat Bif yXe 3aTBEpPA>KEHOrO

BMPOBHVKa - NOAAHHS OHOBIIEHOIO

cepTudpikaTa BignosigHOCTi EBponenchkin

UA/18726/01/01




[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

dapmakonei Ne CEP 2003-216-Rev 10
(3atBepaxeHo: R1-CEP 2003-216-Rev 08 )
Ons Aito4oi pevyoBUHM amiogapoHy
rigpoxnopuay Bif BXe 3aTBEpOKEHOro
BMPOOHWMKa, KU 3MIHWB Ha3BY 3
FMEHMAPK NAV® CAVEHCES NIMITEA,
Ingis /GLENMARK LIFE SCIENCES
LIMITED., Inais Ha ANIBYC NAN®
CAVEHCES NIMITEL, Inais/ ALIVUS LIFE
SCIENCES LIMITED, IHgis.

17.

AMIUNTPOH®

NOPOLLIOK Anis
0parnbHOro Po34uHYy,
no 23 r y cawle; no
23 ry cawe; no 10
calle B nauui 3
KapTOHY

ToBapucTBo
3
[04aTKOBOK
BianoBsiganb
HiCTIO
"IHTEPXIM"

Ykpaina

ToBapwucTtBo 3
[04aTKOBOK
BigNoBiganbHIiCTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnX
MaTepianis: 3miHu | Tuny - 3miHn Wopo

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

3MiHa y KOpPOTKili XapakTepucTuLi
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeQNYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHO OHOBIOBAHOTO 3BiTY 3
Ge3neku nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B micnspeecTpauiiHin
nepiog, abo sik pesynbTaT OLiHKM 3BITY 3
pocnigkeHb, NpoBeAEHMX BiAMNOBIOHO A0
nnaxy negiatpuyHux gocnimkers (PIP)
(3MiHy y3rog)keHo 3 KOMNEeTEHTHUM
YNOBHOBa)KEHUM OpraHoMm)
3MiHM BHeceHo A0 IHCTpykuii ons
MELMYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby Ao posginis "Baaemogisi 3 iHLWIMMK
nikapcbknummn 3acobamu Ta iHWi BUan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"MobiyHi peakuii" BignosigHo o iHpopmauii
3 6e3neku Ailoyoi pevoBMHM NapaleTamon.
TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauis
nicns 3aTBEpAXKEHHS!

be3
peuenma

nidnsieae

UA/13911/01/01

18.

AMILUUTPOH®
BE3 LYKPY

NOPOLLIOK ANis
0parnbHOro Po34unHy,
no 13 ry cawe; no
13 ry cawe; no 10
calle B navui 3
KapTOHY

ToBapucTBo
3
[04aTKOBOK
BianoBsiganb
HiCTIO
"IHTEPXIM"

Ykpaina

ToBapwucTtBo 3
[04aTKOBOK
BigNoBiganbHIiCTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHuX
matepianis: 3MiHu | Tuny - 3MiHn Wwopno

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.

3MiHa y KOpOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHoO OHOBIOBaHOTO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
focnimxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKkoro 3acoby B micrnspeecTpauiiHin
nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
pocnigkeHb, NpoBeAeHVX BignoBigHO 40
nnaHy negiatpuyuHux gocnimkers (PIP)
(3MiHy y3rogXeHo 3 KOMMETEHTHUM
YNOBHOBa)X€HUM OpraHoMm)
3MiHM BHeceHo A0 IHCTpykKLuii ons
MeAMYHOro 3acTOCYBaHHSI NikapCbKoro

be3
peuenma

nionsieae

UA/14116/01/01




[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3acoby Ao posginis "B3aemogis 3 iHWMMK
nikapcbkuMu 3acobamu Ta iHLi BUAK
B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
"Mo6ivHi peakuii” BignoBigHO A0 iHpopmaLii
3 6e3neku Ailoyoi peyoBUHM NapaleTamMmon.
TepMmiH BBeAEHHS 3MiH NPOTAroM 6 micsauis
nicnsa 3aTBepaKEeHHs

19.

AMIUNTPOH®
EKCTPATAB

TabneTku, BKpUTI
NniBKOBOK
o6onoHkoto no 10
TabneTtok y Gnictepi;
no 1 Gnictepy B
navui

ToBapucTBo
3
[04aTKOBOK
BianoBsiganb
HiCTIO
"IHTEPXIM"

Ykpaina

ToBapwucTtBso 3
[00aTKOBOK
BigNOBiganbHICTHO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnX
MaTepianis: 3miHu | Tuny - 3miHn Wwopo
6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT 4NS MeQNYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHO OHOBIOBAHOTO 3BiTY 3
Ge3neku nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby B micrnspeecTpauiiHin
nepiog, abo sk pesynbTaT OLiHKM 3BITY 3
pocnigkeHb, NpoBeAEHMX BiAMNOBIOHO A0
nnany negiatpuuHux gocnimkers (PIP)
(3MiHy y3rog)keHo 3 KOMNETEHTHUM
YNOBHOBa)XEHUM OpraHom) - 3MiHN BHECEHO
00 [HCTpyKUiT NS MeANYHOro 3aCToCyBaHHsI
nikapcbkoro 3acoby fo posginis "B3aemopis
3 iHLWKMMM Nikapcbknumy 3acobamm Ta iHLwi
Buau B3aemogin”, "OcobnueocTi
3actocyBaHHs1", "lNMob6iyHi peakuii” BignosigHo
0o iHcpopmalii 3 6e3neku Aitoyoi pevoBUHU
napaueTtamorn. TepMiH BBEAEHHSI 3MiH -
npoTsArom 6 MicsAuUiB Nicns 3aTBEpKEHHS

be3
peuenma

nidnsieae

UA/15430/01/01

20.

AMILUUTPOH®
nntoc

NOPOLLIOK ANA
0parnbHOro PO3YmHY,
no 5ry cauwe; no 10
cawle y nayui 3
KapTOHY

ToBapucTBo
3
[04aTKOBOK
Bignosiganb
HiCTIO
"IHTEPXIM"

Ykpaina

ToBapwucTtBo 3
[00aTKOBOK
BigNoBiganbHIiCTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHuX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Ha
niacTasi perynsipHO OHOBMIOBAHOIO 3BITY 3
6e3neku nikapcbkoro 3acoby, abo
JocnimpkeHb 3 6e3neku 3acTocyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpauiiHni
nepiod, abo Sk pe3ynbTaT OUiHKM 3BITY 3
pocnigkeHb, NpoBeAeHVX BignoBigHO 40
nnaHy negiatpuyHux gocnimxkers (PIP)
(3MiHy y3rogkeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHVM OpraHoMm)
3MiHu BHeceHo Ao IHCTpykKUii ans
MeOMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao posainis "Baaemogisi 3 iHLWIMMK
nikapcbkuMu 3acobamu Ta iHWi BUuau
B3aemopin", "OcobnmneocTi 3acTocyBaHHs",
"Mo6iyHi peakuii" BignoBigHo Ao iHpopmauii

be3
peuenma

nionsieae

UA/16181/01/01




[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3 Besneku fito4oi pevyoBMHN NapaLleTamorn.
TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauis
nicnsa 3aTBepaKEeHHs

21.

AMIUNTPOH®
nntocC bE3
LIYKPY

NMOpOLLOK Ans
0parnbHOro Po3yunHy,
no 5ry cawe; no 10
cawle y nayui 3
KapTOHY

ToBapucTBo
3
[04aTKOBOK
BianoBsiganb
HiCTIO
"IHTEPXIM"

Ykpaina

ToBapwucTtBso 3
[04aTKOBO
BigNOBiganbHICTHO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwoao
6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3acTOCyBaHHS Ha
niacTaei perynsipHO OHOBMOBAHOIO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby B nicnsipeecTpauiiHuii
nepiod, abo Kk pesynbTaT OUiHKK 3BITY 3
pocnigkeHb, NpoBeAEHMX BiAMNOBIOHO A0
nnaHy negiatpuyHmnx gocrnigxeHs (PIP)
(3MiHy y3rogeHo 3 KOMNETEHTHUM
YNOBHOBa)XEHUM OpraHoMm)
3MiHM BHeceHo Ao IHCTpyKLUii gns
MeOMYHOro 3aCTOCyBaHHS NiKapCbKOro
3acoby Ao posainis "B3aemogis 3 iHWMMK
nikapcbkumm 3acobamu Ta iHWi BUAM
B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
"Mo6iyHi peakuii” BignoBigHoO Ao iHpopmauii
3 Gesneku fito4oi pevyoBMHN NapaleTamorn.
TepmiH BBeOEHHA 3MiH NPOTAroM 6 micauis
nicns 3aTBEpAXKEHHS!

be3
peuenma

nidnsieae

UA/16182/01/01

22,

AMILUUTPOH®
®OPTE

NOPOLLIOK ANA
0parnbHOro PO34uHYy,
no 23 ry cawue; no
23 ry cawe; no 10
cawle y nayui 3
KapTOHY

ToBapucTBo
3
[04aTKOBOK
BianoBsiganb
HiCTIO
"IHTEPXIM"

Ykpaina

ToBapwucTtBo 3
[04aTKOBOK
BignoBiganbHIiCcTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHuX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.

3MiHa y KOpPOTKili XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHSA Ha
niacTaBsi perynsipHO OHOBMOBAHOIO 3BITY 3
6e3neku nikapcbkoro 3acoby, abo
JocrnimpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpauiiHvn
nepiogd, abo K pesynbTaT OLiHKK 3BITY 3
pocnigkeHb, NpoBeAeHVX BignoBigHO 40
nnaHy negiatpuyHux gocnimxkers (PIP)
(3MiHy y3rogkeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHNM OpraHoMm)
3MiHu BHeceHo Ao IHCTpykUii ans
MeOMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao posainis "Baaemogisi 3 iHLWIUMK
nikapcbknuMu 3acobamu Ta iHWi BUuau
B3aemopin", "OcobnmneocTi 3acTocyBaHHs",
"Mo6iuHi peakuii" BignosigHo o iHpopmauii
3 BGe3neku Jiloyoi pevoBUHM NapaleTamon.
TepmiH BBeAEHHS 3MiH NPOTAroM 6 micauis
nicns 3aTBEPAYKEHHS!

be3
peuenma

nidnsieae

UA/13912/01/01




10

[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

23.

AMILMNTPOH®
®OPTE BE3
LIYKPY

MopoLLOK A1
0parnbHOro Po3yunHy,
no 13 ry cawe; no
13 ry cawe; no 10
cawle y nayui 3
KapTOHY

ToBapuctso
3
[04aTKOBOK
BignoBsigans
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapucTtBo 3
[04aTKOBO
BigNOBiganbHICTHO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHuX
MaTepianis: 3miHn | Tuny - 3miHn Wwoao
6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKili XapaKTepucTumui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3acTOCyBaHHS Ha
niacTaei perynsipHO OHOBMOBAHOIO 3BiTY 3
Ge3nekun nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby B nicnsipeecTpauiiHnii
nepiog, abo sik pe3ynbTaT OLiHKM 3BITYy 3
pocnigkeHb, NpoBeAEHMX BiAMNOBIOHO A0
nnaHy negiatpuyHmnx gocrnigxeHs (PIP)
(3MiHy y3rogeHo 3 KOMNETEHTHUM
YNOBHOBa)KEHUM OpraHoMm)
3MiHV BHeceHo Ao IHCTpyKLUii gns
MeOMYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby Ao posainis "B3aemopis 3 iHWMMK
nikapcbkumm 3acobamu Ta iHLWi BUAM
B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
"Mo6ivHi peakuii” BignoBigHoO Ao iHpopmauii
3 Gesneku fito4oi pevyoBMHN NapaLleTamonn.
TepmiH BBeOEHHA 3MiH NPOTAroM 6 micauis
nicnsa 3aTBepaXKEeHHs

be3
peuenma

nidnsieae

UA/14117/01/01

24,

AHAJbIH

PO34MH NS iH'EKLiN,
500 mr/mm; no 2 mn
B amnyni; no 5
aMnyn y KOHTYpPHIn
YapyHKOBIN
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B nayi

TOB "lOpisi-
Papm"

Ykpaina

TOB "HOpis-dapm”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHSA Ha
niacTaBsi perynsipHO OHOBMOBAHOIO 3BITY 3
6e3neku nikapcbkoro 3acoby, abo
JocrnimpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpauiiHvn
nepiogd, abo Sk pesynbTaT OUiHKK 3BITY 3
pocnigkeHb, NpoBeAeHVX BignoBigHO 40
nnay negiatpuuHux gocnimxers (PIP)
(3MiHy y3rogkeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHUM OpraHom) - 3MiHU BHECEHO
00 IHCTPYKUIi ANs MeanYHOro 3acTocyBaHHS
nikapcbkoro 3acoby oo posginis
"MpoTunokasaHHs", "OcobnmeocTi
3acTocyBaHHS" Ta 40 KOPOTKOiI
XapaKTepuCTVKK NikapcbKoro 3acoby Ao
po3aginis "MpoTunokasanHs", "Ocobnusi
3acTepexeHHs Ta 3anobixHi 3axoau npu
3acTocyBaHHI" BignoBiAHO 4O OHOBIEHOT
iHpopmalLlii 3 6e3neku aito4oi peyoBUHM
(MeTamizony HaTpito).

TepMmiH BBEOEHHS 3MiH - NPOTArom 6 Micsiuis
nicns 3aTBEPAYKEHHS!

3a
peuenmom

He
nidnsieae

UA/14166/01/01
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

25,

AHAMNIPOH

PO34MH ANs iHDY3in,
10 mr/mn; no 100 mn
npenapary y
cnakoHi; no 1
dnakoHy B nnisLi B
KapTOHHIl kopobui

AHaHTa
Megikeap
1o,

Benuka
Bputanis

€Bponaind Xentkeap
Met. N14.

IHgia

BHECEHHS 3MiH 4O peecTpauinHuX
MaTepianis: 3miHn | Tuny - 3miHn Wwoao
6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKili XapaKTepucTumui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3acTOCyBaHHS Ha
niacTaei perynsipHO OHOBMOBAHOIO 3BiTY 3
Ge3nekun nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby B nicnsipeecTpauiiHnii
nepiog, abo sik pe3ynbTaT OLiHKM 3BITYy 3
pocnigkeHb, NpoBeAEHMX BiAMNOBIOHO A0
nnaHy negiatpuyHmnx gocrnigxeHs (PIP)
(3MiHy y3rogeHo 3 KOMNETEHTHUM
YNOBHOBa)KEHUM OpraHoMm)
3MiHV BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby oo
po3aginis "B3aemogis 3 iHWnMK nikapcbknmmn
3acobamu Ta iHWi BUaM B3aemonin",
"OcobnuBocTi 3acTocyBaHHA" Ta "MMoGivHI
peakuii” BiANOBIigHO 4O pekomMeHaaLin
PRAC.

TepmiH BBeOEHHA 3MiH NPOTAroM 3 micauis
nicnsa 3aTBepaXXeHHs. 3MiHu | Tuny - 3miHn
wopo 6esnekun/edpekTMBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHn) 3miHn
BHECEHO A0 iHCTPYKUii ANs MeanyHoro
3acTocyBaHHS nikapcbKoro 3acoby Ao
po3ainy "MNobiyHi peakuii" wono
HeobXxigHOCTI NOBIAOMNATU NPO yCi BUNagku
nigo3proBaHmx NobivHMX peakui Ta
BiJCYTHOCTi eheKTMBHOCTI NiKapCbKoro
3acoby.

TepmiH BBegeHHS 3MiH NpoTaroMm 3 micsauis
nicns 3aTBepKEHHs!

3a
peuenmom

He
nidnsieae

UA/14971/01/01

26.

AHTENOH®

Tabnetku no 20 wr;
no 10 Tabnetok y
6nictepi; no 3 abo 4
Gnictepn B Kopobui

TOB
"®apmaueBT
n4yHa
KOMNaHis
"®apKoC"

YkpaiHa

TOB "®apmaueBTuYHa
KomnaHis "®apKoC"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | Tuny - 3MiHn Wwopno
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BeeneHHs abo 3MiHu [0 y3aranbHeHWX
OaHux npo cuctemy cpapmMakoHarnsay
(BBEAEHHSA y3aranbHEHUX AaHUX MPO
cuctemy hbapmakoHarnsgy, amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoI 3a
3[iicHeHHs hapmakoHarnagy; KOHTaKTHOT
ocobu 3 hapmakoHarnagy 3asBHuUKa Ansi
34icHeHHs bapmakoHarnsagy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA
dapmakoHarnsay (BKMHOYaKymM KOHTaKTHI
naHi) Ta/abo 3MiHK y po3MiLLileHHi MacTep-
ainna cuctemu dpapmakoHarnsgy) - 3miHa

bes
peuenma

UA/18594/01/01
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

YNOBHOBa)eHOI 0cobu 3asiBHMKA,
BignosiganbHoi 3a hapmMakoHarnsag. ditova
pegakuis: Tep-CapkicoBa Onbra
BarpatiBHa. lNMponoHoBaHa pepakuia: KyTHsk
BikTop lMaBnoBuy. 3MiHa KOHTAKTHUX AaHWX
YNOBHOBa)eHOI 0cobu 3asiBHMKA,
BignoBigansHoi 3a chapmakoHarnsag. 3miHa
MiCcLle3HaxomKeHHA MacTep-channa cuctemm
dapmakoHarnagy Ta noro Homepa. 3MiHa
MicLS 3AiNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsgy

27.

AHTENOH®

Tabnetkv no 10 wr;
no 10 Tabnetok y
6nictepi; no 3 abo 4
Gnictepu B kOpOOLj

TOB
"dapmaueBT
n4yHa
KOMNaHis
"®apKoC"

Ykpaina

TOB "dapmaueBTuyHa
komMmnaHis "®apKoC"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHu | Tuny - 3miHn Wopo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BeeneHHs abo 3MiHu [0 y3aranbHeHWX
OaHunx npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3aranbHEHUX AaHUX MPO
cuctemy papmakoHarnsgy, amiHa
yNoBHOBa)eHOoi ocobu, BignoeigansHoi 3a
3[iNCHEeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnagy 3asBHuUKa Ansi
30iNCHEHHs hapmakoHarnagy B YKpaii,
SIKLLO BOHA BigMiHHA Bi YNMOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (BKMHOYaKymM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
aina cuctemu cpapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOoI 0cobu 3asiBHUKa,
BignoBiganbHoi 3a hapMakoHarnsag. Hditoya
pepakuis: Tep-CapkicoBa Onbra
BarpartiBHa. [ponoHoBaHa pegakuis: KyTHak
BikTop MaBnoBu4y. 3MiHa KOHTAKTHUX AaHUX
yMNOBHOBaXeHOoI 0cobu 3asiBHUKa,
BignoBiganbHoI 3a hapmakoHarnsg. 3miHa
MiCLIe3Hax0omKeHHA MacTep-channa cuctemm
hapmakoHarnsigy Ta oro Homepa. 3miHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
capmakoHarnagy

bes
peuenma

UA/18594/01/02

28.

AHOUWNAN-B

Tabnetkn, no 10
TabneTok y cTpunax;
no 10 Tabnetok y
cTpuni; no 1 cTpuny
y nanepoBomy
KoHBepTi; no 10
TabneTok y cTpuni;
no 2 a6o no 10
cTpuniB y nayuj 3
KapToHy; no 10
Tabnetok y 6nictepi;
no 1, abo no 2, abo
no 10 GnictepiB y

NAT
"MoHdapm"

YkpaiHa

MAT "MoHdapm"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | Tuny - 3MiHK Wwono
6e3nekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynsipHo OHOBMOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocrimpkeHb 3 6e3nekn 3acTocyBaHHA
nikapcbkoro 3acoby B nicnsipeecTpauiiHvmn
nepio, abo sik pe3ynbTaT OUiHKK 3BITY 3
[ocnigpkeHb, NpoOBeAEHMX BigMNoBIAHO 0O
nnaHy negiatpuyHux gocnimkers (PIP)

be3
peuenma —
Ne10; 3a
peuenmom —
Ne20, Ne100

He
nidnsieae

UA/6175/01/01




13 ITponoBkeHHs goaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nauvui 3 KapToHy (3MiHy y3rogkeHo 3 KOMNETEHTHUM

YMNOBHOBaXEHNM OpraHom) - 3MiHU BHECEHO
[0 IHCTPyKUii ANS MeaWYHOro 3acToCyBaHHs
nikapcbkoro 3acoby oo posginis
"MpoTunokasaHHs", "OcobnmeocTi
3acTocyBaHHA" Ta "MoGiyHi peakuii” Wwoao
6e3nekn 3acTocyBaHHS 4il040T PeYOBUHU
MeTami3on BiANOBIAHO OO pekoMeHaaLin
PRAC. CynyTHs1 3MiHa - 3MiHK W00
6e3nekn/eeKTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs1 abo 3miHa(1) o 3060B'sA3aHb Ta
YMOB BuAaui peecTpauinHoro noceig4yeHHs,
BKItoYatoum MnaH ynpaeniHHA pusnkamMm
(3acTocyBaHHSA TEKCTY, KW NOTOMKEHUN 3
KOMMNETEHTHNM OpraHoMm) - 3asiBHUKOM
HagaHo oHoBNEeHW MNnaH ynpasniHHA
pusukamu Bepcis 3.1 - 3MiHM BHeCeHo A0
yacTuH: Il «Cneumndikauis 3 6eanekuny , Il
«lMnaH 3 chapmakoHarnsgy», V" 3axogu 3
MiHimizauii pusukis”, VIl «Jogatku» Ha
OCHOBi OHOBNEHOT iHhopMmaLlii 3 6eanekn
nito4oi peyoBuHU. Pestome MNnany
ynpasniHHA puankamu Bepcis 3.1
popaetbes. 3MiHm | Tuny - 3miHn Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHO OHOBIOBAHOTO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimpkeHb 3 6e3neku 3acTocyBaHHs
nikapcbKkoro 3acoby B micrnspeecTpauiiHin
nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
pocnigpkeHb, NpoBeAeHVX BignoBigHO A0
nnaHy negiatpuuHux gocnimkers (PIP)
(3MiHy y3rogkeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHUM OpraHom) - 3MiHW BHECEHO
0o [HCTpyKUiT NS MeAUYHOro 3aCTOCyBaHHs
nikapcbkoro 3acoby oo posginy "Bsaemogis
3 iHWK1MK nikapcbknMK 3acobamu Ta iHLUi
BMAM B3aemMogin" woao 6esneku
3aCTOCYBaHHS Aitl040i pe4oBUHM MeTaMi3on
BignosigHo Ao pekomeHaauin PRAC. 3miHu |
Tuny - 3MiHM Wwopo 6esnekn/edeKTUBHOCTI
Ta dapmakoHarnsagy (iHwi 3amiHn) - 3MiHK
BHeCeHO A0 [HCTpyKLUii Ana MeanmyHoro
3acToCcyBaHHS NikapCcbKoro 3acody Ao
po3giny "MobivHi peakuii” Woa0 BaXXUBOCTI
3BiTYyBaHHS Npo NobiyHi peakuii

29. | AHOPOXE/b renb ons BeseH Benbrisa BUPOBHMLTBO 32 NOBHUM Beneris BHECEHHS 3MiH [0 peecTpauiiHnx 3a UA/5301/01/02
30BHILUHLOrO Xenckea CA uunkom: beseH matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom




14 [TponoBkeHHs JoaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3acTocyBaHHs, 16,2 MeHbtohekyypiHr ["oToBMI Nikapcbkmin 3aci6. KoHTponb
mr/1 r; no 88 r rento Benpxiym, Benbris; roTOBOrO MiKapCbKoro 3acoby (iHLi 3miHu) -
y hnakoHi 3 HesHayHa 3MmiHa y 3aTBepaXeHOMy MeToi
[03y4nM BMPOGHMLTBO 3@ NOBHUM BMNPoOYBaHHS rOTOBOrO Nikapcbkoro 3acoby
npucTpoem, no 1 umknom: Jlaboparopif 3a nokasHukom “KinbkicHe BU3Ha4YeHHs.
dnakoHy y BeseH [HTepHeLwHn, EtaHon 96% 06/06.
KapTOHHil kopobui dpaHuis; 3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuin 3aci6. KoHTponb rotoBoro
BUNpobyBaHHsA nikapcbkoro 3acoby (iHwi 3miHW) - HeaHayHa
KOHTPOSMIO AKOCTI 3MiHa y 3aTBepaKeHOMY MeTodi
(mikpobionoriyHui BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
KOHTponb): Kyani 3a nokasHunkom “CynpoBigHi JOMILLKK”. 3MiHN
KoHTpon, ®paHuin | TMny - 3MiHK 3 aAKkocTi. FoTOBUIA NikapCbKMit
3aci6. KoHTponb roToBoro nikapcbkoro
3aco0by (iHwWi 3MiHM) - OHOBMEHHS BXe
3aTBEPIKEHNX METOAIB KOHTPOMIO SIKOCTi
nikapcbkoro 3acoby, a came BMKNageHHs
TEKCTY AepKaBHOK MOBOIO 3riAHO Cy4YacHMX
BVIMOT.
30. | AHY30n cynosuTopii MAT Ykpaina MAT «MoHdapm» YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX bes UA/7303/01/01
pekTanbHi no 5 «MoHdapm» maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenma
Cyno3nTopiiB y ["oToBMI Nikapcbkuit 3acib. KoHTporb
cTpwvni; no 2 ctpunu roTOBOrO fikapcbKoro 3acoby. 3miHa
B NauLi 3 KAPTOHY; napameTpie cneuudikadi Ta/abo
no 3 cynosuTopii y [OMNYyCTUMUX MEX rOTOBOrO NiKapCbKOro
cTpwvni; no 2 abo 3 3acoby (iHwWwi 3MiHN) BBEOEHHS
cTpunu B navi nepioANYHOCTI KOHTPOIIO 3@ NOKa3HUKOM
«MikpobionoriyHa YncToTa», a came
KKOHTPOIb AaHOro TECTy MPOBOAATL ANS
nepLUOol Ta KOXHOI HacTYMHOI AecAToi cepil,
ane He pigLwe Hix 1 cepisi B pik».
31. | APUOAM® 1,5 Tabnetku 3 Tle PpaHuis Brpo6HMLTBO, KOHTPONb PpaHuis/ BHECEHHS 3MiH 0 peecTpauiiHnX 3a He UA/13798/01/01
MIr/10 MIr MoaudpikoBaHUM IlabopaTtyap SIKOCTi, NaKyBaHHs Ta Ipnangis matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenmom | nidnseae
BUBIMTIbHEHHAM, MO Ceps'e BUNYCK cepii: 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay

1,5 mr/10 mr; no 15

Tabnetok y 6nictepi;
no 2 a6o 6 6nictepis
y KOpOOLji 3 KApTOHY

JlTabopaTopii Ceps'e
IHaacTpi, PpaHuis;

MakyBaHHS Ta BUNYyCK
cepii:
Ceps'e (Ipnangis)
IHpacTpic Jta, IpnaHgis

(iHWi 3MiHK) - 3MiHM BHECEHO A0 NYHKTIB 8,
17 TEeKCTy MapKyBaHHSi BTOPMHHOI YNaKoBKW
nikapcbkoro 3acoby. BBegeHHs 3MiH
NpoTArom 9-Tu MiCsILIiB MiCNsi 3aTBEPOXKEHHS.
3minu | Tvny - 3miln wWoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHK) - 3MiHM BHECEHO A0 IHCTPYKUIT
AN MeAUYHOTO 3acTOCYBaHHS NikapCbKoro
3acoby Ao posainis "MobivHi peakuii” Ta
"Micue3HaxomXeHHs 3asiBHMKa", a came
BHECEHHS iHdhopMalLlii Npo HeobXigHicTb
nosigoMnsATK Npo 6yab-siki BUNaaku
nigo3proBaHMx NobivyHMX peakuin Ta
BiCYTHOCTi e(peKTMBHOCTI NikapCbKoro
3acoby [0 HauioHanbHOT ABTOMaTU30BaHOI
iHpopmauiiHoi cuctemu 3 hapmakoHarnsgy
Ta o0 NpeAcTaBHULTBA 3asBHMKA B YKpaiHi.
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BBegeHHs 3miH npoTsarom 9-Tu MicsuiB nicnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3miHK Wwoao
6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHM BHECEHO OO0 TEKCTY
MapKyBaHHS1 yMakoBKU MikapcbKoro 3acoby,
a came BuganeHo TEKCT MapKyBaHHs 6e3
3a3HayYeHHs OOQVHULb BUMIpOBaHHSA Sl.
BBegeHHs 3miH npoTArom 9-Tn Micsuis nicns
3aTBEPAKEHHS. 3MiHM | TUny -
AOMiHicTpaTUBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
NpoBafXXeHHA QisNbHOCTI
BMPOGHMKa/imnopTepa roToBoro nikapcbKoro
3acoby, BKIOYa4m AinbHULL BUNYCKy cepii
abo micue npoBeAeHHS KOHTPOIHO SIKOCTI.
(DisinbHiCTb, 3a siky Bignosinae
BUPOBHMK/IMNOPTEP, BKIOYAKOYM BUMYCK
cepint) - 3miHa agpecu B1upobHuka M3
Cepp’e (Ipnangis) IHgacTpic Jitg, y 3B’A3Ky i3
npvBeaeHHsM o ceptudikaty GMP,
BuaaHoro fdepxnikcnyx6oto YkpaiHu 6e3
haKTUYHOI 3MiHWM Micusi BUpOBHMUTBA.
BBeneHHs 3miH npoTArom 9-Tu MicsuiB nmicnsi
3aTBEPKEHHS.

32.

APNDOAM® 1,5
Mr/s Mr

Tabnetku 3
MoaudpikoBaHUM
BUBINbHEHHSAM, MO
1,5 mr/5 mr no 15
Tabnetok y 6nictepi;
no 2 a6o 6 6nictepis
y kopobLji 3 kKapTOHy

Ile
JTabopaTtyap
Ceps'e

dpaHuis

B1po6bHWLTBO, KOHTPOIb
AKOCTI, NaKyBaHHA Ta
BUNYCK cepii:
TNa6opaTopii Ceps'e
IHpacTpi, PpaHuis;
MakyBaHHSA Ta BAMNYCK
cepii:

Ceps'e (Ipnangis)
IHpacTpic JTa, IpnaHgis

PdpaHuis/
Ipnangis

BHECEHHS 3MiH 4O peecTpauinHnX
marepianis: 3MiHu | TUNy - AgMiHICTpaTuUBHI
3MiHN. 3MiHa HalMeHyBaHHs1 Ta/abo agpecu

MicUsi NpoBamKEHHS AisNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro nikapcbKoro
3acoby, BKMYa4m AinbHuUL BUNycky cepii

abo micLe NnpoBeAeHHst KOHTPOIO SIKOCTI.

(DisinbHiCTb, 3a Ky BigNoBinae

BMPOBHWMK/IMNOpTEP, BKMIOYAOUM BUMYCK
cepin) - 3miHa agpecu BUpobHuKa Biabynacb
y 3BA3Ky 3 npuBeaeHHsm Ao GMP BupaHoro
Oepxnikcnyx6oto Ykpainu 6e3 dakTnyHoi
3MiHM Micus BUpO6HMLUTBA. BBEAEHHS 3MiH
NpoTArom 9-Tu MiCSILIB MiCNsi 3aTBEPOKEHHS.
3minu | Tvny - 3miln wWoao
6e3nekn/eekTMBHOCTI Ta hapmMakoHarnsay
(iHLWi 3MiHW) - 3MiHK BHECEHO [0 TEKCTY
MapKyBaHHS! YNakoBKu Nikapcbkoro 3acoby,
a came BUAaneHo TeKCT MapKyBaHHs 6e3
3a3HaYeHHs1 OAMHULL BUMIptOBaHHS Sl.
BBegeHHs 3miH npoTarom 9-Tu Micauis nicns
3aTBepKEHHS. 3MiHu | Tuny - 3miHn wopao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK) - 3MiHW BHECEHO A0 MyHKTIB 8,
17 TEKCTY MapKyBaHHsSi BTOPMHHOI YNaKoBKM
nikapcbkoro 3acoby. BBegeHHs 3MmiH
npoTsrom 9-T1 MicsiLiB Nicnsi 3aTBEPOXEHHS.

3a
peuenmom

He
nidnsieae

UA/13799/01/01




16 [TponoBkeHHs JoaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3MiHu | TMNy - 3MiHK Woao
6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy
(iHWi 3MiHK) - 3MiHM BHECEHO A0 IHCTPYKLi
ANsi MEQUYHOTO 3aCTOCYBaHHS IikapCbKOro
3acoby Ao posainis "MobivHi peakuii" Ta
"Micue3HaxookeHHs1 3asiBHMKA", a came
BHECeHHSs iHdhopMaLlii Npo HeobxigHiCTb
noeigoMnsAT! Npo Byab-siki BUNaaku
nigo3proBaHNX NobivYHUX peakuin Ta
BiAICYTHOCTiI e(PeKTUBHOCTI NiKapCbKOro
3acoby Ao HauioHanbHOT ABTOMaTU30BaHOI
iHbopMaLiiHOT cuctemu 3 hapmakoHarnagy
Ta A0 npeacTaBHMLTBA 3asiBHUKA B YKpaiHi.
BBeneHHs 3miH npoTarom 9-Tu MicsuiB nmicnsi
3aTBEPKEHHS.
33. | ACAKON® TabneTkn, BKPUTI Tinotc LLiseniLapis Bupo6HuLTBO Himeuumnna/ BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/4770/01/02
060MoHKo10, dapma Al Hepo3dacoBaHoi LLisenuapis matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peuyenmom
KULLKOBOPO34YMHHI NO npoaykuii, nepBuHHa Ta [oToBMI nikapcbkuii 3aci6. 3miHK y
800 mr; no 10 BTOPMHHA ynakoBKa: BUPOGHMLTBI. 3MiHa po3Mipy cepii
Tabnetok y Xaynt ®apma BronbdiHr (BkrtoYatoum diana3oH po3mipy cepii)
6nictepi; no 5 abo 'M6X, HimeuyuunHa; roTOBOrO Jlikapcbkoro 3acoby (36inbLUeHHs!
no 6 Gnictepis y Bupo6HuK, 0o 10 pasiB NOpIBHSAHO i3 3aTBEPAHKEHUM
KOpoO6Li 3 KapTOHY BiAMOBiAanNbHWIA 3a pO3MipoM) BBEAEHHSA AOAATKOBOIO po3mipy
BUMNYyCK cepin: Tinotc cepii ['N13 500 000 TabneTok B AONOBHEHHSI
dapma AT, LLsenuapis [0 BXe 3aTBeppKEHOro po3mipy cepii 250
000 TabneTok
34. | ACK-TEBA Tabnetku TOB «TeBa YkpaiHa BankaHdpapma-LynHuus Bonrapis BHECEHHS 3MiH 10 peecTpaLiiHuX bes UA/14167/01/02
KULLKOBOPO3YMHHI MO YkpaiHa» AT MaTepianis: 3miHn | Tuny - 3miHn Wwopo peuenma
100 wr; no 10 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
TabneTtok B GnicTepi; (iHwWi 3MiHK). OHOBMEHHS TEKCTY
no 3 6nictepu B MapKyBaHHS1 NEPBMHHOI Ta BTOPUHHOT
KapTOHHIN kopobLyi yMakoBOK MikapcbKoro 3acoby. TepMiH
BBeAEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPKEHHS.
35. | ACK-TEBA Tabnetku TOB «TeBa Ykpaina Bankandapma-[ynHuus Bonrapisa BHECEHHS 3MiH 0 peecTpauiiHnX bes UA/14167/01/01
KULLKOBOPO3YMHHI MO YkpaiHa» AT matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenma
75 wr; no 10 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
TabneTtok B 6nicTepi; (iHwWi 3MiHW). OHOBMEHHSI TEKCTY
no 3 Gnictepu B MapKyBaHHS NEePBUHHOI Ta BTOPUHHOI
KapTOHHiI kopobLyi yMakoBOK nikapcbKkoro 3acoby. TepMiH
BBEAEHHS 3MiH NPOTSrom 6 micauis nicns
3aTBEPKEHHS.
36. | ACTATOP 10 Tabnetkn, no 10 wr, TOPPEHT IHAis TOPPEHT IHAis BHECEHHS 3MiH 0O peecTpauiiHnx 3a He UA/14663/01/01
no 10 Tabnetok y SAPMACH DPAPMACBIOTIKAIC MaTepianis: 3miHn | Tuny - 3miHn Wwopo peuenmom nidnsieae
GnicTepi; no 3 IOTIKANC nTa. 6e3nekn/edpekTMBHOCTI Ta hbapMakoHarnsay.
Gnictepuny nTa. 3MiHW y KOPOTKili XapakTepucTuLi
KapTOHHIl ynakoBLj nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpnaHnx/6ionogidHNX
nikapcbkux 3acobiB Nicns BHECEHHS TiEl
caMoi 3MiHW Ha pedbepeHTHUI NpenapaTt




[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o
noceio4yeHHs1

(3miHa He noTpebye HagaHHS XOAHMX HOBUX
[04aTKOBUX AaHNX) - 3MiHM BHECEHO 0
IHCTPYKUiT ANS MEAWNYHOro 3aCTOCYBaHHS

nikapcbkoro 3acoby y po3gin "OcobnusocTi

3acTocyBaHHs" 3rigHO 3 iHbopmaLi€eto Woao
Me[MNYHOro 3aCTOCyBaHHs peepeHTHOro
nikapcbkoro 3acoby (CUHIYJIAP®).

BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi

3aTBEPKEHHS.

37.

ACTATOP 4

TabneTku xyBarnbHi
no 4 mrno 10
TabneTtok y Gnictepi;
no 3 Gnictepn y
KapTOHHIN ynakoBLii

TOPPEHT

®APMACH

IOTIKANC
nTa

IHAisa

TOPPEHT
®APMACBIOTIKANC
nTa

IHgia

BHECEHHS 3MiH 4O peecTpauinHuX
MaTepianis: 3miHu | Tuny - 3miHn Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHW y KOPOTKi XapakTepucTumLi
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeanYHoOro 3acTocyBaHHs
reHepUYHMX/ribpnaHnx/GionogiGHNX
nikapcbkunx 3acobis nicns BHECEHHS Tiel
camoi 3MiHM Ha pedhepeHTHMIN npenapat
(3miHa He noTpebye HagaHHS XOOHMX HOBUX
[04aTKOBUX AaHNX) - 3MiHM BHECEHO 0
IHCTPYKUIT ANS MeanYHoro 3acTocyBaHHs
nikapcbkoro 3acoby y po3gin "OcobnmsocTi
3acTocyBaHHs" 3rigHO 3 iHbopmaLi€eto Woao
MELMYHOro 3aCTOCyBaHHs pedepeHTHOro
nikapcbkoro 3acoby (CUHIYIAP®).
BBeneHHs 3MiH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEPAKEHHS

3a
peuenmom

He
nidnsieae

UA/14663/01/02

38.

ACTATOP 5

TabneTku xyBanbHi
no 5 wmrno 10
Tabnetok y 6nictepi;
no 3 Gnictepny
KapTOHHIN ynakoBLi

TOPPEHT

®APMACb

IOTIKANC
nTo

IHAin

TOPPEHT
®APMACHIOTIKANC
nTa

IHais

BHECEHHS 3MiH 0 peecTpauiiHuX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHN y KOPOTKili XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpnaHnx/GionoaibHux
nikapcbkux 3acobiB nicns BHECEHHS Tiel
caMoi 3MiHW Ha pedepeHTHUI npenapaT
(3miHa He noTpebye HaaHHS XOAHWUX HOBUX
[0OaTKOBUX AaHNX) - 3MiHWM BHECEHO 0
IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "OcobnueocTi
3acTocyBaHHS" 3rigHO 3 iHbopMmalLlieto LWoao
MeAMYHOro 3acToCyBaHHs pedepeHTHOro
nikapcbkoro 3acoby (CUHIYNAP®).
BBeneHHs 3miH npoTArom 6-Tu MicsuiB nicnsi
3aTBEPOKEHHS

3a
peuenmom

He
nidnsieae

UA/14663/01/03

39.

ATOH3UN®

PO34MH
OpomyKo3Hui, 0,1
mr/mn no 20 mn a6o
50 mn y donakoHi
nonimepHomy 3
po3nunoBa4em, no

KHBMI
"ICHA"

YkpaiHa

TOB "Cnasis 2000"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsay.
BeeneHHs abo 3MiHu [0 y3aranbHeHWX
AaHux npo cuctemy chapmakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHWX NPO

be3
peuenma

UA/18639/01/01
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

100 mn y donakoHi
nonimepHomy; no 1
¢nakoHy B
KapTOHHIN nayui

cuctemy papmakoHarnsgy, 3amiHa
yNoBHOBaXKeHOi 0cobu, BiANoBiaanbHoI 3a
3fiicHeHHs hapmakoHarnagy; KOHTaKTHOT
ocobu 3 hapmakoHarnagy 3asBHuUKa Anst
3AiNCHEHHA hapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKMIOYaymM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLieHHi MacTep-
canina cuctemu chapmakoHarnsgy) 3miHa
YMNOBHOBaXeHOI 0cobM 3asiBHUKA,
BiANoOBiganbHOI 3a hapMakoHarnag.
Litova pepakuis: TkadyeHko TeTsHa
MeTpiBHa. NponoHoBaHa pegakuis:
CaBueHko HaTtanis BitaniisHa. 3miHa
KOHTaKTHMX JaHWNX YNOBHOBaXeHOi 0cobu
3asiBHMKa, BignosiganbHoi 3a
apmakoHarnsg. 3miHa Homepa mactep-
banna cuctemu hapmakoHarnsgy.

40.

AT®-JIOHI®

Tabnetkun no 10 wr;
no 10 Tabnetok y
6nictepi; no 3 abo 4
6nictepu B kOpobLj;
no 1 Gnictepy 6e3
BKNafaHHs y
BTOPWHHY YMaKOBKY

TOB
"dapmaueBT
M4YHa
KOMNaHis
"®apKoC"

Ykpaina

TOB "dapmaueBTuyHa
komMmnaHis "®apKoC"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHu | Tuny - 3miHn Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BeeaeHHs abo 3MiHu [0 y3aranbHeHWX
OaHux npo cuctemy chapmakoHarnsgy
(BBEOEHHSA y3aranbHEHVX AaHNX Npo
cuctemy cbapmakoHarnsagy, amiHa
yrnoBHOBaeHoi ocobu, BignoBiganbHoi 3a
34iicHeHHs dhapmakoHarnagy; KOHTakTHoT
ocobu 3 hapmakoHarnsaay 3asBHVKa 41
3AicHeHHs hapmakoHarnsagy B YKpaiHi,
SKLLO BOHA BigMiHHA Bi YNOBHOBaXEHO|
ocobu, BignoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnsay (BKMHOYaKUmM KOHTaKTHI
OaHi) Ta/abo 3MiHKM y po3milLeHHi MacTep-
darna cucremn hapmakoHarnsgy) 3miHa
YMOBHOBaXeHOoI 0cobu 3asiBHUKa,
BignosiganeHoi 3a hapMakoHarnsag.
[itoya pepakuis: Tep-CapkicoBa Onbra
BarpartiBHa. [MponoHoBaHa pepakuis: KyTHak
BikTop MaBnoBu4y. 3MiHa KOHTAKTHUX AaHUX
YNOBHOBaXEHOi 0COOM 3asiBHYIKA,
BiAnoBiganbHoI 3a dhapmakoHarnsg. 3miHa
MicLle3HaxomKeHHs MacTep-channa cuctemm
dapmakoHarnagy Ta noro Homepa. 3MiHa
Micus 3AiCHEHHS] OCHOBHOI AisiNbHOCTI 3
bapmakoHarnsay.

bes3
peuenma

UA/3121/01/03

41.

AT®-NIOHI®

Tabnetku no 20 wr;
no 10 Tabnetok y
GnicTepi; no 3 abo 4
Gnictepu B kOpooLyj;
no 1 6nictepy 6e3

TOB
"®apmaueBT
MYHa
KOMNaHis
"®apKoC"

YkpaiHa

TOB "®apmaueBTuyHa
komnaHis "®apKoC"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3MiHu | Tuny - 3MiHn Wwono
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
BeeneHHs abo 3MiHu [0 y3aranbHeHWX
[aHuX Npo cucteMy hapmakoHarnsgy

be3
peuenma

UA/3121/01/02
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BKMaAaHHs y
BTOPWHHY YNaKkoBKy

(BBEAEHHSA y3ararnbHEHUX AaHUX Npo
cuctemy cbapmakoHarnsgy, amiHa
YyNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
3piicHeHHs hapmakoHarnagy; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHuUKa Ansi
3aiicHeHHs hapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
ocobu, BignoBigansHoi 3a 30iNCHEHHS!
chapmakoHarnsgy (BKYa4m KOHTaKTHi
naHi) Ta/abo 3MiHM y po3MiLLileHHi MacTep-
anna cuctemn chapmakoHarnsgy) 3miHa
yNOBHOBa)eHOI 0cobu 3asiBHMKA,
BiAnoBiganbHOI 3a hapmakoHarnag.
[Hitoya pepakuis: Tep-CapkicoBa Onbra
BarpatiBHa. lNMponoHoBaHa pegakuida: KyTHsk
BikTop MaBnoBn4y. 3MiHa KOHTaKTHUX AaHUX
YMOBHOBaXeHOI 0cobu 3asiBHMKa,
BignoBigansHoi 3a chapmakoHarnsg. 3miHa
MicLe3HaxoaXXeHHa macTep-danna cucTtemm
dapmakoHarnsgy Ta voro Homepa. 3miHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy.

42.

BAFEQA

TabneTkn, BKpUTI
NniBKOBOIO
o6ornoHkot, no 20
mr; no 10 TabneTok
y bnicTepi; no 3
Gnictepuy
KapTOHHIN kopobLyi

TOB
«YorPng
MEOVNLNH»

Ykpaina

yoprng MEANLIMH
INAY CAH. BE TIIXK.
A.LL.

TypeyvunHa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHa 3asBHuka J13 (MIBIM)
(BnacHuka peecTpauiiHoro nocBig4YeHHs)
(3rigHo Hakaszy MO3 Big 23.07.2015 Ne 460).
Buny4eHo iHdopMauiio Wwoao 3asBHUKa 3
IHCTPYKUii ANa MeAMYHOro 3aCTOCyBaHHS Ta
MapKyBaHHS Jikapcbkoro 3acoby. BBegeHHs
3MiH NpOTHArom 6-Tu MicsLiB nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3miHn wopao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BeeneHHs abo 3MiHu [0 y3aranbHeHWX
OaHunx npo cuctemy chapmakoHarnsgy
(BBELEHHSA y3aranbHEHUX AaHUX MPO
cuctemy papmakoHarnsay, amiHa
yrnoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
34iicHeHHs dhapmakoHarnagy; KOHTaKTHOT
ocobu 3 hapmakoHarnagy 3asBHuUKa Ansi
34icHeHHs bapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNMOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA
dapmakoHarnsay (BKMHOYaKUmM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
(paina cuctemu papmakoHarnsay)
3miHa ynoBHOBaXeHOT 0cobu 3asiBHUKA,
BignoBiganeHoi 3a hapMakoHarnsg. [itoya
pepakuisi: Mescim Inbkbaxap OiHuens / Mrs.
Mevsim llkbahar Dincel. NMponoHoBaHa
pegakuis: Nyano MNaHHa CtaHicnasiBHa.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXXEHOT

3a
peuenmom

He
nidnsieae

UA/17613/01/02
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

ocobu 3asBHMKA, BiANOBiganbHOI 3a
capmakoHarnsg. 3miHa micus 34iNCHEHHS
OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsgy.
3MiHa Micue3HaxomkeHHs MacTep-canna
cuctemn chapmakoHarnsgy. 3Miau | Tuny -
3MiHM wopo 6e3nekn/eddeKTUBHOCTI Ta
dapmakoHarnagy. 3MiHa y KopoTKil
XapaKTepuCTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLIii Ans MeguyHoro
3acTOCyBaHHS Ha MigcTasi perynsipHo
OHOBINIOBAHOIO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6eanekn
3acTocyBaHHSA Nikapcbkoro 3acoby B
nicnapeecTpauinHuii nepiof, abo sk
pe3ynbTaT OLiHKN 3BiTY 3 LOCHIOKEHD,
npoBefeHnx BigNOBIAHO 4O NnaHy
nepiaTpnyHnx gocnigxens (PIP) (3Miny
Y3ro4pKeHO 3 KOMMETEHTHUM
YNOBHOBa)XeHUM opraHom). 3MiHW BHECEHO
00 IHCTPYKUIi ANs MeanyYHOro 3acTocyBaHHSA
nikapcbkoro 3acoby y po3gin "OcobnmsocTi
3acTocyBaHHA" BignoBigHO A0 OHOBEHOI
iHdpopmauii 3 6e3nekn Ailo4oi peYOBUHM.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK). 3MiHN BHECEHO Y TEKCT
MapKyBaHHs1 NEPBUHHOI YNaKOBKW Y MYHKTU
1, 2, 4, y TEKCT MapKyBaHHSA BTOPUHHOI
ynakoBku -y nyHktn 1, 2, 3, 11, 16, 17.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEPKEHHSI

43.

BATEOA

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 10
mr; no 10 TabneTok
y bnicTepi; no 3
Gnictepny
KapTOHHiI kopobui

TOB
«YOoPNng
MEOVLNH»

YkpaiHa

yopng MEAVNLMH
INAY CAH. BE TIIXK.
AL

TypeudnHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHa 3asBHuka J13 (MIBI)
(BnacHuka peecTpaLinHOro NocBig4eHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
Buny4eHo iHdopMauiio Wwoao 3asBHUKa 3
IHCTPYKLUii ANa MeOMYHOro 3aCTOCYBaHHs Ta
MapKyBaHHS nikapcekoro 3acoby. BBeaeHHs
3MiH NPOTHArom 6-Tu MicsLiB nicns
3aTBEpAKEHHS. 3MiHu | Tuny - 3MiHM Woao
6e3nekn/edpekTMBHOCTI Ta hbapMakoHarnsay.
BBepaeHHsA abo 3miHM A0 y3aranbHeHux
OaHux npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3aranbHEHUX AaHWX Npo
cuctemy hbapmakoHarnsgy, amiHa
YMOBHOBaXeHOi 0cobw, BignosigansHoi 3a
34iicHeHHs dhapmakoHarnagy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy 3asBHUKa Ans
3AiNCHEeHHSA dhapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI

3a
peuenmom

He
nidnsieae

UA/17613/01/01
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

ocobu, BianoBiaanbHOT 3a 3AiNCHEHHS
dapmakoHarnsay (BKMIOYaymM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
davina cuctemu hapmakoHarnsgy)
3miHa ynoBHOBaXkeHOT 0cobu 3asiBHUKA,
BignoBigansHoi 3a chapMakoHarnsg. Hitoya
peaakuisi: Mescim Inbk6axap OiHuens / Mrs.
Mevsim llkbahar Dincel. NMponoHoBaHa
pegakuis: Nyano MaHHa CtaHicnasiBHa.
3MiHa KOHTaKTHMX JAHWX YNOBHOBaXKEHOI
ocobu 3asiBHMKa, BiANOBiAANbHOI 3a
capmakoHarnsg. 3MiHa micus 34iACHEHHS
OCHOBHOI AiiNbHOCTI 3 hapmakoHarnsgy.
3MiHa Micue3HaxomKeHHA MacTep-canna
cuctemn hapmakoHarnagy. 3minm | Tuny -
3MiHM woao 6e3nekun/eddekTUBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTkiv
XapaKTepuCTULi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6eanekn
3acTocyBaHHS NikapCcbKoro 3acoby B
nicnapeecTpauinHmin nepiod, abo sk
pe3ynbTaT OLiHKN 3BiTY 3 LOCHIOKEHD,
NpOBEAEHNX BiANOBIAHO 4O NnaHy
nepiaTpuyHux gocnigxens (PIP) (3MiHy
Y3rO[DKEHO 3 KOMMNETEHTHUM
YMOBHOBaXXEHNM OpraHom). 3miHV1 BHECEHO
00 IHCTPYKUIT ANS MeanYHOro 3acToCyBaHHSA
nikapcbkoro 3acoby y po3ain "OcobnusocTi
3acTocyBaHHA" BigNoBigHO 4O OHOBIEHOI
iHpopmalLii 3 6e3neku Aio4oi peyYoBUHM.
BBegeHHs 3MiH NnpoTArom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHM Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK). 3MiHN BHECEHO Y TEKCT
MapKyBaHHS NEPBMHHOI YNaKOBKM Y MYHKTU
1, 2, 4, y TEKCT MapKyBaHHS BTOPUHHOI
ynakoBku - y nyHktn 1, 2, 3, 11, 16, 17.
BBeneHHs 3miH npoTArom 6-Tu MicsuiB nicnsi
3aTBEpPKEHHSI

44.

BEH3UBEPOE

crnpew 4ns poToBoi
NOPOXHUHK 1,5
mr/mn; no 30 mny
dnakoHi 3i cnpew-
HacocoMm Ta
HacagKoto
NOBOPOTHOIO, Mo 1
dnakoHy y nayui

NPAT
"“XIMOAPM3
ABOQ
"YEPBOHA
3IPKA"

YkpaiHa

MPAT
"XIMOGAPM3ABO[
"4YEPBOHA 3IPKA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3MiHu | TUNy - AOMiHICTpaTUBHI
3MiHW. 3MiHa HalMeHyBaHHsi Ta/abo agpecu

3asBHMKa (BNacHUka peecTpaLiiHoro
nocBigYeHHs) 3MiHa HalMeHyBaHHs
3asBHUKa Ta 3MiHW Yy HanucaHHi agpecu
3asBHMKa (BNacHUka peecTpaLiiHoro
noceigyeHHs1). TepmiH BBEAEHHS 3MiH
npoTsArom 6 MicsiLiB Nicnsi 3aTBepAXKEHHS.

6e3
peuenma

nionsieae

UA/20815/01/01
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3MinHn | TMNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
NpoBafXXeHHS QisNbHOCTI
BMpOBHMKa/iMnopTepa roToBoro fikapcbKkoro
3acoby, BKNoYaum AinbHULI BUMYCKy cepii
abo micLe NpoBeaeHHs KOHTPOIH SIKOCTI.
(DisinbHiCTb, 3a sKy Bignosinae
BUPOGHWMK/IMMNOPTEP, BKIOYAKOUN BUMYCK
cepinn) 3miHa HariMeHyBaHHs BUpoOHMKa 113
Ta 3MiHW Y HanMcaHHi agpecy BUPOOHUKa
['T13. 3MiHM BHECEHO B iHCTPYKLUIiO ANst
MeOMYHOro 3acToCyBaHHS NikapcbKoro
3acoby y po3ginu "BupobHuk" Ta
"Micue3HaxoaeHHst BUpOOHUKa Ta agpeca
MicLA NpOBaAXXeHHS NOro AisnbHOCTI" Ta AK
Hacnigok - y BigNOBIAHI po3ainu TeKCTy
MapKyBaHHS NEPBMHHOI Ta BTOPUHHOT
yrNaKoBKW nikapcbkoro 3acoby.
TepmiH BBEAEHHA 3MiH NpoTAromM 6 micauis
nicns 3aTBepaKeHHs1

45.

BEH®OTIAMIH

NOPOLLIOK
(cybeTpaHuisn) y
nonieTuneHoBmmn
nakeT BKnageHun
iHWWA
nonieTuneHoBsmmn
nakeT ans
dapmaLeBTUHHOIO
3aCTOCyBaHHs

AT
"dapmak”

Ykpaina

XAMAPI MEDECTI, lTa.

Anonis

BHECEHHS 3MiH 4O peecTpauinHnX
mMarepianiB: yTOYHEHHSI HAaNMCaHHS YNakoBKU
B Hakasi MO3 Ykpainu Ne 1151 Big
18.07.2025 B npoueci BHECEHHS 3MiH (3MiHM
11 Tuny - 3MiHK 3 akocTi. ADL. (iHLWi 3MiHK).
OHoeneHHs Bepcii DMF Ha AdI
6eHdoTiamiH BupobHuutea «HAMARI PFST,
Ltd.», AnoHisa 3 AP/6/2013-09-09 oo
AP/7E/2021. Ak Hacnigok BHECEHO 3MiH O
poaginie 3.2.5.4.1 1a 3.2.5.4.2, a came
«lpeHTudikauis», «CynpoBigHi AOMILLKWY,
«Baxki meTanuy, «TiamiH», «BTpaTa B Maci
npwv BUCYLLYBaHHi». TakoX OHOBMEHO po3Ain
«YnakoBka». [litova pegakuis: AP/6/2013-
09-09. Bua, po3mip Ta KOMAMEKTHICTb
yMNaKoBKU: Yy NakeTax NoABiINHUX
nonietuneHosux. [MponoHoBaHa pefakuis:
AP/7E/2021. Bua, po3Mip Ta KOMMNEKTHICTb
yMaKoBKM: Y NOMi€TUNIEHOBUIA NaKeT
BKITaAEHU iHLIUIA NonieTUrneHoBuiA nakeT,
BKnageHi y ¢ibposui 6apabaH. Mix
BHYTPILUHIM | 30BHILLUHIM NnakeTamun
PO3MiLLeHO ocyLUyBay. BHYTPILLHINA i
30BHILLHI/ NONieTUNIEHOBI MaKkeTn CKpinneHi
rymkamu. Ha ¢ibpoBuii 6apabaH ogsiraetbest
KpULLIKa | repMETUYHO 3aKpUBAETHLCS.
Pepakuis B Hakasi - y naketax noaBilHMX
nonietuneHoBux. BipHa pegakuis - y
nonieTUNeHoBUIN NakeT BKMaAEHUA iHLLINIA
nonieTUNEHOBUI NaKeT.

UA/10784/01/01

46.

BETAK

TabneTku, BKPUTI

Mepokemi

Kinp

BVIpO6HVILI,TBO 3a NOBHUM

Kinp

BHECEHHS 3MiH 40 peecTpauiiHnx

3a

He

UA/7563/01/02
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
NniBKOBOK nTta LMKIOM: MaTepianis: 3miHu | Tuny - AgMiHicTpaTuBHI peuenmom nionsieae
obonoHkoto, no 10 Mepokemi Nimiteq 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu
mr, no 10 TabneTtok MicLst NpOBaKEHHS AisiNbHOCTI
y 6nicTepi; no 3 BMpOBHMKa/iMnopTepa roToBoro fikapcbKkoro
6nictepu y 3acoby, BKNoYaum AinbHULI BUMYCKy cepii
KapTOHHIl kopobui abo micLe NpoBeaeHHs KOHTPOIH SIKOCTI.
(DisinbHiCTb, 3a sKy Bignosinae
BUPOGHWMK/IMMNOPTEP, BKIOYAKOUN BUMYCK
cepil) yTOYHEHHS HAa3BW Ta agpecu
BUPOBHMYOI AinbHUUI Yy BIANOBIAHOCTI 0O
ceptucpikaty GMP. 3miHM BHeceHo B
iHCTPYKUil0 ONst MEAUYHOrO 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ainu "BupoGHuk",
"Micue3HaxoaeHHst BUpOOHUKa Ta agpeca
MicLS NpOBaaXEeHHS Noro AisnbHoCTI" 3
BiANOBIQHUMW 3MiHAMM B TEKCTi MapKyBaHHSA
ynakoBoK. BBeeHHS 3MiH npoTarom 6-1n
MicsaUiB nicnsa 3aTBepAXeHHSA
47. | BETAK TabneTkn, BKPUTI Mepokemi Kinp BUPOBHMUTBO 3a NOBHUM Kinp/ BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a He UA/7563/01/01
NniBKOBOIO nTa LIMKITOM: B’eTHam marepianis: 3MiHu | TUNy - AgMiHICTpaTuBHI peuyenmom | nidnseae
obonoHkoto, no 20 Megokemi Jlimiteq, Kinp 3MiHW. 3MiHa HallMeHyBaHHS Ta/abo agpecu
mr, no 10 TabneTtok MicUA NpoBaaXeHHs QisnNbHOCTI
y bnicTepi; no 3 BMPOBHMLTBO, NEPBUHHE BMPOBGHMKa/imnopTepa rotoBoro nikapcbKoro
Gnictepn y nakyBaHHs, BTOPUHHE 3aco0by, BKYaum ginbHULi BUNYycKy cepil
KapTOHHil kopobui nakyBaHHs: abo MicLe NpoBedeHHs! KOHTPOIH SIKOCTI.
Mepokewmi (Pa lcT) ITA., (misnbHicTb, 3a AKy Bignosigae
B’eTHam BUPOGHWK/IMNOPTEP, BKINOYAKOUN BUMYCK
cepiit) yTOYHEHHs! Ha3BM Ta agpecu
BUPOOHMYOI AinbHULUI Y BIANOBIAHOCTI 0O
cepTtudpikaty GMP. 3miHM BHeceHo B
iHCTPYyKUil0 ONst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y posginu "BupobHuk",
"Micue3HaxomkeHHs BUpobHuka Ta agpeca
Micusi NpOBafKEHHS MOro AisanbHocTi" 3
BiAMOBIAHVMU 3MiHAMW B TEKCTi MapKyBaHHSA
ynakoBoK. BBeeHHs 3MiH NpoTArom 6-tu
MicsiLiB nicns 3aTBepAKEHHS
48. | BET®EP 1A NOPOLLIOK ANA TOB "®3 Ykpaina TOB "®3 "CTAOA" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a He UA/15462/01/01
nnoc PO34MHY ANS iH'eKLin "CTAOA" matepianis: 3MiHu | TUNy - AgMiHiCTpaTuBHi peuenmom | nidnsizae
no 6000000 MO (30 3MiHW. 3MiHa HalMeHyBaHHsi Ta/abo agpecu
MKr), 1 donakoH 3 3asiBHMKA (BNacHUKa peecTpauiiHoro
NOPOLLIKOM Y nocBigYeHHs1) - 3MiHa HallMeHyBaHHS
KoMnnekTi 3 1 3asiBHVKa BNacHWKa peecTpauinHoro
amMnyroto 3 noceigyYeHHs. 3MiHM BHECEHO B KOPOTKY
PO34MHHUKOM MO 1 XapaKTepuCTUKy nikapcbkoro 3acoby y
Mn (Boga ans po3ain "BnacHuk peectpauiiHoro
iH'ekUin cTepunbHa) noceigyeHHs". TepMiH BBeAEHHS 3MiH -
y GnicTepi; no 1 NpoTSArom 6 MicsiLiB Nicnsi 3aTBEpPOXKEHHS.
Gnictepy y nauui 3 3MmiHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
KapTOHY; 4 cbriakoHn HariMeHyBaHHs Ta/abo agpecu micus
3 MOPOLLKOM Y NpoBaXXeHHs AisNbHOCTI
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

KOMMAEKTi 3 4
amnynamu 3
PO34YNHHUKOM O 1
Mn (Boga 4ns
iH'ekUin cTepunbHa)
y 6nictepi; no 1
Gnictepy y navui 3
KapTOHY

BMPOGHMKa/imnopTepa roToBoro nikapcbKoro
3acoby, BKNoYaum AinbHULI BUMYCKy cepii
abo micLe npoBedeHHS KOHTPOIO SIKOCTI.
(DisinbHiCTb, 3a sKy Bignosinae
BUPOGHWMK/IMMNOPTEP, BKIOYAKOUN BUMYCK
cepint) - 3MiHa HaiMeHyBaHHsi BUPOOHMKa
roToBOro nikapcbkoro 3acoby. BupobHuya
OinbHWUS Ta BCi BUPOGHMYI onepadii
3anuwaTbCa HE3MIHHUMUW. 3MiHU BHECEHO
B IHCTPYKLUIilO ANsi MEQUYHOro 3acTOCyBaHHSA
Ta KOPOTKY XapaKTepUCTUKy MikapCbKoro
3acoby y po3agin "BuMpobHuK" 3 BignosigHMMM
3MiHaMu B TEKCTi MapKyBaHHS1 YNaKkoBOK.
TepmiH BBEOEHHS 3MiH - NPOTArom 6 Micsiuis
nicnsa 3aTBepaXXeHHsi. 3MiHu | Tuny - 3miHn
wopo 6esnekun/edpekTMBHOCTI Ta
dapmakoHarnagy. BeegeHHsa abo 3miHm oo
y3aranbHeHVX JaHUX Npo cuctemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHNX
AaHuX Npo cuctemy hapmakoHarnsgy, aMiHa
yNoBHOBa)eHOoi ocobu, BignoeigansHoi 3a
34iINCHEHHA dhapMakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsaay 3asBHVKa A4S
30iNCHEHHs hapmakoHarnagy B YKpaii,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BignoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnsay (BKMOYaKUmM KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3milLeHHi MacTep-
danna cuctemu dpapmakoHarnagy) - 3miHa
KOHTaKTHMX JaHWNX YNOBHOBaXEHOi 0cobu
3asBHMKa, BiANoBiaanbHoOI 3a
dapmakoHarnag,.
3miHa Homepa macTep-anna cuctemm
dapmakoHarnsgy. 3minu | Tuny - 3miHn
wono 6esnekun/edekTMBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHun) - 3miHu
BHECEHO Y TEKCT MapKyBaHHS BTOPUHHOI (1.
11, 17) ynakoBku nikapcbkoro 3acoby.
TepMmiH BBEOEHHS 3MiH - NPOTArom 6 Micsiuis
nicnsi 3aTBEpOXKEHHS.

49.

BITACTUH-
TEBA

Tabnetku no 20 wr;
no 10 Tabnetok y
GnicTepi; no 1 abo 3
Gnictepu B
KapTOHHiIl kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

BUPOOHMLTBO
Hepo3dacoBaHol
NpoAyKUii, NepBUHHA Ta
BTOPWHHA yNaKkoBKa:
AET Nab6opatopi3
MpanseT Jl14., IHZis;

BI/IpO6HI/ILI,TBO 3a NOBHUM

umknom: CaHeka
dapmacbioTukana AT,
CnoBaubka Pecny6nika

IHgis/
CrnoBalbka
Pecny6bnika

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3MiHu | Tuny - 3MiHK Wwono
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHoO OHOBIOBaHOTO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
focnimxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKkoro 3acoby B nicrnspeecTpauiiHin
nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3

3a
peuerimom

He
nidnsieae

UA/20366/01/01
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
pocnigkeHb, NpoBeAeHVX BiANOBIgHO A0
nnaHy negiatpuynHmx gocnimkers (PIP) (iHwi
3MiHM) - 3MiHN BHeCeHO [0 IHCTpyKuii Ana
MELMNYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby Ao posainis "OcobnmeocTi
3acTocyBaHHs" Ta "MobiyHi peakuii™
BiNoBIgHO 4O OHOBMEHOI iHchopmaLii Wwoao
6e3neky 3acTOCyBaHHsI it040i Pe4OBUHU.
TepMmiH BBeAEHHS 3MiH - NPOTSArom 6 Micsuis
nicns 3aTBepAKEHHs!
50. | BICAKOAOUN cynosuTopii MAT Ykpaina MAT "MoHdapm" Ykpaina BHECEHHS 3MiH 40 peecTpauifiHnX bes UA/3236/01/01
pekTanbHi no 0,01 r; "MoHdapm" matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenma
no 5 cynosuTopiiB y ["oToBMI Nikapcbkmit 3aci6. KoHTporb
cTpwvni; no 2 ctpunu roTOBOrO fikapcbKoro 3acoby. 3miHa
B MayLi 3 KapTOHY napameTpie cneuudikadi Ta/abo
[OMNYCTUMKX MEX rOTOBOTO NiKapCbKOro
3acoby (iHLWi 3MiHW) BBEAEHHSI
nepioANYHOCTI KOHTPOIIO 3@ NOKa3HUKOM
«MikpobionoriyHa yncTtoTay, a came
KKOHTPOSb AaHOro TECTy NMPOBOAATL ANS
NepLUOi Ta KOXKHOI HaCTYMHOI AecATol cepil,
ane He pigue Hix 1 cepis B pik».
51. | BI®OK® IC Tabnetkv no 10 Tosapwucteo Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/14315/01/01
TabneTtok y Gnictepi; 3 [04aTKOBOK MaTepianis: 3miHu | Tuny - 3miHn Wopo peuenmom
no 1 6nictepy B [00aTKOBO BiANoOBIganbHiCTIO 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
nayui 3 KapToHy Bignosigans "IHTEPXIM" (iHLWi 3MiHW)
HicTIO OHOBMEHO TEKCT MapKyBaHHS NEPBUHHOT Ta
"IHTEPXIM" BTOPWHHOI YNaKoBKW Mikapcbkoro 3acoby, a
came BUITy4eHO iHhopMaLito, BUKITageHy
POCINCBbKOK MOBOIO, Ta BHECEHO 3MiHM y M. 3
Ta n. 17 TekcTy MapKyBaHHS BTOPUHHOI
yMaKoBKW NikapcbKkoro 3acoby. BeeaeHHsi
3MiH NpOTHArom 6-Tu MicsLiB nicns
3aTBEpPOKEHHS
52. | BO3YINi® TabneTkn, BKpUTI Mdbanszep CLUA BMPOGHMLTBO, Himeuumna/ BHECEHHS 3MiH 0 peecTpauiiHnX 3a He UA/17245/01/02
NniBKOBOIO Eny.Ci.Ni. nakyBaHHS, KOHTPOIb Yexis matepianis: 3miHu Il Tuny - 3miHn wopao peuenmom | nidnseae
obornoHkoto, no 500 Kopnopei SIKOCTi Ta BUNYCK cepil: 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
mr, no 14 Tabnetok H Mdpanszep 3MiHM y KOPOTKili XapakTepucTuLi
y bnicTepi, 2 MeHtoekyypuHr nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
Gnictepn y Donunenpg Mm6X, IHCTPYKUIT ANA MeAMYHOrO 3aCTOCYBaHHS Y
KapTOHHI KOpoOLyi; HimeuumHa; 3B’A3KY i3 HOBMMMW JaHUMMU 3 SKOCTI,
no 30 TabneTtok y BMPOGHMLTBO, KOHTPOIb OOKMIHIYHUMU, KMiHIYHUMW AaHUMK Ta
dnakoHi, 1 prnakoH skocTi: Ekcenna M'v6X & AaHvMK 3 hapmakoHarnagy - 3mMiHu
Y KapTOHHI Kopobui Ko. KI, HimeuunHa; BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
TECTYBaHHs npu 3acTocyBaHHs nikapcbkoro 3acoby Ao
OOCTiMKEHHI po3sginie "OcobnmnBocTi 3acTocyBaHHS",
cTabinbHocTi: KBiHTa- "MoBiyHi peakuii" LWLoao cepLeBo-CyaNHHOT
AHanituka c.p.o., Yexis TOKCUYHOCTI. BBegeHHs 3MiH npotarom 9
MicsLiB nicnsi 3aTBEpAKEHHS
53. | BO3YnNi® TabneTkn, BKpUTI Mdbanszep CLUA BMPOGHMLTBO, Himeyvumna/ BHECEHHS 3MiH IO peecTpaLiiHnX 3a He UA/17245/01/01
NNiBKOBOKO Eny.Ci.Ni. nakyBaHHS, KOHTPOIb Yexis matepianis: 3MiHu Il Tuny - 3miHn woao peuenmom | nidnsizae
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
o6onoHkoto, no 100 Kopnopeww SIKOCTi Ta BUNYCK cepii: 6e3nekn/ehbeKTMBHOCTI Ta hapmakoHarnsgy.
mr, no 14 Tabnetok H Mdpansep 3MiHW y KOPOTKil XapakTepucTui
y bnictepi, 2 MeHodeKkuypuHr nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
Gnictepn y Honuneng M'vbX, IHCTPYKUIT ANA MeAMYHOro 3aCTOCYBaHHS Y
KapTOHHiIl kopobuyj; HimeuumHa; 3B’A3KY i3 HOBMMMW AaHUMM 3 SIKOCTI,
no 120 Tabnetok y BUPOBHMLUTBO, KOHTPOJSIb OOKNIHIYHUMWN, KMIHIYHUMU OaHUMK Ta
cdnakoHi; 1 donakoH sikocTi: Exkcenna M'mbX & naHumn 3 chapmMakoHarnsgy - 3MiHm
Y KapTOHHiIl kopobLi Ko. KI', HimeuunHa; BHECEHO A0 iHCTPYKUii Anst MeanyHoro
TeCTyBaHHs npu 3acTocyBaHHS nikapcbKoro 3acody Ao
LOCTioKEHHI po3ainie "OcobnuBocTi 3acTocyBaHHS",
ctabinbHocTi: KBiHTa- "Mob6iyHi peakuii" Woao cepLeBO-CyaUHHOT
AHanituka c.p.o., Yexia TOKCMYHOCTI. BBe4eHHs 3MiH npoTsrom 9
MicsaUiB nicnsa 3aTBepAXeHHSA

54. | BOTOKC® NMOPOLLIOK ANA E66BI Ipnangis AnnepraH IpnaHais BHECEHHS 3MiH [0 peecTpauiiHnX 3a He UA/16656/01/01
KOMMNEKC PO34MHY Ans iH'eKLin Nimiten dapmackioTikans MaTepianis: 3miHn | Tuny - 3miHn Wwopo peuenmom nionsieae
BOTYNIHIYHOI | no 100 oguHunub- Ipnangis 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

O TOKCUHY Annepran; 1 3MiHa y KOpPOTKili XapakTepucTuLi
TANY A (BIO bnakoH 3 NOPOLLKOM nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta
CLOSTRIDIUM B KAPTOHHIl kopobui IHCTPYKUIT ANS MeAMYHOro 3acToCyBaHHS Ha
BOTULINUM) nigcTaBi perynsipHo OHOBMIOBAHOIO 3BITY 3
Ge3neku nikapcbkoro 3acoby, abo
pocrnigpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B MicrnspeecTpauiiHin
nepiog, abo sk pesynbTaT OLiHKM 3BITY 3
pocnigkeHb, NpoBeAEHMX BiAMNOBIAHO A0
nnaHy negiatpuuHux gocnimkers (PIP)
(3MiHY y3romkeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHUM OpraHom) - 3MiHU BHECEHO
0o [HCTpyKUii NS MeQUYHOro 3aCToCyBaHHsI
nikapcbkoro 3acoby ao posainis
"®apmakonoriyHi BnactmsocTi", "MobiyHi
peakuii” BignosigHo 4o iHbopmaLii 3
6e3neku Ha niacTasi ouiHkM MHRA
neaiatpiyHoro gocnimkeHHsa 191622-137, gk
Hacnigok, peaaryBaHHs Hymepadii Tabnuub
B posginax "®apmakonoriyHi BnactuBocTi",
"Cnocib 3acTocyBaHHs Ta go3u", "Oitn",
"Mob6iuni peakuii".
TepmiH BBeOEHHS 3MiH - NPOTArom 6 Micauis
nicnsi 3aTBEpPAYKEHHS!

55. | BOTOKC® NMOPOLLOK ANd E6GBI IpnaHpis AnnepraH IpnaHais BHECEHHS 3MiH IO peecTpaLiiHMX 3a He UA/16656/01/02
KOMMNEKC PO34MHY AN iH'eKuin Nimiten dapmacbioTikans matepianis: 3MiHu | Tuny - 3MiHn Wono peuenmom nionsieae
BOTYNIHIYHOI | no 200 oanHuub- IpnaHgis 6e3nekn/edpekTMBHOCTI Ta hbapMakoHarnsay.

O TOKCUHY AnnepraH; 1 3MiHa y KOpOTKili XapakTepucTuLi

TUNy A (Bl riakoH 3 NOPOLLKOM nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
CLOSTRIDIUM B KapTOHHIl kopobLi iHCTPYKUiT AN MeAMYHOro 3aCToCyBaHHS Ha
BOTULINUM) nigcTaBi perynsipHo OHOBMIOBAHOIO 3BITY 3

6e3neku nikapcbkoro 3acoby, abo
focnimxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKkoro 3acoby B nicrnspeecTpauiiHin
nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

pocnigkeHb, NpoBeAeHVX BiANOBIgHO A0
nnaxy negiatpuuHux gocnimkers (PIP)
(3MiHy y3rog)keHo 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpraHom) - 3MiHN BHECEHO
00 [HCTpyKUiT NS MeANYHOro 3aCcToCyBaHHs
nikapcbkoro 3acoby o posginis
"®apmakornorivyHi BnactusocTi”, "MobivHi
peakuii” BignosigHo 4o iHdopmaLii 3
6e3neku Ha niacTasi ouiHkM MHRA
neaiatpiyHoro gocnimkeHHsa 191622-137, sk
Hacnigok, pegaryBaHHs Hymepauii Tabnuub
B po3ginax "®apmakonoriyHi BnactusocTi",
"Cnoci6 3actocyBaHHsi Ta gosu", "[itn",
"Mob6iuni peakuii”.
TepMmiH BBEAEHHA 3MiH - NPOTArom 6 micauis
nicnsa 3aTBepaXKEHHs

56.

BEPOMKPUNTHU
H-KB

Tabnetkn no 2,5 wr;
no 10 TabneTtok y
Gnictepi; no 3
Gnictepn y navui

AT
"KUIBCbKW
n
BITAMIHHNA
v 3ABOL"

Ykpaina

AT "KUTBCBKII
BITAMIHHW 3ABOA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHu | Tuny - 3miHn Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHM y KOPOTKili XapakTepucTui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MeanYHoOro 3acTocyBaHHs
reHepuYHUX/ribpnaHnx/6ionogidHNx
nikapcbkux 3acobiB Nicns BHECEHHS Tiel
camoi 3MiHM Ha pedhepeHTHMI npenapat
(3miHa He NoTpebye HagaHHSA XXOOHUX HOBUX
[04aTKOBKX AaHKX) - 3MiHWM BHECEHO 0
IHCTpyKUiT AN MEANYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby oo posainis
"papmakoTepaneBTuyHa rpyna"“,
"®apmakornorivyHi BnactusocTi”,
"MokasaHHs", "lMpoTunokasaHHs",
"B3aemogis 3 iHWKMM nikapCbKUmmn
3acobamMu Ta iHWi BUaAM B3aemonin",
"OcobnunBocTi 3acTocyBaHHA",
"8acTocyBaHHs1 y nepiog BariTHocTi abo
rogyBaHHs rpyaaw”, "3aaTHicTe BNnvBaTtu
Ha LWBWAKICTb peakLii Mpy KepyBaHHi
aBTOTpaHcnopToM abo iHWMMK
MmexaHiamamu", "Cnocib 3acTocyBaHHs Ta
nosu", "Oitn", "MepenosyBanHs", "MobiyHi
peakuii" BiANoBiAHO 40 OHOBMEHOI
iHdopMaUii pedepeHTHOro nikapcbkoro
3acoby bpomokpuntuH-PixTep, TabneTku.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPKEHHS.

3a
peuenmom

He
nidnsieae

UA/1211/01/01

57.

BEPOHXOTOH
AMBPO

cupon, 30 mr/5 mn;
no 120 mny
cnakoHi; no 1
c¢nakoHy pa3om 3
MipHUM

LOAHCOH-
Br 00f

Pecny6bnika
Bonrapis

BETMNPOM AL,
BMPOOHMYa AinbHULSA
Bidapma

Pecny6bnika
Bonrapis

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3MiHu | Tuny - 3MiHn Wwono
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
BeeneHHs abo 3MiHu [0 y3aranbHeHWX
[aHuX Npo cucteMy hapmakoHarnsgy

be3
peuenma

UA/20085/01/02




28 [TponoBkeHHs JoaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky y8aHHs
3acoby ynakoeka)
cTakaH4YMKoM B
KapTOHHIN navui

Homep
peecmpayiliHo2o
noceio4yeHHs1
(BBEAEHHSA y3ararnbHEHUX AaHUX Npo

cuctemy cbapmakoHarnsgy, amiHa
YyNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
3piicHeHHs hapmakoHarnagy; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHuUKa Ansi
3aiicHeHHs hapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
ocobu, BignoBigansHoi 3a 30iNCHEHHS!
chapmakoHarnsgy (BKYa4m KOHTaKTHi
naHi) Ta/abo 3MiHM y po3MiLLileHHi MacTep-
danna cuctemu dpapmakoHarnagy) - 3miHa

yNOBHOBa)eHOI 0cobu 3asiBHMKA,
BiAnoBiganbHOI 3a hapmakoHarnag.
[Mitouwa pepakuis: Topalova Vili / Tonanosa
Bini. MponoHoBaHa pegakuia: Bozhidara
Stoyanova / CtosiHoBa boxugapa. 3miHa
KOHTaKTHMX AaHNX YNOBHOBAXEHOi 0cobm
3asBHMKa, BiANoBiganbHoOI 3a
dapmakoHarnag. 3miHa KOHTaKTHOI 0cobu
3asiBHMKa, BignosiganbHoi 3a
tbapmakoHarnag B YkpaiHi. [itova pegakuis:

BornowwnHa AHacTacia AHaToniiBHa.
MponoHoBaHra pepakuia: XoniHa OneHa

BacunisHa.

3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobu

3asiBHMKA, BignosiganbHoi 3a
dapmakoHarnsg B YkpaiHi. 3miHa
MicLle3HaxomKeHHs MacTep-hanna cuctemu
dapmakoHarnsgy Ta voro Homepa. 3miHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3

apmakoHarnsgy.
BHECEHHS 3MiH 0 peecTpauiiHuX

be3 UA/20085/01/01
matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenma

58. | BPOHXOTOH cupon, 15 mr/5 mn; OAHCOH- Pecnybnika BETMNPOM Af, Pecny6bnika
AMBPO no 120 mny BIr 00 Bonrapis BMPOGHUWYa AinbHULS Bonrapis
cnakoHi; no 1

Bidapma 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
dnakoHy pasom 3
MipHUM

BBeneHHs abo 3miHM 00 y3aranbHEHNxX
cTakaH4YMKoM B

OaHunx npo cuctemy chapmakoHarnsay
(BBEOEHHS y3aranbHEHWX AaHWUX Npo
KapTOHHIN navui

cuctemy cbapmakoHarnsagy, amiHa
ynoBHOBaeHoi ocobu, BignoBifanbHoi 3a
34iicHeHHs dapmakoHarnagy; KOHTakTHoT
ocobu 3 hapmakoHarnsaay 3asBHYKa 4
34icHeHHs hapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXEHO|
ocobu, BignoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnsay (BKMHOYaKUmM KOHTaKTHI
[OaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-
davina cuctemu hapmakoHarnsagy) - 3MmiHa
YMNOBHOBaXeHOI 0cobu 3asiBHUKA,
BignosiganbHoi 3a hapMakoHarnsg.
[itoua pepakuisi: Topalova Vili / Tonanosa
Bini. NponoHoBaHa pepakuis: Bozhidara
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Stoyanova / CtosiHoBa boxugapa. 3miHa
KOHTaKTHWX JaHUX YNOBHOBAaXEHOT 0cobu
3as1BHMKA, BianoBiganbHoI 3a
tapmakoHarnag. 3miHa KOHTaKTHOI 0cobu
3as1BHuMKa, BignosiganbHoi 3a
capmakoHarnsg B YkpaiHi. [litoua pegakuis:
BonowwnHa AHacTacis AHaToniiBHa.
MponoHoBaHna pepakuis: XoniHa Onena
BacwunisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobu
3as1BHuMKa, BignosiganbHoi 3a
capmakoHarnag B YkpaiHi. 3mMiHa
MicLe3HaxoaXXeHHa macTep-dainna cucTtemm
dapmakoHarnsgy Ta voro Homepa. 3miHa
Micus 34iMCHEHHS] OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
59. | BAJIEPIAHU ryCTVI eKCTpakT My6niyHe Ykpaina My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX - UA/13618/01/01
KOMMJIEKC (cybeTaHuin) y akuioHepHe ToBapucTeo "HaykoBo- MarepianiB: YTOYHEHHSA HanNMCaHHSA yNakoBKK
NINO®INbHUNA | noaBiiiHUX nakeTax TOBapUCTBO BUPOBHNYMIN LIEHTP B Hakasi MO3 YkpaiHu Ne 1078 Big
ans "HaykoBo- "BopLuariBCbkuii XiMiko- 08.07.2025 B npoueci BHECEHHS 3MiH (3MiHK
hapmaLeBTUYHOrO BUPOGHMYMI bapmaLeBTUYHNIA | Tuny - 3miHK 3 akocTi. CepTudikaT
3acTocyBaHHs LEeHTPp 3aBoa” BignosigHocTi/E-cepTudikaT BignoBigHoCTI
"Bopuuariscb €sponevicbkin dapmakonei/moHorpadii.
KWW XiMiKo- 3MiHKM, noB'a3aHi 3 HeobXiaHICTIO
tapmaueBT npuBELEHHS Y BiANOBIAHICTE 4O MOHOrpadii
NYHUIA [O®Y abo €sponericbkoi hapmakonei, abo
3aBoa” iHLWOT HauioHanbHOI hapmakonei Aepxasu

€C (3miHa y cneuundikauisix, nos'a3aHa 3i
3miHamu B J®Y, abo €Bponencbkin
hapmakonei, abo iHLWiN HauioHanbHil
dapmakonei gepxasu €C) npuBeaeHHs
BUMOT crneuudikauii Ans KOHTPOIO BUXIQHOT
cupoBuHY «BanepiaHu kopeHiN» 3a
nokasHukom «MikpobionoriyHa ymuctoTay y
BiANOBIAHICTb A0 3aranbHoi cTaTTi EO/ODY,
5.1.8, kaTeropis A wopno mikpobionoriyHoi
YMCTOTU POCIIMHHUX cyBCTaHLi ans
dapMaLeBTUYHOIO 3aCTOCyBaHHs, 6e3 3MiH
MeTOAMKM BUNPOOYBaHHS. 3aTBEpaXEHO:
Cneuudikauis - MikpobionoriyHa uicTtoTa -
3aranbHe 4yMcno aepobHMX MIKpoopraHismis
— TAMC: 104 KYO/ r. MakcumarnbHo
ponyctume vucno: 50 000 KYO/r. 3aransHe
UYUCINO APDKIPKOBMX Ta NniceHeBux rpndis —
TYMC: 102 KYO/ r. MakcumanbHo
ponyctume yucno: 500 KYO/r. TonepaHTHUX
[0 XOBYi rpamMHeraTvBHuX b6akTepin: 102
KYO/ r. BigcyTHicTb Escherichia coliB 1.
BigcyTHicTe SalmonellaB 25 .
B3anponoHosaHo: Cneuudikauis -
MikpobionoriyHa 4yncToTa - 3aransHe Yncno
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

aepobHMX mikpoopraHiamie — TAMC — He
6inblwe 107 KYO/r. MakcumanbHo
ponyctume yncno: 50 000 000 KYO/r.
3aranbHe YnCro APKOXKOBUX Ta MiliCEHEBUX
rpubis — TYMC — He 6inblue 105 KYO/r.
MakcumanesHo gonyctume yucro: 500 000
KYOI/r. Escherichia coli — He GinbLe 103
KYO/ r. BigcyTtHicTb Salmonella B 25 ).
Pepakuia B Hakasi - y nakeTax noAasiiHMX
nonietuneHosux. BipHa pepakuis - y
noABINHUX NakKeTax.

60.

BAJICAPTAH
H-TEBA

TabneTkn, BKPUTI
NniBKOBOIO
obornoHkoto, no 160
mr/12,5 mr; no 10
TabneTtok y Gnictepi;
no 3 abo 9 bnicTtepis
Y KapTOHHIl kopobui

TOB «TeBa
YkpaiHa»

Ykpaina

AxTasic JIT[, ManbTa;
Bankandapma-AynHuuysa
AT, Bonrapis

ManbTta/
Bonrapis

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHu | Tuny - 3miHn Wopo
be3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK). OHOBNEHHNA TEeKCTY
MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
yMakoBOK MikapcbKoro 3acoby. TepMiH
BBEAEHHS 3MiH - NpOTSArom 6 micauis nicna
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK). OHOBNEHHNA TEeKCTY
MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
yMakoBOK MikapcbKkoro 3acoby. TepMiH
BBEAEHHSA 3MiH - NpOTSArom 6 micauis nicna
3aTBepAKEHHS. 3MiHK | TMNy - 3MiHW Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHwWi 3MiHK). OHOBMEHHSI TEKCTY
MapKyBaHHS NEePBUHHOI Ta BTOPUHHOI
yMakoBOK NikapCbKoro 3acoby.
TepmiH BBeOEHHS 3MiH - NPOTArom 6 Micauis
nicnsi 3aTBEpOXXEHHS.

3a
peuenmom

UA/5744/01/01

61.

BANCAPTAH
H-TEBA

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 80
mr/12,5 mr; no 10
Tabnetok y 6nictepi,
no 3 abo 9 bnictepis
Y KapTOHHIl kopobui

TOB «TeBa
YkpaiHa»

Ykpaina

Aktagic 1T, ManbTa;
BankaHdapma-AynHuusa
AT, Bonrapia

ManbTa/
Bonrapis

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3MiHu | Tuny - 3MiHn Wwopno
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHwWi 3MiHW). OHOBMEHHSI TEKCTY
MapKyBaHHS NEePBUHHOI Ta BTOPUHHOI
ynakoBOK fikapcbkoro 3acoby. TepMiH
BBEOEHHS 3MiH - NPOTArom 6 MicsuiB nmicnsi
3aTBepOKeHHS. 3MiHu | Tuny - 3miHn wopao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHwWi 3MiHW). OHOBIEHHSI TEKCTY
MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
ynakoBOK nikapcbkoro 3acoby. TepMiH
BBEOEHHS 3MiH - NPOTArom 6 MicsuiB nicnsi
3aTBepOKEHHS. 3MiHu | Tuny - 3miHK Wwopao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHLWi 3MiHW). OHOBIEHHSI TEKCTY
MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
yNaKkoBOK MikapCbKoro 3acoby.
TepMmiH BBEOEHHS 3MiH - NPOTArom 6 Micsiuis
nicns 3aTBepmKEHHS.

3a
peuenmom

UA/5743/01/01
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
62. | BAIICAPTAH TabneTkn, BKpUTI TOB «TeBa YkpaiHa Aktasic 1T, ManbTa; ManbTta/ BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/5743/01/02
H-TEBA NniBKOBOO YkpaiHa» BankaHdapma-[ynHuus Bonrapis marepianis: 3MiHu | Tuny - 3MiHn Woao peuenmom
o6onoHkoto, no 160 AT, Bonrapis 6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy
mr/25 mr; no 10 (iHWi 3miHW). OHOBNEHHNA TEeKCTY
Tabnetok y 6nictepi, MapKyBaHHS NEPBMHHOI Ta BTOPUHHOI
no 3 abo 9 GnicTepis yNakoBOK Nikapcbkoro 3acoby. TepMiH
Y KapTOHHiIl kopobui BBEAEHHS 3MiH - NpOTArom 6 Micsuis nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW). OHOBNEHHNA TEeKCTY
MapKyBaHHS NEPBWUHHOI Ta BTOPUHHOI
YyNaKoBOK Nikapcbkoro 3acoby. TepMiH
BBEAEHHSA 3MiH - NpOTSArom 6 micauis nicna
3aTBepAKEHHS. 3MiHu | Tuny - 3miHM Wwoao
Ge3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK). OHOBNEHHNA TEeKCTY
MapKyBaHHS NEPBMHHOI Ta BTOPUHHOT
yMakoBOK NikapcbKoro 3acoby.
TepMmiH BBEAEHHA 3MiH - NPOTArom 6 micauis
nicrs 3aTBEpAXEHHS.
63. | BAJICAPTAH TabneTtkn, BKpUTI TOB «TeBa YkpaiHa AkTasic 1T, ManbTa; ManbTta/ BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/8900/01/01
H-TEBA NniBKOBOKO YkpaiHa» BankaHndapma-AynHuuya Bonrapis MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenmom
obornoHkoto, no 320 AT, Bonrapis 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy
mr/12,5 mr; no 10 (iHWi 3miHK). OHOBNEHHNA TEeKCTY
Tabnetok y Gnictepi; MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
no 3 abo 9 brictepis yMakoBOK nikapcbKoro 3acoby. TepMiH
Y KapTOHHiIln kopobui BBEAEHHS 3MiH - NpOTArom 6 Micsuis nicns
3aTBepOKEHHS. 3MiHu | Tuny - 3miHn wopao
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHwWi 3MiHK). OHOBMEHHSI TEKCTY
MapKyBaHHS NEePBUHHOI Ta BTOPUHHOI
yMakoBOK nikapcbKoro 3acoby. TepMiH
BBEAEHHS 3MiH - NpOTArom 6 Micsuis nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3miHn wopao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHwWi 3MiHK). OHOBMEHHS TEKCTY
MapKyBaHHS NEePBUHHOI Ta BTOPUHHOI
yMakoBOK NikapCbKoro 3acoby.
TepmiH BBeOEHHS 3MiH - NPOTArom 6 Micauis
nicnsi 3aTBEpOXKEHHS.
64. | BAIICAPTAH TabneTtkn, BKpUTI TOB «TeBa YkpaiHa Aktagic 1T, ManbTa; ManbTa/ BHECEHHS 3MiH 0O peecTpaLiiHnx 3a UA/5744/01/02
H-TEBA NNiBKOBOIO YkpaiHa» BankaHdapma-AynHuus Bonrapis matepianis: 3MiHu | Tuny - 3MiHn Wono peuenmom
obonoHkot, no 320 AT, Bonrapia 6e3nekn/eekTMBHOCTI Ta hbapMakoHarnsay
mr/25 wr; no 10 (iHLWi 3MiHW). OHOBIEHHSI TEKCTY
Tabnetok y 6nictepi; MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
no 3 abo 9 6nictepis yMakoBOK Nikapcbkoro 3acoby. TepMiH
Y KapTOHHI Kopobui BBEAEHHS 3MiH - NPOTArom 6 MicsuiB nicnsi
3aTBepKEHHS. 3MiHu | Tuny - 3miHn wopao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHLWi 3MiHW). OHOBIEHHSI TEKCTY
MapKyBaHHS NEPBMHHOI Ta BTOPUHHOI
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

yNakoBOK Nikapcbkoro 3acoby. TepMiH
BBEAEHHS 3MiH - NpOTArom 6 Micauis nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/ecbekTUBHOCTI Ta hapmakoHarnsgy
(iHwWi 3MiHW). OHOBNEHHS TEKCTY
MapKyBaHHSI NEPBMHHOI Ta BTOPUHHOI
yMakoBOK NikapcbKoro 3acoby.
TepmiH BBeQEHHS 3MiH - NPOTArom 6 Micsiuis
nicnsi 3aTBepOXXEHHS.

65.

B
B
n
n
B
A
A

APIBAKC
AKUMHA OnA
PO®UIAKTUK
BITPAHOI
ICNN XUBA
TEHYWOBAH

NMOPOLLIOK Ta
PO3YMHHUK Ans
cycneHsii gna
iH’ekuin; 1 cdonakoH 3
nopotukom (1 gosa)
B KOMNnekTi 3 1
¢nakoHoMm 3
PO34YMHHMKOM (BOAA
ans iH'ekuin) B
KapTOHHil kopobui

Mepk LWapn i
Ooym IOEA
m6X

LLisenuapis

Mepk LWapn i Joym B.B.,
Higepnanan
(MapKyBaHHs

NepBUHHOIO NakyBaHHS,

BTOPUHHE NaKkyBaHHS Ta

[03BiN Ha BUNYycK cepii
BaKLMHW Ta

po34mHHMKa); Mepk

Wapn i Joym NNC, CLLUA

(BUPOBHMLTBO,
NnepBUHHE NaKkyBaHHs Ta
aHaniTMyHe TeCTyBaHHS
BaKLMHW)

Higepnangu
/ CLWWA

BHECEHHS 3MiH 4O peecTpauinHuX
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/[E-cepTudikat

BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. 3miHu, Nos'asaHi 3
HeoOXiaHICTIO NpuBeaeHHs Yy BignoBigHICTb
0o MoHorpadii Y abo €ponencobkoi
dapmakonei, abo iHLWOT HaLioHanbHOT
dapmakonei gepxaeu €C (3MiHa y
cneumdikauisx, nos'asaHa 3i 3amiHamu B
[dY, abo €sponencekivi papmakonei, abo
iHLWIiM HauioHanbHIK dhapmakonei aepxasun
€C) - NpuBeaeHHs cneuudikauii
CTEPUIbHOTO PO3YMHHMKA Yy (OakoHi y
BiANOBIOHICTb 40 BMMOr MOHorpadii <0169>
«CTepunbHa Boga Ans iH'ekuin»
€ponelicbkoi Papmakonei. Y 3B’a3ky 3
OHOBJIEHHAM creundikauii Ha PO34YNMHHUK
BHECEHHS pefaKLUiiH1X NpPaBoK A0 po3diny
3.2.P.3.3 onsa cTepunbHOro po3ynHHUKa y
pnakoHax anst BupobHuka Jubilant
HollisterStier LLC (JHS).

TakoX NPOMOHY€ETLCA HE3HAYHE
KoperyBaHHs Ao MeTofiB KOHTPOMIO AKOCTI,
a came: JoAaHo «y (OnakoHi» OO TEKCTY
«PO3YMHHMK: BoAa Ans iH ek nig
HasBamu «Cneuudikais npy BUNycky» Ta
«MeToam KoHTpono». TepMiH BBeAeHHS
3MiH - NpoTsArom 6 micsuiB nicnsa
3aTBEPKEHHS

3a
peuenmom

UA/19665/01/01

66.

EPANAMIN-

OAPHULSA

TabneTku, BKPUTI
NniBKOBOKO
o6onoHkoto, no 80
mr, no 10 TabneTtok
Y KOHTYPHiWA
YapyHKOBIN
ynakoBui; no 5
KOHTYPHMX
YapyHKOBUX
yMakoBOK y navi

MpAT
"®apmaneBT
nyHa cipma

"OapHuus”

YkpaiHa

MpAT "®apmaueBTu4Ha
cipma "OapHuusa”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikat

BiQNOBIAHOCTI €EBpONENChHKIl
cbapmakonei/moHorpadii. 3MiHK, NoB'A3aHi 3
HeobXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTb
[0 MoHorpadii dY abo €sponeicbkoi
dapmakonei, abo iHLWOT HaLioHanbHOT
apmakonei aepxasu €C (iHLi 3MiHW)
MpuBeaeHHs po3sginis 3.2.P.4.1. Ta
3.2.P.4.2. peecTpaLliiHoro Jocke Ha
OOMoMikHY pevoBuHy MarHito cteapat 4o

3a
peuernmom

UA/3582/01/01




33

[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUMOr MoHorpadii «Magnesium stearate»
[itoYoi pegakuii €sponencbkoi dapmakonei.
Y 3B’513Ky 3 LlUM BHECEHO 3MiHW 40 po3ainiB:

«loeHTudikauis», «KucnotHicTs abo
NyXHicTby» Ta «KinbkicHe BU3HAYEHHS».

67.

BEPAMNAMIJ-
OAPHUUA

TabneTtkn, BKPUTI
NNiBKOBOIO
o6onoHkoto, no 40
mr no 10 TabneTok y
KOHTYPHIN
YapyHKOBIN
ynakosui, no 2
KOHTYPHI YapyHKOBI
yMakoBKM y navui

MpAT
"®apmaueBT
n4yHa cipma

"NapHuus"

YkpaiHa

MpAT "®apmaueBTnyHa
dipma "OapHuusa"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHuX
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
CeptudikaT BignosigHocTi/l E-ceptudikat

BiZNOBIgHOCTI €Bponenchkin
capmakonei/moHorpadii. 3MiHK, NoB'A3aHi 3
HeobXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTb
0o MoHorpadii Y abo €ponencobkoi
tapmakonei, abo iHLWOT HaLioHanbHOT
dapmakonei gepxasu €C (iHLWi 3miHW).
MNpuBeneHHs posainie 3.2.P.4.1. Ta
3.2.P.4.2. peecTpauinHOro OCbE Ha
AOMOMDKHY pedoBuHY MarHito cteapar oo
BUMOT MoHorpadii «Magnesium stearate»
niroYoi pepakuii €sponericbkoi Papmakonei.
Y 3B’A3Ky 3 LM BHECEHO 3MiHM [0 po3ainis:
«lpeHTudikauis», «KucnotHictb abo
NYXHicTb» Ta «KinbKiCHE BU3HAYEHHAY.

3a
peuenmom

UA/3582/01/02

68.

BEPOLUMIPOH

Tabnetkun no 25 wr;
no 20 TabneTtok y
Gnictepi; no 1
6nictepy B
KapTOHHIN ynakoBLj

BAT
"lepeoH
PixTep"

YropwuHa

BAT "lepeoH PixTep”,
YropwwHa; TOB
"lepeoH Pixtep

Monbwga", MonbLwa
(KOHTpOIb SIKOCTi, A103BIN
Ha BUMYCK Cepii;
BMPOBHMLTBO
Hepo3acoBaHOro

NpoAyKTY, NepBUHHA

yrnakoBKa, BTOPMHHA

ynakoBka)

YropwuHa/
MonbLwa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHu | Tuny - 3miHn Wopo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHa y KOpPOTKili XapakTepucTuLi
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MEAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHO OHOBIOBAHOTO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
AocrimpkeHb 3 6esnekn 3acTocyBaHHA
nikapcbKkoro 3acoby B micrnspeecTpauiiHin
nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
pocnigkeHb, NpoBeAeHVX BignoBigHO 40
nnaHy negiatpuyHmx gocnimpkers (PIP) (iHwi
3MiHN) - 3MiHM BHeceHo Ao IHCTpykuii ans
MELMNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby no posainy: "B3aemogisi 3 iHWMK
nikapcbknuMu 3acobamu Ta iHWi BUuaun
B3aemopin" wopao 6e3neku 3acTocyBaHHS
Lit0Y0i pevyoBMHM CMiPOHOMAKTOH BigNoBIgHO
0o pekomeHaadii PRAC. BeeeHHs1 3MiH
NpoTSArom 6-T MicsiLiB Nicnsi 3aTBepAKEHHS

3a
peuenmom

He
nidnsieae

UA/2775/02/01

69.

BIKC AKTUB
BAJIb3AM 3
MEHTOJIOM
TA
EBKANINTOM

Ma3sb no 25 r abo 50
r, abo 100 r y 6aHui;
no 1 6aHui y kopobui

MpokTep
eHa Fem6n
IHTEpHeLHN
OnepenLHs

CA

LLiBenuapis

MpokTtep eHp M'em6n
MaHydekuypiHr TM6X

HimeyunHa

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3MiHu | Tuny - 3MiHn Wono
6e3nekn/edeKTMBHOCTI Ta bapMakoHarnsay.
BBeneHHs abo 3MiHM 0O y3aranbHEHNxX
OaHunx npo cuctemMy chapmakoHarnsay
(BBEAEHHS y3ararnbHEeHVX AaHNX Npo
cuctemy cbapmakoHarnsgy, amiHa
yNoBHOBaXeHoi ocobu, BignoBiganbHoI 3a

be3
peuenma

UA/11440/01/01
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3piicHeHHs hapMakoHarnagy; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHuKa Ansi
3aiicHeHHs hapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
ocobu, BignoBigansHoOi 3a 30iNCHEHHS!
dapmakoHarnsaay (BKMOYaUmM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
anna cucremn chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianosigansHoi
3a hapmakoHarnsg B YkpaiHi.
[itova pepakuis: Derevianko Irina /
HepeBsHko IpuHa. NponoHoBaHa pepakuis:
Alina Vovchuk / BoBuyk AniHa
BonoanmupisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobun
3asBHMKa, BiANoBiganbHoOI 3a
dapmakoHarnsg B YKpaiHi.

70.

BIKC AKTUB
MEOIHAUT

cupon; no 30 mn abo
no 90 mn, a6o no
100 mn, abo no 120
mn, abo no 180 mn,
abo no 240 mny
nnawyi; no 1 nnsawui
pasom 3 MipHUM
CcTakaH4YMKOM y
KopobLi

MpokTep
eHa Fem6n
IHTEepHeLwwHN
OnepenweH

3C.A.

LLisenuapis

MpokTtep eHa M'em6n
MaHydekuypiHr TM6X

Himeyunna

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHa y KOpPOTKili XapakTepucTumui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MEAMYHOro 3aCTOCYBaHHS Ha
niacTaei perynsipHO OHOBMOBAHOIO 3BiTY 3
Ge3neku nikapcbkoro 3acoby, abo
AocrimpkeHb 3 6esnekn 3acTocyBaHHA
nikapcbkoro 3acoby B nicnsipeecTpauiiHin
nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
[ocnigkeHb, NpoOBeAEHMX BigMNOBIAHO OO
nnay negiatpuuHux gocnimxkers (PIP)
(3MiHY y3romkeHo 3 KOMNETEHTHUM
YMNOBHOBaXeHNM OpraHom) - 3MiHU BHECEHO
00 [HCTPYKUiT ANA MeAnUYHOro 3acToCyBaHHs
nikapcbkoro 3acoby Ao po3ainis "Baaemogis
3 iHWKMK NikapcbknMmn 3acobamu Ta iHLwi
Buau B3aemogin", "OcobnusocTi
3actocyBaHHs" Ta "lMobiyHi peakuii™
BiJNOBIQHO 4O OHOBMEHOI iHpopmaLii Wwoao
6e3nekn 3acTocyBaHHS Ail040i PEYOBUHM.
TepmiH BBeOEHHS 3MiH - NPOTArom 6 Micauis
nicns 3aTBepAKEHHS!

6e3
peuenma

nidnsieae

UA/13502/01/01

7.

BIKC AKTUB
MEOIHAUT

cupon; no 30 mn abo
no 90 mn, a6o no
100 mn, abo no 120
mn, abo no 180 mn,
abo no 240 mny
nnawi; no 1 nnsawui
pasom 3 MipHUM
CTakaH4YMKOM Y
KopobLi

MpokTep
eHa Fem6n
IHTEepHeLHN
OnepeiweH

3CA.

LLiseniuapis

MpokTep eHa em6n
MaHydekuypiHr TM6X

Himeyumna

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | Tuny - 3MiHn Wwono
6e3nekn/edeKTMBHOCTI Ta bapMakoHarnsagy.
BeeneHHs abo 3MiHU [0 y3aranbHEeHWX
OaHunx npo cuctemy chapmakoHarnsay
(BBEAEHHSA y3aranbHEHUX AaHUX MPO
cuctemy hbapmakoHarnsgy, amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
3[iicHeHHs hapmakoHarnagy; KOHTaKTHOT
ocobu 3 hapmakoHarnaay 3asBHuUKa Ansi

6e3
peuenma

UA/13502/01/01
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[TponoBkeHHs JoaaTKa 3

Ymoeu

Peknam

Homep

Ne
n/n

Hasea
JliKapcbKo20

Popma sunycky
(nikapcbka ¢ghopma,

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

aionycky

yeaHHs

peecmpayiliHo2o

noceio4yeHHs1

3acoby

ynakoeka)

3aiicHeHHs hapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI|
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
chapmakoHarnsgy (BKYa4m KOHTaKTHi
AaHi) Ta/abo 3miHWM y po3MilLEeHHi MacTep-
canina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianosigansHoi
3a hapmakoHarnsg B YkpaiHi.
[itoya pepakuis: Derevianko Irina /
HepessHko IpuHa. NponoHoBaHa pepakuis:
Alina Vovchuk / Bosuyk AniHa
BonogumupisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobun
3asiBHMKa, BignosiganbHoi 3a
thapmakoHarnag B YKpaiHi.

6e3

nidnsieae

UA/11414/01/01

72. | BIKC
AHTUIrPUN

KOMMJEKC

MopoLLOK A1A
0parnbHOro PO3YmnHYy;
no 5 a6o 10 cawe y
KopobLUi

MpokTep
eHp Membn
IHTEepHewHn
OnepenLHs
CA

LLisenuapis

PadToH Jlabopatopis
JlimiTen

Benuka
BputaHis

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

3MiHa y KOpPOTKili XapakTepucTumui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT 4NS MeaNYHOro 3aCTOCYBaHHS Ha
niacTaei perynsipHO OHOBMOBAHOIO 3BiTY 3
6esneku nikapcbkoro 3acoby, abo
pocrnimpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby B nicnsipeecTpauiiHuii

nepiogd, abo Sk pesynbTaT OUiHKK 3BITY 3

pocnigkeHb, NpoBeAeHVX BignoBigHO 40

nnay negiatpuuHux gocnimxkers (PIP)

(3MiHy y3rogkeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHUM OpraHom) - 3MiHU BHECEHO
00 [HCTPYKUiT NS MeANYHOro 3aCToCyBaHHS
nikapcbkoro 3acoby o po3sgainis "B3aaemopis

3 iHWKMK NikapcbknMmn 3acobamu Ta iHLi

Buaun B3aemogin", "OcobnusocTi
3acTtocyBaHHs" Ta "MobiyHi peakuii”
BiAMNoBIgHO 4O OHOBMEHOI iHpopmaLii Wwoao
6e3nekn 3acToCcyBaHHS Ail040i PEYOBUHM.
TepmiH BBeOEHHA 3MiH NPOTAroM 6 micauis
nicns 3aTBEpAXKEHHS!
BHECEHHS 3MiH 40 peecTpauiiHnx

peuenma

6e3

UA/11414/01/01

73.

BIKC
AHTUIrPUN
KOMMNEKC

MOPOLLIOK Anst
oparbHOro PO3ynHy;
no 5 a6o 10 cawe y
KopoOGLi

MpokTep
eHg embn
IHTepHeLHn
OnepenLuHs

CA

LLseniuapis

PadtoH Tabopatopis
Timiteq

Benuka
BpuTtaHisa

MaTtepianis: 3miHn | Tuny - 3miHn Wwopo

BBepaeHHsA abo 3miHu A0 y3aranbHeHux
OaHux npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3aranbHEeHUX AaHWX Npo
cuctemy hbapmakoHarnsgy, amiHa
YMOBHOBaXeHOi 0cobw, BignosigansHoi 3a
34iicHeHHs dhapmakoHarnagy; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asBHUKa Ans
3AiNCHEeHHSA dhapmakoHarnsgy B YkpaiHi,

6e3nekn/edpekTMBHOCTI Ta hbapMakoHarnsay.

peuenma

SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupob6Huk Kpaina
n/n JliKapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa
3acoby ynakoeka)

[TponoBkeHHs JoaaTKa 3

Ymoeu Peknam Homep
aionycky yeaHHs1 | peecmpayiliHo20
noceio4yeHHs1

PeecmpauyitiHa npoyedypa

ocobu, BianoBiaanbHOT 3a 3AiNCHEHHS
dapmakoHarnsay (BKMIOYaymM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
cavnina cuctemu chapmakoHarnsgy) 3miHa
KOHTAKTHOI 0cobu 3asiBHUKA, BignoBiganbHoi
3a hapmakoHarnsg B YkpaiHi.
[itoya pepakuis: Derevianko Irina /
OepesHko IpuHa. NMponoHoBaHa pegakuis:
Alina Vovchuk / Bouyk AniHa
BonogumupisHa.
3MiHa KOHTaKTHWX JAHUX KOHTaKTHOI 0cobu
3asBHMKa, BiANoBiganbHoOI 3a
chapmakoHarnag B YKpaiHi.
74. | BIKC NMOPOLLIOK ANA MpokTep LLisenuapis PadtoH labopatopis Benuka BHECEHHS 3MiH [0 peecTpauiiHnX bes UA/10925/01/01
AHTUTPUN oparnbHOro po3y4nHy eHp 'em6n TimiTen BpuTtaHia MaTepianis: 3miHn | Tuny - 3miHn Wwopo peuenma
MAKC 3i CMakom NIMMOHa; IHTEepHeLwHn 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
no 5 a6o 10 cawe y OnepenLHs BBeneHHs abo 3miHM 00 y3aranbHEeHNxX
KopobLUi CA [aHnX Npo cuctemy chapmakoHarnagy
(BBEOEHHSA y3aranbHEHVX AaHNX Npo
cuctemy cbapmakoHarnsagy, 3amiHa
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
34INCHEHHA dhapMakoHarnsay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsaay 3asBHVKa A4S
30iNCHEHHs hapmakoHarnaay B YKpaii,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BignoBiganbHoi 3a 34iINCHEHHS
dapmakoHarnsay (BKMHOYaKUmM KOHTaKTHI
OaHi) Ta/abo 3MiHKM y po3milLeHHi MacTep-
darna cuctemn hapmakoHarnsgy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianosigansHoi
3a papmakoHarnsg B YkpaiHi.

[itoua pepakuis: Derevianko Irina /
HepesHko IpuHa. NMponoHoBaHa pefakuis:
Alina Vovchuk / Bosuyk AniHa

BonoanmupisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobun
3asBHMKa, BiANoBiaanbHoI 3a
dapmakoHarnsg B YKpaiHi.

75. | BOMIKAMHA, po3unH Ans iK'exuii, | MAHKAMHO BHECEHHS 3MiH 10 peecTpauiiHuX 3a UA/18005/01/01
2 Mmr/mn, no 2 mn DAPMA matepianis: 3MiHu | Tuny - 3MiHK Wwono peuenmom
abo 4 mn B amnyni; NIMITELR 6e3nekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
no 4 amnynuy BBeneHHs abo 3MiHU 10 y3aranbHEeHWX
nnacTukoBoMy [OaHunx npo cuctemMy cpapmMakoHarnsay
6nicTepi, no 1 (BBEOEHHS y3aranbHEHVX AaHNX Npo
Gnictepy B cuctemy hbapmakoHarnsgy, amiHa
KapTOHHIN ynakoBLj yrnoBHOBaxeHoi ocobu, BignoBifanbHoi 3a
3[iicHeHHs hapmakoHarnagy; KOHTaKTHOT
ocobu 3 hapmakoHarnagy 3asBHuUKa Ansi
34icHeHHs bapmakoHarnsagy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXEHOI
ocobu, BiAnoBiaanbHOI 3a 3[iNCHEHHS

IHAis MaHkanng ®apma IHgia
Nimiten
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

chapmakoHarnsgy (BKoYaym KOHTaKTHi
AaHi) Ta/abo 3mMiHM y po3MilLEeHHi MacTep-
cavnina cuctemn hapmakoHarnsgy) 3miHa
YNOBHOBa)eEHOI 0cobu 3asiBHMKA,
BignoBiganbHoI 3a hapMakoHarnsg.
[iroya pepakuin: Papkat CiHran / Rajat
Singal. MNponoHoBaHa peaakuis: Op. Hity
Cinxa / Dr. Nitu Sinha. 3miHa KOHTaKTHUX
[aHUX YNOBHOBaXeHOI ocobu,
BignoBigansHoi 3a chapMakoHarnsg

76.

77.

BOMIKAUHLO-
MA 4

TabneTtku, Wo
avcnepryoTecs B
POTOBIN NOPOXKHUHI
no 4 mr; no 10
Tabnetok y Gnictepi,
no 1 Gnictepy B
KapTOHHIN ynakoBLii

MAHKAMHL
OAPMA
NIMITELD

IHAisA

MaHkanng ®apma

Nimiten, OHiT-Il

IHais

BHECEHHS 3MiH 40 peecTpauifiHnX
MaTepianis: 3miHu | Tuny - 3miHn Wopo

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

BeeageHHs abo 3MiHu [0 y3aranbHeHWX
OaHunx npo cuctemy chapmakoHarnsgy
(BBEOEHHSA y3aranbHEHVX AaHNX Npo
cuctemy cbapmakoHarnsgy, 3amiHa
yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
34iINCHEHHA dhapMakoHarnsiay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsaay 3asBHVKa A4S
30iNCHEHHs hapmakoHarnaay B YKpaii,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BignoBiganbHoi 3a 34iINCHEHHSA
dapmakoHarnsay (BKMHOYaKUmM KOHTaKTHI
naHi) Ta/abo 3MiHK y po3MiLLleHHi MacTep-
darina cuctemn chapmakoHarnsgy). 3miHa
yMNOBHOBaXeHOoI 0cobu 3asiBHUKa,
BignosiganeHoi 3a hapmakoHarnsag. [itoya
pepakuia: Pagpxar CiHran / Rajat Singal.
MponoHoBaHa pepakuis: Ap. Hity CiHxa / Dr.
Nitu Sinha. 3MiHa KOHTaKTHMX AaHuX
YNOBHOBAXeEHOI 0cobu, BignosigansHoi 3a
dapmakoHarnsg.

3a
peuenmom

UA/18097/01/01

BOMIKAWHLO-
ma 8

TabneTkn, Wo
OVCNepryTbes B
POTOBIN NOPOXKHUHI
no 8 mr; no 10
Tabnetok y 6nictepi,
no 1 6nictepy B
KapTOHHIN ynakoBLj

MAHKANH]
DAPMA
JIMITEQ

IHAis

MaHkanng ®apma
Nimitea, FOHIT-l

IHgia

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTtepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBepaeHHs abo 3miHu A0 y3aranbHeHuX
AaHunx npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3aranbHEeHUX AaHWX Npo
cuctemy hbapmakoHarnsgy, amiHa
YMOBHOBaXeHOi 0cobw, BignosigansHoi 3a
34icHeHHs dapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy 3asBHUKa Ans
3AiNCHEHHSA dhapmakoHarnsgy B YkpaiHi,
SKLLO BOHA BigMiHHA Bif YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA
bapmakoHarnsgy (BKMYaym KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3MmilLLeHHi MacTep-
darina cuctemu chapmakoHarnsigy). 3miHa
YNOBHOBaXEHOi 0COOM 3asiBHYIKA,
BignosiganeHoi 3a dapmMakoHarnsg. [itoya

3a
peuenmom

UA/18097/01/02
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
penakuis: Pagxat CiHran / Rajat Singal.
MponoHosaHa pepakuis: Ap. Hity CiHxa / Dr.
Nitu Sinha. 3MiHa KOHTaKTHMX AaHuX
YNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
dapmakoHarnsag.
78. | BMPIB NOPOLLIOK A411s Takena Ipnangis BianosiganbHWiA 3a Ipnangis/ BHECEHHS1 3MiH 40 peecTpauiiHnx 3a He UA/15706/01/01
po3unHy Ans dapmacbioTi Bunyck cepii: Lanep Himeuvumna/ marepianis: 3MiHu Il Tuny - 3miHn woao peuenmom | niidnszae
iHdpysin, no 400 O Kan3 dapmacbioTikana CLIA/ 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
1 conakoH 3 IHTepHeLHN Ipnangis Jiviteq, Hinepnanam BHeceHHs1 abo 3miHa(n) go 3060B'A3aHb Ta
NOPOLLKOM y Al lpnaHgis Ipnangis; Takepa YMOB BuAaui peecTpauinHoro noceigvyeHHs,
KapTOHHiI kopobui BpeHny dapmacbioTikana BKNtoYaroum MnaH ynpaeniHHA puankamm

IHTepHewHn Al
Ipnangis bpeny,
IpnaHgis; BMpobHMLTBO
nikapcbkoro 3acoby,
KOHTPOIb SKOCTI cepii,
BidyarnbHa iHCnekuis:
BeTttep dapma-
®eprTirtoHr TM6X EHA
Ko. KI', HimeuunHa;
BUPOGHMLTBO
nikapcbkoro 3acoby,
KOHTPOIb SKOCTI cepii:
KeHnpxiH bano®apma,
JNITAO (n6a EmepaxeHT
BanoConywins (CibiAn),
CLUA; koHTponb SIKOCTi
cepii, BidyanbHa
iHcnekuin: BeTtTep
Papma-deprirtoHr TME6X
EHa Ko. KT, Hime4yuuHa;
Bettep ®apma-
®eprirtoHr TM6X EHA
Ko. KI', HimewuuHa;
BidyanbHa iHCreKLis:
Bettep ®apma-
®eprirtoHr TM6X EHA
Ko. KI', HimeuunHa;
KOHTPOIb SIKOCTi cepii:
LWanep XbtomeH
IxeHeTik Tepanic,
CLUA; Yapnb3 Pisep
JlabopaTopis AineHg
JIto, Ipnangis;
MapKyBaHHs1 Ta
nakyBaHHs1, AMCTpubyLis
rOTOBOrO fiKapCbKOro
3acoby: OiENYER
Cannnain YeiH,
Hinepnanawn; OiIENYER
Cannnain YeitH,

(3acTocyBaHHsi 3MiH(K), Ski(a) BUMaratoTb(€)
noganbLoro obrpyHTyBaHHsS HOBUMU
[OAaTKOBMM AaHVMM, LLO MalTb
HafaBaTUCS KOMMNETEHTHVM OpraHoMm,
OCKifNlbKM BUMaraeTbCsl CyTTEBA OLiHKA
KOMMETEHTHUM OpraHoMm). 3asBHUKOM
HagaHo OHOBNEHyY Bepcito [naHy
ynpaBriHHS puamkamun 12.2. 3MiHN BHECeHOo
po yactuH Il «Cneuudikauisa 3 6esnekn», 1l
«lMnaH 3 hapmakoHarnsay», V «3axoau 3
MiHimi3auii puaukie», VI «Pestome nnaHy
ynpaniHHa pusmkammy, VIl «dogatkuy, y
3B’A3KY 3 Nepernsgom BaxIMBMX MUTaHb 3
Gesneku, BiANOBIAHO A0 KNiHIYHOrO ornaay,
Ha NiacTaBi NiATBEPMKEHHS 3aTBEPAXEHHSA
3MiH B KpaiHi 3asBHWKa/BUpOOHMKa. AK
HacnigokK, BHECEHO 3MiHW Y PO3Ain NpoekTy
IHCTPYKLUIT NS MeAWNYHOro 3aCTOCYBaHHS
"OcobnuBocTi 3acTocyBaHHSA" WOA0
iMyHOreHHOCTI BiAnNoBiAHO A0 pekoMeHaauii
ekcneptisa EMA.

Pestome NnaHy ynpasniHHS pu3nkamu
Bepcis 12.2 poaaetbes. BBegeHHs amiH o
IHCTPYKLUIT NS MeAWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby npoTsirom 6 Micauis
nicnsi 3aTBEpPOXKEHHS.
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Higepnanam

79. | TAOONEPIN® PO34MH ANS iH'eKLN, AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 4O peecTpauifiHnX 3a He UA/19965/01/01
604,72 mr/mn; no 2 "dapmak” MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenmom | nidnsieae
mn abo 5 mn, abo 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
7,5 mn, abo 10 mn, 3MiHa y KOpPOTKili XapaKTepucTumui
abo 15 mn, abo 30 nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
mn, abo 65 mny IHCTPYKUIT ANS MEAMYHOro 3aCTOCYBaHHSA Ha
cdnakoHi; no 1 nigcTaBi perynsipHo OHOBMIOBAHOIO 3BITY 3
cnakoHy B nauui; no 6e3neku nikapcbkoro 3acoby, abo
5 mn, abo 7,5 mn, pocnigpkeHb 3 6e3nekn 3acTocyBaHHs
abo 10 mn, abo 15 nikapcbkoro 3acoby B nicnspeecTpauinHuii
My nonepeaHbo nepiod, abo sk pe3ynbTaT OUiHKK 3BITY 3
HanoBHEHOMY [ocCrnifxeHb, MPOBEAEHUX BiMNOBIAHO 0
wnpuui, no 1 nnany negiatpuuHux gocnimkers (PIP)
nonepeaHL0 (3MiHY y3romkeHo 3 KOMNETEHTHUM
HanoBHEHOMY YMNOBHOBaXXEHVM OpraHom)
wnpuuy y 6nictepi, 3MiHun BHeceHo Ao IHCTpyKUii Ans
no 1 abo 5 Gnictepis MELMYHOro 3acTOCyBaHHS NikapCbKoro
y nayui; no 5 mn, 3acoby go posginis "OcobnmBocTi
abo 7,5 mn, abo 10 3acTocyBaHHsA" , "3acTtocyBaHHSs y nepiog
mn, abo 15 mny BariTHoCTi abo rogyBaHHs rpyaar”
nonepegHbo BiANOBIAHO 40 OHOBNEHOI iHGOopMaLiii Woao
HarnoBHEHOMY 6e3nekn 3aCToCyBaHHS Ail040i PEHOBUHM.
wnpuui, no 1 TepmiH BBEAEHHA 3MiH - NPOTArom 6 micauis
nonepeaHL0 nicnsi 3aTBepOXKEHHS.
HanoBHEHOMY
LINpULy 3 OKpeMo
BKIaZleHOI0 ronKor
y KOHTeWHepi Ta/abo
yrMopoMm Ans nanbLiB
y bnicTepi, no 1 abo
5 GnicTepiB y navui;
no 5 mn, a6o 7,5 mn,
abo 10 mn, abo 15
My nonepeaHbo
HanoBHEHOMY
wnpwui, no 1
nonepeaHLo
HanoBHEHOMY
wnpuuy y 6nictepi 3
OKpeMOo BKNadeHo
ronKow y
KOHTeWHepi Ta/abo
ynopoM Ans nanbLis
y 6nicTepi, no 1 abo
5 BnicTepiB y nayui

80. | TANNbBIHIA-M TabneTkn, BKpUTI 3eHTiBa, K.C. Yecbka nepBUHHE Ta BTOPUHHE Mpeuis BHECEHHS 3MiH IO peecTpaLiiHnX 3a He UA/20209/01/01
NNiBKOBOIO Pecny6bnika nakyBaHHS, KOHTPOsb matepianis: 3MiHu | Tuny - 3MiHn Wwono peuenmom | nidnsizae
obonoHkoto, 50 AKOCTI, pi3nKo/ximivHe 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
mr/850 mr, no 10 Ta mikpobionoriyHe 3MiHa y KOpOTKili XapakTepucTuLi
TabneTtok y 6nictepi; TEeCTyBaHHs, Bignosigae nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
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no 3 abo 6 Gnictepis 3a BMNyCK cepil: IHCTPYKUIT ANS MeAMYHOro 3acTOCyBaHHS Ha
Y KapTOHHil Kopobui SAPMATEH C.A., nigcTasi perynspHO OHOBIOBAHOTO 3BiTY 3
"peuist; BUPOBGHMLTBO, 6e3neku nikapcbkoro 3acoby, abo
nepBUHHE Ta BTOPUHHE pocrnimpkeHb 3 6e3neky 3actocyBaHHS
nakyBaHHs, KOHTPOSb nikapcbkoro 3acoby B nicnsapeecTpauinHuii
SKOCTI, ¢pismko/ximivyHe nepiog, abo sk pesynbTaT OLiHKM 3BITY 3
Ta MikpobionoriyHe pocnigkeHb, NpoBeAeHVX BiANOBIgHO A0
TeCTyBaHHs, BignoBigae nnaHy negiatpuyHmnx gocnigxeHs (PIP)
3a BUNYCK cepii: (3MiHy y3romkeHo 3 KOMNETEHTHUM
OAPMATEH YNOBHOBa)XXEHUM OpraHom).
IHTEPHELLHIT C.A., 3MiHU BHECEHO A0 IHCTPYKUIii AN MeANYHOro
[peuis 3aCcToCyBaHHS Nikapcbkoro 3acoby oo
po3ainy "OcobnueocTi 3acTocyBaHHA"
BiZNOBIgHO 1O OHOBMEHOI iHhopMmaLlii 3
6e3neku gito4oi pevoBNHU (METEOPMIHY
rigpoxnopuay) 3rigHo 3 pekomeHaaLissMm
PRAC.

81. | TAJIbBIHIA-M TabneTkn, BKPUTI 3eHTiBa, K.C. Yecbka nepBrvHHE Ta BTOPUHHE peuis BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a He UA/20209/01/02
NniBKOBOKO Pecnybnika nakyBaHHS, KOHTPOMb MaTepianis: 3miHn | Tuny - 3miHn Wwopo peuenmom nidnsieae
obornoHkoto, 50 AKOCTI, i3MKO/XiMivHe 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
mr/1000 mr, no 10 Ta MikpobionoriyHe 3MiHa y KOpPOTKili XapakTepucTumui
TabneTtok y Gnictepi; TeCTyBaHHS, Bignosigae nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta
no 3 abo 6 brictepis 3a BUNYCK cepii: IHCTPYKUIT ANS MEAMYHOro 3aCTOCYBaHHS Ha
Y KapTOHHIl kopobui SAPMATEH C.A., niacTaei perynsipHO OHOBMOBAHOIO 3BiTY 3

"peuisi; BUPOGHMLTBO, Ge3neku nikapcbkoro 3acoby, abo
nepBUHHE Ta BTOPUHHE pocnigpkeHb 3 6e3nekn 3acToCcyBaHHS
nakyBaHHS, KOHTPOIb nikapcbkoro 3acoby B nicnsipeecTpauiiHin
AKOCTI, pi3nKo/ximivHe nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
Ta mikpobionoriyHe AOCrifKeHb, MPOBEAEHUX BiAMOBIAHO A0
TeCTyBaHHs, Bignosigae nnay negiatpuuHux gocnimxkers (PIP)
3a BMNYCK cepil: (3MiHY y3romkeHo 3 KOMNETEHTHUM
PAPMATEH YMOBHOBaXEHNM OpraHoMm).
IHTEPHELUHN C.A., 3MiHU BHEeCEeHO A0 IHCTPYKLUii AN MeauYHOro
Ipeuis 3acTocyBaHHS nikapcbKoro 3acoby Ao
po3ainy "OcobnueocTi 3acTocyBaHHA"
BiANOBIgHO [0 OHOBMEHOI iHpopmaLlii 3
6e3neku fitoyoi pevoBUHU (METOPMIHY
rigpoxnopuay) 3rigHo 3 pekoMeHaaLisMu
PRAC.

82. | FTEKCAKCUM®/ | cycneHsis ans CaHodi dpaHuis BUPOOHMLITBO rOTOBOrO PpaHuis/ BHECEHHS 3MiH [0 peecTpauifHmX 3a UA/13080/01/01
HEXAXIM iH’ekuin, no 0,5 mn MacTep Hepo3dacoBaHoOro YropwumHa mMaTepianis: 3miHu |l Tuny - 3MiHK 3 SIKOCTI. peuenmom
BAKUMHA ONA | (1 gosa) B NPOAYKTY, BTOPUHHE ADI. KoHTponb AdI. 3miHa y meToaax
NPO®INAKTUK | nonepenHbo nakyBaHHs! (LLUnpuLm), BunpobyBaHHa APl abo BuxigHoro
U OUNDTEPI, 3arnoBHEHNX KOHTPOIb SKOCTi, BUMYCK marepiany/npoMixXHOro NpoayKTy/peareHTy,
NMPABLA, wnpuuax 3 1-e0 cepivi: CaHodi MacTep, LLIO BUKOPUCTOBYETLCS Y NpoLeci
KALLIOKY (abo 2-ma) ®paHUis; BUpoBHULTBO BUpoGHMUTBa ADI (CyTTEBa 3MiHa y
(ALENKONAPH OKPEMUMMU rofikamu, roToBOro GionoriyHomy/iMyHONOriYHOMY/iMyHOXiIMIYHO
un no 1 wnpwuy B Hepo3dpacoBaHoro My MeToAi BunpobyBaHHs abo meToai, y
KOMMOHEHT), KapTOHHIN ynakoBLi; NPOAYKTY, 3aNOBHEHHS, SIKOMY BUKOPUCTOBYETLCS BiONOrivyHmM
FENATUTY B no 0,5 mn (1 gosa) B BTOPUHHE MaKyBaHHS, peareHT ans 6ionoriyuHoro A®I, abo 1oro

PEKOMBIHAHT

nonepegHbo

KOHTPOI1b SIKOCTI, BUNYCK

3amiHa) 3amiHa pedepeHTHOI cTaHaapTHOI
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HA, 3anoBHEHUX cepin: cepii, Lo BMKOPUCTOBYETLCA Anst

noniomieNnITY | wnpuuax 3 1-eto CaHodi MacTtep, NpoBeAeHHs TECTY Ha aHTUreHHicTe FHA

IHAKTUBOBAH | (a6o 2-ma) ®paHLisa; BTOpUHHE (MPOMIDKHWIA NPOAYKT Ait040T PEYOBUHM 2-

ATA OKPEMUMMU ronkamu, nakyBaHHs, BUNycK KOMMOHEHTHOTO aLenionsipHoro

3AXBOPIOBAH | no 1 wnpuuy B cepin: CaHodi-ABeHTiC KaLLJTIOKOBOrO aHTUreHy (apcopboBaHuii

b, cTaHAapTHO- 3pT., YropwuHa; OYULLEHMI KaLLNoKoBMI TOKCKH (PTxd) Ta

CNPUYUNHEHU EKCMOPTHIN KOHTPOIb AKOCTi afcopboBaHMn OYNLLEHUI (DiNamMEHTHUI

X ynakoBLi, sika (wnpuum): IHTepHeLwHn remarmoTuHiH (FHA)), skmin npoBoanTbCS SK

HAEMOPHILUS | mictutbcsy Opar JdesenonmeHT- TECT Ha BUBINbHEHHSA ounieHoro FHA B

TNy B
KOH'IOrOBAH

A!
ALICOPEOBAH
A, PIOKA

KapTOHHI kopobLi 3
iHCTpyKUieto ans
Mean4Horo
3acTOCyBaHHSI; No
0,5 mn (1 gosa) B
nonepeaHL0
3aMoBHEHNX
wnpuuax 3 1-eto
(abo 2-ma)
OKPEMUMM ronKamu,
no 10 wnpwuuis B
KapTOHHIN ynakoBLj;
no 0,5 mn (1 gosa) B
nonepeaHLo
3aMoBHEHNX
wnpuvuax 3 1-eto
(abo 2-ma)
OKPEMMUMM TronKamu,
no 10 wnpwuuis B
CTaHfgapTHO-
EeKCMOPTHIN
ynakoBLi, sika
MiCTUTBCS Y
KapTOHHIN kopobui 3
iHCTpyKUieto Ans
Mean4Horo
3aCTOCyBaHHS; Mo
0,5 mn (1 po3a) y
dnakoHax, no 10
dnakoHiB y
KapTOHHIN ynakoBLj;
no 0,5 mn (1 go3a) y
cnakoHax, no 10
rakoHiB B
CcTaHfapTHO-
€KCMopTHIN
ynakoBLi, sika
MiCTUTBCS Y
KapTOHHiI kopoOLi.
MapkyBaHHS
YKpaiHCbKOI Ta
aHrnincekoto, abo

Ekcnept, ®paHuis

NPOMIXXHOMY pO34uHi. TepMmiH BBEOEHHS 3MiH
nvnexb 2026.
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iHLWMMMN iIHO3EMHUMM
MOBaMu
83. | TEHOTPOMIH® | nopotuok Mdparizep CWA Betep ®apma- HimeuyunHa BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/11798/01/01
niodinisoBaHun Ta IHK. ®epTturyHr NméX i Ko. marepianis: 3MiHu | Tuny - 3MiHn WwWoao peuenmom
PO3UYNHHUK AN KI, Himeu4nHa 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
PO34MHY Ans iH'eKLin (BMPOGHUMK in bulk, 3MiHa YacToTn Ta/abo TepMiHiB NogaHHs
no 16 MO (5,3 mr); 1 KOHTPOMb SKOCTI, perynsipHo OHOBIOBaHWUX 3BiTiB 3 6e3neku
nonepegHbLo nepBUHHE NaKyBaHHS); nikapcbkux 3acobis - 3MiHa y YacToTi Ta
HanoBHeHa pyuka, Mdpanzep AaTax noAaHHsi perynsipHo OHOBIOBAHOIO
Lo MicTUTb 1 MeHodekuypuHr 3BiTY 3 6e3neku.
OBOKaMepHun Benbris HB, benbris [itoya pepakuis: Yactota nogaHHs
KapTpumx (nepegHsi (NoBHMI LWKN perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
Kamepa 3 NOopOLLKOM BMPOGHULTBA, BUMYCK 1,5 poku KiHueBa garta ans BKIOYEHHS
Ta 3agHs kamepa 3 cepii) naHux go PO3E - 30.08.2018 p. data
PO34YMHHUKOM MO nogaxHs - 28.11.2018 p.
1,14 mn (M-kpe3on, [MponoHoBaHa pepakuis: YactoTa nogaHHs
MaHiT (E 421), BOOa perynsipHo OHOBINIOBAHOTO 3BiTy 3 6e3neku 3
ans iv'ekuin)), y pokie KiHLeBa fata Ans BKMYEHHS AaHUX
KapTOHHil kopobui 0o PO3E - 31.03.2026 p. [laTta nogaHHs —
29.06.2026 p.
PekomeHpoBaHO [0 3aTBEPOKEHHS
BiANOBIAHO A0 NEepPioAMYHOCTI NOAAHHA
perynsipHo OHOBINIOBAHMX 3BIiTiB 3 6e3neku
nikapcbkux 3acobis y €C.
84. | TEHOTPOIIH® | nopoLuok Mdpansep CLUA Mdpansep Benbrisa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/11798/01/02
niodinisoBaHun Ta IHK. MeHtodek4ypuHr marepianis: 3MiHu | Tuny - 3MiHn Wwono peuenmom
PO3YMHHUK AN Benbris HB 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
pPO34uMHy Ang 3MiHa YacToTy Ta/abo TepMiHiB NogaHHs
iH ekuin no 36 MO perynsipHo OHOBIIOBAHMX 3BITiB 3 6e3neku
(12 mr); 1 abo 5 nikapcbkux 3acobiB - 3MiHa y yacToTi Ta
nonepeaHLo AaTax NoAaHHsi perynspHoO OHOBIIOBAHOIO
HamnoOBHEHNX PY4OK, 3BiTY 3 6e3neku.
o MicTaTthb 1 [itoya pepakuis: Yactota nogaHHs
[OBOKaMepHUiA perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
KapTpumx (nepegHs 1,5 poku KiHueBa nata ons BKITHOYEHHS
Kamepa 3 NopoLLKOM AaHnx go POS3B - 30.08.2018 p. Oata
Ta 3agHsa kamepa 3 nogaHHs - 28.11.2018 p.
PO3YNUHHUKOM MO lMponoHoBaHa peaakuia: Yactota nogaHHs
1,13 mn (M-kpeson, perynsipHo OHOBINOBaHOrO 3BiTy 3 6e3nekn 3
MaHiT (E 421), BOoga pokiB KiHueBa faTa Ans BKAYEHHS AaHUX
Ons iH'eKuin)) KoxHa, 0o PO3B - 31.03.2026 p. [laTta nogaHHsA —
Y KapTOHHIl kopobui 29.06.2026 p.
PekomeHnoBaHO [0 3aTBEPOKEHHS
BiNOBIOHO 4O NepioANYHOCTI NOAAHHS
perynsipHo OHOBIOBaHMX 3BiTIB 3 6e3neku
nikapcbkux 3acobis y €C.
85. | TENAOU®® kancynu, no 10 TOB YkpaiHa TOB "BAJTAPTIH YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMX 3a UA/5324/02/01
Kancyn y énictepi; "BAJTIAPTIH DAPMA" matepianis: 3MiHu | Tuny - 3MiHn Wwono peuenmom
no 10 kancyny DOAPMA" 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy

6nictepi; no 3, 5 abo
10 GnicTepiB y

(iHWi 3MiHK). 3MiHN BHECEHO Y TEKCT
MapKyBaHHsi NEpBUHHOI (N. 4; 5) Ta
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KapTOHHIN navi BTOPUHHOI (M. 8; 17) ynakoBKM NikapCbKOro
3acoby Ta 3po6neHo He3HauHi peaakUiiHi
npaskv. BBegeHHst 3amiH npoTarom 6-u
MicaUiB Nicnsa 3aTBepAXeHHs
86. | TENTOP- rpaHynat 3 r/5 r; no TOBAPUCT Ykpaina BUMNYCK cepil: Ykpaina BHECEHHS 3MiH 40 peecTpauifiHnX bes He UA/17685/01/01
PAPMEKC 5 r B nakeTi; no 30 BO 3 TOB "®APMEKC rpPyn" matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenma nidnsieae
nakeTiB Y KApTOHHIW OBMEXEH YkpaiHa; ['oTOBWI NiKapCbkWiA 3aci6. 3miHn y
KopobuLi (],0) BCi cTagii BMpobHuuTBa, BMPOOHMUTBI. 3MiHa iMnopTepa/aminu, Lo
BIOMOBIOA BUMYCKY cepii: CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOS0
JIbHICTHIO ToBapwucTBo 3 SIKOCTi rOTOBOrO Jlikapcbkoro 3acoby (3amiHa
«KOPIOPA obmexeHo abo gonaBaHHs BUPOGHMKa, Lo Bignosiaae
LA BiANOBIgANbHICTIO 3a BBe3eHHs Ta/abo Bunyck cepii) - He
«300POB’A "papmaueBTnYHa BKIH04AKUMN KOHTPOMb/BUNPOOYBaHHS cepii -
» KoMnaHisi "3gopos's”, [opaBaHHA yHKLIT BUNYCK cepii BXe
YkpaiHa 3aTBEepAkeHOMY BUPOBHUMKY: ToBapMCTBO 3
obMeXxeHoo BianoBiaanbHICTO
"®apmaueBTnyHa koMnaHis "3gopos'a”
(Ykpaina, 61013, XapkiBcbka 061., MicTo
Xapkis, Bynuus LLeeyeHka, 6yanHok 22),
SKUIA BiQNOBiAae 3a BCi cTagii BUpoOHULTBA.
3MiHW BHECEHO B iHCTPYKLit0 ANs MeANYHOro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"BrnpobHuk", "Micue3HaxomKeHHs
BMPOGHMWKa Ta agpeca Micus NpoBagXeHHs
noro gisnbHocTi" 3 BignoBigHMMN 3MiHaMn B
TEKCTi MapKyBaHHS1 yNakoBOK. BBeaeHHs
3MiH NpOTHArom 6-Tu MicsLiB nicns
3aTBEPKEHHS.
87. | TMIBEK® TabneTkn, BKpUTI Hosapric Lsenuapis | BupobHMUTBO 3a noBHuM | LLIBenuapis/ BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/9469/01/02
NniBKOBOIO dapma Al uukrnom: Hosapric Himeuumna/ matepianis: 3miHu | Tuny - 3miHK 3 sKoCTiI. peuenmom
obornoHkoto, no 400 dapma LUTenH AT, CnoBeHis A®I. BupobHuuteo. 3MiHun BunpobysaHb abo
mr; no 10 TabneTok LLisenuapis; AONyCTUMKX MEX Y MpoLeci BUpobHMLTBa
y bnicTepi; no 3 BMPOGHMLTBO 32 NOBHUM A®I, Wwo BcTaHOBNEHI Y cneumdikauisx
Gnictepu B Kopobui uuknom: Hoeaprtic (mopaBaHHs HoBOroO BUNPObYBaHHA Ta
®apma lNMpogakLuH [ONyCTUMKX MEX) - AoAaBaHHsA Hosoro IPC
'm6X, HimeuunHa; BUNPOOYBaHHS ANs KOHTPOMO MPOMIXXHOIO
nepBUHHE, BTOPUHHE npoaykTy imaTtuHidy (F 10) akTuBHOI
nakyBaHHS, BUMYCK cybCcTaHuji, a came BU3HaAYeHHs BMICTY BOAM
cepii: INek (meTop Kapna-®iwepa) (kpuTepin
dapmacbtoTukanc a.a., npuiHaTHOCTi «NMT 0,8 %»).
BUpPOGHMYA OinbHULSA
JleHpaBsa, CnoBeHis
88. | MMIBEK® TabneTkn, BKpUTI Hosapric LLBenuapis | BMpobHMUTBO 3a noBHuM | LLIBenuapis/ BHECEHHS 3MiH IO peecTpaLiiHnX 3a UA/9469/01/01
NniBKOBOO dapma Al uuknom: Hosaprtic Himeyvumna/ matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuernmom
o6onoHkoto, no 100 dapma LLTeiH AT, CnoBeHis A®I. BupobHutBo. 3MiHu BUnpobyBaHb abo
mr; no 10 TabneTok LLIseniuapis; [OMyCTUMMUX MEX Y NpoLeci BUpOOHULITBA
y 6nicTepi; no 6 BUPOBHMLUTBO 32 NOBHUM A®I, o BCTaHOBNMEHI ¥ cneumdikauisx
GnicTepiB B KOpoOLi umnknom: Hoeapric (mopaBaHHs HoBOro BUNPObYyBaHHS Ta
®apma lNpogakiH [OMyCTUMMNX MeX) - AoAaBaHHsi HoBoro IPC
'm6X, HimeuunHa; BUNPOOYBaHHS AN KOHTPOMIO MPOMIXKHOIO
nepBUHHE, BTOPUHHE npoaykTy imatuhidy (F 10) akTuBHOI
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nakyBaHHs, BUNycK cybcTaHuji, a came BU3HaYeHHsi BMICTy BOAM
cepil: INlek (meTop Kapna-®iwepa) (kputepin
dapmacbtoTukanc g.4., npuHaTHocTi «NMT 0,8 %»).
BMPOGHMWYa AinbHUUS
Jlenpgasa, CnoseHis
89. | rnio3omig kancynu no 100 wmr; 3eHTiBa, K.C. Yecbka BupobHuyTeo M3, Ipnangis BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/13832/01/02
no 1 kancyniy Pecnybnika | nakyBaHHsi, TECTYBaHHS, matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
cawe; no 5 cawe y BUMNYCK cepil: ['oTOBWI NiKapCbkWiA 3aci6. 3miHn y
nayui 3 KapToHy Enlren d®apwma fimiteq, BUPOBHMUTBI. 3MiHM y NpoLeci BUpobHMLTBa
IpnaHgis roTOBOro NiKapcbKoro 3acoby, BKYaum
[NepBuHHE | BTOPUHHE NPOMDKHUI NPOAYKT, L0 3aCTOCOBYETLCS
nakyBaHHs: npu BUPOBHULITBI rOTOBOIO MikapcbKoro
MinmayHT Xenckea Jltg, 3acoby (iHLi 3MiHK)
Ipnangis 3MiHM y BUpOBHU4omy npoueci J13 gns
noaysaHHsa 20 Mr, a came 3MiHa TepMiHy
36epiraHHst Hepo3dacoBaHOro NPOAYKTY i3
3-x go 6 micsauis. 3MiHu | TUNY - 3MiHK 3
sikocTi. CepTudikat BignosigHocTi/l'E-
cepTudikaT BianoBigHOCTI €BpoONencbKin
dapmakonei/moHorpadii. MoaaHHA HoBOroO
abo oHoBMEeHoro cepTudikaTta BianNoOBILHOCTI
abo BuNy4YeHHs ceptudpikata BignosigHOCTI
€Bponenicbkin apmakonei: ana A®l; ans
BUXiQHOro matepiany/peareHTy/npomMiKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst 4ONOMDKHOI
peyoBuHu (FE-cepTudikat BignosigHocTi
€Bponelicbkini hapmakonei ans
Adl/BnxigHoro
matepiany/peareHTy/npoMiXKHOro NPOJYKTY
abo gonomixHoi pevoBuHM) - HoBui
cepTtudikaT AN BUXigHOrO
matepiany/peareHTy/npoMiXKHOro NPOJYKTY
abo [onoMiXKHOI pe4oBMHM Big HOBOro abo
BXE 3aTBEpAXXEeHOro BUpoBHUKa - BUPOOHMK
TBEpAWX xenaTuHoBux kancyn Capsugel
BBOAWTb HOBUIA cepTudikat CEP R1-CEP
2008-048-Rev 00 Big HOBOro 40AaTKOBOIO
noctavanbHuka xenaTtuHy Pioneer Jellice
India Private Ltd. 3miHa cTocyeTbes Tinbku
060rOHKM Kancyr, WO BUKOPUCTOBYIOTECH Y
BMPOGHMUTBI T3
90. | rnio3omig kancynu no 180 mr; 3eHTiBa, K.C. Yecbka Bupo6HuuTeo 13, IpnaHgis BHECEHHS 3MiH 10 peecTpauiiHuX 3a UA/13832/01/03
no 1 kancyniy Pecnybnika | nakyBaHHs, TECTyBaHHS, matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuernmom
cawle; no 5 cawey BUNYCK cepii: [oToBWMI Nikapcbkuii 3aci6. 3MiHN y
nadui 3 KapToHy Enlen ®apwma Nimiteq, BMPOGHMUTBI. 3MiHM y NpoLieci BUpobHULTBa
IpnaHais roTOBOrO MiKapCbKOro 3acoby, BKI4aoym
[NepBWHHE | BTOPUHHE NPOMDKHUI NPOAYKT, O 3aCTOCOBYETLCSA
nakyBaHHs: npu BUPOBHULITBI rOTOBOIO Mikapcbkoro
MinmayHT Xenckea 14, 3acoby (iHLwi 3MiHK)
Ipnangis 3MiHW y BUpobHUYomy npoueci 13 ans
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

nosyBaHHA 20 Mr, a came 3miHa TepMiHy
36epiraHHsi Hepo3dacoBaHOroO NPOAYKTY i3
3-x go 6 micsauis. 3MiHu | TUNY - 3MiHK 3
sikocTi. CepTudikat BignosigHocTi/l E-
cepTudikat BiaNOBIAHOCTI EBpONENChKIN
capmakonei/moHorpadii. MogaHHA HOBOrO
abo OHOBMEHOro cepTudikaTta BignNoOBIgHOCTI
abo Buny4YeHHs cepTudikaTa BiANoOBiAHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BUXIiQHOro matepiany/peareHTy/npoMixKHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI ADI; onst ONOMiKHOI
pevoBuHu (CE-cepTudikat BianoBigHOCTI
€Bponeicbkin hapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/npoMi>KHOro NPOJYKTY
abo gonomixHoi pevoBuHM) - Hosui
cepTudikat Ansa BUXigHOro
matepiany/peareHTy/npoMi)KHOro NPOJYKTY
abo JONOMiDKHOI peyYoBMHM Big HOBOro abo
BXXE 3aTBEPAXEHOro BUPOBHUKA - BUPOBOHMK
TBepauXx xxenaTtuHoBux kancyn Capsugel
BBOAWTb HOBUI cepTudikat CEP R1-CEP
2008-048-Rev 00 Big HoBOro 4o4aTKOBOro
nocrtavanbHuka xenatuHy Pioneer Jellice
India Private Ltd. 3miHa cTocyeTbes Tinbku
060MoHKM Kancyr, Wo BUKOPUCTOBYOTLCS Y
BMPOGHMUTBI T3

91.

rnosomig

kancynu no 250 wmr;
no 1 kancyniy
cawle; no 5 cawey
nayui 3 KapToHy

3eHTiBa, K.C.

Yecbka
Pecny6bnika

Bupo6HuuTso M3,
nakyBaHHs1, TECTYBaHHS,
BUNYCK cepii:
Enlren ®apma fNimiteq,
Ipnangis
[MepBWHHE | BTOPUHHE
nakyBaHHS:
MinmayHT Xenckea Jltg,
Ipnangis

Ipnangis

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu | Tuny - 3miHK 3 sKOCTi.
[oToBWI Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHM y nNpoLieci BUpobHuLTBa
roTOBOrO NMikapCbKOoro 3acoby, BKMoYaoum
NPOMIKXHWIA MPOAYKT, WO 3aCTOCOBYETLCA
npn BUPOOHULTBI rOTOBOIO MiKapcbKoro
3aco0y (iHLi 3MiHK)
3MiHM y BUpoBHMYomy npoueci 113 ans
nosyBaHHA 20 Mr, a came 3miHa TepMiHy
36epiraHHst Hepo3dacoBaHOro NPOAYKTY i3
3-x oo 6 micsui. 3miHu | TUNy - 3MiHK 3
skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BiaNoBIAHOCTI EBPONENChKIN
dapmakonei/MmoHorpadii. MoaaHHs HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo BUny4YeHHsi cepTudikaTta BignoBigHOCTI
€Bponevicbkint hapmakonei: ana A®l; ons
BMXiAHOro Matepiany/peareHTy/NpoOMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y
BUPOGHMUTBI ADI; ANs 4ONOMIKHOI
peyoBuHu (FE-cepTudikat BignosigHocTi
€Bponelicbkiii hapmakonei ans

3a
peuenmom

UA/13832/01/04




46

[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

Adl/BuxigHoro
matepiany/peareHTy/npoMiKHOro NPOAYKTY
abo 4onoMmibkHOI peyoBuHM) - HoBuin
cepTudikat Ang BUXigHOro
matepiany/peareHTy/npoMiKHOro NPOAyKTY
abo JonNoMiXKHOT peyYoBUMHM Bif HOBOro abo
BXE 3aTBEPAXEHOro BUpPOoBHUKa - BUPOOHMK
TBepAunX xxenatuHosux kancyn Capsugel
BBOAUTL HoBMI cepTudikat CEP R1-CEP
2008-048-Rev 00 Big HOBOro 404aTKOBOrO
nocTtayanbHuka xenatuHy Pioneer Jellice
India Private Ltd. 3miHa cTocyeTbest Tinbku
060MoHKM Kancyr, Wo BUKOPUCTOBYOTBLCS Y
BMPOGHMUTBI 13

92.

rnmosomig

kancynu no 20 mr;
no 1 kancyniy
cawe; no 5 cawe y
nauui 3 KapToHy

3eHTiBa, K.C.

Yecbka
Pecnybnika

Bupo6HuuTeo M3,
nakyBaHHS, TECTYBaHHS,
BWMNYCK Cepil:
Enlren dapma fNimiteq,
Ipnaxgis
[MepBuHHe | BTOPUHHE
nakyBaHHSI:
MinmayHT Xenckea J14,
Ipnangis

IpnaHgis

BHECEHHS 3MiH 4O peecTpauinHnX
matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkui 3aci6. 3MiHN Y
BUPOBHMUTBI. 3MiHM y NpoLeci BUpobHMLTBa
roTOBOro MikapcbKoro 3acoby, BkI4aoum
NPOMDKHUI NPOAYKT, L0 3aCTOCOBYETLCS
npu BUpOBHULITBI rOTOBOIO MikapcbKoro
3acoby (iHLUi 3MiHK)
3MiHM y BUpobHuyomy npoueci 13 gns
noaysaHHa 20 Mr, a came 3MiHa TepMiHy
36epiraHHsi Hepo3dacoBaHOro NPOAYKTY i3
3-x po 6 micsauis. 3MiHu | TUNY - 3MiHK 3
sikocTi. CepTudpikat BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4eHHsi cepTudikaTta BignoBigHOCTI
€Bponenicbkin dapmakonei: ana A®l; ans
BUXiAHOro MaTtepiany/peareHTy/NpoMi>XHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst 4ONOMDKHOI
peyoBuHu (FE-cepTudikat BignosigHocTi
€Bponelicbkini hapmakonei aons
Adl/BnxigHoro
matepiany/peareHTy/npoMiXKHOro NPOJYKTY
abo gonomixHoi pevoBuHM) - HoBui
cepTudikaT AN BUXigHOrO
matepiany/peareHTy/npoMiKHOro NPOaYKTY
abo [onoMiXkHOI pevoBMHM Big HOBOro abo
BX€ 3aTBepAXeHOro BUpOoBHUKa - BUPOOHMK
TBEpAWX XenaTuHoBux kancyn Capsugel
BBOAWTb HOBUIA cepTudikat CEP R1-CEP
2008-048-Rev 00 Big, HOBOro 40AATKOBOIO
nocravanbHuka xenaTtuHy Pioneer Jellice
India Private Ltd. 3miHa cTocyeTbes Tinbku
060rOHKM Kancyr, LWo BUKOPUCTOBYIOTECH Y
BMPOGHMUTBI T3

3a
peuenmom

UA/13832/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
93. | FMIOKOCAT PO34MH Ans iH'eKuin TOB "3 YkpaiHa TOB "®3 "CTAOA" YkpaiHa BHECEHHS1 3MiH 40 peecTpauiiHnx 3a He UA/15851/01/01
no 2 mn B amnyni A "CTAOA" MaTepianis: 3miHn | Tuny - AoMiHiCTpaTuBHI peuenmom nidnseae

Yy KOMMNeKTi 3
PO34YMHHUKOM
(nieTaHonamin, BOAa
ans iH'ekyin) no 1
Mn B amnyni B; no 5
amnyn A 'y 6nictepi;
noSavnynBy
Gnictepi; no 1
GnicTtepy 3
amnynamu A ta no 1
Gnictepy 3
amnynamu B y nayui
3 KapTOHY; M0 2 M B
amnyni Ay
KOMMIEKTi 3
PO34YMHHUKOM
(nieTaHonamiH, Boga
ans iH'ekyin) no 1
Mn B amnyni B; no 1
amnyniATa 1
amnyni B y 6nictepi;
no 1 Gnicrepy y
nayui 3 KapToHy; Mo
2mnBamnyniAy
KOMMIEeKTi 3
PO34YMHHUKOM
(nieTaHonawmin, BOAa
ans iH'ekuyin) no 1
M B amnyni B; no 6
amnyn Ay 6nictepi;
no 6 amnynBy
6nicTepi; no 1
bnictepy 3
amnynamun A Ta no 1
Gnictepy 3
amnynamu B y nayui
3 KapTOHY

3MiHW. 3MiHa HaMeHyBaHHS Ta/abo agpecu
3asBHUKa (BrnacHUKa peecTpaLinHoro
noceifgyeHHs). KomnaHisi 3asBHMKa 3MiHMna
cBoto Ha3By 3 TOB «®3 «BIOGAPMA» Ha
TOB «®3 «CTALA».

TepmiH BBeQEHHS 3MiH - NPOTArom 6 Micsiuis
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
AOMiHicTpaTUBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
NpoBafXXeHHA QisNbHOCTI
BMPOGHMKa/imnopTepa roToBoro nikapcbKoro
3acoby, BKIOYa4m AinbHULL BUNYCKy cepii
abo micue npoBeAeHHS KOHTPOIHO SIKOCTI.
(DisinbHiCTb, 3a siky Bignosinae
BUPOBHMK/IMNOPTEP, BKIOYAKOYM BUMYCK
cepint). 3mMiHa HaliMeHyBaHHS1 BUPOOHMKa
roToBOro nikapcobkoro 3acoby 3 TOB «$3
«BIODPAPMA» Ha TOB «®3 «CTALA».
Bupo6Huya ainbHUUA Ta BCi BUPOGHWYI
onepauii 3anuwarTbCs HeE3MiIHHUMK. 3MiHK
BHECEHO B iHCTPYKLUIiO ANs MeanyHoro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby y po3ain
"BupoBHMK" 3 BiANOBIAHMMM 3MiHamMK B
TEKCTi MapKyBaHHS ynakoBoK. TepMiH
BBEAEHHS 3MiH - NpOTArom 6 Micsuis nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3miHn wopao
6esnekn/edeKTMBHOCTI Ta hbapMakoHarnsagy.
BeeneHHs abo 3MiHu [0 y3aranbHeHWX
OaHunx npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3aranbHEHUX AaHUX MPO
cuctemy pbapmakoHarnsgy, amiHa
yrnoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
34iicHeHHs dhapmakoHarnagy; KOHTaKTHOT
ocobu 3 hapmakoHarnsaay 3asBHVKa A4S
3AicHeHHs hapmakoHarnsagy B YKpaiHi,
SIKLLO BOHA BigMiHHA Bif YNMOBHOBaXEHO|
ocobu, BignoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnsay (BKMHOYaKymM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
chavina cuctemu dhapmakoHarnsgy). 3miHa
KOHTaKTHMX JaHWUX YNOBHOBaXEHOi 0cobu
3asiBHMKA, BianoBiganbHoI 3a
dapmakoHarnag. 3miHa Homepa mactep-
(paina cuctemu papmakoHarnagy. 3miHu |
Tuny - 3MiHM Wwopo 6esnekn/edeKTUBHOCTI
Ta cbapmakoHarnagy (iHwi 3miHn). 3MiHK
BHECEHO Y TEKCT MapKyBaHHS BTOPUHHOI (T.
17) ynakoBKu nikapcbKoro 3acooy.
TepMmiH BBEAEHHS 3MiH - NPOTSArom 6 Micsuis
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

nicns 3aTBepAXEHHS.

94.

FMIOKOCAT

PO34MH Ans iH'eKuin
no 2 mn B amnyni A
Yy KOMMNMEKTi 3
PO3YNHHUKOM
(oieTaHonamiH, Boga
ans iH'ekyin) no 1
mn B amnyni B; no 5
amnyn A 'y 6nictepi;
noSavnynBy
GnicTepi; no 1
Gnictepy 3
amnynamu A ta no 1
bnictepy 3
amnynamu B y nayui
3 KapTOHy;

no 2 mn B amnyni A
Yy KOMMNeKTi 3
POYUNHHUKOM
(nieTaHonawmin, BOAa
ans iH'ekyin) no 1
Mn B amnyni B; no 1
amnyniATta 1
amnyni B y 6nicTepi;
no 1 Gnicrepy y
nauui 3 KApTOHY;

no 2 mn B amnyni A
y KOMMMeKTi 3
POYUMHHUKOM
(nieTaHonamiH, Boaa
ans iH'ekuyin) no 1
mn B amnyni B; no 6
amnyn Ay 6nictepi;
no 6 amnynBy
Gnictepi; no 1
Gnictepy 3
amnynamu A Ta no 1
bnictepy 3
amnynamu B y nayui
3 KapTOHY

TOB "®3
"CTALA"

Ykpaina

TOB "®3 "CTAOA"

Ykpaina

BHECEHHS 3MiH 4O peecTpauifiHnX
matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb
[OOMOMDKHUX pevyoBUMH. 3MiHa y meTogax
BMNPOOYBaHHSA LONOMIKHOT peqoBMHM (iHLUi
3MiHU Y MeToAax BUNPOOyBaHHS
(Bkntovaroun 3amiHy abo goaaBaHHs)) -
3miHa meToay BUNpobyBaHHSA 3a
nokasHukom «Boga» y cneundikauii
Hietunaminy 3 o6'emHoro metoay (2.5.12) Ha
KyTNOHOMETpUYHE TUTpyBaHHS (2.5.32 ).

3a
peuenmom

UA/15851/01/01

95.

rPUNOUNTPO
H-BPOHXO

cupon, 1,5 mr/mn; no
100 mn a6o 200 mn
y cbnakoHi; no 1
c¢nakoHy pa3om 3
MipHOIO FTIOXKOI0 Y
KOpoOLi 3 KAPTOHY;
no 5 mnabo 15 mny
cawe; no 20 cawe y
KOpOoOGLi 3 KapTOHY

TOBAPWUCT
BO 3
OBMEXEH
ol
BIOMNOBIJA
NbHICTIO
«KOPTIOPA
LS
«300POB'A

»

YkpaiHa

BCi cTagii BUpobHMLTBA,
KOHTPOrb SIKOCTi, BUMYCK

cepii:
ToBapwucTBo 3
obMexeHow
BignoBiganbHIiCTIO
"®apmaueBTnyHa
KomnaHisi "3nopos’s”,
YkpaiHa

BCi cTagii BUpoObHMLTBA,

KOHTPOI1b SIKOCTi:

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHMX
matepianis: 3MiHu | Tuny - 3MiHn Wono
6e3nekn/eekTMBHOCTI Ta hbapMakoHarnsay
(iHWi 3MiHM) - OHOBMNEHHSA TEKCTY
MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
ynaKkoBOK nikapcbkoro 3acoby, a came:
BUIyY€HO iHhopMaLlito, 3a3HaYEHyY
POCIICLKOIO MOBOIO; BHECEHO 3MiHU B TEKCT
MapKyBaHHsi NEPBUHHOI (MyHKTK 1, 2, 5, 6) Ta
BTOPWHHOI (nyHkTK 1, 2, 4, 11, 17) ynakoBok
nikapcbkoro 3acoby. 3miHu 3a po3ainom

be3
peuenma

UA/13783/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
ToBapucTtBo 3 "MapkyBaHHa" MKA 113 B TEKCT MapKyBaHHs
0BMeXeHo ynakoBku in bulk no 10 n. BeegeHHs 3MiH
BigNOBiganbHICTHO NpoTSArom 6 MicsiLiB nicnsi 3aTBEpPAXKEHHS.
"Xapkiscbke
dapmaleBTU4He
nignpremcTeo "340poB'st
Hapoay",
YKpaiHa
96. | rPMNOLUUTPO cupon, 1,5 mr/mnm; in TOBAPUCT YkpaiHa BCi cTagii BUpobHMLTBA, YkpaiHa BHECEHHS1 3MiH 40 peecTpauiiHnx - UA/13784/01/01
H-BPOHXO bulk: no 10 n a6o no BO 3 KOHTPOIb SIKOCTi, BUMYCK MaTepianis: 3miHu | Tuny - 3miHn Wwopo
50 ny meTtanesux OBMEXEH cepii: ToBapucTBo 3 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy
6oukax KEI (0]}0) obGMexeHo (iHWi 3MiHK) - 3MiHK 3a po3gdinom
BIAMNOBIOA BigNoBiganbHIiCTIO "MapkyBaHHa" MKA 113 B TEKCT MapKyBaHHsI
JIbHICTIO "®apmaueBTnyHa ynakoBku in bulk no 10 n. BBegeHHs 3miH
«KOPINOPA KomMnaHis "3gopos’s” NPOTArom 6 MicsuiB Nicnst 3aTBEPIKEHHS.
LA
«300POB’A
»
97. | DA3ATUHIB- TabneTkn, BKpUTI TOB «TeBa Ykpaina MNIBA Xpsatcka .0.0. XopsarTis BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/20518/01/01
TEBA NniBKOBOKO YkpaiHa» MaTepianis: 3miHn | Tuny - AoMiHicTpaTuBHI peuenmom

o6onoHkoto, no 50
mr; no 10 TabneTok
y 6nicTepi; no 6
GnictepiB y
KapTOHHIN kopobLi

3MiHW. 3MiHa HallMeHyBaHHS Ta/abo agpecu
Micusi NPOBaPKEHHS AiSNbHOCTI BUPOOHMKA
(BKrTrOYaro4m, 3a HeobXiAHOCTI, MicLe
NPOBEAEHHSI KOHTPOIIO SIKOCTI), abo
BMacHvika mactep-ganna Ha A®I, abo
nocravansHuka A®l/BnxigHoro
maTepiany/peareHTy/NpOMiXXHOTO NPOAYKTY,
LLIO 3aCTOCOBYOTBECS Y BUPOOHMLTBI API
(SKLLLO 3a3HaYeHo y AOChE Ha MiKapCbKun
3acib) 3a BigcyTHOCTI cepTudikaTa
BiAMOBIAHOCTI €Bponencokii papmakonei y
3aTBEpAKEHOMY A0Cbe, ab0 BUPOOHUKA
HOBOI JOMOMiXXHOI PE4OBUHU (SIKLLO
3a3HayeHo y Aocke) - 3miHa Ha3Bu Ta
agpecu BnacHvka mactep-ganna Ha AdI
[asatuHiby MmoHorigpat. BupobHuya
OinbHULS Ta yci BUpoGHMYI onepadii
3anuLiaTbCst He3MiHHMMK. [litoya pepakuis:
DMF Holder Address: Teva Pharmaceutical
Industries Ltd. 124 Dvora HaNevi'a Street,
Tel Aviv — Jaffa 6944020, Israel
[MponoHoBaHa pepakuis: DMF Holder
Address: TAPI NL B.V. Piet Heinkade 55,
1019GM Amsterdam, Netherlands
3MmiHu | TUNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaXXEHHSs OiSANbHOCTI BUPOOHMKa
(Bkntovaroum, 3a HeobxigHoOCTI, Micue
NpOBEeEHHS KOHTPOJH SIKOCTi), abo
BnacHuKka macrep-ganna Ha A®l, abo
nocrtadansHuka A®l/BuxigHoro




Ne

Haszea
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[TponoBkeHHs JoaaTKa 3

n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,

ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

98.

OA3ATUHIB-

marepiany/peareHTy/NpPOMIXXHOIO NMPOAYKTY,
LLIO 3aCTOCOBYHOTLCS Y BUPOOHULTBI AdDI
(SIKLLO 3a3HaY4YeHo y AOChE Ha MikapCbKui
3acib) 3a BiacyTHOCTI cepTudikata
BiAMNOBIAHOCTI €Bponencokini papmakonei y
3aTBepOKeHOMy Aockbe, abo BUPOOHWMKa
HOBOI JOMOMIDKHOI PEHOBUHM (SIKLLIO
3a3HayeHo y A0Cbe) - 3MiHa Ha3Bu
BMpobHuka APl [lasaTuHiby moHorigpar.
Takox y 3B'sI3Ky 3asiBNEeHOI 3MiHN
BUIYyYaETLCS anbTepHaTVBHA nabopaTopist
BignoBsiganbHa 3a KOHTPOSb AKOCTI.
Bupo6Huya ainbHuus, agpeca Ta yci
BMPOGHMYI onepaLlii 3anvwanTbes
He3MiHHUMUK. [itoya peaakuis: Manufacturing
Site Address: PLIVA Croatia Ltd. TAPI
Croatia Production SM
Prudnicka cesta 54 10291 Prigorie
Brdovecko, Croatia Testing Facilities: The
quality control is perfoemed at the
manufacturing site and can be performed in
QC laboratories located in Pliva Croatia Ltd.,
PbF site: PLIVA Croatia Ltd. TAPI Croatia
Production PbF
Prilaz baruna Filipovica 25 10000 Zagreb
Croatia
MponoHoBaHa pepakuis: Manufacturing Site
Address: TAPI Croatia Industries Ltd.
Prudnicka cesta 54 10291 Prigorie
Brdovecko, Croatia
Testing Facilities: TAPI Croatia Industries
Ltd. Prudnicka cesta 54 10291 Prigorie
Brdovecko, Croatia
3minu | Trny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. KoHTporb AOMOMiIXKHMX
peyoBuH. 3MiHa y meTofax BUNpobyBaHHS
[OOMOMIXXKHOT pe4OBUHU (HE3HAYHI 3MiHW Y
3aTBepAKeHNX MeTofax BUNpobyBaHb) -
OHoBReHHs cneuudikauii 10NOMiXKHOT
PEYOBMHM NAKTO3M MOHOriApaT 3a
nokasHukom "Particle size distribution”, a
came 3miHa Bumor fo Tucky 3 1000 lMa go
1500 lMa nig 4ac rpaHynomMeTpUYHOro
aHanisy 4acTok.

TEBA

TabneTku, BKPUTI
NniBKOBOKO
obonoHkoto, no 70
mr; no 10 TabneTtok
y 6nicTepi; no 6
GnictepiB y

KapTOHHI kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

MINIBA XpsaTtcka 4.0.0.

XopsarTis

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | TUNy - AOMiHiCTpaTUBHI
3MiHn. 3MiHa HanmeHyBaHHs Ta/abo agpecu
MicLis NPOBaXXeHHS OisiNbHOCTI BUPOOHMKa

(Bkntovaroum, 3a HeobxigHoOCTI, Micue
NPOBEAEHHST KOHTPOIIO SKOCTI), abo

Ymoeu Peknam Homep
aionycky yeaHHs1 | peecmpayiliHo20
noceio4yeHHs1
3a UA/20518/01/02
peuenmom

BracHvka macTtep-ganna Ha A®l, abo
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

noctadanbHuka A®l/BuxigHoro
marepiany/peareHTy/NPOMiKHOIO MPOAYKTY,
LLIO 3aCTOCOBYHOTLCA Y BUPOOHULTBI ADI
(SIKLLO 3a3HaYeHo y AOChE Ha MikapCbKui
3acib) 3a BigcyTHOCTI cepTudikata
BiZNOBIgHOCTI €BponeWnchkin hapmakonei y
3aTBepOKeHOMy Aockbe, abo BUPOOHWMKa
HOBOI AOMNOMIDKHOI PEYOBMHU (SIKLLO
3a3Hay4yeHo y 4oCbe) - 3MiHa Ha3BuM Ta
agpecv BnacHuka mactep-cavina Ha APl
[Ha3zaTuHiby moHorigpaTt. BupobHuua
OinbHMUS Ta yci BUPoOHWUYI onepalii

3anuwaroTbcsa He3aMiHHMMK. [itova peaakuis:

DMF Holder Address: Teva Pharmaceutical
Industries Ltd. 124 Dvora HaNevi'a Street,
Tel Aviv — Jaffa 6944020, Israel
MponoHoBaHa pepakuisi: DMF Holder
Address: TAPI NL B.V. Piet Heinkade 55,
1019GM Amsterdam, Netherlands
3miHu | TUNY - AgMmiHiCTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
npoBaXXeHHs AisinbHOCTi BUPOGHMKa
(BKrTrovaro4m, 3a HeobXiAHOCTI, MicLe
NPOBEAEHHST KOHTPOIIO SIKOCTI), abo
BnacHuka mactep-aiina Ha Adl, abo
nocravansHuka A®l/BnxigHoro
maTepiany/peareHTy/NpOMiXXHOIO NMPOAYKTY,
LLIO 3aCTOCOBYOTLCS Y BUPOGHMLTBI ADI
(SKLLLO 3a3HaYeHo y AOChE Ha MiKapCbKun
3acib) 3a BigcyTHOCTI cepTudikaTa
BigMNoBigHOCTI €Bponenchkii papmakonei y
3aTBEpAKEHOMY A0Cbe, ab0 BUPOOHUKA
HOBOI JOMOMiXXHOI PE4OBUHU (SIKLLO
3a3HayeHo y A0Cbe) - 3MiHa Ha3Bwm
BUpobHuka A®I [lasaTuHiby moHorigpar.
Takox y 3B'A3Ky 3asiBMEHOI 3MiHU
BUINYyYaETbCS anbTepHaTVBHa nabopaTopist
BignoBiganbHa 3a KOHTPOMb SIKOCT.
BupobHnya ginbHuus, agpeca Ta yci
BMPOGHMYI onepaldlii 3anuwarTbes
He3miHHUMK. [litoya pegakuis: Manufacturing
Site Address: PLIVA Croatia Ltd. TAPI
Croatia Production SM
Prudnicka cesta 54 10291 Prigorie
Brdovecko, Croatia Testing Facilities: The
quality control is perfoemed at the
manufacturing site and can be performed in
QC laboratories located in Pliva Croatia Ltd.,
PbF site: PLIVA Croatia Ltd. TAPI Croatia
Production PbF
Prilaz baruna Filipovica 25 10000 Zagreb
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Ymoeu

Peknam

Homep

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Croatia

aionycky

yeaHHs

peecmpayiliHo2o
noceio4yeHHs1

[MponoHoBaHa pepakuisi: Manufacturing Site
Address: TAPI Croatia Industries Ltd.
Prudnicka cesta 54 10291 Prigorie
Brdovecko, Croatia
Testing Facilities: TAPI Croatia Industries
Ltd. Prudnicka cesta 54 10291 Prigorie
Brdovecko, Croatia
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTponb 4ONOMiXKHUX
peyoBWH. 3miHa y MeToAax BUNpobyBaHHS
[OMOMDKHOI PEYOBUHM (HE3HAYHI 3MiHN Y
3aTBEpOKEHMX MeTofdax BUNpobyBaHb) -
OHoBReHHs cneuudikauii A0NOMiXKHOT
PEYOBMHM NAKTO3M MOHOrIAPaT 3a
nokasHukom "Particle size distribution”, a
came 3miHa BuMor go Tucky 3 1000 Ma go
1500 lMa nig yac rpaHynomMeTpuyHOro
aHani3y 4YacTok.

bes3

UA/18138/01/01

99.

OBALIE 200

TabneTku Wwmnydi, no
200 wmr; no 20
Tabnetok y Ty6i; no
1 1y6i B mayui

MpAT
"dapmaueBT
nyHa dipma

"NapHuug”

Ykpaina

E ®apma TpeHnTo C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: TexHiyHa nomunka (3rigHo
Haka3zy MO3 Big 23.07.2015 Ne 460)
BunpasneHa TexHiyHa nomunka B [HCTpyKuUii
Ansi MEOUYHOTO 3aCTOCYBaHHS fikapCbKOro
3acoby y po3agini "Cknag", B KOpoTkii
XapaKTeprcTuLi nikapcbkoro 3acoby B
po3aini "2. AxkicHun i KinbkicHW cknaa”, sxka
6yna gonylieHa B npoueaypi
MepepeecTpauisa (Hakaz MO3 Ykpainu Big
30.04.2025 Ne 755), a came: 3aTBEpAXEHO:
Jitova peyoBuHa: aueTunumcTein; 1
Tabnetka mictutb auetunuucteiny 200 mr;
3anponoHoBaHo: Ajlo4a peyoBuHa:
aueTUnuMCTeiH;

1 TabneTka wunyya MicTuTbL
auetunuucreiny 200 mr. 3a3HavyeHe
BUNpaBfeHHs Bignosigae marepianam
pPEeECTPaLLiHOro 4OCHE.

peuenma

UA/18139/01/01

100.

OBALE NOHI

TabneTku Wwunyui, no
600 mr; no 10
Tabnetok y Ty6i; no
1 1y6i B nayui

MpAT
"®apmaueBT
n4yHa cipma

"OapHuus”

YkpaiHa

E ®apma TpeHTo C.n.A.

ITania

BHECEHHS 3MiH 40 peecTpauiiHnx

maTepianis: TexHiyHa nomunka (3rigHo
Haka3y MOS Big 23.07.2015 Ne 460)

BunpasneHa TexHi4Ha nomunka B IHCTpyKLii
AN MeAUYHOTO 3acTOCYBaHHS NikapCbKoro

3acoby y po3agini "Cknag", B KOpoTKil

XapakTepucTuui nikapcbkoro 3acoby B
po3aini "2. AxicHWi i KinbKicHWA cknag", ska

6yna gonylieHa B npoueaypi

MepepeecTpadis (Hakas MO3 Ykpainu Bia
11.04.2025 Ne 632), a came: 3aTBEpPOKEHO:
nitoya peyoBuHa: aueTunumcTein; 1

Tabnetka MicTUTb aueTunuucTeidy 600 mr;

be3
peuenma
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3anponoHoBaHo: fjto4a peyoBuHa:
auetunumuctein; 1 TabneTtka wunyya MicTuTb
aueTunumucTeidy 600 mr.

101.

OE30®EMIH®
30

TabneTku, BKPUTI
NNiBKOBOIO
ob6onoHkoto, no 0,03
mr/0,15 mr; no 21
Tabnetui y 6nictepi,
no 1, abo no 3, abo
no 6 Gnictepis y
KapTOHHiI kopobui

TOB «MIBE
YKPATHA»

Ykpaina

Mmibe MmbX
ApuHanmiTTens

Himevunna

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis: 3MiHu | TUNy - AgMiHICTpaTuUBHI
3MiHW. BunyyeHHs BUpoGHMYOT AinbHUUI
(Bkntovaroum AinbHuui ans APl npoMixkHOro
npoaykTy abo rotToBoro nikapcbkoro 3acoby,
AiNbHWL ANst NPOBEeAEHHS NaKyBaHHS,
BMPOGHWKa, BiAMNOBiAaNbHOMo 3a BUMYCK
cepin, micLe NpoBeaeHHS KOHTPOMO cepir)
abo nocTayanbHKKa BUXIQHOrO matepiany,
peareHTy abo 4ONOMIXKHOI Pe4OoBMHN (SKLLO
3a3HayeHo y Aocbe) - BunyyeHHs BupobHuka
A®I Ethinylestradiol, a came ASPEN OSS
B.V., Kloosterstraat 6, The Netherlands-
5349 AB Oss, sik BUpOOHMYY AinbHULIO,
BignoBigansHy 3a BUPOOHULTBO AitoYyoi
PEYOBUHM ETUHINecTpagion.
AnbTepHaTMBHOI AINbHULIEIO 3anulaeTbCcs
Bayer AG. Posginu 3.2.S.4.1 Ethinylestradiol
(FPM), 3.2.S.4.4 Ethinylestradiol (FPM) Ta
3.2.R, Bkntoyaroum BigNoBigHI po3ainv B
mMogayni 2 6ynu oHoBneHi. Kpim Toro, y
3B'AI3KY 3 BUNy4YeHHAM KoMnaHii Aspen,
OHOBMETLCA po3ain 3.2.S.4.4 akTyansHNUMM
cepTudikaTaMmm aHanisy aAns BUpoGHMKa
Bayer. Y po3gini 3.2.5.4.4 (FPM
manufacturer) Buny4eHo BupobHuka 113
«mibey

3a
peuenmom

UA/17211/01/01

102.

OEKAPUC

Tabnetku no 50 wmr;
no 2 tabnetkn y
6nicTepi; no 1
Gnictepy B
KapTOHHIN ynakoBLii

BAT
"l'epeoH
PixTep"

YropwuHa

NOBHUI LUUKN
BUPOBHMLUTBA rOTOBOI
NPOAYKLiT, NaKyBaHHS,

KOHTpOnb cepii: NegeoH
PixTep PymyHis A.T.,
PymyHis; Bunyck cepii,
opopMIeHHS
cepTudikaTiB AKOCTI:
BAT "legeoH PixTep”,
YropwuHa

PymyHis/
YropwwmHa

BHECEHHS 3MiH 0 peecTpauiiHuX
MaTepianis: 3minu Il Tuny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHW y KOPOTKili XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS Y
3B’A3KY i3 HOBMMMW JaHUMM 3 SKOCTI,
OOKNIHIYHUMMW, KMIHIYHUMUW aHUMK Ta
OaHnmu 3 dpapmakoHarnsgy. 3MiHm oo
IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS Y
posginax "®apmakoTepaneBTuyHa rpyna.
Kop ATX "(peparyBaHHs TeKCTy 6e3
akTuuHoi 3MiHK kogy ATX),
"dapmakonoriyHi BnactmBocTi"
(peparyBaHHS TEKCTY Ta YTOUHEHHS
iHcpopmalii), "B3aemogis 3 iHWMMK
nikapcbkumm 3acobamu Ta iHWi BUam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"8acTocyBaHHs1 y nepio BariTHocTi abo
roAyBaHHs rpyaaw” (pefaryBaHHs TEKCTY Ta
YTOYHEHHS iHdopmallii), "Cnoci6

bes
peuenma

nionsieae

UA/6866/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

3acTocyBaHHs Ta Jo3n" (peparyBaHHs
TEKCTY Ta YTOYHEHHS iHcbopmallii),
"Mepeno3yBaHHs", "MobiyHi peakuii”.
MpepcTaBneHi aMmiHM B iHdhopmallii 3
6e3neku o0 BHECEHHS! 3MiH Ta JOMNOBHEHb
y po3ginax npoekTy iHCTPYKUii ans
MeAMYHOro 3aCTOCYBaHHS
«PapmakoTepaneBTUYHa rpynay,
«®apmakornoriyHi BnactuBocTi», «B3aemogisi
3 iHLWKMMM Nikapcbknumy 3acobamm Ta iHLWi
BUAN B3aeMoginy, «OcobnusocTi
3acTocyBaHHsI», «3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs rpyaato», «Cnocib
3aCTOCyBaHHSA Ta J03uy, «[lepeno3yBaHHs»,
«[lMoGiyHi peakuii» Ha niacTasi OHOBNEHOT
iHdompauii 3 6eanekn, HagaHoi B "3BiTi
KniHiyHoro ekcnepta ans J13 Oekapuc 50mr
Ta 150 Mr", OHOBRNEHIN KOPOTKin
XapakTepUCTUL, 3aTBEPAXEHIN B KpaiHi
3asiBHUKa/BUpOOHMKa BBeaeHHst 3miH
npoTsrom 6-Tu Micauis 3 gatm
3aTBEPKEHHS.

103.

OEKAPUC

Tabnetkun no 150 wr;
no 1 Tabnetuiy
Gnictepi; no 1
6nictepy B
KapTOHHIN ynakoBLj

BAT
"lepeoH
Pixtep"

YropwuHa

NOBHUIM LUUKN
BUPOBHMUTBA rOTOBOI
npoAayKuii, NakyBaHHS,

KOHTpOnb cepii: NegeoH
PixTtep PymyHia A.T.,
PymyHis; Bunyck cepii,
odhopMIeHHs
cepTudikaTiB SKOCTI:
BAT "lepeoH PixTep",
YropwuHa

PymyHis/
YropwmHa

BHECEHHS 3MiH [0 peecTpauiiHnX
maTepianis: 3minu |l Tuny - 3miHn Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHM y KOPOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS Y
3B’A3KY i3 HOBMMMW JaHUMM 3 SIKOCTI,
LOKMIHIYHUMU, KMiHIYHUMW AaHUMK Ta
OaHnmu 3 dpapmakoHarnsgy. 3MiHm oo
IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS y
posginax "®apmakoTepanesTuyHa rpyna.
Kop ATX "(peparyBaHHs TEKCTy 6e3
dakTnyHoi 3miHn kogy ATX),
"®apmakonoriyHi BnactmBocTi"
(peparyBaHHS TEKCTY Ta YTOUHEHHS
iHdbopmalii), "B3aemogis 3 iHwmmun
nikapcbknuMu 3acobamu Ta iHWi BUuaun
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHSA y nepioa BariTHOCTi abo
rogyBaHHs rpyaa” (pegaryBaHHs TEKCTY Ta
YTOYHEHHS iHdpopmallii), "Cnoci6
3acTOCyBaHHS Ta Jo3un" (pefdaryBaHHs
TEKCTY Ta YTOYHEHHs! iHcpopmalii),
"MepenosyBaHHs", "MobGiyHI peakuii”.
MpepncTtaeneHi 3MiHK B iHdopmalLii 3
6e3neku LWoJ0 BHECEHHS 3MiH Ta JONOBHEHb
y po3ginax npoekTy iHCTPYKUii Ans
MeAMNYHOro 3aCTOCYBaHHS
«PapmMakoTepaneBTUYHa rpynay,

bes
peuenma

nidnsieae

UA/6866/01/02
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«®apmakornoriyHi BnactTuBocTi», «B3aemogis
3 iHWMMK NikapcbkMK 3acobamu Ta iHLWi
BMAN B3aemoginy, «OcobnusocTi
3acToCyBaHHA», «3acTocyBaHHS y nepiog
BariTHOCTi abo rogyBaHHs rpyaaro», «Cnocio
3acTocyBaHHs Ta 403Uy, «[lepenosyBaHHs»,
«[lMoGiyHi peakuii» Ha niacTasi OHOBNEHOT
iHdpompalulii 3 6e3nekun, HagaHoi B "3BiTi
KniHiYHoro ekcnepta ans J13 Oekapuc 50mr
Ta 150 Mr", OHOBIEHI KOPOTKil
XapakTepucTuLi, 3aTBEPAXEHI B KpaiHi
3asBHUKa/BUPOOHMKa BBeaeHHs 3amiH
npoTsrom 6-Tu Micauis 3 gatm
3aTBEPAKEHHS.

104.

OEKCAMETAS3
OH-CTAOA

Kpanni o4Hi 0,1%, no
10mny
nnacTMKoBOMy
cnakoHi, no 1
cbnakoHy B nayui 3
KapTOHY

TOB "®3
"CTADA"

Ykpaina

TOB "®3 "CTAOA"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHu | Tuny - AgMiHicTpaTuBHI
3MiHN. 3MiHa HanmeHyBaHHs Ta/abo agpecu

3asiBHMKa (BracHUKa peecTpauiiHoro
nocBeigyeHHst) - 3MiHa HalMeHyBaHHS
3asiBHMKa BNacHWKa peecTpauinHoro
noceigyYeHHs1. 3MiHM BHECEHO B KOPOTKY
XapaKTepUCTUKY nikapcbkoro 3acoby y
po3gin "BnacHuk peectpauiiHoro
nocsigyeHHs". TepmiH BBE4EHHS 3MiH -
NPOTArom 6 MicsuiB Nicnst 3aTBEPIKEHHS.
3miHu | TUNY - AgMmiHiCTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBafXeHHS QisinNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro nikapcbKoro
3acoby, BKMYa4m AinbHuUL BUNycky cepii
abo micLe npoBeAeHHS KOHTPOIHO SIKOCTI.
(DisinbHiCTb, 3a Ky BigNoBinae
BUPOGHWK/IMNOPTEP, BKINOYAKOUN BUMYCK
cepiit) - 3mMiHa HaiMeHyBaHHS1 BUPOGHMKa
roTOBOro nikapcbkoro 3acoby. BupobHuya
AinbHWUS Ta BCi BUPOGHMYI onepauii
3anuaTbCst He3MiHHUMU. 3MIHU BHECEHO
B iHCTPYKLit0 ANs MEANYHOrO 3aCTOCYBaHHSA
Ta KOPOTKY XapaKTepUCTMKY FikapCbKoro
3acoby y po3ain "BupobHuk" 3 BignosiaHUMmM
3MiHaMK B TEKCTi MapKyBaHHS yNaKoBOK.
TepmiH BBeOEHHS 3MiH - NPOTArom 6 Micauis
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
wopno 6esnekun/edekTMBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHu go
y3aranbHeH/UX AaHUx Npo cuctemy
cbapmakoHarnsgy (BBeAeHHs y3ararbHeHUx
[AaHux npo cuctemMy chapmMakoHarnsgy, 3aMiHa
yrnoBHOBaxeHoi ocobu, BignoBifanbHoi 3a
3[iicHeHHs hapmakoHarnagy; KOHTaKTHOT
ocobu 3 hapmakoHarnaay 3asBHuUKa Ansi

3a
peuenmom

He
nidnsieae

UA/8384/01/01
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3aiicHeHHs hapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI|
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKMOYaKUmM KOHTaKTHI
AaHi) Ta/abo 3miHWM y po3MilLEeHHi MacTep-
darina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHMX AaHWNX YNOBHOBaXeHOi 0cobu
3as1BHuMKa, BignosiganbHoi 3a
chapmakoHarnsag,.
3miHa Homepa macTep-danina cuctemm
dapmakoHarnsagy. 3minm | Tuny - 3miHn
wopo 6esnekun/edpekTMBHOCTI Ta
tapmakoHarnagy (iHwi amiHm) - 3miHn
BHECEHO B TEKCT MapKyBaHHSI BTOPUHHOI
(nyHkTn 3, 4, 11, 17) ynakoBKku fikapCbkoro
3acoby. TepMiH BBEAEHHSI 3MiH - NPOTSrom 6
MicaUIB Micnsa 3aTBepMKeHHS. 3miHu | Tuny -
ApOMiHicTpaTuBHI 3MiHW. 3MiHa Ha3BuM
nikapcbkoro 3acoby - 3miHa Ha3Bsu
nikapcbkoro 3acoby. BATBEPIPKEHO:
OEKCAMETA3OH-BIO®APMA
(DEXAMETHASONE-BIOPHARMA).
3AMPOMNOHOBAHO: JEKCAMETA3OH-
CTAOA (DEXAMETHASONE-STADA).
TepmiH BBEAEHHA 3MiH - NPOTArom 6 micauis
nicns 3aTBepOXEeHHS.

105.

OENY®EH®

crpew HasanbHui No
20 mn abo no 30 mn
y NNacTnKoBOMy
rakoHi 3
nnacTUKoBUM
posnunoBayem; no
1 donakoHy B
KapTOHHIN ynakoBLj

TOB
«MEPPIFO
YKPAIHA»

YkpaiHa

Pixapg BittHep Al

ABcTpis

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3miHK 3 sKoCTiI.
A®I. KoHTponb A®I. 3miHa y meToaax
BunpobysaHHa APl abo BuxigHoro
maTepiany/npoMiXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCH Y NPOLEC
BUPOGHMUTBA AD| (HE3HAYHI 3MiHU Y
3aTBEpAKEHUX MeToAax BUNPoOyBaHHS)

- 3MiHa B MeTOogji aHanisy ra3oBoi
xpomaTtorpadii 4N KinbKiCHOro BU3HaYeHHs!
BMICTYy MeTaHory i 2-nponaHosny B
maTtpuyHin Hactonui Euphorbium. 3minm |
TMny - 3MiHK 3 sikocTi. A®I. KoHTponb AdI.
3miHa y MmeToaax BunpobyBaHHs ADI abo
BUXIQHOro matepiany/npoMikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoteci BUpobHMuTBa AD| (HE3HaAYHI 3MiHN Y
3aTBEPKEHNX MeTofax BUNpobyBaHHs) - -
3MiHa B MeToAi aHani3y ra3oBoi
xpomaTtorpadii 4N KinbKiCHOro BU3HaYeHHs
BMICTy MeTaHony i 2-nponaHony B
mMaTpu4Hin Hactonui Luffa operculata. 3miHu
| Tuny - 3miHn 3 sikocTi. ADL. KoHTponb ADI.
3miHa y MeTofax BunpobyBaHHs A®I abo
BMXiAHOro MaTepiany/npoMixkHoro

6e3
peuenma

UA/8539/01/01
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NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTea A®| (He3HauHi 3MiHu y
3aTBEpPAKEHNX MeToAax BUNPobyBaHHS) - -
3MiHa B MeToai aHaniay rasoBoi
xpomaTtorpadii AN KifbKiCHOro BUSHaYEHHS
BMICTy MeTaHor1y i 2-nponaHorny B
MaTPUYHi HacTonui Sinapis nigra. 3miHu |
Tmny - 3MiHn 3 axocTi. A®Il. Kontponb AdI.
3miHa y MeTofax BunpobyBaHHs APl abo
BUXIQHOro matepiany/npoMiKHOro
npoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoveci BupobHuuTea AP| (He3HayHi 3MiHN y
3aTBEPAKEHNX METOAAX BUNPOOyBaHHS) - -
3MiHa B MeTOAi aHanisy ra3oBoi
Xxpomatorpadii 4N KinNbKiCHOro BU3HAYEHHS
BMICTYy MeTaHOny i 2-nponaHony B
mMaTpuyHin HacTtonui Pulsatilla pratensis.
3MinHn | Tuny - 3MiHm 3 sikocTi. ADI.
KoHTponb A®L. 3miHa y meToaax
BunpobyBaHHa APl abo BuxigHOro
matepiany/npoMixXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y NPOLEC
BMpobHMUTBa ADI (iHWi 3mMiHM y MeToAax
BMNPOOYBaHHSA (BKtoYaum 3amiHy abo
ponoBHeHHs1) AD| abo
BVXiAHOro/NPOMIDKHOTO MPOAYKTY) - - 3aMiHa
X meToay Ha Y®- cneKTpoMeTpUYHUN
MeTOA ANS BU3HAYEHHS NecTuumaiB y
MaTpu4Hin HacTtosHui Euphorbium. 3minn |
TMny - 3MiHK 3 sikocTi. A®I. KoHTponb AdI.
3miHa y meTogax BunpobyBaHHs AD| abo
BUXIQHOro mMatepiany/npoMixkHOro
npoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea API (iHWi 3miHK y
mMeTofax BMNpobyBaHHSA (BKIIOYAKOUN 3aMiHy
abo ponoBHeHHs1) AD| abo
BVXiLHOro/npoMi>KHOro NPoAyKTy) - 3aMiHa
X meToay Ha Y®- cnekTpoMeTpuyHuia
MeToA ANs BU3HAYEHHS NecTuumaiB y
MaTpu4Hin HacTosiHui Luffa operculata.
3miHu | TUnYy - 3miHm 3 akocTi. API.
KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHoro
marepiany/npoMixXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCH Y MPOLECI
BUpoGHMUTBa ADI (iHWi 3mMiHM y MeToaax
BMNPOOYBaHHS (BKMoYao4m 3amiHy abo
ponoBHeHHs) A®I abo
BMXiAHOro/NPOMIDKHOrO MPOAYKTY) - - 3aMiHa
X meToay Ha Y®- cnekTpoMeTpudHuia
MeToA Ans BU3HAYEHHS NecTuumaiB y
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3acoby ynakoeka) noceio4yeHHs1

MaTpU4HI HacTosHL Sinapis nigra. 3mMiHm |
Tmny - 3MiHn 3 axocTi. A®I. Kontponb AdI.
3miHa y MeTofax BunpobyBaHHs A®I abo
BUXIQHOro matepiany/npoMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea API (iHWi 3MiHK y
mMeToAax BUNpoOyBaHHA (BKNOYaYMN 3amiHy
abo gonoBHeHHs) AD| abo
BUXiQHOTro/MPOMIXKHOIO NPOAYKTY) -
3amiHa 'X meTogy Ha YO -
CNEKTPOMETPUYHWIA METOA, AMNS BU3HAYEHHS
necTuumaiB y MaTpuyHin HactosHui Pulsatilla
pratensis. 3miHn | TUNy - 3miHK 3 skocTi. API.
KoHTponb A®I. 3miHa y meTogax
BunpobyeaHHsA APl abo BMXigHOrO
matepiany/npoMixXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCH Y NPOLEC
BUpoGHMUTBa ADI (iHWi 3MiHM Yy MeTogax
BMNPOOYBaHHSA (BKItoYaum 3amiHy abo
ponoBHeHHA) AD| abo
BUXiOHOro/MPOMIDKHOIO NPOAYKTY) - 3aMiHa
AAC meTtogy Ha meTog ICP-MS gns
BM3HAYEHHS BaXKNX MeTaniB y MaTpuYHin
HacTosiHUi Euphorbium. 3miHu | Tuny - 3miHn
3 sikocTi. APl. KoHTponb A®I. 3miHa y
meTofax BunpobysaHHA A®l abo BuxigHoro
matepiany/npoMixXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y NpoLeCi
BUpo6HMUTBa ADI (iHWi 3mMiHM y MeToAax
BUNpobyBaHHs (BKMoYaoum 3amiHy abo
ponoBHeHHs1) A®Il abo
BVXiHHOro/npoMiXKHOro MPOAYKTY) - 3aMiHa
AAC meTogy Ha meTog ICP-MS ans
BU3HAYEHHS BaXXKNX MeTaniB y MaTpuUYHi
HacTosHUi Luffa operculata. 3mikm | Tuny -
3miHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y
mMeToaax BunpobysaHHs A®Il abo BuxigHoro
marepiany/npoMixXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y NpoLeci
BUpoGHMUTBa ADI (iHWi 3mMiHM y MeToaax
BMNPOoOYBaHHs (BKMoYao4m 3amiHy abo
ponoBHeHHs) A®Il abo
BVXiLHOro/npoMi>KHOro NPOAYyKTY) - 3aMiHa
AAC meTony Ha meTtog ICP-MS ans
BMU3HAYEHHS BaXKUX MeTaniB y MaTpUYHin
HacTosiHUi Sinapis nigra. 3minu | Tuny -
3miHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y
meTofax BunpobysaHHA A®l abo BuxigHoro
maTepiany/npoMixXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y NpoLEeC
BMpobHMUTBa ADI (iHWi 3mMiHM y MeTodax




59

[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BMNPOOYBaHHSA (BKMtoYakum 3amiHy abo
ponoBHeHHs1) A®l abo
BUXiQHOro/MPOMIDKHOIO NPOAYKTY) - 3amiHa
AAC metoay Ha meTtog ICP-MS ans
BM3HAYEHHS BaXKNX MeTaniB y MaTpuYHiin
HacTosHUi Pulsatilla pratensis.

106. | AEHOBEIb® TabneTku, BKPUTI TOB «MIBE Ykpaina mibe MMBX HimeyunHa BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/15836/01/01

30 NniBKOBOO YKPATHA» ApuHanmittens marepianis: 3MiHu | TUNy - AgMiHICTpaTuUBHI peuenmom
obonoHkoto, no 0,03 3MiHW. BunyyeHHs BUpoGHMYOT AinbHULI
Mr/2 mr; no 21 (BKkntoyaroum ginbHuui gns APl npomixkHOro
Tabnetui, no 1 abo npoaykTy abo rotToBoro nikapcbkoro 3acoby,
no 3, abo no 6 OiNbHULI 4Ns NPOBEAEHHS NaKyBaHHS,
GnictepiB y BMpoGHMKa, BignoBiganbHOro 3a BUMycK
KapTOHHIN kopobLi cepin, MicLe NpoBeAeHHS KOHTPOO cepil)

abo nocTavanbHvKa BUXigHOro Matepiany,
peareHTy abo 4ONOMIKHOI pe4OoBMHN (SKLLO
3a3HayeHo y Aocbe). BunyyeHHs BupobHuka
A®I Ethinylestradiol, a came ASPEN OSS
B.V., Kloosterstraat 6, The Netherlands-
5349 AB Oss, sik BUPOOHMYY AinbHULO,
BignoBigansHy 3a BUPOOHULTBO Aito4yoi
PEYOBUHM ETUHINecTpagion.
AnbTepHaTUBHOIO AiNbHULIEIO 3annLIaETbCs
Bayer AG. Posginu 3.2.S.4.1 Ethinylestradiol
(FPM), 3.2.S.4.4 Ethinylestradiol (FPM) Ta
3.2.R, Bkntoyaroum BigNoBiaHi po3ainv B
moayni 2 6ynu oHoBneHi. Kpim Toro, y
3B'A3KY 3 BUMYyYEHHSAM KoMnaHii Aspen,
OHOBMETLCA po3ain 3.2.S.4.4 akTyansHNUMM
cepTudikaTaMmm aHanisy ans BUpoGHuKa
Bayer. Y posgini 3.2.5.4.4 (FPM
manufacturer) Buny4eHo BupobHuka 113
«mibe».

107. | OXICI N0 cycneHsis ans OxiCi Pecny6nika IxiCi Biochapma Kopn. Kopes BHECEHHS 3MiH 10 peecTpauiiHuX 3a He UA/18246/01/01
KBAOPUBANE iH'exuin, no 0,5 mny Biodapma Kopes marepianis: 3MiHu Il Tuny - 3miHK 3 AKoCTi. peuyenmom | nidnszae
HT / GC FLU nonepeaHL0 Kopn. A®I|. BUpobHMLTBO. 3MiHW B aKTUBHIN
QUADRIVALEN | HanoBHeHOMy peYOBUMHI CE30HHMX, NepeanaHaemMiyHux abo
T BAKUMHA wnpuui 3 naHAeMiYHUX BakUMH NpoTu Bipycy rpuny
ansa 0[HOPa30BOIo nogvHn (3amiHa wramy(iB) y CE30HHUX,

MPODINTAKTUK | rornkoto, no 1 nepegnanaemiyHnx abo naHaeMivHmX
nreuny wnpuuy B briictepi; BaKLMHax MpOTW BipyCy rpumny NIOAUHN) -
(PO3LUENNEH no 1 a6o 10 3MiHa LUTaMOBOro Cknagy BakUMHU Ans
WA BIPIOH, GnicTepiB y nayui 3 npodinakTuky rpuny i3 «OuneHun
IHAKTUBOBAH | kapToHy 3 iHAKTVBOBaHWI BiPYCHUIA aHTWUreH rpuny
un) MapKyBaHHsIM Tuny A [A/Thailand/8/2022 (H3N2)-nogi6Hui
iHO3eMHO0 MOBOIO 3i — A/Thailand/8/2022 IVR-237]» Ha
cTikepom OumLLEHN iHaKTVBOBaHWIA BipYCHUI
YKpaiHCbKOIO MOBOIO; aHTureH rpuny Tuny A
no0,5mny [A/Croatia/10136RV/2023 (H3N2)-noai6Hwui
nonepeaHLo — A/Croatia/10136RV/2023 NYMC X-425A]
HanoBHEHOMY Biabynacs y 3B'A3Ky 3 pekoMeHaaLisimu
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wnpuui 3
0[HOPa30BOoIO
ronkoto, no 1
wnpuuy B 6nicTepi;
no 1 a6o 10
GnicTepiB y nayui 3
KapTOHy 3
MapKyBaHHSIM
YKpaiHCbKO MOBOH

BOQO3 BcTaHoBneHnmmn Ha ce3oH 2025-2026
p. 3MiHM BHECEHO B IHCTPYKLIO Ans
MELMNYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby B po3ain «Cknag» Ta, sk Hacnigok, B
po3ain «IMyHonoriyHi i 6ionoriyHi
BNACTMBOCTI» LLOA0 3MiHM LUTAMOBOIO
cKnagy BaKUMHU Y 3B’A3KY 3
pekomeHaauismmn BOO3, BcTaHOBNEHMMU Ha
ce3oH 2025-2026 pokis

108.

OUKINO®DEHAK-
300POB'A
®OPTE

renb, 30 mr/rno 50 r
y Ty6i; no 1 1y6i B
KapTOHHil kopobui

TOBAPUCT
BO 3
OBMEXXEH
(e]}0]
BIAMNOBIOA
JNIbHICTIO
«KOPIMOPA
LA
«300POB’A

»

YkpaiHa

ToBapucTtBo 3
obmexeHo
BigNoBiganbHIiCTIO
"papmaueBTnYHa
KoMnaHisi "3gopos's”,
YkpaiHa (Bci cTagii
BUPOBHMUTBA, KOHTPOSIb
AIKOCTI, BUNYCK cepii);
ToBapucTteo 3
obGMexeHo
BiANOBIgANbHICTIO
"papmaueBTnYHa
KomMnaHis "3gopos's”,
YkpaiHa (Bci ctagii
BUPOBHMLUTBA, OKpIM
KOHTPOIHO SIKOCTi Ta
BUWMNYCKY cepii)

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHuX
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
["oToBMI Nikapcbkmit 3aci6. KoHTporb
roTOBOrO fikapcbKkoro 3acoby. 3miHa
napameTpis cneuudikauin Ta/abo
[OMNYCTUMKX MEX rOTOBOTO NiKapCbKOro
3acoby (3BY)X€HHS1 BONYCTUMUX MEX).
CynyTHS 3MiHa. 3MiHM 3 AkocTi. [oToBMN
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpOKEHMX MeToAax
BUNPOBYBaHHs1) 3BYXXEHHS AOMYCTUMUX MEX
cneumdikauii 3a nokasHmkoM «Maca BmicTy
ynakoBKM» 3 BiANOBIAHMMMK 3MiHaMK1 Y
3aTBEPKEHMX MeToAax BUNpobyBaHHs
roToBOro Mikapcbkoro 3acoby. 3miHu | Tuny -
3MiHu 3 skocTi. FoToBUIA Nikapcbkuii 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby.
3miHa y MeToaax BUnpobyBaHHSA roToBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEpOKEHMX MeToAax BUNPoByBaHHS)
(B.1l.r.2. (a) IA) npvBegeHHs NokasHWKIB
sikocTi «Onucy Ta «FepMeTUYHICTb
yNaKoBKU» METOZIB KOHTPOIO SKOCTI
roTOBOro nikapcbKoro 3acoby y
BiOANOBIQHICTb 4O OHOBMNEHOI 3aranbHoil
MoHorpadii «M’ski npenapaTt Ans
HaLLKIPHOro 3acTocyBaHHA» 6e3 3MiH
KpUTepito NPURHATHOCTI 3a AaHUMKU
NnoKasHUKaMu.

bes
peuenma

UA/1539/01/02

109.

OVUMEKCUA-
NYBHU®APM

renb 50 %, no40ry
Ty6i; no 1 1y6i B
nadui 3 KapToHy

AT
"Ny6Hnpap
"

YkpaiHa

AT "Jly6Hndapm"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHMX
matepianis: 3MiHu | TUNy - AOMiHiCTpaTUBHiI
3MiHW. 3MiHa Ha3Bwu nikapcbkoro 3acoby -
3MiHa Ha3BM nikapcbkoro 3acoby.
3atBepaxeHo: AMMETUNCYNbOOKCNL;
B3anponoHosaHo: AMMEKCW -
NYBHN®APM. BBeaeHHs 3MiH NpoTsirom 6-
TV MicsILiB Micnsi 3aTBEPOAXEHHS.

be3
peuenma

nionsieae

UA/19735/01/01

110.

OVNIPUOAMO
n

Tabnetkun no 25 wr;
no 20 tTabnetok y
GnicTepi, no 2

My6nivyHe
akuioHepHe
TOBapUCTBO

YkpaiHa

My6niyHe akuioHepHe
TOBapucTBo "HaykoBo-
BMPOGHWYMIA LEHTP

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHnX
MaTtepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta dpapMakoHarnsigy

3a
peuernmom

He
nionsieae

UA/8680/01/01




61

[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Gnictepu B nayui 3 "HaykoBo- "BopLuariBCbKMIn Ximiko- (iHWi 3miHK)
KapToHy; no 10 BUPOOHMYMIA dapmaueBTUYHUIA 3MiHa y 3B'A3Ky YTOMHEHHS BUKIaAEeHHS
Tabnetok y Gnictepi, LEeHTp 3aBog”, po3ainy "[opaTtkoBa iHdopMauis. Al-1.
no 4 Gnictepu B "BopLuariscb YkpaiHa YnakoBka" MKA Ta po3giny 3.2.P.7. 3miHn
nayui 3 KapToHy KWI XimiKo- ToBapuctso 3 BHECEHO A0 IHCTPYKLii Ans MeanyHoro
hapmaueBT obmexeHo 3acTocyBaHHS nikapcbKoro 3acody Ao
VYHUIA BigNOBiganbHICTHO po3ainy "Mob6iyHi peakuii" LLoao BaXknMBOCTI
3aBoa" "Arpocdapm", 3BiTyBaHHS Npo nobiyHi peakuii, Ta 4o
YkpaiHa TEKCTYy MapKyBaHHS YNaKoBOK NikapCbKOro
3acoby, a came - BUITy4YeHHs1 iHpopmalii sika
HaHOCUTbCS POCINCHKOI0 MOBOIO Ta
BHECEHHS1 KOPEKTOPCBKMX MPaBOK MO TEKCTY.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEPAKEHHS.
111. | OIOKOP 160 TabneTkn, BKPUTI TOB YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/8318/01/01
NniBKOBOO "ACIHO MaTepianis: 3miHu | Tuny - 3miHn Wopo peuenmom
060noHkKoio, no 160 YKPAIHA" 6e3neku/edekTUBHOCTI Ta dhapmakoHarnsay
mMr/12,5 mr no 10 (iHWi 3MiHW) 3MiHN BHECEHO Y TEKCT
TabneTtok B 6nicTepi; MapKyBaHHS1 NEPBUHHOI (N. 6) Ta BTOPUHHOIT
no 1, no 3, no 4 abo (n. 17) ynakoBok nikapcbkoro 3acoby (eCTD
no 9 Gnictepis y Bepcist 0006). TepmiH BBeQEHHS 3MiH -
nayui 3 KApTOHy npoTsarom 6 MicauiB nicnsa 3aTBEPAXXEHHSA
112. | AIOKOP 80 TabneTkn, BKpUTI TOB Ykpaina TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/8318/01/02
NniBKOBOO "ACIHO MaTepianis: 3miHu | Tuny - 3miHn Wopo peuenmom
060moHKoo, 1o 80 YKPAIHA" 6e3neku/edekTUBHOCTI Ta dhapmakoHarnsay
mr/12,5 mr no 10 (iHWi 3miHW) 3MiHN BHECEHO Y TEKCT
Tabnetok B GnicTepi; MapKyBaHHsi NEPBUHHOI (M. 6) Ta BTOPUHHOI
no 1, no 3, no 4 abo (n. 17) ynakoBok nikapcbkoro 3acoby (eCTD
no 9 Gnicrtepis y Bepcia 0006). TepmiH BB€AEHHS 3MiH -
nayui 3 KapToHy npoTArom 6 MicsAuUiB Nicns 3aTBEpKEHHS
113. | AOJIMOPIKC Tabnetkn no 500 wr, MicTtpan AHrnia CAIr MAHY®AKTYPIHT, IcnaHis BHECEHHS 3MiH 0O peecTpauiiHnx 3a UA/20480/01/01
no 10 Tabnetok y Kenitan C.JLY. matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peuenmom
6nicTepi; no 1 MeHnepxmeH CeptudikaT BignosigHocTi/lE-cepTudikat
6nictepy B nayui 3 T NimiTen, BiZNOBIgHOCTI €BpONEenchKii
KapTOHY dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4eHHst cepTudikaTta BignoBigHOCTI
€Bponenicbkin papmakonei: ana A®l; ans
BUXiAHOro MaTtepiany/peareHTy/NpOMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI
peyvoBUHYM (CepTUdikaT BiANOBIgHOCTI
€Bponelicbkint hapmakonei) - OHoBRNeHWI
cepTudikaT Bif yke 3aTBepaKeHOro
BUPOGHMKa - noaaHHs oHoereHoro CEP Big
BXe 3aTBepakeHoro BupobHuka AP|
napauetamory Angiu Lu'an Pharmaceutical
Co. Ltd., Kutai. 3atBepmkeHo:
CEP 2000-124-Rev 11 3anponoHoBaHo:
CEP 2000-124-Rev 12
114. | JOJIMOPIKC Tabnetkn no 1000 Mictpan AHrnia CAI' MAHYOAKTYPIHI, IcnaHis BHECEHHS 3MiH 10 peecTpauiiHuX 3a UA/20480/01/02
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
mr no 10 TabneTok y Kenitan C.JLY. matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
6nictepi; no 1 MeHepxmeH CeprudikaT BignosigHocTi/l E-ceptudikat
Gnictepy B nauui 3 T JlimiTeq BiZNOBIgHOCTI €Bponenchkin
KapTOHY capmakonei/moHorpadii. MogaHHA HOBOTO
abo oHoBneHoro ceptudikaTta BigNoBIQHOCTI
abo Buny4eHHs ceptudpikata BignoBigHOCTI
€Bponenickkin hapmakonei: gns A®l; ans
BMXiAHOro mMaTtepiany/peareHTy/npOMiKHOro
NpoAyKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; onst ONOMKHOI
peyoBUHM (CepTUdikaTt BiANOBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWiA
cepTudikaT Big yxe 3aTBepAXeHOro
BUpOOHMKa - nogaHHsa oHoBneHoro CEP Big
BXe 3aTBepkeHoro BupobHmka Ad|
napauetamony Angiu Lu'an Pharmaceutical
Co. Ltd., Kutan. 3atBepmKeHo:
CEP 2000-124-Rev 11 3anponoHoBaHo:
CEP 2000-124-Rev 12
115. | AONYTEINPABI | Tabnetku, BKpUTI Aypobingo IHAis AypobiHgo Papma IHAisa BHECEHHS 3MiH [0 peecTpauiiHnX 3a He UA/16556/01/01
P NniBKOBOO dapma NMimitea, OHIT-VII MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenmom nionsieae
o6onoHkoto, no 50 JimiTen 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

mr, no 30 TabneTok
y NNacT1KoBOMy
cnakoHi; no 1

dnakoHy y
KapTOHHiI kopobui

3MiHa y KOpPOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT 4NS MeaNYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHO OHOBIOBAHOTO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
focnimxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKkoro 3acoby B micrnspeecTpauiiHin
nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
pocnigkeHb, NpoBeAeHVX BignoBigHO 40
nnaxy negiatpuuHux gocnimkers (PIP)
(3MiHy y3rog»XeHo 3 KOMMETEHTHUM
YNOBHOBaXX€HUM OpraHoM) - 3MiHN BHECEH
0o [HCTpyKUiT NS MeAUYHOro 3aCToCyBaHHsI
nikapcbkoro 3acoby ao po3aainy "MoGivHi
peakuii" wopo 6e3neku 3acTocyBaHHS
Aitoyoi pevoBuHM 3a pekomergadieto PRAC
EMA. BeegeHHs 3MiH NpoTsirom 6-Tu micauis
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
wopno 6esnekun/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKUii ANS MeAUYHOro
3acToCyBaHHS
reHepu4HuX/ribpuaHnx/GionoadibHux
nikapcbkux 3acobiB Nicns BHECEHHS TiEl
camoi 3MiHu Ha pedepeHTHUI npenapaT
(3miHa He nNoTpebye HaaHHS XKOOHWUX HOBUX
[0AaTKOBUX AaHWX) - 3MiHM BHECEHI [0
IHCTpyKUii ANsi MEANYHOrO 3aCTOCYBaHHSA
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n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

nikapcbkoro 3acoby oo posginis
"®apmakoTepanesTnyHa rpyna"
(yTO4HEeHHs), "dapmakonoriyHi BnacTMBocTi",
"MpoTunokasaHHs", "B3aemogisa 3 iHwumn
nikapcbkuMu 3acobamu Ta iHLi BUAK
B3aemogin", "OcobnuneocTi 3actocyBaHHsA" (y
T. 4. "3acTocyBaHHs y nepioa BariTHOCTi abo
ropyBaHHs rpyaat”), "Cnoci6 3actocyBaHHs
Ta po3un", "MobiyHi peakuii" BignoBigHoO 40
iH(bopMaLii pedepeHTHOro Nnikapcbkoro
3acoby (Tisiken, TabneTkn, BKPUTI
NniBkOBOK 060NOHKO). BBEAEHHS 3MiH
NpOTArom 6-Tu MicsLUiB Nicnsa 3aTBepAXeHHs

116.

OOP3ITIM®

OYHi Kpanni, po34nH
no 5 mn y dnakoHi
nonieTuneHoBomy 3
KpanernbHuLeo Ta
KOHTpOMeM NepLLoro
PO3KpUTTSA, MO 1
dnakoHy B nayui

AT
"KUIBCbKMU
n
BITAMIHHU
¥ 3aBOO"

Ykpaina

AT "KWIBCbKUH
BITAMIHHUIA 3ABOA"
(BMPOGHMLITBO 3
npoaykuii in bulk
«Padapm C.A.»,
peuist)

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
mMaTepianis: yTOYHeHHs1 HaNnUCaHHA Ha3Bu
3asiBHMKa Ta BUpOoOHMKa B Hakasi MO3
Ykpainu Ne 1054 Big 03.07.2025 B npoueci
BHECEHHS 3MiH (3MiHu | Tuny - 3MiHn 3
sikocTi. CepTudikat BignosigHocTi/l'E-
cepTudikaT BiANOBIAHOCTI EBPONENCHKIN
capmakonei/moHorpadii. MogaHHA HoBOrO
abo OHOBMEHoro cepTudikaTta BianNoOBILHOCTI
abo Buny4eHHs cepTudikaTta BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BUXiQHOro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCA Y
BUPOGHMUTBI ADI; AnNs 4ONOMiXKHOI
peyYoBUHM (CepTUdikaT BiaNOBIgHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTuddikat Bif yXe 3aTBEpA>KEHOrO
BMpOGHMKa. MNogaHHs OHOBNEHOrO
cepTudikaTta BignoBigHOCTI €BpoNenchbkin
dapmakonei Ne R1-CEP 2001-296-Rev 05
(3aTBepmkeHo: Ne R1-CEP 2001-296-Rev
04) ana fitoyoi peyoBuHK Tumonony
Mmanear Bif 3aTBEpAXKEHOro BUPOGHMKa
EXCELLA GMBH & CO. KG Feucht,
HimeuyumHa. OHoBneHHst CEP BigGynock y
3B'A3KY AOAaBaHHSA aHanidy pu3ukis
HasIBHOCTi eNeMeHTHMX AoMilok). Penakuis
B Hakagsi - [AT "KWiBCbKMA BiTaMiHHWIA
3aBog", YkpaiHa. BipHa pepakuis - AT
"KUIBCbKUW BITAMIHHUW 3ABOL",
YkpaiHa.

3a
peuenmom

UA/16271/01/01

117.

OOP3ITIM®

OYHIi Kpanni, po34uH,
in bulk: no 100 abo
200 dprakoHiB y
KapTOHHiI kopobui

AT
"KI/I'I'BVCbKI/I
n

BITAMIHHM
1 3ABOL"

YkpaiHa

PA®APM C.A.

peuis

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: yTOMHeHHs1 HaNnUCaHHA Ha3Bu
3asiBHMKa B Haka3i MO3 YkpaiHu Ne 1054
Bia 03.07.2025 B npoueci BHeCEHHs 3MiH
(8miHu | TMNy - 3MiHKM 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI

€Bponeiicbkit papmakonei/MoHorpadii.

UA/16270/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
MogaHHsa HoBoro abo oHoBnEHOro
cepTudcikaTta BiaNoBigHOCTI a6o BUNYYEHHS!
cepTudikaTta BignoBigHOCTI €Bponenchkiin
dapmakonei: gna APl; ons BUxigHoro
marepiany/peareHTy/NPOMiKHOIO MPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI;
0N LONOMIXKHOI pevyoBUHM (cepTudikat
Bi4NOBIigHOCTI €Bponenchkin dapmakonei) -
OHoBREeHWI cepTudikaT Bif yxxe
3aTBepgkeHoro BUpobHuKka. MNogaHHs
OHOBMEHOro cepTudikarta BignNoBiAHOCTI
€Bponecbkin dapmakonei Ne R1-CEP
2001-296-Rev 05 (3aTBepmkeHo: Ne R1-
CEP 2001-296-Rev 04) ans fitoyoi
peyvoBuHM Tumonony maneart Big
3aTBepakeHoro BupobHuka EXCELLA
GMBH & CO. KG Feucht, HimewunHa.
OHoBneHHst CEP Bigbynochb y 3B'si3ky
[ofaBaHHA aHanisy pusukiB HasiBHOCTI
enemMeHTHMX AoMilWok). Pedakuis B Hakasi -
MAT "KuiBcbkuii BiTamiHHWIA 3aBoA",
YkpaiHa. BipHa pepakuia - AT
"KUIBCbKUW BITAMIHHUIA 3ABOA",
YkpaiHa.
118. | APAMIHA® Tabnetku no 50 wmr; Appan- Xopsarisi BUPOBHMLUTBO, NEPBUHHE Xopsarisi BHECEeHHs1 3MiH 40 peecTpauiiHnx 6e3 UA/8430/01/01
no 5 abo no 10 [aneHcbkun Ta BTOPWHHE NaKyBaHHS, marepianis: 3MiHu | Tuny - 3MiHn Wwoao peuenma
Tabnetok y 6nictepi; | INabopaTtopi KOHTPOrb SIKOCTi, BUMYCK 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
no 1 6nictepy y nAa.no. cepii: AppaH- (iHWi 3MiHK). 3MiHN BHECEHO Y TEKCT
KapTOHHIN kopobLyi [aneHcbkuin MapKyBaHHsi MEPBUHHOI (M. 6) Ta BTOPUHHOI
Ta6bopatopin a.4., (n. 2, 15, 17) ynakoBku nikapcbKkoro 3acoby.
Xopsarisi; KoHTponb TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauis
AKOCTi rOTOBOro nicns 3aTBepOKEeHHS.
npoaykTy -i3nyHi Ta
XiMiYHi meToaun
KOHTporto: YHiBepcuteT
Piekn-Kadpegpa
GioTexHornorili, XopBarTisi
119. | APOCNI®EM® TabneTkn, BKPUTI TOB «MIBE YkpaiHa Mmibe MmbX HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHnx 3a UA/15867/01/01
20 NniBKOBOIO YKPATHA» ApuHanmiTTenb matepianis: 3MiHu | TUNy - AgMiHiCTpaTuBHi peuernmom
obonoHkoto, no 0,02 3MiHU. BunyyeHHs1 BUPOGHMYOI AinbHUL
mr/3 mr; no 28 (BKkntoyaroum ginbHuui ans APl npomixkHOro
Tabnetok y 6nictepi npoaykTy abo roToBoro nikapcbkoro 3acofy,
(24 akTuBHI AinbHULI AN NPOBEAEHHS NaKyBaHHS,
TabneTkun poxeBoro BMPOGHWKa, BiAMNOBiAANbHOMO 3a BUMYCK
Konbopy + 4 cepii, MicLe NpoBeAeHHs KOHTPOMo cepii)
Tabnetku nnaue6o abo nocTavanbHKKa BUXIgHOrO Matepiany,
6iroro konbopy); No peareHTy abo JONOMIKHOI PEYOBUHM (SIKLLO
1, abo no 3, abo no 3a3Ha4eHo y Aocbe). BunyyeHHs BupobHuka
6 GnicTepis B A®I Ethinylestradiol, a came ASPEN OSS
KapTOHHIN ynakoBLii B.V., Kloosterstraat 6, The Netherlands-
5349 AB Oss, sik BUPOGHMYY AiNbHULIO,
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BignoBigansHy 3a BUPOOHULTBO Aito4yoi
PEYOBUHW eTUHINeCTpaaion.
AnbTepHaTVBHOIO OiNbHULEID 3aNvLLAETbCS
Bayer AG. Posginu 3.2.S.4.1 Ethinylestradiol
(FPM), 3.2.S.4.4 Ethinylestradiol (FPM) Ta
3.2.R, BKntoyaroum BignoBigHi po3ainv B
mogayni 2 6ynu oHoBneHi. Kpim Toro, y
3B'A3Ky 3 BUyYEHHSIM KoMnaHii Aspen,
OHOBIOETLCA po3ain 3.2.S.4.4 akTyansHUMK
cepTudikatammn aHanisy ans BUpoobHuka
Bayer. Y poagini 3.2.S.4.4 (FPM
manufacturer) BunyyeHo BupoGHuka J13
«mibey.

120.

OPOCMNI®PEM®
30

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkoto, no 0,03
Mmr/3 mr; no 21
Tabnetui y 6nictepi;
no 1, aéo no 3, ao
no 6 énictepis y
KapTOHHIN ynakoBLj

TOB «MIBE
YKPAIHA»

Ykpaina

Mibe Mm6X
ApuHanmiTTeNb

Himewumna

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHu | Tuny - AgMiHicTpaTuBHI
3MiHW. BunyyeHHs BUpoGHMYOT AinbHUUI
(Bkntoyaroum ginbHuui ans APl npomixkHOro
npoaykTy abo roToBoro nikapcbkoro 3acooy,
AiNbHWLI ANst NPOBEAEHHS NaKyBaHHS,
BMPOGHWKA, BiAMNOBIAANBHOIO 3a BUMYCK
cepii, MicLe NpoBeaeHHs! KOHTPONO cepii)
abo nocTavanbHKKa BUXIQHOrO matepiany,
peareHTy abo JOMNOMDKHOI PEYOBUHM (SKLLO
3a3Ha4yeHo y Aocbe). BunyyeHHs BupobHuka
A®I Ethinylestradiol, a came ASPEN OSS
B.V., Kloosterstraat 6, The Netherlands-
5349 AB Oss, ik BUPOGHWYY AinbHULIO,
BigMNoBigansHy 3a BUpOBbHULITBO Aitoyoi
PeYOBUHM ETUHINeCcTpagaion.
AnbTepHaTUBHOIO OiNbHULEID 3aNULLAETLCS
Bayer AG. Po3ginu 3.2.S.4.1 Ethinylestradiol
(FPM), 3.2.S.4.4 Ethinylestradiol (FPM) Ta
3.2.R, Bkntoyaroum BignoBigHI posainv B
moayni 2 6ynu oHoBneHi. Kpim Toro, y
3B'A3Ky 3 BUIyYEHHSIM KoMnaHii Aspen,
OHOBMETLCH po3din 3.2.S.4.4 akTyansHUMM
cepTudikaTaMmm aHanisy aAns BUpoGHMKa
Bayer. Y poagini 3.2.S.4.4 (FPM
manufacturer) Buny4eHo BupobHuka N3
«mibey».

3a
peuenmom

UA/15868/01/01

121.

OYOTPAB®

Kpanni o4Hi; no 2,5
My dnakoHi-
KpanenbHuui; no 1
dnakoHy-
KpanenbHuLi B
NPOMIXKHIV ynakoBLyj,
L0 BKMagaeTbcs B
KOPOGKY 3 KapTOHY

HoBapric
dapma Al

LLiBenuapis

AnkoH KyBpbop

Benbrisa

BHECEHHS 3MiH IO peecTpaLiiHMX
matepianis: 3MiHu | Tuny - 3MiHn Wono

6e3nekn/edpekTMBHOCTI Ta hbapMakoHarnsay.

BBeneHHs abo 3MiHM 0O y3aranbHEHNxX
OaHux npo cuctemMy cpapmMakoHarnsay
(BBEOEHHS y3aranbHEHWX AaHNX Npo
cuctemy cbapmakoHarnsagy, amiHa
yrnoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
34iicHeHHs dhapmakoHarnagy; KOHTakTHoT
ocobu 3 hapmakoHarnsaay 3asBHYKa As
34icHeHHs bapmakoHarnsgy B YKpaiHi,

3a
peuernmom

UA/6292/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
ocobu, BignoBigansHoi 3a 30iNCHEHHS!
chapmakoHarnsgy (BKoYaym KOHTaKTHi
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
danna cuctemu dpapmakoHarnagy) - 3miHa
KOHTaKTHMX JaHMX YNOBHOBaXeHOI ocobu,
BignoBigansHoi 3a chapmakoHarnsag. 3miHa
MiCcLle3HaxomKeHHA MacTep-channa cuctemm
capmakoHarnsgy. 3MiHa micus 34inCHEHHS
OCHOBHOI AisNbHOCTI 3 dhapmakoHarnsgy

122.

EBKABAJI®
BAJIb3AM

emynecia, 3r/101 B
100 r, no 25 mn, abo
no 40 mn, abo no
100 mn B TY6i, no 1
Ty6i B KQPTOHHiI
KopobLUi

Ecnapma
mM6X

Himevuunna

BMNyck cepii: Ecnapma
'M6X, HimeyuunHa;
BUPOBHMLTBO
Hepo3dacoBaHoro
npoaykTy, NEpBUHHE
nakyBaHHsI, BTOPUHHE
nakyBaHHsi, KOHTPOJb
akocTi: JlixTeHxenbart
'M6X dapmaueBTMyHa
dabpuka, HimewunHa

Himevunna

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/E-cepTudikat

BiZNOBIgHOCTI €BpONEnChKii
capmakonei/moHorpadii. MogaHHA HOBOrO
abo oHoBMEeHoro cepTudikaTta BignNoOBIgHOCTI
abo Buny4eHHs cepTudikaTta BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BUXiQHOro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, LLO BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMiKHOI
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkin hapmakonei) - OHoBNeHWN
cepTudikaT Big yxe 3aTBepAXeHOro
BUpoGHMKa oHoBneHHss CEP Bupo6Huka
eskanintosoi onii Frey&Lau GmbH
06yMOBNEHO 3MiHOK Ha3BU NPOMIXKHOIO
BUpoGHMKa 3 “Kunming Zhengdong Flowers
Cultivation Co. Ltd.”Ha “Yunnan Zhengdong
Spices Co. Ltd.” 3atBepaxeHo: CEP RO-
2017-309-Rev00 3anponoHoBaHo: CEP RO-
2017-309-Rev01

be3
peuenma

UA/5753/01/01

123.

EBKANINTA
JINCTA

Maca nogpibHeHa
(cybeTaHuis) y
MiLLKax nanepoBumx
ans
hapmMaLeBTUHHOIO
3aCTOCYyBaHHS

MPAT
"XIMGAPM3
ABOf
"YEPBOHA
3IPKA"

YkpaiHa

MPAT
"XIMOAPM3ABO[
"YEPBOHA 3IPKA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | TUNy - AgMiHiCTpaTuBHi
3MiHn. 3MiHa HanmeHyBaHHs Ta/abo agpecu

3asBHMKa (BNacHUKa peecTpaLiiHoro
NOCBiAYEHHS) - 3MiHa HaMEHYBaHHS
3asiBHMKA (BNacHUKa peecTpauiiHoro
noceigyeHHs). 3minm | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HanMeHyBaHHS Ta/abo agpecu Micud
NpoBagXXeHHs AisnbHOCTi BUPOOHYMKa
(Bkntovaroum, 3a HeobxigHoOCTI, Micue
NPOBEAEHHST KOHTPOIIO SIKOCTI), abo
BracHvka macTep-ganna Ha Adl, abo
noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/NPOMIXHOIO NMPOAYKTY,
LLIO 3aCTOCOBYOTbLCS Y BUPOGHMLTBI ADI
(AKLLO 3a3HaYeHO y AOCHLE Ha MiKapCbKuii
3acib) 3a BiacyTHOCTI cepTudikarta
BigNOBIgHOCTI €Bponenchkii papmakonei y

UA/15734/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3aTBepOKeHOMy Aockbe, abo BUPOOHWMKa
HOBOI AOMNOMIDKHOI PEYOBMHM (SIKLLO
3a3Ha4YeHo y A0CbE) - 3MiHa HalMEeHyBaHHS
BMpobHuka AdI
124. | EHIICTON PO34MH Ans iH'eKuin Bionoriwe HimeuyuunHa Bionoriwe HimeuyunHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/2053/01/01
IH eKLIi no 1,1 mn B amnyni; Xannbmitte XannbMmittens Xeenb matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
no 5 amnyny nb Xeenb MM6X [oToBMI Nikapcbkui 3aci6. Cuctema
KOHTYPHIW mM6X KOHTeNHep/3akynoptoBanbHUi 3aci6. 3miHa
YapyHKoOBI nocTavarnbHMKa NakyBarnbHUX MaTtepianis
ynakosui; no 1, abo abo KOMMNIEKTYOUMX (SKLLO 3a3HAYEHO B
no 2, abo no 20 [0CbE) (BUIyYEHHs1 NocTavanbHuKka) -
KOHTYPHUX BUNYYEHHS iHbopMaLlii Npo nocTavanbHuKa
YapyHKOBWUX nakyBanbHoro matepiany (amnynu). 3minu |
yNaKkoBOK y KOpobui TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapCbKuii
3 KapTOoHY 3acib. Cucrtema
KOHTelWHep/3aKynoptoBanbHWiA 3aci6. 3MiHa
napameTpis cneuudikauin Ta/abo
OOMNYCTUMUX MEX NEPBUHHOT YMaKOBKM
roTOBOrO JlikapcbKkoro 3acoby (iHLi 3MiHK) —
BHECEHHS 3MiH 40 cneuundikauii Ha amnynu,
a came He3HayHe KOpuryBaHHs Kputepiis
NPUAHATHOCTI 4N NoKasHuka “Break
strength” (BepxHsa Mexa BnacHoi
cneymaikauii KOMNaHii TPOXKM CKopUroeaHa,
BpaxoBYO4M 3aranibHOBM3HaHa
MakcumarnbHa MiLHICTb Ha po3puB, onucaHa
B ctaHgaptax DIN ans amnyn 1 mn i 2 mn)
125. | EHTEPOXEPMI | kancynu; Ne 12, Ne TOB Ykpaina Onenna Xenckea Itani ITanisa BHECEHHS 3MiH 0 peecTpauiiHuX bes nidnszae UA/4234/02/01
HA® 24 (12x2): no 12 "Onenna C.p.n. marepianis: 3MiHu Il Tuny - 3miHn woao peuenma
Kancyn y énicrepi; Xenckea 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
no 1 abo 2 Gnictepu Ykpaina" 3MiHN y KOPOTKili XapakTepucTuLi
B KAPTOHHI KopoobLi nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAUYHOro 3aCTOCYBaHHS Y
3B’A3KY i3 HOBMMMW JaHUMM 3 SKOCTI,
OOKNIHIYHUMMW, KMIHIYHUMUW aHUMK Ta
AaHvMK 3 hapmakoHarnagy - 3miHu
BHECEHO B iHCTPYKLI0 Ansi MegnyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby oo
po3ainy "®apmakonoriyHi BnacTMeocTi".
TepmiH BBeQEHHS 3MiH NpOTAroM 6 micauis
nicnsa 3aTBepXKEHHSI.
126. | EHTEPOXEPMI | cycneHsis opanbHa; TOB YkpaiHa Onenna Xenckea Itani ITanis BHECEHHS 3MiH 10 peecTpauiiHuX bes nionsizae UA/4234/01/01
HA® Ne10; Ne20 (10x2): "Onenna C.p.n. marepianis: 3miHu Il Tuny - 3miHn wopao peuenma
no 5 mn y donakoHi; Xenckea 6e3nekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
no 10 cpnakoHis, YkpaiHa" 3MiHW y KOPOTKili XapakTepucTuLi

3'eQHaHNX MK
coboto
nonieTMneHoBow
NnepeMuyKolo, y
kaceTi; no 1 abo 2
KaceTu B KAPTOHHIN

nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKLUIT ANA MeAWYHOrO 3aCTOCYBaHHS Y
3B’A3KY i3 HOBMMMW JaHUMM 3 SKOCTI,
OOKNIHIYHUMW, KMIHIYHUMUW OaHUMK Ta
naHumu 3 chapMakoHarnsgy - 3MiHm
BHECEHO B iHCTPYKLIO Ans MeanyHoro
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Kopobui 3acTocyBaHHS NikapcbKoro 3acody Ao
po3sginy "®apmakonoriyHi BnactueocTi" Ta
pefaroBaHo TEKCT y po3aini "3acTtocyBaHHs
y nepioa BariTHOCTi abo rogyBaHHsA rpyaar”.
TepmiH BBeQEHHS 3MiH - NPOTArom 6 Micsiuis
nicns 3aTBepAKEHHs!
127. | EHTEPOXEPMI | cycneHsis opanbHa; TOB Ykpaina BMPOBOHMLTBO, NEpBUHHE ITanisa BHECEHHS 3MiH 40 peecTpauifiHnX bes nidnszae UA/15608/01/01
HA® ®OPTE Ne 5:mo 5mny "Onenna Ta BTOPVHHE NaKyBaHHS, marepianis: 3MiHun Il Tuny - 3miHn woao peuenma
cbnakoHi; no 5 Xenckea KOHTPOSb Ta BUMYCK 6e3nekn/eheKTMBHOCTI Ta hapmakoHarnsgy.
bnakoHis, YkpaiHa" cepin: 3MiHW y KOPOTKi XapakTepucTumLi
3’eAHaHNX Mix Onenna Xenckea Itani nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
coboto C.p.n., Itanis; IHCTPYKUIT 4NA MeaNYHOro 3aCTOCYBaHHS Y
nonieTuneHoBow BTOPWHHE NaKyBaHHS: 3B’513KY i3 HOBUMMW JaHUMWU 3 SKOCTI,
nepemMmnykoro, y HeonopxwucrTika C.p.n., OOKITIHIYMHMMMU, KIiHIYHUMW JaHUMK Ta
kaceTi; no 1 kaceTi B ITania naHumm 3 chapmakoHarnsgy. 3mMiHM BHECEHO
KapTOHHi KOpoOLyi; B iHCTPYKLiO 4N18 MegMYHOro 3aCTOCyBaHHSA
Ne 10; Ne 20 (10 x nikapcbkoro 3acoby Ao posainy
2):no5mny "®dapmakonorivyHi BnactusBocTi" Ta
conakoHi; no 10 pegaroBaHo TEKCT y posginax "lMokazaHHsa"
rakoHiB, Ta "3acTocyBaHHS y nepiof BariTHOCTi abo
3’eHaHNX MK rogyBaHHs rpyaar”. TepmiH BBEAEHHSA 3MiH
coboto - NPOTArom 6 MicsiLiB NicNsi 3aTBEPOXKEHHS.
nonieTMneHoBow
nepeMuyKolo, y
Kaceri; no 1 abo 2
KaceTu B KApTOHHIW
KopobLi
128. | EHTEPOI 250 kancynu no 250 wmr, BIOKOOEKC DdpaHLuis BIOKOOEKC ®paHuia BHECEHHS 3MiH [0 peecTpauiiHnx be3 UA/6295/02/01
no 10 abo no 20, marepianis: 3MiHu | TUNy - AgMiHICTpaTuUBHI peuyenma

abo no 30, abo no
50 kancyn y nnswui
CKNSHin; no 1
NNAWLUI CKAAHIA Y
KapTOHHiI kopobuyj;
no 5 kancyny
6nicTepi; no 2 abo
no 4, abo no 6
Gnictepis y
KapTOHHiI kopobuyj;
no 6 kancyny
Gnictepi; no 5
GnicTepiB y
KapTOHHiIl kopobui

3MiHN. 3MiHa HalMeHyBaHHs1 Ta/abo agpecu
3asiBHMKA (BNacHUKa peecTpauiiHoro
NocBiAYeHHs1) 3MiHa MiCLLe3HaXOMKEHHS
topuanyHoi ocobu 3asiBHUKa (BracHUKa
peecTpauiHoro nocsigyeHHs): 3miHu | Tuny
- 3MiHu wopno 6esnekn/edeKkTUBHOCTI Ta
dapmakoHarnsigy. BeegeHHst abo 3miHu go
y3aranbHeHNUX JaHUX Npo cuctemy
cbapmakoHarnsgy (BBeAeHHSs y3ararnbHeHUx
[AaHuX npo cuctemy chapmakoHarnsgy, aMiHa
yrnoBHOBaxeHoi ocobwu, BignoBiganbHoi 3a
3[iicHeHHs hapmakoHarnagy; KOHTaKTHOT
ocobu 3 hapmakoHarnagy 3asBHuUKa Ansi
34icHeHHs bapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA
dapmakoHarnsay (BKMHOYaKymM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
darina cuctemu chapmakoHarnsigy) 3miHa
KOHTaKTHMX JaHWUX YNOBHOBaXEHOi 0cobu
3asiBHMKA, BianoBiganbHoI 3a
dapmakoHarnsig. 3miHa MicLe3HaXOMKEHHSs!
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

MacTtep-channa cuctemm hapmakoHarnsgy.
3MiHa Micust 30iNCHEHHSI OCHOBHOI
nisinbHocTi 3 chapmakoHarnsgy. 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianosigansHoi
3a papmakoHarnsag B Ykpaii. Hitoya
pegakuis: LLlanka OneHa BonogumupieHa.
MponoHoBaHa peaakuis: Bucoubka Onbra
"puropisHa. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOI 0cobu 3asiBHUKa, BianosigansHoi
3a hapmakoHarnsg B YkpaiHi. 3miHu | Tuny -
AMmiHicTpaT1BHi 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBafXXeHHSA QisNbHOCTI
BMPOBGHMKa/imnopTepa rotoBoro nikapcbKoro
3aco0by, BKYaum ginbHULi BUNYycKy cepil
abo micLe npoBeAeHHS KOHTPOIHO SIKOCTI.
(DisinbHiCTb, 3a Ky BignoBinae
BUPOGHWMK/IMNOPTEP, BKINOYAKUN BUMYCK
cepin) 3miHa ropmanyHoi agpecy BUPoBHUKa
y 3B'A3KY 3i 3MiHOKO po3TallyBaHHS
rofloBHOIo ogoicy, Lo BigobpaxaeTbcs B
YCTaHOBYMX JAOKYMEHTaXx siK opuanmyHa
agpeca BUpobHuKa, 6e3 3amiHn micusi
BUPOGHMLTBA.

129.

EHTUBIO®

MOpOLLOK AN
KOHLEHTpaTy Ans
PO34KHY Ans
iHdy3in no 300 mr;
no 1 cnakoHy y
KapTOHHiI kopobui

Takena
dapma A/C

LaHisa

BUpobHMUTBO M3 Ta
NepBUHHE NaKyBaHHS:
Xocnipa, IHk., CLUA;
BMpOGHMUTBO 13,
KOHTPOIb SKOCTI cepii:
"CTepunbHicTb",
"MexaHi4Hi BKoYeHHs",
NepBUHHE NaKyBaHHS:
MareoH Itanis C.MN.A.,
ITanis;
BTOPWHHE MNaKyBaHHS,
KOHTPOrb SKOCTi cepii,
[003Bin Ha BUNYyCK cepii:
Takena ABctpist TM6X,
ABCTpIst; KOHTPOIb
AKOCTI cepil:
INe6kopn Epni
[esenonmeHT
TNabopaTopis Nimiten,
Benvka bpuraHis;
KOHTPOIb SIKOCTi cepii:
"CTepunbHicTb" Ta
"BakTepianbHi
€HOO0TOKCUMHM":
Bikxem JlabopaTopi3
Tlimiten, Benuka
BputaHis;

CLWA
/ITania/
ABcTpis
/Benvka

Bpuranis/
Himeuuunna/
AnoHia

BHECEHHS 3MiH 4O peecTpauinHnX
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
oToBWI Nikapcbkuin 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y
mMeToaax BUNpobyBaHHsi FOTOBOTO
nikapcbkoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNPobyBaHHS) -
3miHa meToay "Yac BigHOBMEHHs", a came
Ao npoueaypu: Onuc i Yac BiAHOBMNEHHS
niocinizoBaHOro nikapcbkoro npenapary.
Binbynack 3amiHa kanibpy ronku 3 18 (1-1/2
aronma) Ha onka kanibpy 21 a6o MeHwa (1-
1/2 proima). List 3miHa He BnnuBae Ha
BepudiKaLilo NOPIBHANBHOIrO MeToay,
cneuudikauito I'M13 abo kputepii
NPUNHATHOCTI. BBEAeHHs 3MiH NpoTSArom 6-
TV MicsiLiB nicnsi 3aTBepKEHHSA. 3MiHm |
TMny - AOMiHICTpaTuBHI 3MiHW. 3miHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaXXEHHSs1 OiSANbHOCTI BUPOOHMKa
(Bkntovaroum, 3a HeobxigHoOCTI, Micue
NpOBEeEHHS KOHTPOJH SIKOCTi), abo
BnacHuKa macrep-ganna Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
matepiany/peareHTy/NpoMiKHOro NPOAYKTY,
LLIO 3aCTOCOBYIOTECS Y BUPOGHMLTBI ADI
(SKLLO 3a3HaYeHO Y AOCHLE Ha JiKapCbKuii

3a
peuenmom

He
nidnsieae

UA/15405/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

KOHTPOIb AKOCTI cepii:
"BusHaveHHs
3B'A3yBaHHA":
Yapnb3a Pisep

JlabopaTopi3s HimeuwunHa
'M6X, HimeuyuunHa;
BUpobHMUTBO M3,

KOHTPOIb SIKOCTi cepii,

NepBUHHE NaKyBaHHS:

Takega ®apmackioTikan

Komnani Jlta., Xikapi
nnaHT, AnoHia

3acib) 3a BiacyTHOCTI cepTudikata
BiAMNOBIAHOCTI €Bponencekini papmakonei y
3aTBepOKeHOMy Aockbe, abo BUPOOHWMKa
HOBOI JOMOMIDKHOI PEHOBUHM (SIKLLIO
3a3Ha4yeHo y AoCbe) - 3MiHa Ha3Bu
BUpPOGHMKa, BignoBiaansHOro 3a
npoBeAeHHs! BUNpobyBaHb 3 KOHTPOIHO
AKOCTI Aiilo40i peyoBMHM Beaonisymat.
Bupob6Huya ginbHuus, agpeca Ta yci
BMPOGHMYI onepadii 3anuwatoTbest
He3MiHHUMW. BBeaeHHs 3MiH npoTsarom 6-v
MicsiLiB nicnst 3aTBepaKEHHs. 3MiHu | Tuny -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
NpoBafXXeHHA QisNbHOCTI
BMPOGHMKa/imnopTepa roToBoro nikapcbKoro
3acoby, BKIOYa4m AinbHULL BUNYCKy cepii
abo micLe npoBedeHHS KOHTPOIHO SIKOCTI.
(DisinbHiCTb, 3a siky Bignosinae
BMPOGHMK/IMNOPTEP, HEe BKIOYaouM BUMYCK
cepint) - 3miHa Ha3BW BUPOBHMKA,
BiANOBIgANbHOIO 3a KOHTPOSb AKOCTI cepii
'M3. BupobHuya ginbHuus, agpeca Ta yci
BMPOGHMYI onepaldlii 3anuwatoTbest
He3MiHHUMK. BBeAeHHS 3MiH NpoTAroM 6-Tn
MicaUiB Micnsa 3aTBepKeHHS. 3miHu | Tuny -
AOMiHIiCTpaTUBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AinbHULI (BKMHOYaKYM AinbHULI
ans A®I, npomi>kHOro NpoAyKTy abo
roTOBOro nikapcbKoro 3acoby, AinbHWLi ans
NpoBeAeHHSs NakyBaHHsi, BUPOOHWKa,
BiZNOBIgANbHOro 3a BUNyCK cepin, micue
npoBeAeHHSs! KOHTPOrto cepii) abo
nocTayanbHuKa BMXigHOro martepiany,
peareHTy abo JONOMDKHOI PEYOBUHM (SIKLLO
3a3HayeHo y Aocbe) - BunyyeHHs BupobHuka
N3 BignosiganbHoro 3a BTOPUHHE
nakyBaHHs Ta A03BiN Ha BUMYCK cepii:
Oendapm Hoeapa C.p.n. (Bia Kposa, 86 -
28065 YepaHo (HO), Itanis). 3anuwaeTtben
anbTepHaTVBHUIA BUPOOHUK KOTPUIA BUKOHYE
Ti ) cami dhyHKU;T, Wo v BunyyYeHun: Takena
ABcTpist TMB6X, ABCTpisi. 3MiHM BHeCeHO B
IHCTPYKLUIil0 Ans MeAWUYHOro 3aCTOCYBaHHSI
nikapcbKkoro 3acoby y po3ainu «BupobHmk»
Ta «Micue3sHaxoxeHHst BUpobHUKa Ta
agpeca MicLsa npoBafKeHHS 1oro
DiSNbHOCTI», SIK HACNIJOK — BUINYYEHHS
IHCTPYKLUii ANs MeAMYHOro 3aCTOCyBaHHS Ta
TEKCTY MapKyBaHHS1 yNaKOBKM NiKapCbKOro
3acoby Ansi neBHoro BUpobHuka. BeegeHHs
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHK Wwoao
6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy

(iHWi 3miHK) - 3MiHK oo po3ainy
"MapkyBaHHa" MKA J13. OHOBREHHA TEKCTY
MapKyBaHHSI NEPBMHHOI Ta BTOPUHHOI
ynaKoBOK fikapcbKkoro 3acoby. BBeaeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS.

130.

ENOBIOKPUH

PO34MH AN§ iH'eKUin
no 1000 MO; no 1
M B nonepeaHbo
HanoBHEHOMY
wnpuuy; no 5
nonepeaHL0
HanoBHEHMX
wnpuuis y 6nictepi;
no 1 Gnicrepy y
nayuj; no 1 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1
6nictepy y nauyui

TOB "®3
"CTALA"

YkpaiHa

TOB "®3 "CTAOA"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHuX
marepianis: 3MiHu | TUNy - AgMiHICTpaTuUBHI
3MiHW. 3MiHa HallMeHyBaHHS Ta/abo agpecu

3asiBHUKA (BnacHUKa peecTpaLinHoro
noceiAYeHHs) 3MiHa HalMeHyBaHHS
3asiBHUKA BMacHVKa peecTpauiiHoro
noceigyeHHs. 3MiHM BHECEHO B KOPOTKY
XapaKTepUCTUKY MikapCbKoro 3acoby y
po3ain "BnacHuk peecTtpauinHoro
nocsigyeHHs". TepmiH BBE4EHHS 3MiH -
NpoTArom 6 MicsILiB Micnsi 3aTBEPOXKEHHS.
3MiHn | TMny - AgMmiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaXXEHHSs QiSiNbHOCTI
BMPOGHMKa/imnopTepa roToBoro nikapcbKoro
3aco0by, BKYaum ginbHULi BUNYycKy cepil
abo micLe npoBeAeHHS KOHTPOHO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHWK/IMNOPTEP, BKINOYAKUN BUMYCK
cepit) 3MiHa HallMeHyBaHHSA BUPOBHUKa
roTOBOro fikapcbkoro 3acoby. BupobHuya
AinbHWUS Ta BCi BUPOGHMYI onepauii
3anuULIalTLCSt HE3MIHHMMUW. 3MiHN BHECEHO
B IHCTPYKLUIilO ANsi MEOUYHOrO 3aCTOCYBaHHS
Ta KOPOTKY XapaKTepUCTMKY FikapCbKoro
3acoby y po3gin "BMpobHuK" 3 BignoBigHMMM
3MiHaMu B TEKCTi MapKyBaHHS1 YNaKoBOK.
TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauis
nicns 3atBepaKeHHs. 3MiHu | Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHu go
y3arasnibHeHUX JaHWX Npo cucTemy
dapmakoHarnsay (BBeAeHHs y3ararnbHeHUX
[AaHuX npo cuctemMy chapmMakoHarnsgy, aMiHa
YMOBHOBaXeHOi 0cobw, BignosigansHoi 3a
34iicHeHHs dapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnagy 3asBHMKa Ansi
3AiNCHEeHHSA dhapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA
bapmakoHarnsgy (BKMYaym KOHTaKTHi
[aHi) Ta/abo 3MiHU y po3MilLeHHi MacTep-
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

canina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHWX JaHUX YNOBHOBAaXEHOT 0cobu
3as1BHMKA, BianoBiganbHoI 3a
capmakoHarnsag,.
3miHa Homepa macTep-anna cuctemm
capmakoHarnsgy. 3MiHu | Tuny - 3miHu
wopno 6esnekun/edhekTMBHOCTI Ta
apmakoHarnsaay (iHwi 3miHn) 3miHn
BHECEHO Y TEKCT MapKyBaHHS BTOPUHHOI (M.
3, 11, 17) ynakoBKM nikapcbkoro 3acooby.
TepmiH BBeQEHHS 3MiH - NPOTArom 6 Micsuis
nicnsi 3aTBepOXEHHS.

131.

EMOBIOKPUH

PO34MH ANs iH'eKUin
no 2000 MO; ro 1
M B nonepeaHbo
HanoBHEHOMY
wnpuuy; no 5
nonepeaHL0
HanoBHEHMX
wnpuuis y 6nictepi;
no 1 Gnicrepy y
nayuj; no 1 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1
Gnictepy y nayui

TOB "®3
"CTALA"

Ykpaina

TOB "®3 "CTAOA"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHuX
marepianis: 3MiHu | TUNy - AgMiHICTpaTuBHI
3MiHW. 3MiHa HallMeHyBaHHS Ta/abo agpecu

3asiBHUKA (BnacHUKa peecTpaLinHoro
noceiAYeHHs) 3MiHa HalMeHyBaHHS
3asiBHUKA BMacHVKa peecTpauiiHoro
noceigyeHHs. 3MiHM BHECEHO B KOPOTKY
XapaKTepUCTUKY MikapCbKoro 3acoby y
po3ain "BnacHuk peecTtpauinHoro
nocsigyeHHs". TepmiH BBe4EHHS 3MiH -
NpoTArom 6 MicsILiB Micnsi 3aTBEPOXKEHHS.
3MiHn | TMny - AgMmiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaXXEHHS QiSANbHOCTI
BMPOGHMWKa/imnopTepa roToBoro nikapcbKoro
3acoby, BKMYa4m AinbHuUL BUNycky cepii
abo micLe npoBeAeHHS KOHTPOO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHWK/IMNOPTEP, BKINOYAKOUN BUMYCK
cepit) 3MiHa HallMeHyBaHHSA BUPOBHUKa
roTOBOro fikapcbkoro 3acoby. BupobHuya
AinbHWUS Ta BCi BUPOGHMYI onepauii
3anuULIalTLCSt HE3MIHHMMUW. 3MIHN BHECEHO
B IHCTPYKLUIilO ANsi MEOUYHOr0o 3aCTOCYBaHHS
Ta KOPOTKY XapaKTepUCTMKY FikapCbKOro
3acoby y po3gin "BMpobHuK" 3 BignoBigHMMM
3MiHaMu B TEKCTi MapKyBaHHS1 YNaKkoBOK.
TepmiH BBeQEHHS 3MiH NpOTAroM 6 micauis
nicns 3ateepaKeHHs. 3MiHu | Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHu go
y3arasnibHeHUX JaHWX Npo cucTemy
dapmakoHarnsay (BBeAeHHs y3ararnbHeHUX
[AaHux npo cuctemMy hapmMakoHarnsgy, 3aMiHa
YMOBHOBaXeHOi 0cobw, BignosigansHoi 3a
34iicHeHHs dhapmakoHarnagy; KOHTakTHoT
ocobu 3 hapmakoHarnagy 3asBHuUKa Ansi
3AiNCHEeHHSA dhapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

ocobu, BianoBiaanbHOT 3a 3AiNCHEHHS
dapmakoHarnsay (BKMIOYaymM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
cavnina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHWX JaHUX YNOBHOBAaXEHOT 0cobu
3as1BHMKA, BianoBiganbHoI 3a
capmakoHarnsag,.
3miHa Homepa macTep-hanna cuctemm
cdapmakoHarnsgy. 3MiHu | Tuny - 3miHu
wopno 6e3nekun/edhekTMBHOCTI Ta
apmakoHarnsaay (iHwi 3miHn) 3miHn
BHECEHO Y TEKCT MapKyBaHHS BTOPUHHOI (1.
3, 11, 17) ynakoBKM nikapcbkoro 3acooby.
TepmiH BBEOEHHS 3MiH - NPOTArom 6 Micsiuis
nicnsi 3aTBepOXEHHS.

132.

EMOBIOKPUH

PO34MH ANs iH'eKUin
no 4000 MO; ro 1
MI B nonepeaHL0
HanoBHEHOMY
wnpuuy; no 5
nonepeaHL0
HanoBHEHUX
wnpuuis y 6nictepi;
no 1 Gnictepy y
nayuj; no 1 mn B
amnyni; no 5 amnyn
y bnicTepi; no 1
Gnictepy y nauui

TOB "®3
"CTALA"

Ykpaina

TOB "®3 "CTAOA"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
marepianis: 3MiHu | TUNy - AgMiHICTpaTuBHI
3MiHW. 3MiHa HallMeHyBaHHS Ta/abo agpecu

3asiBHUKA (BnacHUKa peecTpaLinHoro
nocBiAYeHHs) 3MiHa HalMeHyBaHHS
3asiBHUKA BMacHVKa peecTpauiiHoro
noceigyeHHs. 3MiHM BHECEHO B KOPOTKY
XapaKTepUCTUKY MikapCbKoro 3acoby y
po3ain "BnacHuk peecTtpauinHoro
nocsigyeHHs". TepmiH BBE4EHHS 3MiH -
NpoTArom 6 MicsILiB Micnsi 3aTBEPOKEHHS.
3miHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaXXEHHS OiSANbHOCTI
BMPOGHMWKa/imnopTepa roToBoro nikapcbKoro
3acoby, BKMYa4m AinbHuUL BUNycky cepii
abo micLe npoBeAeHHS KOHTPOHO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHWK/IMNOPTEP, BKINOYAKOUN BUMYCK
cepit) 3MiHa HallMeHyBaHHSA BUPOBHUKa
roTOBOro nikapcbkoro 3acoby. BupobHuya
AinbHWUS Ta BCi BUPOGHMYI onepauii
3anuULIalTLCS HE3MIHHMMUW. 3MiHN BHECEHO
B IHCTPYKLUIilO ANsi MEOUYHOro 3acCTOCYBaHHS
Ta KOPOTKY XapaKTepUCTMKY FikapCbKoro
3acoby y po3gin "BMpobHuK" 3 BignosigHMMM
3MiHaMu B TEKCTi MapKyBaHHS1 YNaKkoBOK.
TepmiH BBeQEHHS 3MiH NpOTAroM 6 micauis
nicns 3ateepaKeHHs. 3MiHu | Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHu go
y3arasnibHeHMX JaHWX Npo cUcTemy
dapmakoHarnsiay (BBeAeHHs y3ararnbHeHUX
[AaHux npo cuctemMy chapmMakoHarnsgy, 3aMiHa
YNOBHOBaXeHOi 0cobw, BignosigansHoi 3a
34iicHeHHs dpapMakoHarnagy; KOHTakTHol
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

ocobu 3 hapmakoHarnagy 3asBHuUKa Anst
3AiNCHEHHA apmakoHarnsay B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (BKMIOYaymM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLileHHi MacTep-
cavnina cuctemn hapmakoHarnsgy) 3miHa
KOHTaKTHWX JaHUX YNOBHOBAaXEHOT 0cobu
3as1BHMKA, BianoBiganbHoI 3a
capmakoHarnsag,.
3miHa Homepa macTep-hanna cuctemm
cdapmakoHarnsgy. 3MiHu | Tuny - 3miHu
wopo 6esnekun/edekTMBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHn) 3miHn
BHECEHO Y TEKCT MapKyBaHHS BTOPUHHOI (1.
3, 11, 17) ynakoBKM nikapcbkoro 3acooby.
TepmiH BBEOEHHS 3MiH - NPOTArom 6 Micsuis
nicnsi 3aTBepOXEHHS.

133.

EMOBIOKPUH

PO34MH ONs iH'eKUin
no 10 000 MO; no 1
M1 B nonepeaHL0
HanoBHEHOMY
wnpuuy; no 5
nonepeaHL0
HanoBHEHUX
wnpuuis y 6nictepi;
no 1 6nictepy y
nayuj; no 1 mn B
amnyni; no 5 amnyn
y bnicTepi; no 1
Gnictepy y nauui

TOB "®3
"CTALA"

Ykpaina

TOB "®3 "CTAOA"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
marepianis: 3MiHu | TUNy - AgMiHICTpaTuBHI
3MiHW. 3MiHa HallMeHyBaHHS Ta/abo agpecu

3asiBHMKa (BracHUKa peecTpauiiHoro
noceiAYeHHs) 3MiHa HalMeHyBaHHS
3asiBHMKa BnacHWKa peecTpauiinHoro
noceigyYeHHs1. 3MiHM BHECEHO B KOPOTKY
XapaKTepUCTUKY MikapCbKoro 3acoby y
po3ain "BrnacHuk peectpauiiHoro
noceigyeHHs". TepMiH BBEOEHHS 3MiH -
NpoTArom 6 MicsILiB Micnsi 3aTBEPOKEHHS.
3miHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaXXEHHS OiSANbHOCTI
BMPOGHMWKa/imnopTepa roToBoro nikapcbKoro
3acoby, BKMYa4m AinbHuUL BUNycky cepii
abo micLe npoBeAeHHS KOHTPOHO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHWK/IMNOPTEP, BKINOYAKOUN BUMYCK
cepit) 3MiHa HallMeHyBaHHSA BUPOBHUKa
roTOBOro fikapcbkoro 3acoby. BupobHuya
AinbHWUS Ta BCi BUPOGHMYI onepauii
3anuwarTbCcsl He3MiHHMMU. 3MiHN BHECEHO
B IHCTPYKLUIilO ANs MEeQUYHOro 3acTOCyBaHHS
Ta KOPOTKY XapaKTepUCTMKY FikapCbKoro
3acoby y po3gin "BMpobHuK" 3 BignosigHMMM
3MiHaMu B TEKCTi MapKyBaHHS1 YNaKkoBOK.
TepmiH BBeQEHHS 3MiH NpOTAroM 6 micauis
nicns 3ateBepaKeHHs. 3MiHu | Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHu go
y3arasnibHeHMX JaHWX Npo cUcTemy
dapmakoHarnsiay (BBeAeHHs y3ararnbHeHUX
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
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3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

[AaHuX Npo cuctemy hapmakoHarnsgy, aMiHa
yNoBHOBaXKeHOi 0cobu, BiANoBiaanbHoI 3a
3fiicHeHHs hapmakoHarnagy; KOHTaKTHOT

ocobu 3 hapmakoHarnagy 3asBHuUKa Anst
3AiNCHEHHA hapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKMIOYaymM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLieHHi MacTep-
canina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHWX JaHUX YNOBHOBAaXEHOT 0cobu
3asBHMKa, BiANoBiganbHoOI 3a
chapmakoHarnsag,.
3miHa Homepa macTep-anna cuctemm
cdapmakoHarnsgy. 3MiHu | Tuny - 3miHu
wopo 6esnekun/edpekTMBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHn) 3miHn
BHECEHO Y TEKCT MapKyBaHHS BTOPUHHOI (1.
3, 11, 17) ynakoBKu nikapcbkoro 3acooby.

TepmiH BBEOEHHS 3MiH - NPOTSArom 6 Micsiuis

nicnsi 3aTBepOXEHHS.

134.

EPIroc®

Tabnetku no 50 wr;
no 1 abo 2, abo 4
Tabnetku y Gnictepi;
no 1 Gnictepy B
Kopobui; no 4
TabneTtku B GnicTepi;
no 2 6nictepu B
KopobLi

TOB
"®apmaueBT
MYHa
KOMNaHis
"®apKoC"

Ykpaina

TOB "dapmaueBTuyHa
komMmnaHis "®apKoC"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
BBepaeHHsA abo 3miHu A0 y3aranbHeHux
AaHunx npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3aranbHeHUX AaHWX Npo
cuctemy pbapmakoHarnsay, amiHa
YNOBHOBAXeEHOI 0cobu, BignosigansHoi 3a
34iicHeHHs dhapMakoHarnagy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy 3asBHUKa Ans
3AiNCHEeHHA dapmakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif YNOBHOBaXEHO|
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKIOYaKymM KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3milLeHHi MacTep-
anna cuctemu cpapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOoI 0cobu 3asiBHMKa,
BiAgnoBigansHoil 3a dhapmakoHarnag.
[Hitoua pepakuisi: Tep-CapkicoBa Onbra
BarpartiBHa. MNponoHoBaHa pepakuis: KyTHsk
BikTop MaBnoBu4y. 3MiHa KOHTAKTHUX AaHUX
YMNOBHOBaXeHOI 0cobu 3asiBHUKa,
BiANoBiganbHOI 3a dhapmakoHarnag. 3miHa
MicLle3HaxomKeHHs MacTep-channa cuctemm
hapmakoHarnsigy Ta oro Homepa. 3miHa
MicLS 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy

3a
peuenmom
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135.

EPOMNON®

pO34WH Ans
30BHILLHBOIO
3acTtocyBaHHs, 0,1

KHBMI
"ICHA"

YkpaiHa

TOB "Cnasis 2000"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTtepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edPekTMBHOCTI Ta hapMakoHarnsigy.

6e3
peuenma
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76 [TponoBkeHHs JoaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
mr/mn no 20 mn Ta BBepneHHs abo 3MiHM 0 y3aranbHEeHNxX
no 50 mny AaHunx npo cuctemy cpapmakoHarnsgy
dnakoHax (BBEAEHHSA y3aranbHEeHUX AaHWX Npo
noniMepHux 3 cuctemy papmakoHarnsgy, 3amiHa
ypeTparnbHO yrNoBHOBaXeHoi ocobwu, BignoBiganbHoi 3a
Hacagkoto; ro 1 3[iiCHeHHs1 pbapmakoHarnaay; KOHTaKTHOI
nakoHy B navui ocobu 3 hapmakoHarnsgy 3asBHuKa Ans
3AiNCHEHHA apmakoHarnsay B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (BKMIOYaymM KOHTaKTHI
naHi) Ta/abo 3aMiHK y po3MiLLleHHi MacTep-
cavina cuctemu chapmakoHarnsgy) 3miHa
YMOBHOBaXeHOI 0cobu 3asiBHMKa,
BignoBiganbHOI 3a hapmakoHarnag.
Litova pepakuis: TkadyeHko TeTsHa
MeTpiBHa. NponoHoBaHa pegakuis:
CaByeHko Haranisi BitaniiBHa. 3miHa
KOHTAKTHWX JaHUX YNOBHOBaXEHOI 0cobu
3asiBHUKA, BiANOBiAanbHOI 3a
dapmakoHarnsg,. 3MiHa Homepa MacTtep-
hanna cuctemu hapmakoHarnsgy.
136. | EPOTEKC cynosuTopii CninbHe Ykpaina CninbHe yKpaiHCbKo- YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX bes UA/4026/01/01
BariHanbHi i3 YKpaiHCbKO- icnaHcbKe NignpMemMcTBo maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenma
3anaxom fnaeaHam icnaHcbke "Cnepko YkpaiHa", ["oToBMI Nikapcbkmit 3aci6. KoHTporb
no 18,9 mr; no 5 nignpuemMcTs YkpaiHa roTOBOro fikapcbKkoro 3acoby. 3miHa y
Cyno3nTopiia y o "Cnepko (NoBHMI LWKN MeToax BUNpobyBaHHS roTOBOro
CTpuni; No 2 cTpunu YkpaiHa" BMPOGHMLTBA, BUMYCK nikapcbkoro 3acoby (He3HayHa 3MiHa y
y nayui 3 KapTOHY cepii; KOHTPOMb SKOCTI) 3aTBepAKeHVX MeTofax BUNpobyBaHHS)
He3HayHi 3MiHW y 3aTBepMHKeHNX MeTofax
BUNPODyBaHHS 3a NokasHWKoM «Yac
PO3M’AKLLEHHSI CyrMO3MTOpIiBY, a came
BMAAnNEeHHs NoCcuNaHHs Ha obnagHaHHs
Melting time tester Suppotest ST-3.
3aTBepaxeHo:
MeToam koHTponto
Yac po3M’sKLEHHSI CYyno3nTOopIiB.
He 6Ginbwe 15 xB (4PY, 2.9.22, 3
BUKopucTaHHsAM Melting time tester
Suppotest ST-3).
3anponoHoBaHo:
MeToau koHTponto
Yac po3M’sKLLEHHSI CYyno3nTOpIiB.
He 6inbwe 15 x8 (4®Y, 2.9.22).
137. | EPOTEKC cynosuTtopii CninbHe YkpaiHa CninbHe ykpaiHcbKo- YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHmX bes UA/4027/01/01
BariHanbHi i3 YKpaiHCbKO- icnaHcbKe NigNpUeEMCTBO matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTI. peuenma
3anaxom TposiHAM icnaHcbke "Cnepko YkpaiHa", "oToBWI Nikapcbkuin 3aci6. KoHTponb
no 18,9 mr; no 5 nignpuemMcTs YkpaiHa roTOBOrO fikapcbkoro 3acoby. 3miHa y
Cyno3nTopiia y o "Cnepko (NOBHMI LWKN MeToax BUNpobyBaHHS roTOBOroO
cTpwvni; no 2 ctpunu Ykpaina" BMPOGHMLITBA, BUMYCK nikapcbKkoro 3acoby (He3HayHa 3MiHa y
y nayLi 3 KApTOHY cepii; KOHTPOMb SIKOCTI) 3aTBEpPOKEHMX MeTofax BUNPoByBaHHS)
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

He3HayHi 3MiHW Y 3aTBEepKEHNX MeTodax
BMNPOByBaHHS 3a NokasHWkoM «Yac
PO3M’SIKLLEHHST CYNO3UTOPIIBY», a came
BUAarneHHs NocunaHHa Ha obnagHaHHS
Melting time tester Suppotest ST-3.
3artBepaKeHo:

MeToau koHTponio
Yac po3M’SKLLEHHSI Cyno3nTOpIiB.
He 6Ginbwe 15 xB (4dY, 2.9.22, 3
BUKOpUcTaHHaM Melting time tester
Suppotest ST-3).
3anponoHoBaHo:

MeToau KoHTponto
Yac po3M’SKLLIEHHSI Cyno3nTOpiiB.
He Ginbwe 15 xB (APY, 2.9.22).

138.

EPOTEKC

cynosuTtopii
BariHanbHi i3
3anaxoM nMMoHa no
18,9 mr; no 5
Cyno3unTopiiB y
CTpwni; No 2 cTpmnu
y nayui 3 KapToHy

CninbHe
YKpaiHCbKO-
icnaHcbke
nianpuemcTs
o "Cnepko
YkpaiHa"

Ykpaina

CninbHe ykpaiHCbKo-
icmaHcbKe NianprMeMcTBO
"Cnepko YkpaiHa",
YkpaiHa
(MoBHMI LMKN
BMPOGHULTBA, BUMYCK
cepii; KOHTPOMb SIKOCTI)

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
["oToBMI nikapcbkuit 3aci6. KoHTporb
roToBOro fikapcbKkoro 3acoby. 3miHa y
mMeTofAax BMNpobyBaHHSA roToBOro
nikapcbkoro 3acoby (HesHayHa 3miHa y
3aTBEpPAKEHNX MeToAax BUNPoOyBaHHS)
He3HauHi 3MiHWN Y 3aTBEpPKEHNX MeToaax
BMNpoOyBaHHs 3a NokasHukom «4ac
PO3M’SIKLLEHHST CYNO3UTOPIiBY», a came
BUAANeHHs NocunaHHa Ha obnagHaHHS
Melting time tester Suppotest ST-3.
3aTBepOXeHo:

MeToam KoHTpornto
Yac po3M’sKLEHHSI CYyno3nTOopIiB.

He 6inbwe 15 x8 (Q®Y, 2.9.22, 3
BMKOpuCTaHHAM Melting time tester
Suppotest ST-3).
3anponoHoBaHo:

MeToawm KoHTpornto
Yac po3M’sKLEHHSI CYyno3nTOopIiB.

He 6inbwe 15 x8 (4®Y, 2.9.22).

6e3
peuenma

UA/4028/01/01

139.

ECKYBEH®

renb 1%, no 30 r
abo 50 ry Ty6i; no 1
Ty6i y nayui 3
KapTOHY

TOB
"TepHodap
M

Ykpaina

TOB "TepHodapm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu | Tuny - 3miHK 3 sKoCTiI.
CeptudikaT BignosigHocTi/lE-cepTudikat

BiZNOBIQHOCTI €BpONenchKin
dapmakonei/MoHorpadii. 3mMiHK, NoB's3aHi 3
HeobXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTb
0o MoHorpadii PY abo €BponencebKoi
apmakonei, abo iHLoi HalioHanbHOT

hapmakonei aepxasu €C (3miHa y

cneumndikaisix, Nos's3aHa 3i 3MiHamu B
OdY, abo €sponeiicbkii papmakonei, abo
iHWin HauioHanbHIN dpapmakonei Aepxxasun
€C) - OHoBNEHHs cneuudikauii AONOMiKHOT
pPEeYOBUHM NPONINEHMIKOM BiANOBIAHO A0

bes
peuenma

UA/5105/01/01
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
NOTOYHOI pegakuii MoHorpagii €
140. | ECINA- Tabnetku Ecnapma HimeyymHa | BMPOBHMLUTBO 3@ MOBHUM HimeyunHa BHECEHHS 3MiH 4O peecTpauifiHnX 3a He UA/17588/01/01
NMPA30JI® racTpope3nCTEHTHI m6X LIMKITOM: MaTepianis: 3miHu | Tuny - AgMiHicTpaTuBHI peuenmom | nidnsieae
no 20 wr; no 14 AnsaHc ®apma M6X, 3MiHN. 3MiHa HalMeHyBaHHs Ta/abo agpecu
Tabnetok B GnicTtepi Himeuunna MiCLisi MPOBaKEHHS AisiNbHOCTI
(antomiHieBa conbra BMpOoBHMKa/iMnopTepa roToBoro fikapCcbKkoro
3 obox bokis, abo BTOPVHHE NaKyBaHHS: 3acoby, BKNoYaum AinbHULI BUMYCKy cepii
antomiHieBa gonbra ecnapma ®apma abo micLe NnpoBeAeHHst KOHTPOIHO SIKOCTI.
3 ogHoro 6oky Ta Cepsices 'M6X, (DisinbHiCTb, 3a sKy Bignosinae
nnieska Himeyumna BUPOGHMK/IMNOPTEP, BKIOYAKOYM BUMYCK
PVC/PE/PVdC 3 cepin) 3mMiHM BHECEHO B pO3Ain
iHworo), no 1 abo no "MicuesHaxoaxeHHsi BUpOOHUKa Ta noro
2 6nictepu agpeca Micus NpoBaMKeHHS AisnbHOCTI" B
iHCTPYKLUIO ANs MeAUYHOro 3acTOCyBaHHA Ta
SIK HACMIOK - Y TEKCT MapKyBaHHS YrNaKoBKu
nikapcbkoro 3acoby.
141. | ECMNA- Tabnetkn Ecnapma HimeuumHa | BMpOBHULTBO 32 MOBHMM HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a He UA/17588/01/02
NMPA30JI® racTpopesnCTEHTHI mM6X LIMKIOM: MaTepianis: 3miHu | Tuny - AgMiHicTpaTuBHI peuenmom | nidnsieae
no 40 wr; no 14 ApnBaHc Papma 'M6X, 3MiHW. 3MiHa HanmeHyBaHHA Ta/abo agpecu
Tabnetok B 6nictepi Himevumna MiCList MPOBAKEHHS AisiNbHOCTI
(antomiHieBa conbra BMpoBHMKa/iMnopTepa roToBoro fikapcbKoro
3 obox 6okis, abo BTOPWHHE NaKyBaHHS: 3acoby, BKIIOYa4m AinbHULL BUNYCKy cepii
antomiHieBa gonbra ecnapma ®apma abo micue npoBeAeHHS KOHTPOO SKOCTI.
3 ogHoro 6oky Ta Cepsices 'M6X, (DisinbHiCTb, 3a siky Bignosinae
nniska HimeyunHa BMPOBHMK/IMNOpTEp, BKINOYAO4M BUMYCK
PVC/PE/PVdC 3 cepin) 3MiHM BHECEHO B pO3Ain
iHworo), no 1 abo no "Micue3HaxogXeHHs1 BUpOOHYMKa Ta oro
2 6nictepun appeca Micus NpoBafkKeHHs AisnbHOCT" B
iHCTPYKLUIiO ANs MeAUYHOro 3acTOCyBaHHA Ta
SIK HACMIQOK - Y TEKCT MapKyBaHHS YNaKkoBKu
nikapcbKoro 3acoby.
142. | ECMNA- NOPOLLIOK ANA Ecnapma Himeuunna BMPOBHMLTBO HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/14782/01/01
POLUMH® opanbHOro po3vnHy m6X Hepo3dpacoBaHoro matepianis: 3MiHu | TUNy - AgMiHiCTpaTuBHi peuenmom
no 3000 mr/naker, NpoayKTy, NEPBUHHE 3MiHN. BunyyeHHs BUPOGHWYOI AinbHULI
no 8 r NopoLLKy nakyBaHHs, BTOPUHHE (Bkmtovaroum ainbHuui ana A®l, npomixxHoro
(3000 mr gitoyoi nakyBaHHS, KOHTPOIb npoaykTy abo roToBoro nikapcbkoro 3acofy,
PEYOBUHW) y MAKeTi; SIKOCTIi, BUMYCK cepii: [inbHUL AN NPOBEAEHHS MaKyBaHHS,
no 1 nakeTy B Ninpodapm MvbX, BMPOGHWKA, BiAMNOBIAANbHOMO 3a BUMYCK
KapTOHHIN ynakoBLj Himey4ynHa; BTOpUHHE cepii, MicLe NpoBeAeHHs KOHTPOMO cepii)
nakyBaHHs: ecnapmMa abo nocTavarnbHvKa BUXigHOrO MaTepiany,
dapma Cepsices [M6X, peareHTy abo JONOMIKHOI PEYOBUHM (SKLLO
HimeuunHa 3a3Ha4yeHo y Aocbe) - BunyyeHHs BUpobHUuka
fitoyoi peqoBuHM ochoMiLmHY
TpomeTamony, a came F.I.S. FABBRICA
ITALIANA SINTETICI S.p.A., Italy BUpoGHMK,
wo 3anunwaerbcs CLAROCHEM IRELAND
LTD., Ireland BukoHye Ti X cami doyHKLT O
1 BUNYyYEHU
143. | ETCET® TabneTkn, BKpUTI TOB YkpaiHa TOB "KYCYM ®APM", YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx 3a He UA/9658/01/02
obornoHkot, no 20 "KYCYM YkpaiHa matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuennmom | nidnseae
Mr, no 14 TabneTok DPAPM" abo "oTOBWMI Nikapcbkui 3aci6. 3MiHK y
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

y 6nicTepi; no 2, abo
no 4, abo no 6
GnictepiB y
KapTOHHIN ynakoBLj

TOB "TMEO®APM NTA",

Ykpaina

BUPOBHMUTBI. 3amiHa abo BBeAEHHS
[04AaTKOBOI AinbHULUI BUPOBHULTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roToBOro MikapcbKoro 3acoby (AinbHUUS, Ha
ki npoBoAsTLCA ByAb-5Ki BUPOOHMUYI
cTapii, 3a BUHATKOM BUMYCKy CepilA,
KOHTPOIO SIKOCTi, NEPBMHHOIO Ta
BTOPUHHOIO NaKyBaHHS, ANsl HECTEPUIBbHUX
nikapcbkux 3acobis) CynyTHs 3MiHa - 3MiHK
3 sikocCTi. FOTOBMIA Nikapcbkuin 3aci6. 3miHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUpOBHMUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOro MiKapCbKOro 3acoby (AinbHULUS ANs
BTOPWHHOIO NakyBaHHs1) - 3MiHW 3 SIKOCTi.
[oToBMI nikapcbkuii 3aci6. 3miHK y
BMPOBHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUpOBHMUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roToBOro MikapCbKoro 3acoby (AinbHWLUS ANs
NepBUHHOIO NaKyBaHHS1) BBEAEHHS
anbTepHaTUBHOro BMpoOHuka TOB
«MMEO®APM NTO», YkpaiHa,
BiOMOBiAaNbHOro 3a NEPBUHHE NaKyBaHHS,
BTOPWHHE NakyBaHHs Ta Byab-siki BUPOOHWUI
cTapii, 3a BUHATKOM BUMYCKy CEpilA,
KOHTPOIO SIKOCTi, NEPBMHHOIO Ta
BTOPWHHOIO NaKyBaHHSI, ANl HECTEPUIBbHUX
nikapcbkunx 3acobis. BBegeHHs 3MiH
NpOTArom 6-Tu MicAILiB NiCNs 3aTBEPOXKEHHS.
3minu | Trny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOOHWLTBI.
3miHa iMnopTepa/3miHu, Lo CTOCYHTbCS
BUMYCKY cepii Ta KOHTPOIO AKOCTi FOTOBOro
nikapcbKkoro 3acoby (3amiHa abo goaaBaHHS
BUpOGHMKa, LLIO BiAMNOBIOAAE 32 BBE3EHHSA
Ta/abo Bunyck cepii) - Bknroyaroum
KOHTpPOmb/BUNPOOYBaHHS cepii - BBEAEHHS
anbTepHaTuBHOro BUpobHunka TOB
«MEQO®APM NTO», YkpaiHa,
BignoBigansHOro 3a BMNyck cepii,
BKITHOYAKOYM KOHTPOSb AKOCTi. 3MiHM
BHECEHO A0 iHCTPYKUii Ans MeanyHoro
3aCTOCYBaHHS NikapcbKoro 3acoby B po3ginu
"BupobHumK", "MicuesHaxomKeHHs
BMPOGHMWKa Ta agpeca Micus NpoBafKeHHs!
1oro gisnbHocTi", 3 BigNoBigHMMN 3MiHAMK
[0 TEKCTY MAapKyBaHHS YNakoBKM
nikapcbkoro 3acoby. BBegeHHs 3MiH
NpOTArom 6-Tu MiCSILLIB MiCNsi 3aTBEPOXKEHHS.

144.

ETCET®

TabneTku, BKPUTI

TOB

YKpaiHa

TOB "KYCYM ®APM",

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx

3a

He

UA/9658/01/03




80 [TponoBkeHHs JoaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
o6onoHkoto, no 40 "KYCYM YkpaiHa matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom | nidnsieae
mr, no 14 Tabnetok DAPM" abo ['oTOBWI NiKapCbkWiA 3aci6. 3miHn y
y 6nicTepi; no 2, abo TOB "TMEO®APM NTAO", BMPOGHMUTBI. 3amiHa abo BBeAEHHS
no 4, abo no 6 YkpaiHa [04aTKOBOI AinbHULI BUpOBHMUTBA Anst

6nictepiB y
KapTOHHIN ynakoBLj

YacTuHM abo BCbOro BUPOGHMYOro npouecy
roToBOro MikapcbKoro 3acoby (AinbHUUSs, Ha
SKi NpoBoAsATLCA Byab-siki BUPOOHMYI
cTagii, 3a BUHATKOM BUMYCKy Cepin,
KOHTPOIO SIKOCTi, NEPBMHHOIO Ta
BTOPWHHOIO NaKyBaHHS, ANs HECTEPUIBbHUX
nikapcbkux 3acobiB) CynyTHS 3MiHa - 3MiHu
3 sikocCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOOHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUpOobHMUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOro NMikapcbKoro 3acoby (AinbHUUs Anst
BTOPWHHOIO NaKyBaHHS) - 3MiHW 3 SKOCTi.
["oToBMI nikapcbkuii 3aci6. 3miHK y
BMPOBHMUTBI. 3amMiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUpObHMUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOro MikapcbKoro 3acoby (AinbHUUs Anst
NepBUHHOIO NaKyBaHHS) BBEAEHHS
anbTepHaTUBHOro BMpoOHuka TOB
«MEO®APM NTO», YkpaiHa,
BiZNOBIgANbLHOrO 3a NEpPBMHHE NaKyBaHHS,
BTOPWHHE NakyBaHHs Ta Byab-siki BUPOOHWUI
cTapii, 3@ BUHATKOM BUMYCKY Cepin,
KOHTPOJO SIKOCTi, NEPBMHHOIO Ta
BTOPUHHOIO NaKyBaHHSI, ANl HECTEPUIbHUX
nikapcbkux 3acobiB. BBeaeHHs 3miH
NPOTArom 6-Tu MiCSILIIB MiCNsi 3aTBEPOXKEHHS.
3minu | Trny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. 3mMiHW y BUPOBHULTBI.
3miHa imnopTepa/3miHu, Lo CTOCYHThCSA
BUMYCKY Cepii Ta KOHTPOJO SIKOCTi FOTOBOro
nikapcbkoro 3acoby (3amiHa abo fogaBaHHSA
BMpOBHMKa, LLIO BiAMOBIAAE 32 BBE3EHHSA
Ta/abo Bunyck cepii) - Bkntovatoun
KOHTpOnb/BUNpPobYyBaHHS cepii - BBEAEHHS
anbTepHaTUBHOro BUpobHunka TOB
«MMEO®APM NTO», YkpaiHa,
BignoBiganbHOro 3a BMNycK cepii,
BKITHOYAKOYM KOHTPOSb AKOCTi. 3MiHM
BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
3aCTOCyBaHHsI Nikapcbkoro 3acoby B po3ainu
"BupobHuK", "MicuesHaxomKeHHs
BMpoOHMKa Ta agpeca Micusi NPOBagKEHHS
oro aisnbHocTi", 3 BignoBigHMMN 3MiHaMK
[0 TEKCTY MapKyBaHHS1 yNaKoBKu
nikapcbkoro 3acoby. BBegeHHs 3MiH
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
NPOTSArom 6-T MicsILB Micnsi 3aTBEPAXKEHHS.
145. | ETCET® TabneTku, BKPUTI TOB Ykpaina TOB "KYCYM ®APM", Ykpaina BHECEHHS 3MiH 4O peecTpauifiHnX 3a He UA/9658/01/04
obonoHkoto, no 80 "KYCYM YkpaiHa matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom | nidnsieae
mr, no 14 Tabnetok DAPM" abo ['oTOBWI NiKapCbkWiA 3aci6. 3miHn y

y 6ricTepi; no 2, abo
no 4, abo no 6
6nictepiB y
KapTOHHIN ynakoBuj

TOB "MEA®APM NTAO",

YkpaiHa

BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUpOBHMUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOrO NMikapCbKoro 3acoby (AinbHWUSs, Ha
SKiV NpoBOAsATLCA Byab-siki BUPOOHNYI
cTapii, 3a BUHATKOM BUMYCKy CEpilA,
KOHTPOIO SIKOCTi, NEPBMHHOIO Ta
BTOPWHHOIO NaKyBaHHS, ANsl HECTEPUIBbHUX
nikapcbkux 3acobis) CynyTHs 3MiHa - 3MiHK
3 gKocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHn y
BUPOOHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUpOBHMUTBA Anst
YacTnHU abo BCbOro BUPOGHMYOro npoLiecy
roTOBOro fMikapcbKoro 3acoby (AinbHUUs Anst
BTOPUHHOIO NakyBaHHs1) - 3MiHW 3 SIKOCTi.
[oToBMI Nikapcbkui 3aci6. 3MiHN Y
BMPOGHMUTBI. 3amiHa abo BBeAEeHHS
[04aTKOBOI AinbHULI BUpOBHMUTBA Anst
YacTnHU abo BCbOro BUPOGHMYOro npoLiecy
roTOBOro NMikapcbKoro 3acoby (AinbHUUs Anst
NepBUHHOIO NaKyBaHHS) BBEAEHHS
anbTepHaTuBHOro BUpobHunka TOB
«MEQPAPM NTO», YkpaiHa,
BiAMOBIAaNbLHOro 3a NEPBUHHE NaKyBaHHS,
BTOPWHHE NaKyBaHHs Ta Oyab-sKki BUPOOHWUI
cTapii, 3@ BUHATKOM BUMYCKY Cepin,
KOHTPOIO SIKOCTi, NEPBMHHOIO Ta
BTOPUHHOIO NaKyBaHHS, ANl HECTEPUIbHUX
nikapcbkux 3acobiB. BBeaeHHs 3miH
NPOTArom 6-Tu MicAILiB NiCNs 3aTBEPOXKEHHS.
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHW y BUPOBHULTBI.
3miHa iMnopTepa/3miHu, Lo CTOCYHTbCS
BUMYCKY Cepii Ta KOHTPOJO SIKOCTi FOTOBOro
nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
BMPOGHMKa, LLO BiANoOBiAae 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkntoyatoun
KOHTpOnb/BUNpPobYyBaHHS cepii - BBEAEHHS
anbTepHaTUBHOro BUpobHunka TOB
«MMEO®APM NTO», YkpaiHa,
BignoBiganbHOro 3a BMNycK cepii,
BKITH0HAKUMN KOHTPOMb SIKOCTi. 3MiHM
BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
3aCTOCyBaHHsI Nikapcbkoro 3acoby B po3ainu
"Bupo6HuK", "Micue3HaxomKeHHs
BMpoOHMKa Ta agpeca Micusi NPOBagKEHHS
11oro gisnbHocTi", 3 BigNoBiAHMMN 3MiHAMK
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
[0 TEKCTY MapKyBaHHS! yNakoBKu
nikapcbkoro 3acoby. BeBegeHHs1 3MiH
NPOTSArom 6-T MicsLIB Micnsi 3aTBEPAXKEHHS.
146. | ETCET® TabneTku, BKPUTI TOB Ykpaina TOB "KYCYM ®APM", Ykpaina BHECEHHS 3MiH 40 peecTpauifiHnX 3a He UA/9658/01/01
o6onoHkoto, no 10 "KYCYM Ykpaina matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom | niidnszae
mr, no 14 TabneTok DOAPM" abo ["oToBMI nikapcbkuit 3aci6. 3miHK y

y 6ricTepi; no 2, abo
no 4, abo no 6
GnictepiB y
KapTOHHIN ynakoBLj

TOB "MEA®APM NTAO",

Ykpaina

BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULUI BUPOBHULTBA Ans
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roToBOro MikapcbKoro 3acoby (AinbHUUSs, Ha
ki npoBoAsTbCA ByAb-5Ki BUPOOHMYI
cTagii, 3a BUHATKOM BUMYCKY CEpIN,
KOHTPOIIO SIKOCTi, NEPBMHHOIO Ta
BTOPUHHOIO NaKyBaHHS, ANl HECTEPUIbHUX
nikapcbkux 3acobis) CynyTHs 3MiHa - 3MiHK
3 sikocCTi. FOTOBMIA NikapCbkuii 3aci6. 3MiHN y
BMpPOBHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUpOBHMUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOro MiKapCbKOro 3acoby (AinbHULUS ANs
BTOPWHHOIO NakyBaHHs1) - 3MiHW 3 SIKOCTi.
[oToBMI nikapcbkuii 3aci6. 3miHK y
BMpPOBHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUpOBHMUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roToBOro MikapcbKoro 3acoby (AinbHWLUS ANs
NEepBUHHOIO NaKyBaHHS1) BBEAEHHS
anbTepHaTUBHOro BUpobHunka TOB
«MMEO®APM NTO», YkpaiHa,
BiAMOBIAaNbLHOro 3a NEPBUHHE NaKyBaHHS,
BTOPWHHE NakyBaHHs Ta Byab-siki BUPOOHWUI
cTapii, 3a BUHATKOM BUMYCKy CEpIlA,
KOHTPOIO SIKOCTi, NEPBMHHOIO Ta
BTOPUHHOIO NaKyBaHHSI, ANl HECTEPUIBbHUX
nikapcbkux 3acobis. BBegeHHs 3MiH
NPOTArom 6-Tu MicAILiB NiCNs 3aTBEPOXKEHHS.
3minu | Trny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOOHWLTBI.
3miHa iMnopTepa/3miHu, Lo CTOCYHTbCS
BUMYCKY Cepii Ta KOHTPOIO SKOCTi FOTOBOro
nikapcbKkoro 3acoby (3amiHa abo gogaBaHHSA
BMPOGHMKa, Lo BiANOBiAae 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bknroyaroum
KOHTPOrb/BUNPOOYBaHHSA cepii - BBEAEHHS
anbTepHaTUBHOro BUpobHunka TOB
«MEQO®APM NTO», YkpaiHa,
BignoBigansHOro 3a BMMNyck cepii,
BKITH0HAKUMN KOHTPOMb SIKOCTi. 3MiHM
BHECEHO A0 iHCTPYKUii Ans MeanyHoro
3aCTOCYBaHHS NiKapcbKoro 3acoby B po3ginu
"Brpo6HuK", "MicLe3HaxomKeHHs
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BMPOGHMWKa Ta agpeca Micus NpoBagXeHHs
10ro gisnbHocTi", 3 BiANOBIAHNUMY 3MiHaMWK
[0 TEKCTY MapKyBaHHS! yNakoBKu
nikapcbkoro 3acoby. BeegeHHs1 3mMiH
NpOTHArom 6-Tv MicSILB Micnsi 3aTBEPAXEHHS.
147. | 3EPBAKCA® NOPOLLIOK A411s Mepk Wapni | LBeruapia | BMPOOHULTBO, NEPBUHHE CLUA/ BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/16362/01/01
KOHLieHTparty Ans Hoym IJEA nakyBaHHs, KOHTPOSb ®paHuis marepianis: 3MiHu Il TNy - 3miHK 3 AKOCTI. peuenmom
PO34MHY Ans mM6X AKOCTI (TeCTyBaHHs npu A®I. BupobHuuteo. 3miHa BUpobHWMKa

iHdy3in, 1 1/0,5; no
10 chnakoHis 3
MOPOLLIKOM Y
KapTOHHil kopobui

BWNYCKY), TECTYBaHHS
cTabinbHocTi: CTepi-
dapwma, NJ1C, CLUA;
BTOPWHHE NaKyBaHHS,
KOHTPOMb SIKOCTI
(TecTyBaHHs npu
BUNYCKY),
BigNOBiganbHUIM 3a

Bunyck cepii: PAPEBA

Mipabenb, ®paHuis

BVXiHOro/npoMmi>KHOro NPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOOHUYOMY
npoueci A®I, abo 3miHa BUpobHuKa
(Bkntoyatoumn, oe HeobxigHo, micue
npoBeAeHHs KOHTponto sakocTi) AdI (3a
BiICYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponeickkin dapmakonei y
3aTBEpPKEHOMY A0ChE)(BBEAEHHSI HOBOMO
BMpo6HMKa ADI, konn He NoJaeTbCcs macTep-
daiin Ha API| Ta LWo BMMaArae 3Ha4yHoI 3MiHK
[0 BignosigHoro po3giny goceke Ha AdI)
3aTBEpOKEHHS aNbTEPHATMBHOIO AKeperna
nocTayaHHs, BUpoGHMYOoro npouecy,
cneumdikauin Ta aHaniTM4HUX METOAIB ANg
NMPOMiXKHOFO NPOAYKTY «TazobakTtam
HaTpito», L0 BUKOPUCTOBYETHLCS Y
BUPOBHMUTBI nikapcbkoro 3acoby
3epbakca® (uedronosaH 1 r/razobakram
0,5r) — BUpobHuyoi ainbHuui Ouyka Kemikan
Co., N1a., Anonis (Otsuka Chemical Co.,
Ltd., Japan). [lonaBaHHsA HOBOI BUPOBHMNYOI
OinbHWL Anst BUpobHULITBA MPOMiIKHOIO
npoaykTy «TasobakTamoBa KucnoTa»
BKITIOHAE TaKOX yAOCKOHamNeHHs npouecy
BMPOGHMLUTBA 3 METOI ONTUMI3aLii eTanis
BMPOGHMUTBA, XiMIYHUX peareHTiB i ymoB
peakLuji, Wo Npu3BOANUTL A0 NMOKPaLLEHHS
npodinto gomiwok. Hapasi 3apeectpoBaHuit
NaHulor NocTayYaHHs Ta BCsl NoB’si3aHa
iHpopmaLis 3anuaeTbCA 3apeecTpoBaHoOH.
3miHu Il Tuny - 3miHn 3 sikocTi. AL,
BupobHuuTBO. 3MiHa BUpOGHUMKa
BVXiHHOro/npoMmi>KHOro MPOAYyKTy/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpobHUKa
(Bkrtoyatoun, ae HeobXxigHoO, Micue
npoBefeHHs1 KOHTponto sikocTi) AdI (3a
BiACYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponeicbkin hapmakonei y
3aTBEpPKEHOMY [0ChE)(BBEAEHHSI HOBOMO
BUpOGHMKa ADI, konu He NoJaeTbCst MacTep-
darin Ha A®| Ta WO BMMArae 3Ha4yHOI 3MiHU
[0 BignosigHoro posainy gocbe Ha API)
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3aTBEPAKEHHST BUPOOHUYOI AinbHUL
En.Ci.Ec. o6dap C.n.A., Itanis (ACS
Dobfar S.p.A., ltaly) sk anbTepHaTMBHOrO
Axxepena nocrayaHHsi, BAPOGHNYOro
npouecy, cneuundikauii Ta aHaniTM4HNX
MeTOoAIB Ans Aito4oi pevoBUHM «TasobakTtam
HaTPI», AKUIN BUKOPUCTOBYETLCA Y
BMPOGHMUTBI NiKapCbkoro 3acoby
3epbakca® (uedTonosaH 1 r/rasobakram
0,5 r). Hapasi 3apeecTtpoBaHuii naHLor
nocTayaHHs Ta BCS NoB’s3aHa iHdopmaLis
3anvLaeTbCst 3apeeCTpPoBaHO0 Ta
He3MiHHO. [oTOYHMIA (3apeecTpoBaHmWi) i
3anponoHOBaHWIN anbTepHATUBHI NaHLOrM
NOCTaBOK HE3anNEeXHi, i 3MiLLyBaHHSs
MaTepiany Mixx HuUMu He 6yae BigbysaTtucs.

148.

3NBOKC

PO34MH ANS iHDY3iN,
2 mr/mn; no 300 mn
B cucTeMi ans
BHYTPILLHEOBEHHOIO
BBeAEeHHs:; no 1
CUCTEMI B yNakoBLi 3
namMmiHOBaHoOI
conbru; no 100 mn
B cucTeMi ans
BHYTPILLHBOBEHHOIO
BBeAEHHS; no 1
cucTeMi B ynakosLi 3
namMiHOBaHoI
donbrn

Mdpanzep
IHK.

CLA

XN XangeH ®apma AC

Hopseris

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHu | Tuny - 3miHn Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3miHa yacToTu Ta/abo TepmiHiB nogaHHA
perynsipHo OHOBIOBaHMX 3BIiTiB 3 6e3neku
nikapcbkux 3acobis - 3MiHM y YacToTi Ta
[artax nofaHHs perynsipHO OHOBIOBAHOMO
3BiTY 3 Ge3neku.

[itoya pegakuia: Yactota nogaHHs
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3nekn 5
pokiB. KiHueBa gaTa Ans BKIYEHHS AaHUX
po POSB - 17.04.2022 p. OaTta nogaHHs -
16.07.2022 p. NponoHoBaHa pepakuis:
YacToTa nogaHHs perynsipHo OHOBIOBAHOIO
3BiTYy 3 6e3neku 3 poku. KiHueBa gata ans
BKITHOYeHHs aaHux ao PO3B - 17.04.2025 p.
[ata nopgaHHs - 16.07.2025 p.
PekomeHpoBaHO [0 3aTBEpPOKEHHS
BiMNOBIQHO 4O NepioANYHOCTI NOAAHHS
perynsipHO OHOBIOBaHMWX 3BiTiB 3 6e3neku
nikapcbkux 3acobiB y €C.

3a
peuenmom

UA/1969/02/01

149.

3INENOP®

crpen Ans poToBoi
NOPOXHWHK, 1,5
mr/mn no 15 mn abo
30 mn y donakoHi; no
1 donakoHy B nauui

AT
«dapmak»

Ykpaina

AT «®apmak»

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3MiHu | Tuny - 3MiHn Wwopno
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(IHLLi 3MiHW) - OHOBMEHO TEKCT MapKyBaHHSI
NepBUHHOI Ta BTOPUHHOI YMaKOBKU
nikapcbkoro 3acoby, a came BUINy4YeHO
iHdpopmalLiito, 3a3HaveHy poCifCbKO MOBOK.
BBegeHHs 3MiH npoTArom 6-Tu Micsuis nicns
3aTBepKEHHS. 3MiHu | Tuny - 3miHn wopao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW) - BHECEHO HE3HaYHi 3MiHN Y
TEKCT MapKyBaHHS nepBuHHOT (M. 1, 6) Ta
BTOPUHHOI (M. 1, 11, 16, 17) ynakoBku
nikapcbkoro 3acoby, a TakoX YTOYHEHO

be3
peuenma

UA/16107/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

iHdopmauito woao norotuny. BeegeHHa
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS.

150.

3IPKA

Ganb3am pigkui, no
5 mn y dpnakoHi; no
1 conakoHy y
KapTOHHIN nayui;

LOAHCOH-
Broon

Pecny6nika
Bonrapis

HaHada

dapmachbtoTikan [KoiHT

Ctok KomnaHi

B'eTHam

BHECEHHS 3MiH 40 peecTpauifiHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwoao
6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
BBepneHHs abo 3miHu A0 y3aranbHeHux
OaHuX Npo cuctemy hapMakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHNX Npo
cuctemy papmakoHarnsgy, 3amiHa
yNoBHOBaXKeHOi 0cobu, BiANoBiAanbHoI 3a
34iINCHEHHA dhapMakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnagy 3asBHuUKa st
3AiNCHEeHHA dhapmakoHarnsay B YkpaiHi,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKMIOYaUM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
daiina cuctemu papmakoHarnsgy) - 3miHa
KOHTaKTHMX AaHWNX YNOBHOBAXEHOi 0cobm
3asBHMKa, BiANoBiganbHoOI 3a
dapmakoHarnag. 3miHa KOHTaKTHOI 0cobu
3as1BHMKa, BignosiganbHoi 3a
tbapmakoHarnag B YkpaiHi. [itoya pegakuis:
BonowwnHa AHacTacia AHaToniiBHa.
MponoHoBaHna pepakuisa: XoniHa OneHa
BacuniBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BianosigansHoi
3a chapmakoHarnsig B YkpaiHi. 3miHa
MicLle3HaxomKeHHs MacTep-hanna cuctemu
hapmakoHarnsigy Ta oro Homepa. 3miHa
MicuS 3AiINCHEHHSI OCHOBHOI AOisiNbHOCTI 3
dapmakoHarnsigy

bes
peuenma

UA/7031/03/01

151.

IBYNMPOM
CMPUHT MAKC

Kancynu M'ski no
400 wmr; no 6 kancyn
y bnicTepi; no 1
Gnictepy B
KapTOHHI KOpoOLyi;
no 10 kancyny
GnicTepi; no 1 abo
no 2 6nictepu B
KapTOHHiIl kopobui

tOHina6, N

CLA

MepBuHHE Ta BTOpPVHHE
nakyBaHHSsi, KOHTPOSIb Ta
Bunyck cepii: TOB OC
®apmaduis, MonbLa;
BupobHuuTBo Ta
KOHTPOMb AKOCTI
npogykty in bulk,
KOHTPOMb B NpoLieCi
BMPOOHMLTBA, KOHTPOSb
cepii: MaTeoH
Codptoxenc b.B.,
HigepnaHawn; KoHTponb
cepii: Mpokci
JlabopaTopis B.B.,
Higepnanaun

Monbwa/
Hinepnangn

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
CeptudikaT BignosigHocTi/E-cepTudikat

BiQMNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI

€Bponeickkin papmakonei: gna A®l; ans
BUXiAHOro MaTtepiany/peareHTy/NpoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI
peyvoBuHu (FE-cepTudpikat BignosigHocTi
€Bponelicbkiii hapmakonei ans
Adl/BuxigHoro
maTepiany/peareHTy/npoMiKHOIO NpPoayKTy
abo fonoMmixkHOI peyoBMHU) - OHOBMNEHWI
cepTudikaT Bif BXe 3aTBEpAXEHOro
BUpOGHKKa - MoaaHHsa oHosneHoro E-

be3
peuenma

UA/13880/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

cepTudikaTta BignoBigHOCTI €Bponenchkiin
apmakonei Ans 4ONOMKHOI pevOBUHN
)XenaTuH Bif BXe 3aTBep/HKEHOro
BUpobHmka Russelot SAS — CEP No. R1-
CEP 2000-029-Rev 06 (nonepeaHs Bepcis
CEP No. R1-CEP 2000-029-Rev 05). 3MiHu |
Tmny - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
€Bponeickkin thapmakonei/MoHorpadii.
MogaHHsa HoBoro abo oHoBREHOro
cepTucpikaTta BiaNoBigHOCTI a6o BUINYYEHHSI
cepTuddikaTta BignoBigHOCTI €Bponenchkii
dapmakonei: gna Adl; ons BuxigHoro
marepiany/peareHTy/NPOMiIKHOIO MPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI;
ans gonomixkHoi pevosuHn (ME-cepTudikat
BiAMOBIAHOCTI €Bponencokin apmakonei
ona Ad®l/BuxigHoro
matepiany/peareHTy/npoMi)KHOro NPOJYKTY
abo foMoMiXkHOI peyoBMHU) - OHOBNEHWN
cepTu@ikarT Bif BXe 3aTBepaKEHOro
BUpoGHMKa - MNogaHHs oHoBreHoro MNE-
cepTudikaT BiANOBIAHOCTI EBPONENCHKIN
tbapmakonei 4nst LONOMDKHOT pe4OBMHN
XenaTuH Bif BXe 3aTBEeP/KEHOro
BnpobHuka Tessenderlo Group N.V. -CEP
2000-045 Rev 06 (nonepeaHs Bepcist R1
CEP 2000-045 Rev 04).

152.

IMOBAKC
nonio®
BAKUWUHA OnA
NPO®INTAKTUK
n
noniomMmieniTy
IHAKTUBOBAH
A PIOKA

cycneHsia ans
iH’ekuin; no 0,5 mn
(1 nosa)y
nonepeaHLo
3anoBHEHOMY
wnpuui 3
NMPUKPINMeHo
ronkoto (abo 2-ma
OKpPeMVMW rofnkamu);
no 1 wnpwvuy B
KapTOHHiI kopobuyj;
no 0,5 mn (1 gosa) y
nonepeaHL0
3anoBHEHOMY
wnpuui 3
NPUKPINIeHo
ronkoto (abo 2-ma
OKpPeMVMMU rofnikamu)
B CTaHAApTHO-
EKCMOPTHIN
ynakoBLi, sika
MiCTUTBCS Y
KapTOHHIN kopobui 3

CaHodi
MacTep

DdpaHLuis

BMPOBHMLTBO
Hepo3acoBaHOro
NpOAYKTY, KOHTPOnb
AKOCTI
Hepo3acoBaHOro
NPOAYKTY, BTOPUHHE
naKyBaHHs1, KOHTPOIb
SIKOCTi Ta BUMYCK cepii
(ans nonepeaHLO
3aMOBHEHVX LUNPULB);
BUPOGHMLTBO
Hepo3cacoBaHOro
NpoAyKTY, KOHTPOmb
AKOCTI
Hepo3cacoBaHOro
NpoAYyKTY, HANOBHEHHS
(NepBUHHE NakyBaHHs1),
BTOPWHHE NaKyBaHHS,
KOHTPOJSb SIKOCTi Ta
BUMNYycK cepil (ans
dnakoHiB): CaHodi
MacTep, PpaHuis;
BUPOGHULTBO

DpaHuis/
YropwuHa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu | Tuny - 3miHK 3 sKOCTi.
CeptudikaT BignosigHocTi/lE-cepTudikat

BiZNOBIgHOCTI €BpONenchKin
dapmakonei/MoHorpadii. 3miHK, NoB'aA3aHi 3
HeobXiaHICTIO NpUBEAEHHS Y BiANOBIAHICTb
0o moHorpadii ®Y abo €sponencbKoi
papmakonei, abo iHLIoi HaLioHanbHOI

apmakonei aepxasu E€C (3miHa y
cneumdikauii HecdbapmakonenHoro A®I ans

npvBeAeHHs y BiANOBIAHICTb Ao BuMor [dY
abo €sponelicbkoi hapmakonei, abo iHwofi
HaujioHanbHoi dbapmakonei gepxasu €C) -
[onomixxHa pevoBuHa/BUXiaHUIA MaTepian
anst BupobHuutea A®I. MpuseaeHHs
cneumdikauii deTanbHOI TeNAY0i cupoBaTku
(PTC) Ta Tensyoi cuposaTtku (TC) y
BignoBigHicTb Ao Bumor EP, a came:
BMPOBafXeHHS TPbOX AOAATKOBMX
BUNpobyBaHb (ineHTudikauis
enekTpodopeTUYHNM npoddinem,
OCMONASBHICTb, reMOrnobiH) Ta BUAaneHHs
BUNpoByBaHHs Ha 30BHILLHINA BUrNsSA ANnst

3a
peuenmom

UA/14266/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
iHCTpyKUieto ans Hepo3dhacoBaHoOro deTanbHoi Tensayoi cupoBatku (PTC) Ta
MeaNYHOro NPOAYKTY, KOHTPONb Tensayoi cuposatku (TC), wo
3acTocyBaHHs; Mo 5 AKOCTI BMKOPWCTOBYIOTBCS Y BUPOOHMLITBI
mn (10 go3) y Hepo3dpacoBaHoOro nonioBakUMHK, BiANOBIAHO A0 YNHHOT
dNaKkoHi 3 3aXMCHUM NPOAYKTY, HAarNOBHEHHS moHorpadii Ph. Eur. 2262. MocuneHHs
KoBnaykom; no 1 abo (NepBUHHE NakyBaHHS) KpUTEPItO NPUIUHATHOCTI ANs BUNpoOyBaHHS
10 dpnakoHiB B Ta iHCNeKTyBaHHS, Ha remornobiH 3rigHo 3 Bumoramu USP Ta
KapTOHHiI kopobuyj; BTOPUHHE MaKyBaHHS, 36epexeHHs1 BHYTPILLHbOT METOAMKY ANS
no 5 mn (10 go3) y KOHTPOJb SIKOCTi Ta BUNpoOyBaHHA Ha 3aranbHui Ginok 3
bnakoHi 3 3aXNCHNM BUNYyCK cepii (ans KpUTEPISMU NPUAHATHOCTI, LLO BiAnNoBigalnTb
KoBnaykom; no 1 abo nornepeaHbLo Bumoram Ph. Eur. 2262.
10 donakoHis B 3anoBHEHMX LWINPULIB);
cTaHgapTHO- BUPOGHMLTBO
EeKCMOPTHI Hepo3dpacoBaHoro
ynakoBLi, sika NpoAyKTy, KOHTPOIb
MICTUTBCSH Y SAKOCTi
KapTOHHIN kopobu,i 3 Hepo3dacoBaHoro
iHCTpyKUieto ans NpPOAYKTY, HANOBHEHHS
Mean4Horo (nepBWHHE NakyBaHHs1),
3aCTOCYyBaHHS BTOPWHHE NaKyBaHHS,
KOHTPOMb SIKOCTi Ta
BUNYyCK cepii (ans
dnakoHiB): CaHodi
MacTep, PpaHuis;
BTOPWHHE NaKyBaHHS,
BUMNYCK cepii (ans
nonepeaHL0
3aMoBHEHNX LUMNpULIB Ta
dnakoHiB): CaHodi-
ABeHTic 3pT.,
YropLuHa; 3anoBHEHHSI
Ta iHCNeKTYBaHHS
LUINpULIB, KOHTPOIb
SIKOCTi (CTEPUNbBHICTb)
(ansa nonepegHbO
3aMOBHEHVX LUNPULLB):
CAHO®I BIHTPOIN
IHOACTPIA, dpaHuis
153. | IHCTI rpaHynu; no 5,6 ry XepbioH MakuctaH XepbioH MakncTaH MakuctaH BHECEHHS 3MiH 10 peecTpaLiiHuX bes UA/9038/01/01
calle-nakeTi; no 5 MakncrtaH MpanseT Jlimiteq matepianis: 3MiHu | Tuny - 3MiHM Wwono peuenma
abo 10 cawe- MpanBeTt 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy
nakeTiB Y KapTOHHIN Nimiteq (iHWi 3MiHK) - OHOBMEHHS TEKCTY
KopoOGLi MapKyBaHHS NEPBMHHOI Ta BTOPUHHOI
YNaKOBOK JiKapCbKoro 3acoby
154. | IHCTI 3I rpaHynum, no 5,6 ry XepbioH MakuctaH XepbioH MakncTaH MakuctaH BHECEHHS 3MiH 10 peecTpauiiHmX bes UA/9042/01/01
CMAKOM calle-nakeTi; no 5 MaknctaH MpanseT Jlimiteq matepianis: 3MiHu | Tuny - 3MiHn Wwono peuenma
JIMMOHA abo 10 cawe- MpanBeTt 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
nakeTiB Y KapTOHHIN Timiteq (iHWi 3MiHK) - OHOBMEHHS TEKCTY
Kopoo6Li MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
YMNaKOBOK JliKapCbKoro 3acoby
155. | IHTENNAH kancynu, no 20 a6o XepbioH MakuctaH XepbioH MakucTaH MakuctaH BHECEHHS 3MiH 10 peecTpauiiHuX bes UA/2009/02/01
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no 60 kancyny MakucTaH MpanseT JlimiTeq MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenma
dnakoHi; no 1 Mpanset 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy
dnakoHy B Nimiteq (iHWi 3MiHK) - OHOBNEHHS TEKCTY
KapTOHHil kopobui MapKyBaHHSI NEPBMHHOI Ta BTOPUHHOI
YNaKoBOK flikapcbKoro 3acoby
156. | IHGAHPUKC cycneHsisa (DTPa- makcoCwmit Benwka "nakcoCmiTKnanH Beneris BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/16235/01/01
FEKCA HBV-IPV) ans KnanH Bputanis Bionogxikans C.A. marepianis: 3MiHu Il TNy - 3miHK 3 AKOCTI. peuenmom
KOMBIHOBAH iH’ekuii no 0,5 mn (1 Ekcnopt ['oTOBWI NiKapCbkWiA 3aci6. 3miHn y
A BAKUMHA [o3a) Ta niodinisat Nimiten BUPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
oansa (Hib); 1 nonepeaHbo CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOS0
MPO®IAKTUK | HanoBHeHui SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
N OUDTEPII, OAHOpa3oBun abo gopgaBaHHS AinbHULI, Ha Skl
NMPABLA, wnpwy (no 0,5 mn (1 30iNCHIETLCA KOHTPOMb
KALLJTIOKY [03a)) y KOMNNekxTi 3 AKoCTi/BUNpobyBaHHSA cepii Ans
(ALENKONAPH [BoOMa ronkamm Ta GionoriyHoro/iMyHonoriYHOro nikapcbkoro
1] bnakoH 3 3acoby, Ta byab-aKoi AiNbHULI, Ha AKil
KOMIMOHEHT), nioginizatom (Hib) 3aCTOCOBYETLCS BiONOriYHMIA/iIMyHOMOrYHWIA
FENATUTY B, ona 1 goau, wo mMeTog BunpobyBaHHs) [logaBaHHsA OinbHUL
NONIOMIENITY | 3amiwyoTbes Nepea "GlaxoSmithKline Vaccines S.R.L.", Via
TA BWKOPUCTAHHAM; ABi Fiorentina, 1, 1-53100 Siena, Italy ans
3AXBOPIOBAH | ronku, wnpuy Ta npoBeAeHHA hapMakonenHnx TecTis Ang
b, bnakoH repMeTU4HO KOHTPOJIO SIKOCTI in-vivo, 6e3 3MmiH y meToaax
36YAHUKOM 3anakoBaHi y KOHTpomto. PefakuinHi npasku Jo posginy
AKUX € nnacTuKoBUM 3.2.P.3.1. TepmiH BBEOEHHS 3MiH -
HAEMOPHILUS | koHTelHep; no 1 abo 30.06.2026
INFLUENZAE no 10 nnacTukoBmx
TANY B KOHTeNHepiB y

KapTOHHIN kopobui 3
MapKyBaHHAM
YKpalHCbKOIO MOBOIO;
1 nonepegHbLO
HanoBHEHWI
OfHOopa3oBui
wnpwuy (no 0,5 mn (1
[03a)) y KOMNNekxTi 3
ABOMa ronkamu Ta
rakoH 3
nioginizatom (Hib)
ansa 1 goau, wo
3MiLLyoTbCA nepeq
BVIKOPVICTaHHAM; ABi
rOnKku, LUNpUL, Ta
nakoH repmMeTU4HO
3anakoBaHi y
nnacTuKoBU
KOHTenHep; no 1 abo
no 10 nnacTukoBmx
KOHTeNHepiB y
KapTOHHIN kopobui 3
MapKyBaHHAM
aHrMiNCbKOK MOBO
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3i CTUKepamun
YKPaiHCbKOK MOBOIO
157. | IHGAHPUKC cycneHsisa (DTPa- "makcoCwmit Benwka "nakcoCmiTKnanH Beneris BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/15832/01/01
INB XIB IPV) ans iv’exuin no KnanH Bputanis Bionogxikans C.A. marepianis: 3MiHu Il Tuny - 3miHK 3 AKoCTI. peuenmom
KOMBIHOBAH 0,5 mn (1 gosa) Ta Ekcnopt [oToBWMI Nikapcbkuin 3aci6. 3MiHN y
A BAKUUHA niodpinizar (Hib); Nimiteq BUPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
ansa cycnensisa (DTPa- CTOCYOTbCH BUMYCKY Cepii Ta KOHTPOO
MPO®INAKTUK | IPV) ans iH’ekuin no SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
N OUDTEPII, 0,5 mn (1 posa) y abo gopgaBaHHs AinbHULI, Ha Skl
NMPABLA, nonepegHbO 30iNCHIOETLCA KOHTPOMb
KALLJTIOKY HarnoBHEeHOMY AKOCTI/BUNPOBYBaHHA cepii Ans
(ALENKONAPH OfHOpPa3oBOMY GionoriyHoro/iMyHonoriYHOro nikapcbkoro
1] wnpumui Ne 1y 3acoby, Ta byab-aKoi AiNbHULI, Ha AKil
KOMIMOHEHT), KOMMMeKTi 3 ABOMA 3aCTOCOBYETLCS BiONOriYHMIA/iIMyHOMOrYHWIA
MONIOMIENITY | ronkamu Ta mMeTog BunpobyBaHHs) [logaBaHHs OinbHUL
TA niodpinizat (Hib) y "GlaxoSmithKline Vaccines S.R.L.", Via
3AXBOPIOBAH | crnakoHi Ne 1, wo Fiorentina, 1, 1-53100 Siena, Italy ans
b, 3MiLYOTbCS nepeq npoBeAeHHA hbapMakonenHnx TecTis Ang
36YOHUKOM BUKOPUCTAHHSM: NO KOHTPOJIO SIKOCTI in-vivo, 6e3 3miH y meToaax
AKUX € 1 nonepegHbO KOHTpOrto. PegakuiniHi npaBkun Ao po3ainy
HAEMOPHILUS | HanoBHeHOMY 3.2.P.3.1. TepmiH BBEOEHHS 3MiH -
INFLUENZAE OAHOPa30BOMY 30.06.2026
THnNy B LINPpULY Y KOMMMEKTI
3 JBOMa ronkamm Ta
1 conakoHoM 3
nioginiatom (Hib) y
BaKyyMHin
CTEPUIbHIN
ynakosui; no 1
BaKyyMHin
CTEepUnbHIn ynakosLi
Y KapTOHHIl kopobui
158. | IHONIAMA®EP PO34MH ANs iH'eKLiN TOB "HIP" YkpaiHa TOB "HIP" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHuX 3a UA/0611/01/01
TUH® no 2 mn B amnyni; matepianis: 3miHu | Tuny - 3miHK 3 sKoCTiI. peuenmom
no 5 abo 10 amnyn B [oToBMI Nikapcbkui 3aci6. KoHTponb
KopobLji 3 KapTOHY 3 roTOBOrO fikapcbkoro 3acoby. 3miHa y
noniMepHoto MeToAax BUNpobyBaHHS roTOBOro
YapyHKOBOIO nikapcbKkoro 3acoby (iHLWi 3MiHN y meToaax
BKIaZKoH BUNpobyBaHb (BkMoYakoun 3amiHy abo
[OOMOBHEHHS)) 3MiHW B 3aTBEPKEHIN
mMeToauLi BUNpobyBaHHA 3a NOKa3HUKOM
«KinbkicHe BU3Ha4eHHs. [HdpnamadepTuH»
(A®Y 2.2.25). 3minu | Tvny - 3MiHKM 3 sIKOCTI.
[oToBMI Nikapcbkuin 3aci6. KoHTponb
roTOBOrO fikapcbkoro 3acoby. 3miHa y
MeToax BUNpobyBaHHS roTOBOroO
nikapcbKoro 3acoby (iHwWi 3MiHM y meTogax
BUNpobyBaHb (BKMoYakoun 3amiHy abo
[OOMOBHEHHS)) 3MiHW B 3aTBEPKEHIl
mMeToauLi BUNpobyBaHHA 3a NOKa3HUKOM
«lgeHTudikauis. XiHozon» (konboposa
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peakuisi), a caMe 3MeHLLEHHs 06’emy
peareHTy Ta BUNyYeHHs etany dinbTpadii
PO34UHY
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPoOYBaHHS rOTOBOrO NikapCbkoro 3acoby
(iHWi 3miHM y MeToaax BunpobyBaHb
(BKINtOYaYM 3aMiHy abo JONOBHEHHS))
CynyTHs 3MiHa
- 3MiHK 3 sikocTi. [oTOBMI Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneundikadi Ta/abo
[0MYyCTUMMX MEX roTOBOTO NiKapChbKOro
3acoby (iHLWi 3MiHK) 3aMiHa Ha3BM NokKasHMKa
«l'ycTuHa» Ha nokasHuk «BigHocHa ryctuHa»
(n.3 MK4, OoY*, n.2.2.5, N, metog 1).
3MminHun Il TMny - 3miHm 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHN y BUPOOHMUTBI.
3MiHK y npoueci BUPOGHMLITBa rOTOBOMO
nikapcbKkoro 3acoby, BKMoYaum NpoMiKHUIA
NpoAyKT, L0 3aCTOCOBYETLCS NpU
BUPOBHMLTBI rOTOBOIO NikapcbKoro 3acoby
(cyTTeBa 3miHa y npoueci BUpobHULTBA, sika
MOXe MaTu iCTOTHUI BIIMB Ha AKIiCTb,
6e3neky Ta e(peKTVBHICTb NikapCbKoro
3acoby) 3miHa y TEXHOMNOr4YHOMY MpOLECi
13, 3okpema 3miHa y inbTpyBansHoMy
eneMeHTi Ha cTagii npoTeoni3y
3minm Il Tvny - 3miHu 3 axocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo onyCTUMUX MeX
roToBOro nikapcbkoro 3acoby (3MiHa
3HaxoAWTbCA No3a 3aTBEPAKEHNMU
A0onNyCTMMUMMN Mexamm crieumdikauin)
3MiHa KpUTepito MPUAHATHOCTI B
cneundikauii M3 3a nokasHnkom «Cyxuii
3anuwoky. 3aTteepaxeHo: Big 28,490 no
31,150 mr/mn.
3anponoHoBaHo: Big 15,00 no 24,00 mr/mn.
3minm Il Tvny - 3miHm 3 gxocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikaui Ta/abo gonycTUMMX Mex
roTOBOro fikapcbkoro 3acoby (3MiHa
3HaxoAWTbCA No3a 3aTBEPAKEHNMU
[onycTMMUMKN Mexamu crieumdikauin) amiHa
KpUTEpIto NPUAHSTHOCTI B cneumdikauii M3
3a nokasHukom «pH» (OdY 2.2.3)

3arBepaxeHo: Big 5,0 go 7,0
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3acoby
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(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3anponoHoBaHo: Big 4,5 8o 7,5

159.

IPBETAH

Tabnetku no 300 mr
no 10 Tabnetok y
GnicTepi; no 2
Gnictepu B nayui

AT
"KVI'I'BVCbKl/I
n

BITAMIHHA
N 3ABOO"

Ykpaina

AT "KUTBCBKII
BITAMIHHW 3ABOA"

Ykpaina

BHECEHHS 3MiH 4O peecTpauifiHnX
MaTepianis: 3miHu | Tuny - 3miHn Wwopo
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKill XapakTepucTuLi
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MEAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHO OHOBIOBAHOTO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
pocrnimpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauinHuii
nepiog, abo sk pesynbTaT OLiHKM 3BITY 3
pocnigkeHb, NpoBeAEHMX BiAMNOBIOHO A0
nnany negiatpuuHux gocnimkers (PIP)
(3MiHY y3romkeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHVM OpraHom)
3MiHN BHECEHO A0 IHCTPYKUIii AN MeANYHOro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3actocyBaHHs", "MobiYHi
peakuii" BiANoBigHO 40 OHOBMEHOI
iHdopMaLii 3 6e3nekun 4jt4oi peyoBUHN.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicns
3aTBEpPAKEHHSA

3a
peuenmom

He
nidnsieae

UA/6820/01/01

160.

WOOOMAPUH®
100

Tabnetkn no 100
mkr; o 50 abo no
100 Tabnetok y
cnakoHi; no 1
dnakoHy B
KapTOHHIN kopobLyi

BEPIIH-
XEMI Al

HimevuunHa

Bupo6HuuTBO “in bulk”,
KOHTPOIb Cepili:
BEPNIH-XEMI AT,
HimeuumHa; KoHTponb
Ta BUNYCK cepint:
BEPNIH-XEMI AT,
Himeuumnna;
Bupo6HuuTBO “in bulk”,
naKkyBaHHsi Ta KOHTPOIb
cepin: MeHapiHi-®oH
XeligeH M'moX,
HimeuunHa

Himeyunna

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: TexHiyHa nomurnka (3rigHo
Haka3y MOS Big 23.07.2015 Ne 460).
BunpasneHHs TeXHIYHOT NOMWIKK, 3rigHO
n.2.4. nn. 4 posgainy VI Hakasy MO3 Ykpainn
Big 26.08.2005p. Ne 426 (y pepakuii Hakasy
MO3 Ykpainu Big 23.07.2015 p Ne 460) -
BUNPaBrieHHst TeXHIYHOI nomunkn B MKA 113,
AonyLeHoi Npu nepeHeceHHi iHdopmallii i3
opuriHanbHUX matepianis peecTpauinHoro
Oocbe, a came B 3aTBepaxeHux MKA J13
Oyno nponyLeHo nokasHuk «lgeHTudikadisa
noama-ioHiB» (pigMHHa xpomatorpadist Ph.
Eur. 2.2.29) y Cneuudikauii Ha TepMiH
NPVUAATHOCTI, KU HAsiBHWIA B po3aini
3.2.P.5.1. Cneuundikauisi (Ha BUNyck Ta Ha
TEepMiH NpUAATHOCTI).
3aTBepoxeHo:Cneundikauis (Ha TepmiH
npuaaTtHocTi). HalimeHyBaHHS nokasHuka
MeToau koHTponto JonycTumi mexi ---
3anponoHoBaHo: Cneuudikauis (Ha TepMiH
npuaaTtHocTi). HalimeHyBaHHS nokasHuka
MeToau koHTponto JonycTumi Mexi
laeHTudikauis noama-ioHiB piagnHHa
xpomaTorpadis Ph. Eur. 2.2.29
nigTBEPAKEHHS iAEHTUYHOCTI 3a 4ONOMOro
pedepeHTHOT pevyoBMHN - 3a3HaveHe
BUNpaBfieHHs Bignosigae marepianam

6e3
peuenma

UA/0156/01/01
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peecTpauinHoro Jockbe, SKi NpeacTaBneHi B
apxisi (po3ain 3.2.P.5.1. Cneumndikauisa Ha
BMNYCK Ta TEPMIH NPUAATHOCTI)
161. | KANIMIH® 60 H | Tabnetku no 60 wmr, TOB «TeBa Ykpaina [Ho3sBin Ha BUMycK cepii: HimeyunHa BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/9462/01/01
no 50 abo no 100 YkpaiHa» Mepkne M'mM6X, marepianis: 3MiHu | Tuny - 3MiHn WwWoao peuenmom
TabneTtok y onakoHi; HimeuuunHa; 6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
no 1 cnakoHy B Brpo6HuuTBO (iHLWi 3MiHW) - 3MiHN BHECEHO Y TEKCT
KopobuLi Hepo3dacosaHoi MapKyBaHHs NepBuHHOI (. 2, 5, 6) Ta
NPOoAYKLii, NnepBMHHA Ta BTOPWUHHOI (M. 11, 12, 17) ynakoBku
BTOPWHHA yNaKkoBKa: nikapcbkoro 3acoby, a Takox 3pobneHo
Knoke ®apma-Cepsic He3HayHi peAakuiviHi npaBku B iHLLNX
'M6X, HimeyuunHa; NyHKTax TEKCTY MapKkyBaHHs. BBegeHHs 3aMiH
[NepBUHHA Ta BTOPUHHA NPOTArom 6-Tn MicsUiB NicNsa 3aTBepAXEHHS
ynakoBka: Knoke
BepnakyHrc-Cepsic
'mM6X, HimevynHa
162. | KANIYM Tabnetkn, no 80 Ooiive HimeyunHa Horiye Xomeonari-YHioH HimeuunHa BHECEHHS 3MiH 0O peecTpauiiHnx be3 UA/11883/01/01
CYIIb®YPUKY TabneTtok y onakoHi; | Xomeonari- OXY-ApuHanmitTens MaTepianis: 3miHn | Tuny - 3miHn Wwopo peuenma
M CiJlb no 1 dnakoHy B YHioH OXY- 'm6X & Ko. KI 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
OOKTOPA KapTOHHIN kopobLi ApuHanmitt (iHwWi 3MiHK). 3MiHM BHeceHo y n. 17. IHLLE
LUKOCCIEPA enb mM6X & TEKCTY MapKyBaHHS BTOPUHHOI YNaKOBKM
Ne6 Ko.KI" nikapcbKoro 3acoby Woa0 BUMYYEHHS
iHdbopmaLlii MPO eKCKIMI03UBHOIO
npeAcTaBHKKa.
163. | KANIlYM Tabnetkn, no 80 Ooiive HimeyunHa Horiye Xomeonari-YHioH HimeuunHa BHECEHHS 3MiH 0O peecTpauiiHnx be3 UA/11884/01/01
DOCPOPUKYM | Tabnetoky dnakoHi; | Xomeonari- OXY-ApuHanmitrens marepianis: 3MiHu | Tuny - 3MiHn Wwoao peuenma
Cllnb no 1 cnakoHy y YHioH OXY- 'vm6X & Ko. KI 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsay
OOKTOPA KapTOHHIN kopobLyi ApuHanmitt (iHwi 3MiHK). 3MiHKM BHeceHo y n. 17. HLLE
LUKOCCNEPA enb M'v6X & TEKCTYy MapKyBaHHSA BTOPUHHOI yNakoBKN
Ne5 Ko.KI nikapcbkoro 3acoby L0A0 BUMYYEHHS
iHdbopmaLlii NPO eKCKMI3UBHOIO
npeacTaBHuVKa.
164. | KAJIYM Tabnetkn, no 80 Lonve Himeuyunna Lonye Xomeonari-YHioH HimeuuunHa BHECEHHS 3MiH 40 peecTpauiiHnx be3 UA/12586/01/01
XJITOPATYM TabneTtok y onakoHi; | Xomeonari- OXY-ApuHanmitTens MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenma
Clllb no 1 dnakoHy B YHioH OXY- 'm6X & Ko. KI 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
OOKTOPA KopoobLi ApuHanmitt (iHwWwi 3MiHK). 3MiHKM BHeceHo y n. 17. IHLLE
LUKOCCNEPA enb M'v6X & TEKCTYy MapKyBaHHSA BTOPUHHOI yNaKoBKN
Ne 4 Ko. KI nikapcbKoro 3acoby Woa0 BUMYYEHHS
iHdbopMaLii NPO eKCKM3UBHOIo
npeacraBHuVKa.
165. | KANbUIYM Tabnetku; no 80 Lonue Himeuyunna [onye Xomeonari-YHioH HimeuuunHa BHECEHHS 3MiH 40 peecTpauiiHnx be3 UA/12195/01/01
CYNb®YPUKY Tabnetok y pnakoHi; | Xomeonarti- OXY-ApuHanmitrens matepianis: 3MiHu | Tuny - 3MiHn Wwono peuenma
M ClJlb no 1 donakoHy y YHioH OXY- 'm6X & Ko. KI 6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy
OOKTOPA KapTOHHiIl kopobui ApuHanmitt (iHwWi 3MiHKM) 3MiHKM BHeceHo y n. 17. IHLLE
LUKOCCNEPA enb Mv6X & TEKCTY MapKyBaHHS BTOPUHHOI YNaKOBKMW
Ne12 Ko. KI nikapcbKkoro 3acoby LWoa0 BUMYYEHHS
iHdbopMaLUii NPO eKCKM3UBHOro
npeAcTaBHKKa.
166. | KAnbLIYM Tabnetkn, no 80 Hoiiue HimeyunHa [oiye Xomeonari-YHioH HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHnx be3 UA/12196/01/01
®IYOPATYM TabneTok y prakoHi; | Xomeonarti- OXY-ApuHanmitTenb matepianis: 3MiHu | Tuny - 3MiHn Wwono peuenma
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

Clib
OOKTOPA
LUIOCCNEPA
Ne1

no 1 donakoHy y
KapTOHHiI kopobui

YHioH OXY-

ApuHaimiTT

enb M'mM6X &
Ko. KI

'M6X & Ko. KI

6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK). 3MiHKM BHeceHo y n. 17. IHLLE
TEKCTYy MapKyBaHHS BTOPUHHOI yNakoBKM
nikapcbkoro 3acoby LWoa0 BUMYYEHHS
iHdbopmaLlii NPO eKCKMI03UBHOIO
npeacTaBHuVKa.

167.

KANbLUIYM
DOCDOPUKYM
Clib
OOKTOPA
LUKOCCNEPA
Ne 2

Tabnetku; no 80
TabneTok y dnakoHi;
no 1 donakoHy y
KapTOHHIl kopobui

Oovive
Xomeonarti-
YHioH OXY-
ApuHanmiTT
enb MM6X &

Ko. KI

Himevuunna

[onye Xomeonarti-YHioH
OXY-ApuHanmitrens
'M6X & Ko. KI

Himevunna

BHECEHHS 3MiH 40 peecTpauifiHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwoao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW) - 3MiHK BHeceHo y n. 17. IHLLE
TEKCTYy MapKyBaHHS BTOPUHHOI yNaKoBKN
nikapcbkoro 3acoby LWoa0 BUMYYEHHS
iHCbopMaLii NPO EKCKIH3NBHOIO
npeacTaBHuvKa.

be3
peuenma

UA/12197/01/01

168.

KAHOI®OPC-
100

Kancynu Teepgi no
100 wmr, no 10
kancyn y énicrepi;
no 3 Gnictepu B
KapTOHHIN ynakoBLi

MAHKAMHL
®APMA
NIMITER

IHAis

KoxaHc INandcarneHc
JlimiTen

IHgia

BHECEHHS 3MiH 4O peecTpauinHuX
MaTtepianis: 3miHn | Tuny - 3miHn Wwopo
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
BBeneHHs abo 3MiHu [0 y3aranbHeHWX
[aHuX Npo cuctemy hapMakoHarnsgy
(BBEAEHHSA y3aranbHEHUX AaHUX MPO
cuctemy papmakoHarnsgy, amiHa
YMOBHOBaXeHOoi ocobw, BiANOBiAanbHOI 3a
3[iNCHEHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnagy 3asBHuUKa Ansi
3AiNCHEeHHA dhapmakoHarnsay B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNMOBHOBaXEHO|
ocobu, BianoBiaanbHOT 3a 3AiNCHEHHS
dapmakoHarnsaay (BKIOYaUM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darina cuctemu chapmakoHarnsigy) 3miHa
YMOBHOBaXeHOI 0cobu 3asiBHMKa,
BignoBiganbHoi 3a hapMakoHarnsag.
[Hitoua pepakuisi: Pagxat CiHran / Rajat
Singal. MNponoHoBaHa peaakuisi: Op. Hity
Cinxa / Dr. Nitu Sinha. 3miHa KOHTaKTHKX
[OaHnX yroBHOBaXeEHOi ocobu,
BignosiganbHoi 3a dapMakoHamsg

3a
peuenmom

UA/17640/01/01

169.

KETOOEKCA

TabneTkn, BKpUTI
NniBKOBOIO
060soHKo, no 25
mr; no 10 TabneTok
y 6nicTepi; no 1 abo
no 3 Gnictepny
KopobLi

TOB
«[lMpeacTaBH
MuTBO
BAYM
OAPM
MBX»

Ykpaina

TOB «<ACTPAGAPM»

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHuX
matepianis: 3miHa 3asBHuka J13 (MIBI)
(BnacHuka peecTpauiiHoro NocBigYeHHs)
(3rigHo Hakaszy MO3 Big 23.07.2015 Ne 460):
TepmiH BBeQEHHS 3MiH NpOTAroM 6 micauis
nicns 3aTtBepaKeHHs. 3MiHu | Tuny - 3miHn
wopno 6esnekun/edekTMBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHu go
y3arasnibHeHMX JaHWX Npo cUcTemy
cbapmakoHarnsgy (BBeAeHHs y3ararbHeHUx
[AaHux npo cuctemMy chapmMakoHarnsgy, 3aMiHa
YMOBHOBaXeHOi 0cobw, BignosigansHoi 3a
3[iicHeHHs hapmakoHarnagy; KOHTaKTHOT
ocobu 3 hapmakoHarnaay 3asBHuUKa Ansi

3a
peuenmom

He
nidnsieae

UA/16020/01/01




[TponoBkeHHs JoaaTKa 3

94
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3aiicHeHHs hapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI|

ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKMOYaKUmM KOHTaKTHI
AaHi) Ta/abo 3miHWM y po3MilLEeHHi MacTep-
canina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBa)eHOI 0cobu 3asiBHMKA,
BignosiganbHoi 3a hapMakoHarnsag. ditova
pepnakuis: LoskoBa IpnHa BaneHTuHiBHa.
MponoHoBaHa peaakuis: Bucoubka Onbra
"puropisHa. 3MiHa KOHTaKTHUX AaHWX
yNOBHOBa)eHOI 0cobu 3asiBHMKA,
BignosigansHoi 3a chapmakoHarnsg. 3miHa
MiCLIe3HaxomKeHHA MacTep-channa cuctemm
chapmakoHarnagy Ta noro Homepa.
3MiHa Micus 30iNCHEHHSI OCHOBHOT
AianbHocTi 3 apmakoHarnsaay. 3miim | Tuny
- 3MiHu wopo 6eanekn/edeKTUBHOCTI Ta
dapmakoHarnagy (iHwi 3amiHn) OHoBREHHS
TEKCTYy MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
ynaKkoBOK fikapcbkoro 3acoby, 3okpema
BUNYYEHHS iHCpopMaLii, 3a3HavYeHoi
POCINCBKOK MOBOIO, Ta BHECEHHSI
penakuinHMX NpaBoK NO TEKCTY. TepMiH
BBEAEHHSA 3MiH NpOTAroM 6 micauis nicns
3aTBepAKeHHA. 3MiHu | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaXXEHHS OiSANbHOCTI
BMPOGHMWKa/imnopTepa roToBoro nikapcbKoro
3acoby, BKMYa4m AinbHUL BUNycky cepii
abo micLe npoBeAeHHS KOHTPOHO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHWK/IMNOPTEP, BKINOYAKOUN BUMYCK
cepin) 3miHa agpecu BupobHuka M3
Ketopekca, a came 3 (08132, Kuiscbka 061.,
KneBo-CBATOLMHCBKUI p-H., M. BuliHese,
Byn. Kuiecbka, 6) Ha (08132, Kuiscbka 0br.,
ByyaHcbkui p-H, M. BuwwHese, Byn.
KuiBcbka, 6.). Micue3HaxomxeHHs Ta
BUPOOGHMYI MpoLeCH OinbHULI HE 3MIHUIKCB.
3MiHWM BHECEHO B iHCTPYKLit0 ANs MEANYHOrO
3aCTOCYBaHHs1 NikapCcbKoro 3acoby y po3ain
«MicuesHaxompkeHHs BUpOOHMKa Ta agpeca
MiCList MPOBAKEHHS NOro AisiNbHOCTi» 3
BigMNOBIgHVMMW 3MiHAMU Y TEKCTi MapKyBaHHS
ynakoBKM nikapcbKkoro 3acoby. TepMiH
BBEAEHHS 3MiH NPOTSrom 6 micauiB nicns
3aTBEPKEHHS.
BHECEHHS 3MiH IO peecTpaLiiHnX 3a He UA/7034/01/01
matepianis: 3MiHu | Tuny - 3MiHn Wwono peuenmom nionsieae

HOBEN INAY CAHAI BE | TypeuuuHa
TIIKAPET A.LL.

170. | KNNABEN® 500 TabneTkn, BKpUTI HOBEN TypeuunHa
obonoHkot, no 500 | ITAY CAHAI
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

Mr; N0 7 TabneTok y
GnicTepi; no 2
Gnictepn y
KapTOHHIN ynakoBLj

BE
TIIKAPET
AL

6e3nekn/ehbeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHW y KOPOTKil XapakTepucTui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUiT ANS MEAWNYHOro 3aCTOCYBaHHS
reHepu4HUX/ribpuaHnx/GionodibHUx
nikapcbkux 3acobiB Nicns BHECEHHS TiEl
caMoi 3MiHM Ha pedbepeHTHUI NpenapaT
(3miHa He noTpebye HagaHHS XOOHMX HOBUX
[o[aTkoByx AaHnx) 3MiHW BHECEHO A0
IHCTPYKUiT ANS MEAWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "lMoka3aHHs",
"MpoTunokasaHHs", "B3aemogis 3 iHwumn
nikapcbkumm 3acobamu Ta iHWi BUAK
B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
"MepenosyBaHHs", "IMobGiyHi peakLii”
BiANOBIgHO A0 iHhopMaLii woao meanyHoro
3aCcTOCyBaHHS pedepeHTHOro nikapcbKoro
3acoby (KNALWI, TabneTkun, BKpUTI
NniBkOBOK 060NOHKO). BBEAEHHS 3MiH
NpoTArom 6-T MicSILLB NMicNsi 3aTBEpPAKEHHS

171.

KINOCAPT®

TabneTtkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 25
Mr no 14 TabneTok y
Gnictepi, no 1, 2 abo
6 6nicTepis B
KapTOHHIN ynakoBLj

TOB
"TNEOGAP
M NTO"

Ykpaina

TOB "KYCYM ®APM",
YkpaiHa
abo
TOB «MEOPAPM
NTO», YKkpaiHa

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkui 3aci6. 3MiHN Y
BMPOGHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUpOBHMUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOro fikapcbKoro 3acoby (AinbHWUs, Ha
AKii NpoBoAATLCA OyAb-5Ki BUPOOHWI
cTapii, 3a BUHATKOM BUMYCKy CEpIlA,
KOHTPOIO SIKOCTi, NEPBMHHOIO Ta
BTOPWHHOIO NaKyBaHHSI, ANl HECTEPUIBbHUX
nikapcbkux 3acobis) - CynyTHA 3miHa - 3MiHK
3 gKkocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUpOBHMUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roToBOro NikapcbKoro 3acoby (AinbHUUS Anst
BTOPWHHOIO NMaKyBaHHSA) - CynyTHS 3MiHa -
3MiHu 3 skocTi. FoToBUIA Nikapcbkuii 3aci6.
3MiHu y BUpoGHMUTBI. 3amiHa abo BBeOEHHS
[04aTKOBOI AinbHULI BUpOOHMUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOro fikapcbKoro 3acoby (AinbHUUs Ans
NEPBUHHOIO NaKyBaHHS1) - BBEAEHHS
anbTepHaTUBHOro BUpobHunka TOB
"TNEOPAPM NTAH", YkpaiHa
BignoBigansHoOro 3a BUpOOHULTBO,
nepBUHHE, BTOPUHHE NakyBaHHS. 3MiHu €
PiLIEHHS1 MEHeI)KMEHTY KOMNaHii 3 MeToto
onTumi3aui iBMpobHULUTBa Ta Bi3Hec
npowecis.

3a
peuenmom

He
nidnsieae

UA/8765/01/01
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3miHK 3
sKocTi. [oToBUI Nikapcbkui 3aci6. 3miHn y
BUPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYOTbCH BUMYCKY Cepii Ta KOHTPOO
SIKOCTi rOTOBOrO Jlikapcbkoro 3acoby (3amiHa
abo gopaBaHHSA BUPOGHMKa, Lo Bignosigae
3a BBe3eHHs Ta/abo Bunyck cepii) -
Bkntoyatoum KOHTponb/BMNpobyBaHHSA cepii -
BBEJEHHS anbTepHaTUBHOIO BUPOBHUKa
TOB "TTIEAPAPM NTA", Ykpaina
BiANOBiganNbHOro 3a BUMNYCK cepii,
BKITHO4A0YM KOHTPOSIb SIKOCTI. 3MiHM €
PiLLEHHSI MEHEMKMEHTY KOMMNaHii 3 MeTo
onTuMmisauii BMpobHuUTBa Ta 6isHec
npoueciB. 3MiHM BHECEHO B IHCTPYKLilO A4S
MeOMYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby y po3ainu "BUpo6HuK",
"Micue3HaxomkeHHsi BUpoOHUKa Ta agpeca
MiCLsi NPOBaPKEHHS OO OisAnbHOCTI" 3
BiANOBIQHUMW 3MiHAMM B TEKCTi MapKyBaHHSA
ynakoBoK. BBegeHHsA 3MiH npoTarom 6-tu
MiCSILiB MiCNsi 3aTBEPAXKEHHS.

172.

KINOCAPT®

TabneTkn, BKPUTI
NniBKOBOKO
obornoHkoto, no 50
Mr, no 14 TabneTok
y bnictepi; no 1, 2
abo 6 bricTtepis B
KapTOHHIN ynakoBLj

TOB
"TNEOGAP
M NTO"

Ykpaina

BMPOOHMLTBO, NEPBUHHE
nakyBaHHsI, BTOPVHHE
nakyBaHHS, KOHTPOIb

SIKOCTI, BUNYCK cepil
abo
BTOPWHHE NaKyBaHHS,

KOHTPOMb AKOCTi, BUNYCK

cepii 3 npoaykuii in bulk:
TOB "KYCYM ®APM",

YkpaiHa
abo

BMPOBHMLTBO, NepBUHHE
nakyBaHHs!, BTOPVHHE
nakyBaHHSI, KOHTPOIb
AKOCTI, BUMNYCK cepii

abo

BMPOGHMLTBO Npoaykuii

in bulk:
KYCYM XENTXKEP
MBT NTA, Inais

abo
BMPOOHMLTBO, NEpBUHHE
nakyBaHHsi, BTOPUHHE
nakyBaHHs1, KOHTPOIb
SIKOCTI, BUNYyCK cepil
abo
BTOPWHHE NaKyBaHHS,

Ykpaina/
Inpis/

BHECEHHS 3MiH 4O peecTpauinHuX
maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[o[aTkoBOI AinbHULI BUpobHULTBa Ans
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOro NikapcbKoro 3acoby (AinbHUUSs, Ha
AIKii NpoBoAATLCA OyAb-5Ki BUPOOHW
cTapii, 3a BUHATKOM BUMYCKy CEpIlA,
KOHTPOIO SIKOCTi, NEPBMHHOIO Ta
BTOPUHHOIO NaKyBaHHSI, ANl HECTEPUIBbHUX
nikapcbkux 3acobis) - CynyTHA 3miHa - 3MiHK
3 gKkocTi. FoToBWIA Nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUpObHMUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOro MikapcbKoro 3acoby (AinbHUUs Ans
BTOPWHHOIO MaKyBaHHS) - CynyTHS 3MiHa -
3MiHu 3 sikocTi. FoToBUIA Nikapcbkuii 3aci6.
3MiHu y BUpoGHMUTBI. 3amiHa abo BBeOEHHS
[04aTKOBOI AiNbHULI BUpOOHMUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOro fikapcbKoro 3acoby (AinbHUUsS Anst
NEPBUHHOIO NaKyBaHHS1) - BBEAEHHS
anbTepHaTUBHOro BUpobHunka TOB
"TNEOPAPM NTAH", YkpaiHa
BignoBigansHoOro 3a BUpOOHULTBO,
nepBUHHE, BTOPUHHE NaKyBaHHS. 3MiHu €

3a
peuenmom

He
nidnsieae

UA/8765/01/02
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

KOHTPOIIb SIKOCTi, BUMYCK
cepil 3 npoaykuii in bulk:
TOB «MEO®APM
NTO», YkpaiHa

PiLLEHHSI MEHEKMEHTY KOMMNaHii 3 MeToo
onTuMmi3aui iBMpobHMLUTBa Ta GisHec
npouecis.

BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3miHK 3
sIKocTi. [oToBUI Nikapcbkui 3aci6. 3miHn y
BUPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYOTbCH BUMYCKY Cepii Ta KOHTPOO
SIKOCTi rOTOBOrO Jlikapcbkoro 3acoby (3amiHa
abo gopaBaHHSA BUPOGHMKa, Lo Bignosigae
3a BBe3eHHs Ta/abo Bunyck cepii) -
Bkntouatoum KOHTponb/BUNPoByBaHHSA cepii -
BBEJEHHS anbTepHaTUBHOIO BUPOOHUKa
TOB "TTIEAPAPM NTA", YkpaiHa
BiANOBiganNbHOro 3a BUMNYCK cepii,
BKITHO4aK0YM KOHTPOSIb SKOCTI. 3MiHM €
PiLLEHHSI MEHEMKMEHTY KOMMNaHii 3 MeTo
onTuMmisauii BMpobHuUTBa Ta 6isHec
npoueciB. 3MiHN BHECEHO B IHCTPYKLilO Ans
MeOMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ainu "Bupo6HuK",
"Micue3HaxomkeHHsi BUpoOHUKa Ta agpeca
MiCLsi NPOBaPKEHHS OO OisAnbHOCTI" 3
BiANOBIAHUMW 3MiHAMM B TEKCTi MapKyBaHHS
ynakoBoK. BBegeHHsA 3MiH npoTarom 6-tn
MiCSILiB Micnsi 3aTBEPAXKEHHS.

173.

KINOCAPT®

TabneTkn, BKpUTI
NniBKOBOO
o6onoHkot, no 100
mr, no 14 TabneTtok
y bnictepi, no 1, 2
abo 6 bricTtepis B
KapTOHHIN ynakoBLi;
no 10 Tabnetok y
6nictepi; no 3, 9 abo
10 6nicTepis B
KapTOHHIN ynakoBLj

TOB
"TNEOGAP
M NTO"

YkpaiHa

BMPOBOHMLTBO, NEPBUHHE
nakyBaHHsi, BTOPUHHE
naKkyBaHHS, KOHTPOIb

SIKOCTI, BUNYCK cepil
abo
BTOPWHHE NaKyBaHHS,

KOHTPOMb AKOCTi, BUNYCK

cepii 3 npoaykuii in bulk:
TOB "KYCYM ®APM",

YkpaiHa
abo

BMPOBHMLTBO, NEpBUHHE
nakyBaHHsi, BTOPVHHE
nakyBaHHs1, KOHTPOIb
AKOCTI, BUMYCK cepii

abo

BMPOGHMLTBO Npoaykuii

in bulk:
KYCYM XENTXKEP
MBT NTA, Inais
abo

BMPOOHMLTBO, NEpBUHHE
nakyBaHHsi, BTOPUHHE
nakyBaHHSi, KOHTPOIb
SIKOCTI, BUNYyCK cepil

YkpaiHa/
IHgia

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3miHK 3 sKoCTiI.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[o4aTKoBOI AinbHULI BUpobHULTBa Ans
YacTUHM abo BCbOro BUPOGHMYOro npouecy
roToBOro fikapcbKoro 3acoby (AinbHUUs, Ha
AIKii NpoBoAATLCA OyAb-5Ki BUPOOHW
cTapii, 3a BUHATKOM BUMYCKy CEpIlA,
KOHTPOIO SIKOCTi, NEPBMHHOIO Ta
BTOPUHHOIO NaKyBaHHSI, ANl HECTEPUIbHUX
nikapcbkux 3acobis) - CynyTHA 3miHa - 3MiHK
3 gKocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUpOOHMUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOro fikapcbKoro 3acoby (AinbHUUs Ans
BTOPWHHOIO MaKyBaHHS) - CynyTHS 3MiHa -
3MiHu 3 sikocTi. FoTOBUIA Nikapcbkuii 3aci6.
3MiHu y BUpoGHMUTBI. 3amiHa abo BBeOEHHS
[04aTKOBOI AiNbHULI BUpOOHMUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOro fikapcbKoro 3acoby (AinbHUUsS Anst
NEPBUHHOIO NaKyBaHHS1) - BBEAEHHS
anbTepHaTuBHOro BUpobHunka TOB

3a
peuenmom

He
nidnsieae

UA/8765/01/03




98 ITponoBkeHHs goaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
abo "TNEQPAPM NTAH", YkpaiHa
BTOPVHHE NaKyBaHHs, BiANOBiganbHOro 3a BUPOBHULTBO,
KOHTPOb SIKOCTi, BUNYCK NnepBUHHE, BTOPUMHHE NaKyBaHHS. 3MiHU €
cepii 3 npoaykuii in bulk: PiLLIEHHSI MEHEI)KMEHTY KOMNaHii 3 MeToto
TOB «MEO®APM onTumisaui iBupobHuLTBa Ta GisHec
NTO», YkpaiHa npouecis.

BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3miHK 3
siKocTi. [oToBUMI Nikapcbkui 3aci6. 3miHn y
BUPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYOTbCH BUMYCKY Cepii Ta KOHTPOO
SIKOCTi rOTOBOrO Jlikapcbkoro 3acoby (3amiHa
abo gopaBaHHs BUpPOGHMKa, Lo Bignosigae
3a BBE3€eHHsA Ta/abo BMNycK cepii) -
Bkntouatoum KOHTponb/BUNPoByBaHHSA cepii -
BBEJEHHS anbTepHaTUBHOIO BUPOOHUKa
TOB "TTIEAPAPM NTA", YkpaiHa
BiANoOBiganNbHOro 3a BUMNYCK cepii,
BKITHOYa0YM KOHTPOSIb SKOCTI. 3MiHM €
PiLLEHHSI MEHEMKMEHTY KOMMNaHii 3 MeTo
onTuMmisauii BMpobHuUTBa Ta 6isHec
npoueciB. 3MiHM BHECEHO B IHCTPYKLilO 4ns
MeOMYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby y po3ainu "BupobHuK",
"Micue3HaxomkeHHsi BUpoOHUKa Ta agpeca
MiCLst NPOBaPKEHHS OO OisAnbHOCTI" 3
BiANOBIHNMU 3MiHAMUW B TEKCTI MapKyBaHHS
ynakoBoK. BBeeHHs 3MiH NpoTArom 6-tu
MiCSILiB Micnsi 3aTBEPAXKEHHS.

174. | KNNOCAPT® TabneTkn, BKpUTI TOB YkpaiHa KYCYM XENTXKEP IHAis BHECEHHS 3MiH 10 peecTpaLiiHuX - UA/20514/01/01
NNiBKOBOK "TMEOPAP MNBT NTA matepianis: 3miHu | Tuny - 3miHK 3 sKoCTiI.
obornoHkoto, no 50 MnaTao" [oToBMI Nikapcbkuin 3aci6. 3MiHN Y
Mr, in bulk: Ne2520 BMPOGHMUTBI. 3amiHa abo BBeAEHHS
(14x180): no 14 [o4aTKoBOI AinbHULUI BUpobHULTBa Ans
Tabnetok y 6nictepi; YacTnHU abo BCbOro BUPOGHMYOro npoLiecy
no 180 6nicTepiB y roTOBOro NikapcbKoro 3acoby (AinbHUUSs, Ha
KapTOHHiI kopobui AKi NpoBoAATLCA OyAb-5Ki BUPOOHWI

cTapii, 3a BUHATKOM BUMYCKy CEpIlA,
KOHTPOIO SIKOCTi, NEPBMHHOIO Ta
BTOPUHHOIO NaKyBaHHSI, ANsl HECTEPUIBbHUX
nikapcbkux 3acobis) - CynyTHSA 3miHa - SMiHK
3 gKkocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUpOOHMUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOro fikapcbKoro 3acoby (AinbHUUsS Anst
BTOPWHHOIO MaKyBaHHS) - CynyTHS 3MiHa -
3MiHu 3 sikocTi. FoTOBUIA Nikapcbkuii 3aci6.
3MiHu y BUpoGHMUTBI. 3amiHa abo BBeOEHHS
[04aTKOBOI AinbHULI BUpOBHMUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

roToBOro MikapcbKoro 3acoby (AinbHUUsS Ans
NepPBUHHOIO NaKkyBaHHS) - BBEAEHHS
anbTepHaTUBHOro BMpobHuka TOB
"TNEQPAPM NTAH", YkpaiHa

BiANOBiganbHOro 3a BUPOBHULTBO,

nepBUHHE, BTOPUHHE NakyBaHHSA. 3MiHu €

PiLLEHHS] MEHEKMEHTY KOMMNaHii 3 MeToo
onTumi3aui iBMpobHMLUTBa Ta GisHec

npouecis.

BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3miHK 3
sikocTi. [oToBUI Nikapcbkuii 3aci6. 3miHn y
BMPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCH BUMYCKY Cepii Ta KOHTPOO
SIKOCTi rOTOBOrO Jlikapcbkoro 3acoby (3amiHa
abo gopaBaHHs BUPOGHMKa, Lo Bignosigae
3a BBE3€eHHsA Ta/abo BMNycK cepii) -
Bkntouatoum KOHTponb/BUNPobyBaHHSA cepii -
BBEJEHHS anbTepHaTUBHOIO BUPOOHUKa
TOB "TTIEAPAPM NTA", Ykpaina
BiANOBiganNbHOro 3a BUMNYCK cepii,
BKITHOYaK0YM KOHTPOSIb SKOCTI. 3MiHM €
PiLLEHHSI MEHEMKMEHTY KOMMNaHii 3 MeTo
onTumisauii BMpobHuUTBa Ta 6isHec
npouecis. BBegeHHs 3miH npoTarom 6-tn
MiCSILiB Micnsi 3aTBEPAXKEHHS.

175. | KINOCAPT® TabneTkn, BKpUTI TOB YkpaiHa KYCYM XENTXKEP IHAis BHECEHHS 3MiH 10 peecTpaLiiHuX - UA/20514/01/02
NNiBKOBOK "TMEOPAP MNBT NTA matepianis: 3miHu | Tuny - 3miHK 3 sKoCTiI.
obornoHkoto, no 100 MnaTao" [oToBMI Nikapcbkuin 3aci6. 3MiHN Y
mr; in bulk: Ne1800 BMPOGHMLTBI. 3amiHa abo BBeAEHHS
(10x180): no 10 [o4aTKoBOI AinbHULI BUpobHULTBa Ans
Tabnetok y 6nictepi; YacTnHU abo BCbOro BUPOGHMYOro npoLiecy
no 180 6nicTepiB y roToBOro fikapcbKoro 3acoby (AinbHUUs, Ha
KapTOHHiI kopobui AIKii NpoBoAATLCA OyAb-5Ki BUPOOHW

cTapii, 3a BUHATKOM BUMYCKy CEpIlA,
KOHTPOIO SIKOCTi, NEPBMHHOIO Ta
BTOPUHHOIO NaKyBaHHSI, ANl HECTEPUIbHUX
nikapcbkux 3acobis) - CynyTHA 3miHa - 3MiHK
3 gKocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUpOOHMUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOro fikapcbKoro 3acoby (AinbHUUs Ans
BTOPWHHOIO MaKyBaHHS) - CynyTHS 3MiHa -
3MiHu 3 sikocTi. FoTOBUIA Nikapcbkuii 3aci6.
3MiHu y BUpoGHMUTBI. 3amiHa abo BBeOEHHS
[04aTKOBOI AiNbHULI BUpOOHMUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOro fikapcbKoro 3acoby (AinbHUUsS Anst
NEPBUHHOIO NaKyBaHHS1) - BBEAEHHS
anbTepHaTuBHOro BUpobHunka TOB
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

"TNEQPAPM NTAH", YkpaiHa
BiANOBiganbHOro 3a BUPOBHULTBO,
nepBUHHE, BTOPUHHE NakyBaHHSA. 3MiHu €
PiLLEHHSI MEHEKMEHTY KOMMaHii 3 MeToo
onTuMmi3aui iBMpobHMLUTBa Ta GisHec
npouecis.

BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3miHK 3
siKocTi. [oToBUMI Nikapcbkui 3aci6. 3miHn y
BUPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYOTbCH BUMYCKY Cepii Ta KOHTPOO
SIKOCTi rOTOBOrO Jlikapcbkoro 3acoby (3amiHa
abo gopaBaHHs BUpPOGHMKa, Lo Bignosigae
3a BBE3€eHHsA Ta/abo BMNycK cepii) -
Bkntouatoum KOHTponb/BUNPoByBaHHSA cepii -
BBEJEHHS anbTepHaTUBHOIO BUPOOHUKa
TOB "TTIEAPAPM NTA", YkpaiHa
BiANoOBiganNbHOro 3a BUMNYCK cepii,
BKITHOYa0YM KOHTPOSIb SKOCTI. 3MiHM €
PiLLEHHSI MEHEMKMEHTY KOMMNaHii 3 MeTo
onTuMmisauii BMpobHuUTBa Ta 6isHec
npouecis. BBeaeHHs 3miH npoTarom 6-tn
MiCSILiB MiCNsi 3aTBEPAXKEHHS.

176.

KOJINTIOMAK®
M

PO34MH HaLLKIpHWUIA
167,0 mr/r; no 10 mn
y donakoHi, no 1

drakoHy y
KapTOHHiI kopobui

ATTEKCOAP
M IMBX
nTh

Cnony4yeHe
KoponisctBo

MegiHdap
MaHydakTypiHr C.A.

MopTyranis

BHECEHHS 3MiH 4O peecTpauinHuX
MaTepianis: 3miHu | Tuny - 3miHn Wwopo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLi
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MEAMYHOro 3aCTOCYBaHHS Ha
niacTasi perynsipHO OHOBMIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
AocrimpkeHb 3 6esnekn 3acTocyBaHHA
nikapcbkoro 3acoby B nicnsipeecTpauiiHin
nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
[ocnigkeHb, NpoOBeAEHMX BigMNOBIAHO OO
nnaHy negiatpuuHux gocnimxkers (PIP)
(3MiHY y3romkeHo 3 KOMNETEHTHUM
YMOBHOBaXXEHVIM OpraHom)
3MiHU BHeCEeHO A0 IHCTPYKLUii AN MeauyYHoro
3acTocyBaHHs nikapcbkoro 3acoby Ao
po3giny "3acTtocyBaHHS y nepion BariTHOCTi
abo rogyBaHHs rpyaar” BignosigHo Ao
OHOBIeHOT iHopMaLii 3 6e3neku gitoyoi
PEYOBUHYM (KMCMOTKM caniyumnoBoi) 3rigHo 3
pekomeHgauisimu PRAC. CynyTHs 3MiHa -
3miHun wopao 6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. BHeceHHs abo 3miHa(n)
[0 3000B'A3aHb Ta yMOB BMAaYi
peecTpaLiiHOro NOCBIgYEHHS, BKIOYaoum
[MnaH ynpaeniHHA pusmkamMm (3acTOCyBaHHSA
TEKCTY, SIKUA NOTOAXKEHWUN 3 KOMNETEHTHUM

6e3
peuenma

UA/17397/01/01
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

opraHom) 3asiBHUKOM HaZaHO OHOBIEHWI
MnaH ynpasniHHA pusnkamm Bepcisa 2.0.
3MiHM BHeceHOo A0 YacTuH:| «3aranbHa
iHopMmauisy, V «3axogu 3 MiHimizawji
pusukie», VI «Pestome nnaHy ynpasniHHA
pusmkammny, VIl «dogatku» y 3B’s3Ky 3
OHOBJIEHHSAM PYTUHHUX 3ax04iB 3 MiHiMi3auii
pu3uKiB BHACNiAOK OHOBMEHHS iHcbopmalii B
NPOEKTi IHCTPYKLUiT A4Nna MeandyHoro
3acTocyBaHHs pekoMeHaauii Ha nigcTaBi
pekomeHaauii PRAC. Pesiome lNMnany
ynpaeniHHA puankamu Bepcis 2.0
[04aeTbesl.

177.

KOHTPAMNIN®

cynosuTopii
BariHanbHi, no 0,015
r no 5 cynosuropiis
B 6nictepi, no 1
Gnictepy B navui 3
KapTOHY

KonekTneHe
HayKoBO
BMpOBagXyB
anbHe mane
nianpuemcTs
0 "lcHa"

Ykpaina

lMpuBaTHe akuioHepHe
TOBapPUCTBO "Jlekxim-
Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BeeaeHHs abo 3MiHu [0 y3aranbHeHWX
OaHunx npo cuctemy chapmakoHarnsgy
(BBEOEHHSA y3aranbHEHVX AaHNX Npo
cuctemy cbapmakoHarnsagy, 3amiHa
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
34INCHEHHA dhapMakoHarnsay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsaay 3asBHVKa A4S
30iNCHEHHs hapmakoHarnaay B YKpaii,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BignoBiganbHoi 3a 34iINCHEHHS
dapmakoHarnsay (BKMHOYaKUmM KOHTaKTHI
OaHi) Ta/abo 3MiHKM y po3milLeHHi MacTep-
darna cuctemn hapmakoHarnsgy) 3miHa
yMNOBHOBaXeHOoI 0cobu 3asiBHUKa,
BignoBigansHoil 3a dhapmakoHarnag,.
[itova pepakuisi: TkayeHko TeTsiHa
MeTpiBHa. [ponoHoBaHa pedakuis:
CaByeHko Haranis BitaniiBHa. 3miHa
KOHTaKTHMX AaHNX YNOBHOBAXEHOi 0cobm
3asBHMKa, BiAnNoBiaanbHoI 3a
apmakoHarnsig. 3miHa Homepa macTep-
darina cuctemun hapmakoHarnsgy.

bes3
peuenma

UA/19545/01/01

178.

KOPIMIKOH

PO34nH ANS iH'EKLN,
0,6 mr/mn; no 1 mn B
amnyni; no 10 amnyn
y nauvui 3 KapToHy;
no 1 mn B amnyni;
no 10 amnyny
GnicTepi; no 1
Gnictepy B nauui 3
KapToHy; no 1 mn B
amnyni; no 5 amnyn
y GnicTepi; no 2
Gnictepw B nayui 3
KapTOHY

TOBAPUCT
BO 3
OBMEXEH
(e]0]
BIAMNOBIOA
JIbHICTIO
«KOPINOPA
LA
«300POB’A

»

YkpaiHa

KOHTPOIb SIKOCTi, BUMYCK
cepii:
ToBapwucTBo 3
obMexeHo
BignoBiganbHiCcTIO
"NocnigHuii 3aBog
"rHUnc",
YkpaiHa
BCi cTagii BUpoObHMLTBA,
KOHTPOrb SIKOCTi, BUMYCK
cepii:
ToBapwucTBo 3
0BMEeXeHOoH

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | Tuny - 3MiHK Wwono
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy
(iHwWi 3MiHKM) OHOBNEHHSI TEKCTY MapKyBaHHS!
NepBUHHOI Ta BTOPUHHOI YNaKoBOK
nikapcbkoro 3acoby, a came:

- BUIyYeHo iHdopMaLito, 3a3HaveHy
POCINCLKOK MOBOIO;

- MepeHeceHO MiXXHapOAHi MO3HAYEeHHS
OAVHMWLb BUMIPIOBaHHS;

- YTOYHEHO iHdhopMaLiio Woao norotuny
3as9BHUKA Ta TEXHIYHOI iHcbopmaLlii;

- BHECEHO He3HauHi peJakuinHi NpaBku B

3a
peuernmom

UA/4857/02/01
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

BigNOBiganbHICTHO
"PapmaueBTUYHa
KomMnaHis "3gopos's”,
YkpaiHa

TEKCT MapKyBaHHS1 YNakoBOK fikapCbKOro
3acoby.
TepMmiH BBeAEHHS 3MiH NPOTAroM 6 micsauis
nicnsa 3aTBepAXEHHS.

179.

KOPLEPIA AM

Tabnetku no 4 mr/5
mr, no 10 TabneTok
y 6nictepi; no 3
6nictepu y nayui 3
KapTOHY

AT
"dapmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkui 3aci6. Cuctema
KOHTEeWHep/3aKkynoptoBanbHui 3acio. 3MiHa y
NEPBUHHIN yNakoBLj rOTOBOrO fikapCbKoro
3acoby (SIKiCHWI Ta KinbKiCHWIA cknag) -
TeepaAi nikapcbki POPMU - BHECEHHS 3MiHN
0o p. 3.2.P.7. Cnucrema koHTelnHep/
3aKkynoptoBarbHui1 3acib, a came 3amiHa
matepiany 6rictepHoi ynakoBKu: NniBKy
nonisiHinxnopuagHy (PVC) Ha conbry
namisosaHy NBX Ta noniamigom
(PVC/AIU/PA). 3 Tabnetkammn KOHTaKTye Luap
(PVC). 3atBepaxeHo: PVC - Alu
3anponoHoBaHo: PVC/Alu/PA- Alu

3a
peuenmom

UA/20544/01/01

180.

KOPLAEPIA AM

Tabnetku no 4 mr/10
mr, no 10 TabneTtok
y 6nictepi; no 3
fnictepn y nayui 3
KapTOHY

AT
"®dapmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
[oToBWI nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa y
NEPBUHHIN yNakoBLji rOTOBOrO fikapCbKoro
3acoby (AKiCHWI Ta KinbKiCHUIA cknaga) -
TBepaAi nikapcbki OPMM - BHECEHHS 3MiHN
no p. 3.2.P.7. Cuctema koHTenHep/
3aKkynoptoBarnbHui 3acib, a came 3amiHa
matepiany 6ricTepHoi ynakoBKu: NniBKy
nonisiHinxnopuaHy (PVC) Ha donbry
naminoBaHy MNMBX Ta noniamigom
(PVC/AIU/PA). 3 TabneTkammn KOHTaKTye Luap
(PVC). 3atBepaxeHo: PVC - Alu
3anponoHoBaHo: PVC/Alu/PA- Alu

3a
peuenmom

UA/20544/01/02

181.

KOPOEPIA AM

Tabnetku no 8 mr/5
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepn y nayui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu | Tuny - 3miHK 3 sKOCTi.
[oToBWI Nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa y
NepBUHHIN yNakoBLi FOTOBOro NiKapCbKoro
3acoby (SIKICHUI Ta KiNbKiCHWIA cknag) -
TBepai nikapcbki OpMKU - BHECEHHS 3MiHN
oo p. 3.2.P.7. Cuctema koHTenHep/
3aKkynoptoBarnbHui 3acib, a came 3amiHa
maTtepiany 6nictepHoi ynakoBKu: nniBKy
nonisiHinxnopuaHy (PVC) Ha donbry
namiHoBaHy MNBX Ta noniamigom
(PVC/AIU/PA). 3 TabneTtkammn KOHTaKTye Luap
(PVC). 3atBepaxeHo: PVC - Alu
3anponoHoBaHo: PVC/Alu/PA- Alu

3a
peuenmom

UA/20544/01/03

182.

KOPOEPIA AM

Tabnetkun no 8 mr/10
mr; no 10 TabneTtok

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.

3a
peuenmom

UA/20544/01/04
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Ymoeu
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yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

y 6nicTepi; no 3
6nictepu y nayui 3
KapTOHY

[oToBuMI nikapcbkuii 3acib. Cuctema
KOHTEeWHep/3aKkynoptoBanbHui 3acio. 3MiHa y
NEPBUHHIN yNakoBLj rOTOBOrO fikapCbKoro
3acoby (SIKiCHWI Ta KinbKiCHWIA cknag) -
Teepai nikapcbki POPMU - BHECEHHS 3MiHN
0o p. 3.2.P.7. Cnucrema koHTelnHep/
3aKkynoptoBarbHui 3acib, a came 3amiHa
maTepiany 6nicTepHoi ynakoBku: nniBky
nonisiHinxnopugHy (PVC) Ha conbry
namitoaHy NBX Ta noniamigom
(PVC/AIu/PA). 3 TabneTkamu KOHTaKTye Luap
(PVC). 3atBepaxeHo: PVC - Alu
3anponoHoBaHo: PVC/Alu/PA- Alu

183.

KOPLOEPIA
TPIO

Tabnetku no 4
mr/1,25 mr/10 mr; no
10 TabneTok y
6nictepi; no 3
Grictepn y nayui 3
KapTOHY

AT
"®dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
[oToBwMI nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa y
NEPBUHHIN yNakoBLji rOTOBOro fikapCbKoro
3acoby (sIKiCHWI Ta KinbKiCHWIA cknag) -
Teepai nikapcbki dpopmu - BHeceHHS 3MiHn
0o p. 3.2.P.7. Cncrema koHTelnHep/
3aKkynoptoBarbHui1 3acib, a came 3amiHa
matepiany 6nictepHoi ynakoBKu: NniBKy
nonisiHinxnopuagHy (PVC) Ha conbry
namisosaHy NBX Ta noniamigom
(PVC/AIU/PA). 3 TabneTkammn KOHTaKTye Luap
(PVC). 3atBepaxeHo: PVC - Alu
3anponoHoBaHo: PVC/Alu/PA- Alu

3a
peuenmom

UA/20547/01/02

184.

KOPOEPIA
TPIO

Tabnetkn no 8
mr/2,5 mr/10 mr; no
10 Tabnetok y
Gnictepi; no 3
Gnictepn y nayui 3
KapTOHY

AT
"®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu | Tuny - 3miHK 3 sKoCTiI.
[oToBWI Nnikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa y
NepBUHHIN yNakoBLi FOTOBOro NiKapCbKoro
3acoby (sIKiCHWI Ta KinbKicHUIA cknag) -
Teepai nikapcbki dpopmu - BHeceHHS 3MiHn
no p. 3.2.P.7. Cuctema koHTenHep/
3aKynoptoBarnbHui 3acib, a came 3amMiHa
matepiany 6ricTepHoi ynakoBKu: NniBKy
nonisiHinxnopuaHy (PVC) Ha donbry
namiHoBaHy MNMBX Ta noniamigom
(PVC/AIU/PA). 3 TabneTkaMmn KOHTaKTye Luap
(PVC). 3atBepaxeHo: PVC - Alu
3anponoHoBaHo: PVC/Alu/PA- Alu

3a
peuenmom

UA/20547/01/03

185.

KOPOEPIA
TPIO

Tabnetkun no 8
mr/2,5 mr/5 mr; no 10
Tabnetok y 6nictepi;
no 3 Gnictepny
nadui 3 KapToHy

AT
"®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3miHu | Tuny - 3MiHK 3 sAKOCTiI.
[oToBuWI nikapcbkuii 3acib. Cuctema
KOHTeMHep/3akynoptoBanbHuii 3aci6. 3miHa y
NepBUHHIN yNakoBLi FOTOBOro NikapCbKoro
3acoby (SIKICHUI Ta KiNbKiCHWIA cknag) -
TBepai nikapcbki dpopmu - BHeceHHs 3MiHn
0o p. 3.2.P.7. Cuctema koHTenHep/

3a
peuernmom

UA/20547/01/04
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3aKkynoptoBarsbHui 3acib, a came 3amiHa
maTepiany 6nictepHoi ynakoBku: nniBky
nonisiHinxnopugHy (PVC) Ha conbry
namitoaHy NBX Ta noniamigom
(PVC/AIU/PA). 3 TabneTkamu KOHTaKTye Luap
(PVC). 3atBepaxeHo: PVC - Alu
3anponoHoBaHo: PVC/Alu/PA- Alu
186. | KOPOEPIA TabneTku no 4 AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/20547/01/01
TPIO mr/1,25 mr/5 mr; no "dapmak” matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
10 TabneTok y [oToBuMI nikapcbkuii 3acib. Cuctema
6nictepi; no 3 KOHTenHep/3akynoptoBanbHui 3aci6. 3MiHa y
Gnictepn y nayui 3 NEPBUHHIN yNakoBLji rOTOBOrO fikapCbKoro
KapTOHY 3acoby (sIKiCHWI Ta KinbKiCHWIA cknag) -
Teepai nikapcbki dpopmu - BHeceHHs 3miHn
0o p. 3.2.P.7. Cncrema koHTelHep/
3aKkynoptoBarbHui 3acib, a came 3amiHa
matepiany 6rictepHoi ynakoBKu: NniBKy
nonisiHinxnopuagHy (PVC) Ha conbry
namiHosaHy NBX Ta noniamigom
(PVC/AIU/PA). 3 Tabnetkammn KOHTaKTye Luap
(PVC). 3atBepaxeHo: PVC - Alu
3anponoHoBaHo: PVC/Alu/PA- Alu
187. | KCANKOPI kancynu no 200 mr; Mdpansep CLUA Mdpanszep HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/14081/01/01
no 10 kancyny Eny.Ci.Mi. MeHodeKk1ypuHr matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
GnicTepi; no 1 abo Kopnopeiw Honuneng Mm6X CeptudikaT BignosigHocTi/l E-cepTudikat

no 6 onictepis y
KapTOHHiI kopobui

H

BiZNOBIgHOCTI €BpONEenchKii
dapmakonei/moHorpadii. MogaHHsa HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4eHHst cepTudikaTta BignoBigHOCTI
€Bponevicbkint bapmakonei: ana A®l; ons
BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOro
NpoAYKTY, LLIO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI ADI; ANs 4ONOMiKHOI
peyoBuHu (FE-cepTudikat BignosigHocTi
€Bponelicbkint hapmakonei ans
Adl/BuxigHoro
maTepiany/peareHTy/npoMiKHOrO NpPoayKTy
abo fonomiXkHOI peyoBMHU) - OHOBMNEHWN
cepTudikart Big BXe 3aTBEpAXXEHOro
BUpOGHKKa - MoaaHHsa oHoBneHoro ME-
cepTudikaTy BiaNoBIAHOCTI €BpONENChbKil
dpapmakonei Ne CEP-2000-045 Rev 06
(3aTBepmxeHo: R1-CEP-2000-045 Rev 04)
0N LONOMIKHOT PEYOBUHM XXenaTuHy Bif
BXe 3aTBepXeHOro BUpobHuka
TESSENDERLO GROUP N.V., wo
BVKOPWCTOBYETLCH Y BUPOOHULITBI MOPOXKHIX
TBEpAMX XKenaTuHoBux kancyn ans Nn3.
3miHu | TUny - 3miHm 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeiicbkit papmakonei/MoHorpadii.
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

MogaHHsa HoBoro abo oHoBnEHOro
cepTudcikaTta BiaNoBigHOCTI a6o BUNYYEHHS!
cepTudikaTta BignoBigHOCTI €Bponenchkiin
dapmakonei: gna APl; ons BUxigHoro
marepiany/peareHTy/NPOMiKHOIO MPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI;
ans gonomixkHoi pevouHu (FE-cepTudikat
BiAMNOBIAHOCTI €Bponencokin dapmakonei
ans Ad®l/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NPOJYKTY
abo 4onoMixHOT peqoBuHM) - OHOBNEHUIA
cepTuaikaT Bif BXe 3aTBepaKEHOro
BUpoGHMKa - MNogaHHs oHoBreHoro MNE-
cepTudikaTy BiNOBIAHOCTI €BPONENCHKIl
dapmakonei Ne R1-CEP 2000-029 - Rev 06
(3aTBepakeHo: R1-CEP 2000-029 - Rev 05)
AN JONOMIKHOI PEYOBUHM XenaTuHy Big
BnpobHmka ROUSSELOT wo
BUKOPUCTOBYETLCS Y BUPOOHULITBI NMOPOXHIX
TBEpAMX enaTtuHoBmx kancyn ans N3.
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€sponevicbkin dapmakonei/moHorpadii.
MogaHHsa HoBoro abo oHoBREHOro
cepTuddikaTta BignoBigHOCTi abo BUNyYEHHSs!
cepTudikaTta BignoBigHOCTI €BpoONenchbkin
dapmakonei: gna A®l; ons BUxigHoro
maTepiany/peareHTy/NpOMiXXHOIO NMPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADI;
anst gonomixHoi pevosuHu (CE-cepTudikat
BigMNOBigHOCTI €Bponerchki hapmakonei
ans Ad®l/BuxigHoro
matepiany/peareHTy/npoMiXKHOro NPOJYKTY
abo gonomixHoi pevoBuHM) - HoBui
cepTtudikaT AN BUXigHOIO
matepiany/peareHTy/npoMiKHOro NPOJYKTY
abo [onoMiXKHOI pe4oBUHM Big HOBOro abo
BXe 3aTBEPKEHOro BUpOOHMKa -
HopaBaHHs HoBoro E-cepTudikaty
BiAMNOBigHOCTI €Bponeichkit hapmakonei
CEP R1-CEP 2008-048-Rev 00 gns
[OMOMDDKHOI PEYOBUHM XXEeNaTuHy Big,
noctavansHuka Pioneer Jellice India Private
Limited, L0 BMKOPUCTOBYETHLCA BUPOOHMKOM
JloH3a (Lonza) y BUPOGHULITBI MOPOXKHIX
TBEpAMX >KenaTuHOBMX kancyn ans 3.

188.

KCANKOPI

kancynu no 250 wmr;
no 10 kancyny
GnicTepi; no 1 abo
no 6 Gnictepis y
KapTOHHI kopobui

Mdparizep
Eny.Ci.Mi.
Kopnopewww
H

CLA

Mdparizep
MeHiobekyypuHr
HowuneHg MvbX

Himeyunna

BHECEHHS 3MiH IO peecTpaLiiHMX
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikat

BiZNOBIQHOCTI €BpONenchKin
dapmakonei/MoHorpadii. MogaHHs HoBoro

3a
peuernmom

UA/14081/01/02
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

abo OHOBMEHOro cepTudikaTta BignNoOBIgHOCTI
abo Buny4YeHHs cepTudikaTa BiANoOBigHOCTI
€Bponewickkin hapmakonei: gns A®l; ans
BUXIiQHOro matepiany/peareHTy/npoMixKHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCA Y
BUPOOHMLTBI ADI; onst ONOMKHOI
peyoBuHu (CE-cepTudikat BianoBigHOCTI
€sponelcbkint hapmakonei ans
Adl/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NPOJYKTY
abo 4onoMixHOT peqoBuHM) - OHOBNEHUIA
cepTuaikaT Bif BXe 3aTBepaKEHOro
BUpoGHMKa - MNogaHHs oHoBreHoro MNE-
cepTudikaTy BiNOBIAHOCTI €BPONENCHKIl
dapmakonei Ne CEP-2000-045 Rev 06
(3aTBepmkeHo: R1-CEP-2000-045 Rev 04)
AN JONOMIKHOI PEYOBUHM XenaTuHy Big
BXe 3aTBepAKeHoro BUpobHuKa
TESSENDERLO GROUP N.V., wo
BUKOPVCTOBYETLCH Y BUPOOHULITBI MOPOXHIX
TBEpAWX XenaTuHoBuX kancyn ans N3.
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/E-cepTudikaTt BignoBigHoCTI
€Bponeiickkin hapmakonei/MoHorpadii.
MogaHHsa HoBoro abo oHoBREHOro
cepTuddikarta BignoBiaHOCTi abo BUIyYEHHSsI
cepTudcpikaTa BignosigHoCTi €Bponenchkin
dapmakonei: gna APl; ons BUxigHoro
marepiany/peareHTy/NpOMiIKHOIO NMPOAYKTY,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI;
anst gonomixHoi pevosuHu (FE-cepTtudikat
BiAMOBIAHOCTI €Bponencokin apmakonei
nna Adl/BuxigHoro
matepiany/peareHTy/npoMiXKHOro NPOJYKTY
abo foMoMiXkHOI peyoBMHU) - OHOBNEHWN
cepTudikaT Bif BXe 3aTBEpAXEHOro
BUpOGHKKa - MoaaHHsa oHoBneHoro ME-
cepTudikaTy BiNOBIAHOCTI €BpONENCHKI
dapmakonei Ne R1-CEP 2000-029 - Rev 06
(3aTBepokeHo: R1-CEP 2000-029 - Rev 05)
0N LONOMIKHOT PEYOBUHM XXenaTuHy Bif
BnpobHmka ROUSSELOT wwo
BUKOPUCTOBYETLCS Y BUPOOHULITBI MOPOXKHIX
TBEPAMX XenaTtuHoBmx kancyn ans N3.
3miHu | Trny - 3miHm 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoigHoCTi
€Bponevickkin hapmakonei/MoHorpadii.
MogaHHsa HoBoro abo oHoBNEHOro
cepTudcpikaTa BignosigHOCTi abo BUNyYEHHSI
cepTudikaTta BignoBigHOCTI €BpoNenchkin
dapmakonei: gna API; onsa BuxigHoro
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

marepiany/peareHTy/NpPOMIXXHOIO NMPOAYKTY,
L0 BYKOPUCTOBYIOTLCS Y BUPOGHULTBI AdI;
ans gonomixkHoi pevouHu (FE-cepTudikat
BiZNOBIgHOCTI €BponeWnchkin hapmakonei
ons Ad®l/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NPOJYKTY
abo 4onoMmibkHOI peyoBuHM) - HoBuin
cepTudikaT 4ns BUXigHOro
matepiany/peareHTy/npoMiKHOro NPOJYKTY
abo JonNoMiXKHOT peyYoBUMHM Bif HOBOro abo
BXE 3aTBEPKEHOro BUPOOHMKA -
[DopnasaHHsa Hosoro E-cepTudikaty
Bi4NOBIgHOCTI €BponeWchkin hapmakonei
CEP R1-CEP 2008-048-Rev 00 gns
[OMOMIDKHOT PEYOBMHW XenaTuHy Big
noctavanesHuka Pioneer Jellice India Private
Limited, L0 BMKOPUCTOBYETHLCA BUPOOHMKOM
JloH3a (Lonza) y BUPOGHULITBI MOPOXKHIX
TBEpAMX >KenaTuHoBMX kancyn ans 3.

189.

KCONAP

PO34MH ANis iH'EKLIN,
150 mr/1 mn; no 1
MIT PO34MHY ANS
iHekuin y
nonepeaHL0
HanoBHEHOMY
wnpuui 3
3aKpinneHoto
TFOMNKOI Ta KPULLIKOO
Ha ronky; no 1
nonepeaHL0
HanoBHEHOMY
wnpuuy y 6nictepi;
1 Gnictep y
KapTOHHiI kopobui

HoBapric
dapma Al

LLiserinapisa

Bunyck cepii: Hoeapric
dapma 'M6X,
HimeyumnHa; KoHTponb
AKOCTi, BTOPUHHE
nakyBaHHsa: HoBapTic
dapma LLTeinH AT,
LLseniuapis;
B1po6bHMLTBO, KOHTPOMb
SIKOCTI (TiNbKK
CTEepUIbHICTb Ta
GakTepianbHi
E€HOOTOKCUHM),
NepBUHHE NaKyBaHHS:
Beta ®apma-depTirboHr
'M6X enp Ko. KT,
Himeyuunna; KoHTponb
AKOCTI (32 BUKIMIOYEHHSIM
cTepunbHOCTi Ta
BakTepianbHUX
€HII0TOKCUWHIB):
HoaprTic ®apma CAC,
PdpaHuis;
Bupo6HUUTBO (Tinbku
KOHTPOb BidyanbHWUX
AedeKTiB), BTOPUHHE
naKyBaHHs1, KOHTPOIb
SIKOCTI (TiNbKK
CTepUIbHICTb Ta
GakTepianbHi
eHAoTOoKCKHK): BeTa
Papma-PepTirboHr
'm6X eHp Ko. KT,

LLiseviuapis/
Himeuumnna/
®paHuin

BHECEHHS 3MiH [0 peecTpauiiHnX
maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
A®I. BUpobHMLTBO. 3MiHK B NpoOLECi
BUpobHuUTBa A®I (He3Ha4Ha 3miHa y
npoveci BupobHuutea Adl)
3MiHM go 3aTBepaKEHOI CTaHAapTHOT
npouenypv (MPOTOKONY) MiAroTOBKU HOBOrO
po6oyoro 6aHky knitTuH (WCB) (3miHa y
npoTtokoni kBanicikauii 6aHKy KniTuH), a
came fetanisauis cTaH4apTHOro NPOTOoKony
nnsa nigrotosku Hosoro WCB BignosiaHo go
NOTOYHUX MiXKHAPOAHWUX BUMOT.

3a
peuenmom

UA/9055/02/02
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Himeuumnna;

BnpobHuuTBO (Tinbkn
KOHTPOMb BidyanbHWX
nedekTiB), KOHTPOb
AKOCTI (TiNbKK
CTepUIbHICTb Ta
GakTepianbHi
eHOoTOKCcuHK): Beta
dapma-dPepTirboHr
'M6X enp Ko. KT,
HimeuumnHa;
BUpoBHMLTBO (Tinbku
KOHTPOMb BidyanbHuX
AedekTiB): Beta ®apma-
depTirboHr M'MB6X eHp
Ko. KI', HimewunHa;
BTopuHHE nakyBaHHs:
dapmnor ®apma
TNopxkunctik TMBX,

HimeyunHa
190. | KCONAP PO34MH AN iH'EKLN, Hoeapric LLiseniapis Bunyck cepii: HoBaprtic Leeviuapis/ BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/9055/02/01
75 mr/0,5 mn; no 0,5 dapma Al dapma 'M6X, Himeuumnna/ matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
MIT PO34MHY AN Himeyuumna; KoHTponb ®paHuis A®|. BupobHuuTBo. 3MiHM B mpoueci
iH'ekuin y SIKOCTi, BTOPUHHE BUpobHMuTBa ADI (He3HayHa 3MiHa y
nonepegHbo nakyBaHHsa: HoBapTic npoveci BupobHuutea Adl)
HanoBHEHOMY dapwma LLTenH AT, 3MiHM [0 3aTBEpOKEHOT CTaHAAPTHOI
wnpwuui 3 LLsenuapis; npouenypv (NPOTOKONY) MiAroTOBKU HOBOFO
3aKpinneHo Bupo6HMLTBO, KOHTPONb po6oyoro 6aHky knitTuH (WCB) (3miHa y
rOKO Ta KPULLIKOIO AKOCTI (TiNbKu npoTtokoni kBanidikauii 6aHKy KniTuH), a
Ha ronky; no 1 CTEpUIbHICTb Ta came feTanisalisi cTaH4apTHOro NpoToKony
nonepegHL0 GakTepianbHi nnsa nigrotosku Hosoro WCB BignosigHo go
HanoBHEHOMY €HA0TOKCUHM), NMOTOYHUX MiXKHAPOAHWUX BUMOT.
wnpuuy y 6nictepi; nepBUHHE NaKyBaHHS:
1 Gnictep y Beta ®apma-depTirboHr
KapTOHHIl kopoOLi 'm6X enp Ko. KT,

HimeuumHa; KoHTponb
AKOCTI (32 BUKIMIOYEHHSIM
CTepunbHOCTI Ta
GakTepianbHUX
€HIOTOKCUHIB):
Hosaptic ®apma CAC,
DdpaHuis;
Bupo6HUUTBO (Tinbku
KOHTPOJIb BidyanbHUX
AedeKTiB), BTOPUHHE
nakyBaHHs1, KOHTPOIb
AKOCTI (TiNbKK
CTepunbHicTb Ta
GakTepianbHi
eHOoTOKCHHK): BeTta
Papma-PepTirboHr
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

'M6X enp Ko. KT,
HimeuumnHa;
BUpoBHMLTBO (Tinbku
KOHTPOMb BidyanbHWX
AedekTiB), KOHTPOnb
SKOCTI (Tinbkn
CTepUIbHICTb Ta
GakTepianbHi
eHOoTOoKCHHM): BeTa
dapma-dPepTirboHr
'M6X eHa Ko. KT,
HimeuumnHa;
BUpoBHMLTBO (Tinbku
KOHTPOMb BidyanbHWX
nedekTiB): Beta dapma-
depTirboHr M'M6X eHp
Ko. KI', HimeuunHa;
BTopuHHE nakyBaHHs:
dapmnor ®apma
Jogxunctik TMBX,
HimeyunHa

191.

KYBAH®

TabneTkyn po3YnHHI
no 100 wmr; no 30
abo no 120
Tabnetok y
nonieTuneHoBoMy
cnakoHi; no 1

drakoHy y
KapTOHHIN kopobLyi

BioMapwuH
IHTEepHeLwwHN
Nimiten

Ipnangis

BioMapwuH [HTepHeLHN
TimiTen, lpnaHgis (
BigNOBiganbHUI 3a

Bunyck cepii); bioMapuH

IHTepHewHn JliviTea,
IpnaHgis ( MapkyBaHHS
rakoHiB Ta BTOPUHHE
nakyBaHHs1); Ekcenna
'M6X enp Ko. KT,
HimeuumHa (
BMPOBHMLTBO
Hepo3adacoBaHol
npoaykuii, nepBuHHe
nakyBaHHS y onakoHn
Ta KOHTPOSb AKOCTI
nikapcbkoro 3acoby);

JTabop NNIC CE enp Ko.

KI", HimeuuunHa (
KOHTPOMb AKOCTi
nikapcbKkoro 3acoby

(mMikpoGHe TecTyBaHHs);

MinnmayHT Xenckeap

JIta, Ipnangis (
MapKyBaHHS1 (oNakoHIiB
Ta BTOpPWHHE
nakyBaHHs1); CI'C
IHCTUTYT DpeseHiyc
M6X, HimeuunHa (
KOHTPOMb SIKOCTI
nikapcbkoro 3acoby

Ipnangis/
Himevumna

BHECEHHS 3MiH 4O peecTpauinHnX
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
A®l. KoHTponb AdI. 3miHa y meTogax
BunpobyeaHHsA APl abo BMXigHOrO
marepiany/npoMixXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y NpoLeci
BUpoGHMUTBa ADI (iHWi 3mMiHM y MeToaax
BUNPOOYBaHHS (BKMOYao4m 3amiHy abo
ponoBHeHHs1) A®Il abo
BWXiAHOro/NPOMI>XKHOTO MPOAYKTY).
OHOBREHHA MeTOANKN BUNPOOYBaHHSA
«3anuLUKOBI KiNbKOCTi opraHiYHux
PO3YNHHUKIBY ANS Oit040T pevoBUHU
canponTepuHy avrigpoxnopug BupobHuuTea
Dottikon Exclusive Synthesis AG,
LLisenuapis.

- 3miHu | TMny - 3miHm 3 skocTi. AdI.
KoHTponb A®I. 3miHa y meTodax
BunpobyBaHHa APl abo BuxigHoro
marepiany/npoMixXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y NpoLeci
BUpoGHMUTBa ADI (iHWi 3mMiHM y MeToaax
BMNPOoOYBaHHs (BKMoYao4m 3amiHy abo
ponoBHeHHs1) A®Il abo
BUXiAHOro/NPOMI>XKHOTO MPOAYKTY).
BnpoBampkeHHs MeToAy mMac-crnekTpomMeTpii
3 iHOYKTMBHO 3B'A3aHot0 nnasmoto (ICP-MS)
y SIKOCTi anbTepHaTUBHOI aHaniTU4HOI
npoueaypv Ans BUSHAYEHHS NMaTUHN Y
[itovii peqoBUHI canponTepuHy

3a
peuenmom

UA/12202/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
(MikpobOHe TecTyBaHHs) aurigpoxnopuay, sika BUKOHYETbCS
BMPOBHWKOM Aijtodoi pevoBuHu Dottikon
Exclusive Synthesis AG, LLiBenuapisi.
192. | KYTAKBII po3umnH Ans iH'ekuin, | Okradapma AscTpis OKTA®APMA AB, LWsewis/ BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/20059/01/01
165 mr/mm; no 6 mn, dapmauesT LBeuis (BUpoGHUK, AscTpis/ matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
10 mn, 12 mn, 20 vka BianosiganbHWiA 3a Himeyuunna [oToBuMI nikapcbkuii 3acib. Cuctema
M, 24 mn, 48 mny MpoaykTioHC BMPOBHMLTBO in-bulk, KOHTeNHep/3akynoptoBanbHUi 3aci6. 3MiHa
dnakoHi, no 1 rec. Mm.6.X. NepBUHHY YMNaKoBKy, napameTpiB cneuudikain Ta/abo

nakoHy y
KapTOHHIl kopobui

KOHTPOIb SIKOCTi, BUMYCK
cepii);
Oxtadapma
dapmaneBTuka
MpopgykTioHcrec. M.6.X.,
ABCTpis (BUPOBHUK,
BigNOBiganbHUIM 3a
BUpoBbHMUTBO in-bulk,
NepBUHHY YMaKOBKY,
KOHTPOMb SIKOCTI,
BidyarbHy iHCNeKLito,
MapKyBaHHS!, BTOPUHHY
ynakoBKy, BUNYycCK cepi);
OkTadapma [eccay
'm6X, Himeuunna
(BMPOGHUK,
BigNOBiganbHUI 3a
BidyarbHy iHCMEKLito,
MapKyBaHHs1, BTOPUHHY
yMaKoBKy)

AOMYCTUMMX MEX NEePBUHHOI YNaKoBKN
roTOBOrO fiKapCbKOro 3acoby (3ByXeHHS
A0NYCTUMMUX MEX, BUSHAYEHUX Y
cneumndikauii) - 3By)KEHHs1 LOMYCTUMUX MEX,
BU3HaYeHWX y cneumdikauii gnsa
BMNPOByBaHHS HA eHAOTOKCUMHM A MPOoB6oK,
y 3B’a3Ky 3 TUM, Wwo West Pharmaceutical
Services Inc., rno6anbHo y3roame Mexi ans
BMNPOOYBaHHSA HA €HOOTOKCWHM Lo
npu3BoAMTbL A0 3MiHW O4MHULbB 3BITHOCTI
EU/pc 3amicTb IU/cm2. 3aTBEpOKEHO: - MEXi
€HOOTOKCMHY Ha npobkax ctaHoBnaTb < 0,5
IU/cm2
3anponoHoBaHO: - MeXi eHOOTOKCUHY Ha
npobkax ctaHoBuTb < 1 EU/pC.
3MiHn | TMny - 3MiHK 3 sKocTi. 3MiHK oo
peecTpauiniHoro NOCBiAYEeHHs1 BHACNigoK
iHWKX perynaTtopHux npoueayp. NM®/BA3®
(macTep-thaiin Ha nnasmy/3aranbHumn gann
Ha BaKUMHHWIA aHTUreH). BkrnoyeHHs HoBOro,
OHOBMEeHoro abo 3miHeHoro mactep-cavina
Ha nna3my y peecTpauiiiHe AOCbE Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany
ans NM®) (BkntoyeHHS
OHOBIEHOro/3amMiHeHoro mactep-gainna Ha
nnasmy, SKLWO 3MiHW He BNMBalOTb Ha
BJIACTMBOCTi FOTOBOrO fikapCcbkoro 3acoby) -
BkntoyeHHsi oHOBREeHoro mactep-ganna Ha
nnasmy y peectpauiiHe gocbe. 3MiHM He
BMMNBAOTb Ha BNacTUBOCTi FOTOBOrO
nikapcbkoro 3acoby.
3atBepaxeHo: PMF 2nd step procedure
EMEA/H/PMF/000008/05/11/029
B3anponoHoBaHo: Approval of the following
2nd step procedures:
EMEA/H/PMF/000008/05/AU/030/G
3minu | TNy - 3miHKM 3 sikocTi. 3MiHK Ao
peecTpaLiiHoro NocBig4eHHA BHACNigoK
iHWKX perynaTopHux npoueanyp. NMM®/BA3®
(macTep-thaiin Ha nnasmy/3aranbHumn gann
Ha BaKUMHHWIA aHTUreH). BkrnoyeHHs HOBOrO,
OHOBIIEHOro abo 3MiHeHoro mactep-ganna
Ha nnasmy y peecTpauiiiHe OCbE Ha
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

nikapcbkuii 3acib (npoueaypa 2-ro etany
ansa NM®) (BkntoyeHHs
OHOBJEHOro/3MiHeHoro mactep-ganna Ha
nnasmy, sIKLLO 3MiHU He BNNMBalTb Ha
BINacCTMBOCTI FOTOBOrO NikapCbkoro 3acoby) -
BkntoyeHHA oHoBNeHoro macTtep-davina Ha
nnasmy y peectpauiiHe 4ocbe. 3MiHM He
BMMMBAOTb HA BNACTUBOCTi FOTOBOrO
nikapcbkoro 3acoby
3artBepaKeHo:
EMEA/H/PMF/000008/05/AU/030/G
3anponoHoBaHo:
EMEA/H/PMF/000008/05/11/031/G

193.

KYTAKBITI

PO34MH ANis iH'EKLIN,
165 mr/mn; no 6 mn,
10 mn, 12 mn, 20
mn, 24 mn, 48 mny
cnakoHi, no 1
cnakoHy y
KapTOHHIN kopobLi

Oktadgapma
dapmanesT
mKka
MpoaykTioHC
rec. m.6.X.

AscTpis

(BUPOBHWK,
BigNOBiganbHUIM 3a
BUpoBbHMUTBO in-bulk,
NepBUHHY YMaKOBKY,
KOHTPOIb SIKOCTi, BUMYCK
cepii) OKTA®APMA AB,
LLIseuist;(BUPOOHUK,
BigNOBiganbHUI 3a
BUpoBbHMUTBO in-bulk,
NepBUHHY YMaKOBKY,
KOHTPOMb SIKOCTI,
BidyarbHy iHCNeKLito,
MapKyBaHHS!, BTOPUHHY
ynakoBKy, BUMYyCK cepii)
Oktadapma
dapmavreBTuka
MpopykTioHcrec. M.6.X.,
ABCTpis; (BUPOBHWK,
BianoBigansbHWi 3a
BidyarbHy iHCMeKLito,
MapKyBaHHs1, BTOPUHHY
ynakoBky) OkTacdapma
Heccay 'M6X,
Himeyunna

LLBeuis/

BHECEHHS 3MiH [0 peecTpauiiHnX
matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
A®I. BUpoBbHMLTBO. 3MiHK B NpOLECi
BUpobHMUTBa ADI (iHWi 3mMiHW) - 3MiHK B
npoueci BupobHuuTea A®I, a came,
NOCTynoBe NPUMNUHEHHS BiAAINEeHHA dpakuii
Il ueHTpudpyryBaHHsaM Ha AinbHUL
Oxtachapma AB, LUBeeuisi - 3miHn | TUNY -
3MinHun 3 skocTi. A®l. BupobHUUTBO. 3MiHM B
npoueci BupobHuuTea AP (iHLwi 3MiHK)
3MiHM B npoueci BupobHuuTtea AdI,
Y3ro[pKeHHs ONMUCY NpoLiecy Ta NnocTynose
NPUMUHEHHS LeHTpudyryBaHHs dpakuii Il Ha
ainsHui Oktacdpapma, HimevunHa (CnpiHre) -
3miHu | TUNY - 3miHK 3 skocTi. API.
Bupo6HMLTBO. 3MiHKM B npoueci
BUpoGHMLUTBa ADI (HE3HaYHa 3MiHa y
npoueci BupobHuutea AdI) - 3miHun B
npoueci BupobHuutea AP|, BNpoBamKeHHS
MembpaHHux kacet UF/DF Merck Millipore
Pellicon 3 Biomax 30kDa Ha ginbHuui
Oxkradbapma, AcTpis - 3miHu Il Tyny - 3miHn
3 gkocTi. A®l. BupobHuuTBo. 3MiHK B
npoueci BupobHmutea AdI (3miHa
CTOCYETLCSA aKTUBHOI PEYOBUHM
6ionoriYHoro/iMyHOMNOr4YHOro NOXOAXEHHS
abo BUKOpUCTaHHS XiMibyHUX ADI y
BUPOBHMUTBI Nikapcbkoro 3acoby
6ionori4Horo/iMyHOMNOr4YHOrO NOXOAXKEHHS,
sIka MOXe MaTh 3HaYHUIA BNIMB Ha SKICTb,
6e3neky Ta ePeKTUBHICTb NiKapcbKoro
3acoly, i He cTocyeTbcst IPOTOKOy) - 3MiHU
B npotieci BupobHuuTea AdI, a came -
3acTocyBaHHs meToay nopainy dpaxuii Il
Lwnsixom dinbTpadii 6e3 BUKOPUCTaHHS
dinbTpaTa Ha BUPOBHNYOMY ManaaHunKy
Okrtacbapma, ABCTpist K anbTepHaTuBY
cxBaneHomy noginy gpakLii 3a 4onomorot

3a
peuenmom

UA/20059/01/01
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Homep

peecmpayiliHo2o

noceio4yeHHs1

LeHTpudyrysaHHsi - 3miHu Il Tuny - 3MiHu 3
akocTi. A®l. BupobHuuTtBo. 3MiHa po3mipy
cepii (Bkntovatoum gianasoHun) APl abo
NPOMIXKHOrO MPOAYKTY, SIKUIA 3aCTOCOBYETHCS
y npoueci BupobHuutea A®| (3miHa, wo
notpebye AoBeAeHHS NOPIBHAHHOCTI
aKTMBHOI pe4Y0oBUHMN
6ionoriYHOro/iMyHONOrYHOrO MOXOOXKEHHS) -
36inblUeHHs BUXigHOro maTtepiany dopakuii
I+11+111 3 makcumym 420 kr (makcumym 3300
KI NNa3MOBOrO EKBiBaneHTy) A0 MakCUMyM
840 kr (makcumyMm 6600 Kr nasmoBoro
eKBiBaneHTy) y HOBIll 30Hi OCHOBHOMO
dpakuioHyBaHHA Ha AinbHuui Oktadapma,
AscTpist - 3MiHu || TMny - 3MiHM 3 SIKOCTI.
A®I. BUpoBGHMLTBO. 3MiHM B NPOLECi
BMpoGHMUTBa ADI (3miHa cTOCcyeTbCS
aKTUBHOI PEYOBUHMU
6ionoriYyHoro/iMyHONOrYHOro NOXOAXKEHHS!
abo BMKOpUCTaHHS XiMibYHUX ADI y
BUPOBHMUTBI Nikapcbkoro 3acoby
6ionoriyHoro/iMyHONOr4YHOro NOXOOXKEHHS,
sika MOXe MaTu 3Ha4YHUIN BNVB Ha AKICTb,
Ge3neky Ta e(PeKTUBHICTb NiKapcbkoro
3acoby, i He CTocyeTbCs NPOTOKONy) 3MiHM B
npotieci BupobHuutea AP, a came -
BMpoOBaKeHHS BigaineHHs cakropa IX
LnsixoM agcop6uii Ta 36inbLUEHHS KiNbKOCTI
Kpio36iaHeHoi nna3mu 3 1500 kr go 2000 «r,
LLIO BUKOPUCTOBYETHCS ANS 4OAATKOBOrO
eTany npouecy agcopbuii komnnekcy
dakTopa IX

194.

NA30NBAH®
Ans HeY3IN

PO34nH Ans iHdy3in,
15 Mr/2 mn, no 2 mn
B amnynax; no 10
aMmnyn y KapTOHHI
KopoobLi

TOB
"Onenna
Xernckea
YkpaiHa"

YkpaiHa

CAHO®I C.P.JI.

ITania

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTi.
[oToBWI Nikapcbkui 3acib. KoHTponb
rOTOBOrO fikapcbKoro 3acoby (iHLi 3MiHu)
OHOBIEHHS BXX€e 3aTBEPAXXEHUX MeTofiB
KOHTponto akocTi 13, a came BUKageHHs
TEKCTY Aep>KaBHOK MOBOIO 3riAHO CyYacHMX
BMMOT Ta BHECEHHS HE3HAYHMX peaakUiiHnX
npaBoK ANs NpMBeAEHHs cneundikauii Ta
MeTOAIB KOHTPOSI0 Y BiANOBIAHICTb A0
maTepianis BUPOGHMKa.

3a
peuenmom

UA/3430/04/01

195.

NAMAN®

Tabnetkun no 50 mr
no 10 Tabnetok y
GnicTepi, no 3
Gnictepn y nayui 3
KapTOHY

ANKANOIL
ALl Ckon’e

Pecny6bnika
MiBHi4YHa
MakenoHist

AIKANOIO Al Ckor’e

Pecny6bnika
MiBHiYHa
MakenoHis

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikat

BiZNOBIQHOCTI €BpONenchKin
dapmakonei/MmoHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4eHHst cepTudikaTta BignoBigHOCTI

€Bponevicbkint papmakonei: ana APl; ans

3a
peuernmom

UA/9679/01/02
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

BUXIiQHOro matepiany/peareHTy/npoMixKHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCS Y
BUPOOHMLTBI ADI; onst ONOMKHOI

peyoBUHM (CepTudikaT BiANOBIAHOCTI
€sponelicbkin hbapmakonei) - OHoBReHWN
cepTudikaT Big yXXe 3aTBepAXeHoro
BMPOGHVKa NOAaHHS OHOBIIEHOTO
cepTudikaTta BignoBigHOCTI €BpONENnchbKiin
capmakonei R1- CEP -2009-162-Rev 02
(3aTBepakeHo: R1- CEP -2009-162-Rev 01)
ana APl namoTpuaxuHy Bif yxe
3aTBEPKEHOr0 BUPOBHUKA SKUIA 3MiHMB

HavMeHyBaHHs1 3 Jubilant Generics Limited

Ha Jubilant Pharmova Limited, India. - 3miHn
| Tuny - 3miHK 3 sikocTi. CepTudikaT

BignosigHocTi/E-cepTudikaT BignoBigHoCTI

€sponevicbkin apmakonei/moHorpadii.
MogaHHsa HoBoro abo oHoBNEHOro
cepTuddikaTta BignoBigHOCTi abo BMUNyYEHHSs!
cepTudikaTta BignoBigHOCTI €EBPONENChKiNn
dapmakonei: gna Adl; ons BuxigHoro
maTepiany/peareHTy/NpOMIXXHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Yy BUPOOHNLTBI ADI;
ONs LOMOMIXKHOI pevyoBUHM (cepTudikat

BiNoOBIigHOCTI €Bponeichkin dhapmakonei) -

HoBwuin cepTudikaT Big HOBOro BUPOGHMKa

(3amiHa abo [OMNOBHEHHS) NOAaHHS HOBOTO

cepTudcpikaTa BignosigHoCTi €Bponenchkin

dapmakonei R1- CEP -2008-261-Rev 02
ans A®| naMoTpUAKUHY Big HOBOro

BMpob6HuKka Cohance Lifesciences Limited,

India. - 3miHu | TUNY - 3MiHK 3 FKOCTi.
oToBWI Nikapcbkuin 3aci6. KoHTponb
roTOBOrO fikapcbKoro 3acoby (iHLi 3MiHu)
OHOBJIEHHS BXe 3aTBEPAXKEHNX METOAIB
KOHTPOIIO AKOCTI nikapcbkoro 3acoby, a
came BVKNaAEeHHS TEKCTY AepKaBHO
MOBOH) 3riIHO Cy4aCHWUX BUMOT.

196.

JJAMAN®

Tabnetku no 25 mr
no 10 Tabnetok y
6nictepi, no 3
Gnictepn y nayui 3
KapTOHY

ANKANOIN
ALl Ckon’e

Pecny6nika
MiBHi4YHa
MakepoHis

AINKANOIQ ALl Ckor’e

Pecny6bnika
MiBHiYHa
MakenoHisa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTI.
CeprudikaT BignosigHocTi/l E-cepTudikat

BiQNOBIAHOCTI €EBpONENChHKIl
dapmakonei/MmoHorpadii. MoaaHHs HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo BUny4YeHHsi cepTudikaTta BignoBigHOCTI
€Bponevicbkint hapmakonei: ana A®l; ons
BMXiAHOro Matepiany/peareHTy/NpoOMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y
BUPOGHMUTBI ADI; ANs 4ONOMIKHOI
peyvYoBUHM (CepTUdikaT BiAMoBIAHOCTI
€Bponelicbkiii hapmakonei) - OHoBNeHMI

3a
peuernmom

UA/9679/01/01
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Homep
peecmpayiliHo2o
noceio4yeHHs1

cepTudikaT Big yXXe 3aTBepAXeHoro
BUPOGHMKa NOAAHHS OHOBIIEHOIO
cepTudikaTta BignoBigHOCTI €Bponenchkiin
capmakonei R1- CEP -2009-162-Rev 02
(3atBepaxeHo: R1- CEP -2009-162-Rev 01)
onsa A®l naMoTpUIKUHY Bif yxke
3aTBEPKEHOr0 BUPOBHUKA SKUIA 3MiHMB
HanmeHyBaHHs 3 Jubilant Generics Limited
Ha Jubilant Pharmova Limited, India. - 3miHn
| Tuny - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignosigHoCTI
€Bponeiickkin hapmakonei/MoHorpadii.
MogaHHsa HoBoro abo oHoBNEHOro
cepTudikarta BignoBigHOCTi abo BUIYyYEHHSsI
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei: gna Adl; ons BuxigHoro
marepiany/peareHTy/NPOMiIKHOIO NMPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI A,
ONs LOMOMIXKHOI pevyoBUHM (cepTudikat
BiNOBIgHOCTI €Bponenchkin dapmakonei) -
HoBwin cepTudikaT Big HOBOro BUPOGHMKa
(3amiHa abo JOMOBHEHHS) NOAAHHSA HOBOTO
cepTudikaTta BignoBigHOCTI €EBpONENChKiNn
capmakonei R1- CEP -2008-261-Rev 02
ans Al naMoTpuaKUHY Big, HOBOro
Bmpob6Huka Cohance Lifesciences Limited,
India. - 3miHu | TUNY - 3MiHK 3 FKOCTi.
oToBWI Nikapcbkuin 3aci6. KoHTponb
rOTOBOrO fikapCbKoro 3acoby (iHLi 3MiHW)
OHOBIEHHS BXX€e 3aTBEPAXXEHUX MeTofiB
KOHTPOIMIO sIKOCTi Nikapcbkoro 3acoby, a
came BUKINafeHHs TEKCTY AepXKaBHOK
MOBOH 3riJHO Cy4acHMX BUMOT.

197.

JJAMAN®

Tabnetku no 100 mr
no 15 rabnetok y
GnicTepi, no 2
Gnictepu y nayui 3
KapTOHY

AJTKANOIA,
ALl Ckon'e

Pecny6nika
MiBHi4YHa
MakepnoHist

AINKANOIQ ALl Ckor’e

Pecny6bnika
MiBHiYHa
MakenoHis

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikat

BigMNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€Bponeickkin hapmakonei: gna A®l; ans
BUXiAHOro MaTtepiany/peareHTy/NpoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI
peyvoBUHYM (CepTUdikaT BiANOBIgHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepaKeHOro

BMPOOHMKa NoAaHHA OHOBIIEHOrO
cepTudcpikaTa BignosigHoOCTi EBponenchkin
dapmakonei R1- CEP -2009-162-Rev 02

(3aTBepakeHo: R1- CEP -2009-162-Rev 01)

3a
peuenmom

UA/9679/01/03




115

[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky
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noceio4yeHHs1

onsa A®l naMoTPUIKUHY Bif yxke
3aTBEPAKEHOTrO BUPOBHMKA SKUIA 3MIHUB
HaviMeHyBaHHs1 3 Jubilant Generics Limited
Ha Jubilant Pharmova Limited, India. - 3miHn
| Tuny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€Bponeickki thapmakonei/MoHorpadii.
MopaHHa HoBoro abo oHoBNEHOro
cepTuddikata BignoBigHOCTi abo BMUNyYEHHSsI
cepTudikaTta BignoBigHOCTI €Bponenchkiin
dapmakonei: gna ADI; onsa BUXigHoro
maTepiany/peareHTy/NpOMiXXHOIO NMPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI;
Ans AOMOMDKHOI peyvoBuHM (cepTudikaT
BiNoOBIigHOCTI €Bponeichkin thapmakonei) -
HoBwin cepTudikaT Big HOBOro BUPOGHMKa
(3amiHa abo JOMOBHEHHS) NOAAHHSA HOBOTO
cepTudikaTta BignoBigHOCTI €Bponenchkii
cdapmakonei R1- CEP -2008-261-Rev 02
ans A®| namoTpuAXMHY Big HOBOMO
BnpobHuka Cohance Lifesciences Limited,
India. - 3miHu | TMNY - 3MiHK 3 sKOCTI.
[oToBMI Nikapcbkui 3acib. KoHTponb
roTOBOrO flikapcbkoro 3acoby (iHLLi 3MiHW)
OHOBIIEHHS BXXe 3aTBEPAXXEHUX MeTofiB
KOHTPOIMIO AKOCTI nikapcbkoro 3acoby, a
came BVKNaAEeHHS TEKCTY AepKaBHO
MOBOH 3riJHO Cy4acHMX BUMOT.

198.

JTAMAN®

Tabnetku no 200 mr
no 15 Tabnetok y
GnicTepi, no 2
6nictepn y nayui 3
KapTOHY

ANKANOIL
ALl Ckon'e

Pecnybnika
MiBHiYHa
MakepnoHist

AJTKANOIQ AL Cror’e

Pecny6bnika
MiBHiYHa
MakenoHis

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu | Tuny - 3miHK 3 sKOCTi.
CeptudikaT BignosigHocTi/lE-cepTudikat

BiZNOBIgHOCTI €BpONenchKin
dapmakonei/moHorpadii. MogaHHsa HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4eHHs cepTudikaTta BignoBigHOCTI
€Bponevicbkint hapmakonei: ana A®l; ons
BUXiAHOro MaTtepiany/peareHTy/NpoMi>XHOro
NpoAYKTY, LLIO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI ADI; ANs 4ONOMiKHOI
peyvoBUHYM (cepTUdikaT BiANOBIgHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWI
cepTudikat Bif yxe 3aTBEpA>KEHOrO

BMPOOHMKa NoAaHHA OHOBIIEHOrO
cepTudikaTta BignoBigHOCTI €BpoNenchbkin
dapmakonei R1- CEP -2009-162-Rev 02

(3aTBepokeHo: R1- CEP -2009-162-Rev 01)
ans A®| namoTpuaXuHy Bif yxe
3aTBEPKEHOrO BUPOOHMKA SKUIA 3MiHUB
HalimeHyBaHHs 3 Jubilant Generics Limited
Ha Jubilant Pharmova Limited, India. - 3miHn
| Tuny - 3MiHM 3 sikocTi. CepTudikat

3a
peuenmom

UA/9679/01/04
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€sponewicbkin apmakonei/moHorpadii.
MogaHHsa HoBoro abo oHoBREHOro
cepTuddikaTta BignoBigHOCTi abo BUNyYEHHSs!
cepTudikaTta BignoBigHOCTI €BpONENnChbKiin
dapmakonei: gna Adl; ons BuxigHoro
marepiany/peareHTy/NpOMiXXHOIO NMPOAYKTY,
LLIO BMKOPUCTOBYHOTLCS Y BUPOGHULTBI AdPI;
0N LONOMIXKHOI pevyoBUHM (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
HoBwuit ceptudikat Bii HOBOro BUpoGHMKa
(3amiHa abo JOMOBHEHHS) NOAAHHSA HOBOMO
cepTuddikaTta BignoBigHOCTI €Bponenchkii
capmaxkonei R1- CEP -2008-261-Rev 02
ans A®l naMoTpuaKUHY Big, HOBOro
BnpobHuka Cohance Lifesciences Limited,
India. - 3miHu | TUNY - 3MiHK 3 FKOCTi.
["oToBMI Nikapcbkmit 3aci6. KoHTporb
roTOBOrO flikapcbkoro 3acoby (iHLUi 3MiHW)
OHOBJIIEHHS BXXE 3aTBEPAXEHUX METOIB
KOHTPOIMIO SIKOCTi Nikapcbkoro 3acoby, a
came BVKNadeHHS TEKCTY AepKaBHO
MOBOHO 3riHO Cy4aCHMX BUMOT.

199.

JNIAMI3NN

kpem 1 % no 15r
a6o 30 r B Ty6i; no 1
Ty6i y KApTOHHIV
KopoobLi

KAPO
XENCKEA
AB

LBeuis

XaneoH KX C.a.p.n.

LLsenyapis

BHECEHHS 3MiH 4O peecTpauinHuX
MaTepianis: 3miHa 3asBHuka J13 (MIBIM)
(BnacHuka peecTpaLinHOro NocBig4eHHs)
(3rigHo Haka3zy MO3 Big 23.07.2015 Ne 460).
3minu | TNy - 3miln WwWoao

6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.

BeeneHHs abo 3MiHu [0 y3aranbHeHWX
OaHunx npo cuctemy chapmakoHarnsay
(BBEAEHHSA y3aranbHEHUX AaHUX MPO
cuctemy papmakoHarnsgy, amiHa
yrnoBHOBaeHoi ocobu, BignoBiganbHoi 3a
34iicHeHHs dhapmakoHarnagy; KOHTaKTHOT
ocobu 3 hapmakoHarnagy 3asBHuUKa Ansi
3AicCHeHHs hapmakoHarnsagy B YKpaiHi,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXEHO|
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (BKMHOYaKUmM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
darina cuctemu hapmakoHarnsigy). 3miHa
YMNOBHOBaXeHOI 0cobu 3asiBHUKa,
BignoBiganeHoi 3a hapMakoHarnsag. [itoya
pepnakuisi: John Poustie / [xoH Moycri.
MponoHoBaHa pepakuis: Karin Kempe /
KapiH Kemne. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXeHOI 0cobu 3asiBHUKA,
BignoBiganbHoi 3a papmakoHarnsg. 3MiHa
KOHTaKTHOI 0co0u 3asiBHUKa, BianoBigansHoi
3a papmakoHarnsg B YkpaiHi. itoya

6e3
peuenma

UA/1005/03/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

peaakuisi: Kupunisa ManuHa eopriisHa.
lMponoHoBaHa pepakuis: Bosuyk AniHa
BonogumupisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobu
3as1BHuMKa, BignosiganbHoi 3a
capmakoHarnag B YkpaiHi. 3miHa
MicLEe3HaxoaxXeHHa macTep-daina cucrtemm
hapmakoHarnsgy Ta noro Homepa. 3MmiHa
MicLS 3AiNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnagy.

200.

JIAHTYC®
COJIOCTAP®

PO34MH ANs iH'eKLIN,
100 Oga./mn; Ne 5: no
3 Mny KapTpuaxi,
BMOHTOBaHOMY B
0HOPa3oBY LUNPUL-
py4ky (6e3 ronok
ans iH'ekuin); no 5
LINPUL-PYYOK Y
KapTOHHil kopobui

TOB
"CaHoi-
ABeHTIC
Ykpaina"

Ykpaina

CaHodi-ABeHTic

Donunaxp MmoX

Himevunna

BHECEHHS 3MiH 40 peecTpauifiHnX
MaTepianis: 3miHu | Tuny - 3miHn Wopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3miHa yacToTu Ta/abo TepmiHiB nogaHHA
perynsipHo OHOBIOBaHMX 3BIiTiB 3 6e3neku
nikapcbkux 3acobis - 3miHa YacToTh Ta
TEPMiHy NOAAHHS PerynsipHo OHOBMOBAHOMO
3BiTY 3 Ge3neku nikapcbkoro 3acoby
JIAHTYC® COJIOCTAP®, po3ynH ans
iH'ekuin, 100 Oa./mn; Ne 5: no 3 mny
KapTpumKi, BMOHTOBAHOMY B O4HOPA30BY
WNpuL-pyydKy (6e3 ronok gns iH ekuin); no 5
LUNPULI-PYYOK Y KapTOHHIn Kopobui: [itoua
pegaakuisi: Yactota nogaHHs PO36 — 6
micsuis; KiHueBa gata ans BKNOYeHHs
naHux go PO36 — 21.02.2018 p.; Oata
nogaHHs — 01.05.2018 p. MponoHoBaHa
pepakuis: Yactota nogavHs PO3B — 3 poku;
KiHueBa nata Ans BKMOYEHHS JaHUX 00
POS3B — 21.04.2025p.; Oata nogaHHs —
20.07.2025 p. PekomeHayeTbcs A0
3aTBEPKEHHS BiAMOBIAHO A0 NEPIOAUYHOCTI
NOAaHHS PErynsipHO OHOBMIOBAHUX 3BITIB 3
6e3neku nikapcbkux 3acobis y €C.

3a
peuenmom

UA/8106/01/01

201.

JIA®EPOBIOH

Kpanni HasanbHi No
100000 MO/mn; no 5
MA 'y dONaKoHi,
3aKynopeHomy
MiKpOA03aTOpOM-
KpanenbHuueto; no 1
dnakoHy y nayui 3
KapTOHY

TOB "®3
"CTALA"

Ykpaina

TOB "®3 "CTAOA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHuX
matepianis: 3MiHu | TUNy - AgMiHiCTpaTuBHiI
3MiHN. 3miHa HalMeHyBaHHs1 Ta/abo agpecu

3asiBHMKA (BNacHUKa peecTpauiiHoro
nocBigYeHHs1). 3MiHa HalMeHyBaHHS
3asBHMKa (BNacHUka peecTpaLiiHoro
NoCBiAYEHHS1). 3MiHM BHECEHO 40 KOPOTKOI
XapaKTepuCTUKK nikapcbKkoro 3acoby Lwoao
HaiMeHyBaHHS 3asiBHWMKa. TepMiH BBEAEHHSs
3MiH MpoTsroM 6 MicauiB nicns
3aTBEpOKEHHS. 3MiHu | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HanMeHyBaHHS Ta/abo agpecu Micud
NPOBaXeHHSs QisiNbHOCTI
BMPOOHWKa/imnopTepa rotToBoro nikapcbkoro
3aco0y, BKIHOYa4m AinbHULL BUNYCKy cepii
abo MicLe NpoBeeHHsi KOHTPOIO SIKOCTi.

be3
peuenma

He
nidnsieae

UA/13779/02/01
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118
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
(DisinbHiCTb, 3a sKy Bignosinae
BUPOGHWMK/IMNOPTEP, BKIOYAKOUN BUMYCK
cepint). 3mMiHa HaliMeHyBaHHS1 BUPOOHMKa

roToBOro fikapcbkoro 3acoby. BupobHuya
OinbHWUS Ta BCi BUPOGHMYI onepadii
3anMwaTbCa HE3MIHHUMUW. 3MiHU BHECEHO
B IHCTPYKLUIilO ANsl MEQUYHOro 3acTOCyBaHHSA
Ta KOPOTKY XapaKTepUCTUKy MikapCbKoro
3acoby y po3gin "BuMpobHuK" 3 BignosigHMMM
3MiHaMK B TEKCTi MapKyBaHHS YNaKOBOK.
TepmiH BBeQEHHA 3MiH NPOTAroM 6 micauis
nicnsa 3aTBepaXXeHHsi. 3MiHu | Tuny - 3miHn
wopo 6esnekun/edekTMBHOCTI Ta
dapmakoHarnagy. BeegeHHsa abo 3amiHm oo
y3aranbHeHVX JaHuxX Npo cuctemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX
AaHuX Npo cuctemy hapmakoHarnsgy, aMiHa
yNoBHOBaXeHOi ocobu, BignoeigansHoi 3a
34iINCHEHHA dhapMakoHarnsiay; KOHTakTHOI
ocobu 3 hapmakoHarnsaay 3asBHVKa s
30iNCHEHHs hapmakoHarnagy B YKpaii,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BignoBiganbHoi 3a 34iINCHEHHSA
dapmakoHarnsay (BKMHOYaKYM KOHTaKTHI
naHi) Ta/abo 3MiHK y po3MiLLleHHi MacTep-
darina cuctemn chapmakoHarnsgy). 3miHa
KOHTaKTHMX JaHWUX YNOBHOBaXeHOi 0cobu
3asBHMKa, BiAnNoBiaanbHoI 3a
dapmakoHarnsa. 3mviHa Homepa mactep-
(panna cuctemu papmakoHarnagy. 3minu |
Tuny - 3MiHM Wwopao 6e3neku/edekTUBHOCTI

TEKCT MapKyBaHHSA NePBUHHOI Ta BTOPUHHOT
ynakoBKM nikapcbkoro 3acoby. TepMiH
BBEAEHHS 3MiH NPOTSrom 6 micauiB nicns
3aTBEepAKEHHS. 3MiHu | TUny - 3miHK 3
sikocTi. [oTOBMI Nikapcbkuit 3aci6. 3MiHKM y

roTOBOrO MiKapCbKOro 3acoby, BKMHOYaoUm
NPOMiXHWIA MPOAYKT, O 3aCTOCOBYETLCA
npw BUPOBHULITBI rOTOBOIO MikapCbKoro
3acoby (He3HayHa 3MiHa y npoueci
BMPOOHMLTBA). BUny4eHHs pyTUHHOrO

BUIOTOBIAKTLCS BiAMNOBIAHO 40
3aTBEpOKEHOro Ta BanigoBaHoro

Cn. 5.14-02-349 «[lMpomixHa npogykuisa

HasanbHu» Onwuc, pH, BmicT

Ta cbapmakoHarnagy (iHwi 3miHn). OHoBNEHO

BMPOGHMLTBI. 3MiHM Y NpoLieci BUpobHuLTBa

KOHTPOJIO Cepivl NPOMiXKHOI NPOAYKLi, Wo

«JlachepobioH», kpanni HazanbHi/cnpe

TexnpoLecy (3a nokasHukamu cneumdikauii

mMeTunnaparigpokcnbensoaty). B pasi
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BUrOTOBJIEHHS BanigauiiHux cepin
npenapary, KOHTPOMb MPOMiXHOI MPOAYKLT
nig yac BMpobHMYOro npouecy npenapaty
«JTadhepobioH, Kpanni HasanbHi»
NpoBOAWTLCSt 060B’A3KOBO, 3 METOIO
[OCTifKEHHS BNIMBY BUpoBHUYOro npouecy
Ha KpUTUYHI MapameTpu sIKOCTi FOTOBOro
nikapcbkoro 3acoby.
202. | TA®EPOBIOH cnpew HasanbHU No TOB "3 YkpaiHa TOB "®3 "CTALA" YkpaiHa BHECEHHS1 3MiH 40 peecTpauiiHnx be3 He UA/13779/03/01
100000 MO/mn; no 5 "CTAOA" MaTepianis: 3miHu | Tuny - AgMiHicTpaTuBHI peuenma nidnsieae

My donaKoHi,
3aKynopeHomy
MiKpo403aTopoM-
posnunoBayem; no
1 conakoHy y nadui 3
KapTOHY

3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu
3asiBHMKa (BracHUKa peecTpauiiHoro
nocBiaYeHHs1). 3MiHM BHECEHO [0 KOPOTKOT
XapaKkTepuCTUKN NiKapCbKoro 3acoby Lwoao
HaNMeHyBaHHS 3asiBHUKA. TepMiH BBEOEHHS
3MiH npoTaromM 6 micsauis nicns
3aTBepAKEeHHA. 3MiHu | Tuny -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaXXEHHSs QiSiNbHOCTI
BMpoBHMKa/iMnopTepa roToBoro fikapcbKoro
3aco0by, BKYaum ginbHULi BUNYyCKy cepil
abo micue npoBeAeHHS KOHTPOO SKOCTI.
(DisinbHiCTb, 3a siky Bignosinae
BUPOGHMK/IMNIOPTEP, BKIOYAOUM BUMYCK
cepin). 3MiHa HallMeHyBaHHS BUPOBHUKa
roToBOro fikapcbkoro 3acoby. BupobHuya
AinbHWUS Ta BCi BUPOGHMYI onepauii
3anuLIaTLCS HE3MIHHUMMU.
3MiHM BHECEHO B iHCTPYKLIit0 ANt MEAUYHOrO
3aCTOCYBaHHsI Ta KOPOTKY XapaKTepuUCTUKy
nikapcbkoro 3acoby y po3ain "BupobHuk" 3
BiANOBIHNMUW 3MiHAMUW B TEKCTI MapKyBaHHS
ynakoBoK. TepMiH BBEAEHHSI 3MiH NPOTArom
6 MicsLiB nicns 3aTBEpAXKEHHS.
3minu | Tvny - 3miln wWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHNxX
OaHunx npo cuctemy chapmakoHarnsgy
(BBEOEHHS y3aranbHEHVX AaHWUX Npo
cuctemy cbapmakoHarnsgy, amiHa
yrnoBHOBaXeHoi ocobwu, BignoBiganbHoi 3a
34iicHeHHs dapmakoHarnagy; KOHTakTHoT
ocobu 3 hapmakoHarnsaay 3asBHMKa 41s
34icHeHHs bapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXEHOI
ocobu, BignoBiganbHoi 3a 34iINCHEHHS
dapmakoHarnsay (BKMHOYaKymM KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MmilLLeHHi MacTep-
chanina cuctemu dhapmakoHarnsgy). 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXEHOi ocobu
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3as1BHMKA, BianoBiganbHoI 3a
dapmakoHarnsag. 3miHa Homepa mactep-
darina cuctemm chapmakoHarnsgy. 3minm |
My - 3MiHK Woao 6e3nekn/ePeKkTUBHOCTI
Ta cbapmakoHarnsagy (iHwi 3miHn). OHoBneHo
TEKCT MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT
yNakoBKM Nikapcbkoro 3acoby. TepMiH
BBEOEHHS 3MiH NPOTSrom 6 micauis nicns
3aTBepPAKEHHS. 3MiHM | TUNy - 3MiHK 3
sIKocTi. [oToBUI Nikapcbkui 3aci6. 3miHn y
BMPOOHMUTBI. 3MiHK Y NpoLeci BUpobHULTBa
roTOBOro MikapcbKoro 3acoby, BkI4aoym
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCSI
npn BUPOBHULTBI rOTOBOIO MiKapCbKOro
3acoby (He3Ha4yHa 3miHa y NpoLeci
BMPOGHMLUTBA). BunyyeHHs pyTUHHOro
KOHTPOIIO Cepii NPOMIXKHOI NPOAYKLi, Wo
BUIOTOBIAKTLCSA BiAMNOBIAHO A0
3aTBepOKEHOro Ta BanigoBaHoro
TexnpoLecy (3a nokasHukamu cneumdikauii
Cn. 5.14-02-349 «[lMpomixxHa npogykLuis
«JlachepobioH», kpanni HazanbHi/cnpen
HasanbHu» Onwuc, pH, BmicT
MeTunnaparigpokcubeHsoaTy).
B pasi BurotoBneHHsa BanigauinHnx cepin
npenapary, KOHTPOIb MPOMiXXHOI MPOAYKLi
nig yac BMpo6HMYOro npouecy npenapaty
«JlacdbepobioH, kpanni HasanbHi»
npoBoANTbLCA 060B’I3KOBO, 3 METOD
[OCTiMKEHHS BNMBY BUPOBHUYOro npouecy
Ha KpUTUYHI MapameTpu sIKOCTi FOTOBOro
nikapcbKoro 3acoby.

203.

JIEBACENT

PO34nH Ans iHdy3in,
500 mr/100 mn; no
100 mn B
KOHTeWHepi; no 1
KOHTeNHepy B
NOniBiHINXNOPUAHIV
nniByji B KOpoo6Li

AHaHTa
Megikeap
Nnra.

Benwuka
BpuTaHis

€ponaiid XenTkeap
MeT. 1o,

IHgia

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTi.
[oToBWI Nikapcbkui 3acib. KoHTponb
roTOBOrO fikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEpOKEHMX MeTofax BUNPODbyBaHHs).
HesHauHi 3MiHn y meTogi BEPX ans
BM3HaYeHHs nokasHukiB « CynpoBigHi
nomiwkn» Ta «KinbkicHe BU3Ha4YeHHs». 3a
nokasHukom «CynpoBiaHi JOMILLIKU»
BiJKOPUrOBaHO Ha3By pPyXoMoi ha3un Ta
YTOYHEHO YMOBW XpoMaTorpadyBaHHsi. 3a
NokasHUKoM «KinbkiCHe BU3HAYEHHA»
YTOYHEHO YMOBUW XpomartorpadpyBaHHs Ta
dopmyny po3paxyHky.

3a
peuenmom

UA/13203/01/01

204.

JIEBOMIH® 30

TabneTku, BKPUTI
NniBKOBOKO
ob6onoHkoto, no 0,03

TOB «MIBE
YKPAIHA»

YkpaiHa

mibe MMBX
ApuHaimiTTenb

Himeyunna

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3MiHu | TUNY - AOMiHICTpaTUBHI
3MiHW. BunyyeHHs1 BUPOGHMYOI AinbHUL

3a
peuernmom

UA/16583/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
mr/0,15 mr no 21 (BKkntoyaroum ginbHuui gns APl npomixkHOro
Tabnetui y 6nictepi; npoaykTy abo rotoBoro nikapcbkoro 3acoby,
no 1 abo no 3, abo LinNbHUL AN NPOBEeAEHHS NaKyBaHHS,
no 6 Gnictepis y BMpo6HMKa, BigNoBiAanbHOro 3a BUMyCcK
KapTOHHi kopobui cepin, micLe NpoBeaeHHS KOHTPOMO cepir)
abo nocTayanbHVKa BMXIQHOrO matepiany,
peareHTy abo 4ONOMIKHOI pe4oBMHM (SKLLO
3a3Ha4YeHo y JOCLE)
BunyueHHs Bupo6Huka API Ethinylestradiol,
a came ASPEN OSS B.V., Kloosterstraat 6,
The Netherlands-5349 AB Oss, sk
BUPOGHMYY AinbHUULO, BianoBiaanbHy 3a
BUPOBHMUTBO Ait040i pe4oBUHM
eTuHinecTpagion. AnbTepHaTUBHO
OinbHuueto 3anuwaeTtbest Bayer AG.
Posginn 3.2.S.4.1 Ethinylestradiol (FPM),
3.2.S.4.4 Ethinylestradiol (FPM) Ta 3.2.R,
BKINOYAKO4M BignNoBigHI po3ainu B moayni 2
Oynu oHoBneHi. Kpim Toro, y 3B'sA3ky 3
BUITYyYEHHAM KOMMaHii Aspen, OHOBIIOETLCA
po3ain 3.2.S.4.4 akTyanbHUMM
cepTudikatamm aHanisy aAnst BUApoOHMKa
Bayer. Y po3aini 3.2.5.4.4 (FPM
manufacturer) BunyyeHo BupoGHuka J13
«mibe».
205. | NEBO®JIOKCA | po3uvH ans iHdysin, AHaHTa Benuka €ponand XenTkeap IHAisa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/11383/01/01
LUWH 500 mr/100 mn; no Megikeap BpuTaHis MeT. JITA. matepianis: 3miHu | Tuny - 3MiHK 3 sKoCTiI. peuenmom
100 mny Inra. oToBWI Nikapcbkuin 3aci6. KoHTponb
KOHTeWHepi; no 1 roTOBOro fikapcbKkoro 3acoby. 3miHa y
KOHTEeWHepy y MeToAax BUNpobyBaHHS roTOBOro
nonisiHiNxnopuaHin nikapcbkoro 3acoby (He3HayHa 3MiHa y
nniBLji B Navui 3aTBepAKeHNX MeTofax BUNpobyBaHHs).
HesHauHi 3MiHM y meTogi BEPX ans
BM3HaYeHHsI MokasHukiB « CynpoBigHi
nomiwkm» Ta «KinbkicHe BU3Ha4YeHHs». 3a
nokasHukom «CynpoBiaHi JOMILLKu»
BiKOPUroBaHO Ha3By pPyxoMmoi ¢a3n Ta
YTOYHEHO YMOBU XpomaTtorpadyBaHHsi. 3a
nokasHukom «KinbKicHe BUSHAYEHHS»
YTOYHEHO YMOBW XpoMaTorpacdyBaHHs Ta
dopmyny po3paxyHky.
206. | IEBO®IIOKCA | TabneTku, BKpUTI AT YkpaiHa AT "Jly6Hunpapm" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHuX 3a He UA/20040/01/01
LUH NniBKOBOO "Ny6Hnpap matepianis: 3MiHu | Tuny - 3MiHn Wwono peuenmom | nidnsizae
obornoHkoto no 500 m" 6e3nekn/edeKTMBHOCTI Ta bapMakoHarnsagy.

Mr, no 10 TabneTok
y 6nicTepi; no 1 abo
10 GnicTepiB y nayui
3 KapTOHY

3MiHW y KOPOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUiT ANS MEANYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpuaHnx/GionoaibHux
nikapcbkux 3acobiB nicnst BHECEHHs Tiel
camoi 3MiHM Ha pedepeHTHUIA Npenapar
(3miHa He nNoTpebye HaaHHS XKOAHWUX HOBUX
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

[o[aTkoByX AaHnx) 3MiHW BHECEHO A0
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu
"®apmakornorivyHi BnactusocTi", "lMoka3aHHsA"
(yTouHeHHs iHdopmaulii/pegaryBaHHs),
"B3aemogiqa 3 iHWnMK NikapCbKUMn
3acobamu Ta iHWi B1au B3aemonin",
"OcobnuBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiod BariTHOCTi abo
rogyBaHHs rpygat”, "3gatHicTb BnnvBaTtu
Ha LWBMAKICTb peakLii Npy KepyBaHHI
aBToTpaHcnopToM abo iHWMMK
mexaHiamamu”, "MepenosyBaHHs", "MobivHi
peakuii” 3rigHo 3 iHhopmalieto Wwoao
MELMYHOro 3aCTOCyBaHHs pedepeHTHOro
nikapcbkoro 3acoby (TAVANIC). 3minum |
TMny - 3MiHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkil
XapaKTepuCTULi Nnikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEANYHOro
3aCTOCyBaHHs Ha MiACcTaBi perynsipHo
OHOBOBAHOrO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3nekn
3acTocyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauinHmin nepiod, abo sk
pe3ynbTar OLiHKK 3BiTY 3 JOCNIOKEHD,
nNpoBeAeHWX BiANoBIAHO A0 NnaHy
nepiatpuyHux gocnigxens (PIP) (3MiHy
Y3ro4KEHO 3 KOMMETEHTHUM
yNOBHOBaXEHNM OpraHoM) 3MiHU BHECEHO
00 IHCTPYKUIT ANS MeanYHOro 3acTocyBaHHSA
nikapcbkoro 3acoby B po3gin "MNo0iyHi
peakuii” BiANOBIAHO A0 OHOBMEHOI
iHpopMmalii 3 6e3nekn Aito4oi pe4oBUHM.

207.

JIEBO®OIJIK

PO34MH ANis iH eKUin
abo iHdysin, 50
mr/mn, no 1 mn, 4
M1, 9 MNny dNakoHi,
no 1 abo 5 cnakoHis
3 PO34YUHOM Y
KapTOHHIN ynakoBLii

Mepak
[esenbwad
T dorop
KniHiwe
LWneuiansnp
enapate
MB6X

Himeyuunna

BTOPWHHE NaKyBaHHS,
MapKyBaHHs1, KOHTPOMb
Ta BUNyck cepin: Megak

[esenbliadT drop
KniHiwe
LWneuianenpenapate
M6X, HimevuunHa;

BUPOOHMLITBO rOTOBOrO

nikapcbkoro 3acoby,
nepBUHHE NaKyBaHHs,
MapKyBaHHS Ta
BTOPWHHE NaKyBaHHS,
KOHTpOMnb BUNPobyBaHHs
cepii:
3irdpig MamensH MGX,
HimeyuunHa;
BMPOOHMLTBO rOTOBOrO

Himeuuunna/
Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpauiiHnX
matepianis: 3MiHu Il Tuny - 3miHK 3 sIKOCTI.
[oToBWI Nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa y
NEepPBUHHIN yNakoBLi FOTOBOro NiKapCbKoro
3acoby (Tvn koHTelHepa abo fgoAaBaHHS
HOBOrO KOHTeWHepa) - CTepurbHi nikapcbki
3acobu Ta nikapcbki 3acobu
6ionori4Horo/iMyHOMNOr4YHOrO NOXOAXKEHHS.
[onaBaHHs anbTepHaTUBHOIO NEPBUHHOIO
nakyBaHHsi: fofaTkoBa npobka 3
6pomMByTMNOBOI ryMuK 3 PTOPOBAHUM
noniMepHnmM nNokputTaM. OCHOBHWIA
matepian npo6ku 6pombyTtun (Ph. Eur. knac
1) 3anuwaeTbes He3MiHHUM. Kpim
3aTBepakeHnx 6pombyTunoBmx npobok 3
CUIIKOHOBMM MOKPUTTSIM, BUKOPUCTOBYIOTLCS

3a
peuenmom

UA/16366/01/01
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

nikapcbkoro 3acoby,
nepBUHHE NakyBaHHS,
KOHTPOMb BUNPoByBaHHsI
cepii:
OHkomeq
MeHboheKkyepiHr a.c.,
Yecbka Pecnybnika

Takoxx 6poMOyTUNOBI NPobKK 3 hTOpOBaAHMM
noniMepH1M nNokputTaM. BeegeHHs 3miH
NPOTArom 6-Tu MicsILiB Micnsi 3aTBEpPYKEHHS

208.

JIEBO®OIJIK

PO34MH ANs iH eKUin
abo iHdysin, 50
mr/mn; no 1 mn, 4
M, 9 My dONakoHi;
no 1 abo 5 cpnakoHis
3 PO34YUHOM Y
KapTOHHIN ynakoBLii

Mepak
[esenbwad
T cbrop
KniHiwe
LWneuianenp
enapaTte
MB6X

Himevuunna

BTOPVHHE NaKyBaHHS,
MapKyBaHHS1, KOHTPOIb
Ta BUNYCK Cepin:
Mepak Nesenbwadpt
dorop KniHiwe
LLneuianenpenaparte
M6X, HimeuuunHa;
BMPOGHMLTBO rOTOBOIO
nikapcbkoro 3acoby,
nepBUHHE NMaKyBaHHS,
MapKyBaHHs1
Ta BTOPWHHE NMaKyBaHHS,
KOHTPOIb BUMPOOYBaHHS
cepii:
3irdopig MamensH M6X,
HimeuuunHa;
BMPOGHMLTBO rOTOBOIO
nikapcbkoro 3acoby,
NnepBUHHE NMaKyBaHHS,
KOHTpOMb BUNPOBYyBaHHsI
cepii:
OHkomep
MeHblobekyepiHr a.c.,
Yecbka Pecny6nika

Himeuuunna/
Yecbka
Pecnybnika

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
["oToBMI Nikapcbkmin 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa
napameTpie cneuudikadi Ta/abo
[OMNYCTUMKX MEX rOTOBOTO NiKapCbKOro
3acoby (BMNyYeHHs1 HE3HAYHOro NOKa3HMKa
(Hanpuvknag 3acTapinoro NokasHuka, Takoro
SIK 3anax Ta cmak, abo igeHTudikawis
6apBHUKIB Y/ CMaKOBMX 406ABOK)) BHECEHHS
3MiH go Cneuudikauii/MeTtogis
BunpobyeaHHs 113, 3okpema: 3a
napameTpoM “CynyTHi AOMILLKL” BUNYyYEHHS
rnokasHukie gomiwka D ta gomiwka F.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicns
3aTBEepAKEHHS. 3MiHu | TUny - 3miHK 3
siKkocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roTOBOrO fikapcbKkoro 3acoby. 3miHa
napameTpis cneuudikauin Ta/abo
[OMNYCTUMUX MEX rOTOBOTO NiKapCbKOro
3acoby (oonoBHeHHs cneuwudikaii HoBUM
NOKa3HWKOM 3 BiMNOBiAHNM METOAOM
BUNPoBYyBaHHs1) BHECEHHS 3MiH [0
Cneuudikauii/MeTogis Bunpo6ysaHHs 113,
30kpema: 3a napameTpom «CynyTHi
OOMILLKUY» AoAaBaHHS MoKasHMKa «CyMu
powmiwok D i F» 3 BignoBigHUMu KpuTepismu
NpuAHSATHOCTI Ha Bunyck «NMT 1.8%» Ta Ha
TepMiH npugatHocTi «NMT 3.3%».
BBegeHHs 3MiH NnpoTArom 6-Tu MicauiB nicns
3aTBEPKEHHSI

3a
peuenmom

UA/16366/01/01

209.

JIEPKAMEH®
AN® 20/20

TabneTkn, BKpUTI
NniBKOBOO
obornoHkoto, 20
mr/20 wmr; no 14
TabneTok, BKPUTMX
NniBKOBOO
obonoHkot, y
GnicTepi; no 2
6nictepu B
KapTOHHiI kopobui

MeHapiHi
IHTepHeLLoH
an
OnepeiLoH
c
JTrokcembypr
C.A.

TTrokcembypr

Pekoppgarti IHgycTpia
Kimika e ®apmayeyTtuka
C.nA.

ITania

BHECEHHS 3MiH 40 peecTpauiiHnx
maTepianis: TexHiyHa nomunka (3rigHo
Haka3y MOS Big 23.07.2015 Ne 460)
BunpasneHa TexHi4Ha nomunka B IHCTpyKLii
AN MeAUYHOTO 3acTOCYBaHHS NikapCbKoro
3acoby y po3agini "®apmakonoriyri
BnactueocTi. PapmakoguHamika.", a came,
BipHO 3a3Ha4YeHO OAMH 3 UMPOBUX
NOKa3HWUKIB AaHMX AOCHioKEHHS BiAnoBiaHO
[0 JaHUX KOPOTKOI XapakTepucTukm
nikapcbkoro 3acoby. 3asHayeHe
BWMNpaBIiEHHS BiANOBifae MaTepianam
peecTpaLiiHoro 4ocCbeE.

3a
peuernmom

UA/13569/01/02
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
210. | NIOOKAIH PO34MH A4S iH EKUIN, AT YkpaiHa AT "INy6Hundpapm” YkpaiHa BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/14029/01/01
20 mr/mnno 2 mn B "ly6Hubap marepianis: yTOYHEHHs HanucaHHA peuenmom
amnyni; no 5 amnyn Mm" ynakoBku B Haka3i MO3 YkpaiHu Ne 1151
y bnicTepi 3 nniBku; BiAa 18.07.2025 B npoueci BHECEHHs 3MiH
no 1 abo 2 6nictepu (38miHu | TMINY - 3MiHM Woao
y nayui 3 KapTOHY; 6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
no 2 mn B amnyiii; (iHWi 3MiHKX) 3MiHK BHECEHO B TEKCT
no 10 amnyn y nayui MapKyBaHHS1 yMakoBOK fikapcbkoro 3acoby,
3 KapTOHY 3 a came Buny4eHo gyontowoyy iHopmalito
KapTOHHUMW pociicbkoto MoBOH. BBeaeHHS 3MiH
neperopogkamu nNpoTHArom 6-Tv MicsLiB nicnsi
3aTBepAKeHHs1). Pefakuis B Hakasi - no 2 mn
B amnyni; no 5 amnyn y 6nictepi no 1 ao 2
6nictepn y navui 3 KapToHy; No 2 Mn B
amnyni; no 10 amnyn y nadui 3 KAPTOHY 3
KapTOHHUMM neperopoakamu. BipHa
pepakuis - no 2 mn B amnyni; no 5 amnyny
6nicTepi 3 nniekx; no 1 abo 2 Grictepn y
naywi 3 KapToHy;
no 2 mn B amnyni;no 10 amnyn y nayui 3
KapTOHY 3 KAPTOHHUMW NeperopoakamMu.
211. | NIMPOMIO3O0T | po3umH Ans iH'exuiit; Bionoriwe Himeyuunna Bionoriwe Himeyumna BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/2054/01/01
H IH'eKui no 1,1 mn B amnyni; Xannbemitre Xannbmitrens Xeenb matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
no 5 amnyny nb Xeenb m6X [oToBuMI nikapcbkuii 3acib. Cuctema
KOHTYPHil mM6X KOHTelHep/3aKynoptoBanbHWiA 3aci6. 3MiHa
YapyHKOBIN nocrTavarnbHuKa nakyBanbHUX MaTepiarnis
ynakoBuj; no 1 abo ab0o KOMMNNEKTYUMX (SIKLLO 3a3HaYeHO B
no 2, abo no 20 [0CbE) (BUINYYEHHS MOcTavarnbHuKa) -
KOHTYPHUX BunyyeHHs iHdopmauii npo noctavanbHuka
YapyHKOBUX nakyBanbHoro matepiany (amnynu). 3minu |
ynakoBOK B kopobLi Tuny - 3MiHM 3 sikocCTi. [OTOBMI Nikapcbkui
3 KapTOHYy 3aci6. Cuctema
KOHTelHep/3aKkynoptoBanbHuiA 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo
AOMNYCTUMUX MEX NEPBUHHOT YMaKOBKM
rOTOBOrO fikapcbKoro 3acoby (iHLi 3miHu) -
BHeceHHs1 3amiH Ao cneumdikauii Ha amnynu,
a came He3HayHe KOpUryBaHHS Kputepiis
NPUNHATHOCTI AN noka3Huka “Break
strength” (BepxHs Mexa BnacHoi
cneumdikauii KOMNaHii TPOXM CKOpUroBaHa,
BpaxoBY4M 3aranibHOBM3HaHa
MakcuMarbHa MiLHICTb Ha Po3puB, onucaHa
B ctaHgaptax DIN ans amnyn 1 mn i 2 mn).
212. | NIHKAC cupon; no 90 mn, XepbioH MakuctaH XepbioH MakncTaH MakuctaH BHECEHHS 3MiH 10 peecTpauiiHmX bes UA/7815/01/01
abo 120 mn, abo MaknctaH MpanseT Jlimiteq matepianis: 3MiHu | Tuny - 3MiHn Wwono peuenma
150 mn y corakoHi; MpanBeTt 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
no 1 cnakoHy y Tlimiteq (iHWi 3MiHK) - OHOBMEHHS TEKCTY
KapTOHHiI kopobui MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
YMNaKOBOK JliKapCbKoro 3acoby
213. | NINPUMAP® TabneTku, BKpUTI BiaTtpic CLIA BunpobHuuTeo in bulk, HimeyunHa/ BHECEHHS 3MiH 0 peecTpauifiHmX 3a UA/2377/01/02
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep

n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o

3acoby ynakoeka) noceio4yeHHs1
NniBKOBOK CnewenTi nepBMHHA Ta BTOPUHHA CLWA MaTepianis: 3miHu | Tuny - AgMiHicTpaTuBHI peuenmom
o6onoHkoto, no 40 Jinc ynakoBKa, KOHTPOIb 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu
mr, no 10 TabneTtok SIKOCTi Ta BUNYCK cepii: MicLst NpOBaKEHHS AisiNbHOCTI
y 6nicTepi; no 3 Mdparizep BMpOBHMKa/iMnopTepa roToBoro fikapcbKkoro
6nictepu B MeHtodek4ypuHr 3acoby, BKNoYaum AinbHULI BUMYCKy cepii
KapTOHHIl kopobui Hownuneng MmoX , abo micLe NpoBeaeHHs KOHTPOIH SIKOCTI.
HimeuuunHa; (DisinbHiCTb, 3a sKy Bignosinae
BMPOGHMLTBO in bulk, BUPOGHMK/IMNOPTEP, HE BKITOYAOYM BUMYCK
KOHTPOMb AKOCTi: cepin). 3MiHa 3asBreHa y 3B’A3Ky 3i 3MiHO
BiaTpic ®apmactoTikans Ha3BM Ta pedakuiiHuMuK npaBkamun B agpeci
JIJ1C, CLWWA BMPOGHWMKa BiAnoBiganbHoro 3a
BMpoGHMUTBO Npenaparty in bulk Ta
KOHTpoOnb sikocTi 3 Pfizer Pharmaceuticals
LLC Ha Viatris Pharmaceuticals LLC,
MicLie3HaxXOoMKeHHs1 BUPOOHMYOI AinbHUL Ta
yci BUpoBOHUYI onepaluii 3anuwaTbest
HE3MIHHUMW.

214. | NINPUMAP® TabneTkn, BKPUTI BiaTpic CWA MNepBMHHa Ta BTOPUHHA Himeuumnna/ BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/2377/01/03
NniBKOBOKO CnewenTi ynakoBKa, KOHTPOSb CLWA MaTepianis: 3miHu | Tuny - AgMiHicTpaTuBHI peuenmom
obornoHkoto, no 80 inc SKOCTi Ta BUNYCK cepii: 3MiHN. 3MiHa HanmeHyBaHHs Ta/abo agpecu
mr; no 10 TabneTtok MNdpanzep MicUA NpoOBaAXeHHN QisnNbHOCTI
y 6nicTepi; no 3 MeHodeKk1ypuHr BMpoBHMKa/iMnopTepa roToBoro fikapcbKoro
Gnictepu B Honuneng MvbX, 3acoby, BKIIOYa4mM AinbHULL BUNYCKy cepii
KapTOHHil kopobui Himeyunna abo MmicLe NpoBedeHHs! KOHTPOIH SIKOCTI.

(DisinbHicTb, 3a Ky Bignosinae
BUpOBHMUTBO in bulk, BUPOOHMK/IMNOPTEP, HE BKIOYAKOUM BUMYCK
KOHTPOMb SIKOCTI: cepiit). 3MiHa 3asiBneHa y 3B’s13Ky 3i 3MiHO
BiaTpic ®apmactoTikan3 Ha3BW Ta pefakuinHUMK NpaBkamn B afpeci
JI1C, CLWWA BUpPOOHMKa BignoBigansHOro 3a
BMPOGHMUTBO Npenapary in bulk Ta
KOHTponb sikocTi 3 Pfizer Pharmaceuticals
LLC Ha Viatris Pharmaceuticals LLC,
MicLie3HaxX04XKEeHHS1 BUPOBHMYOT AinbHuLi Ta
yci BUpoOHWYi onepaLii 3anuwatTbes
HE3MIHHUMW.

215. | NINPUMAP® TabneTkn, BKpUTI BiaTpic CLUIA Bupo6HuuTtBo in bulk, Himeuumna/ BHECEHHS 3MiH 10 peecTpaLiiHuX 3a UA/2377/01/04
NniBKOBOIO CnewenTi nepBrvHHa Ta BTOPUHHA CLA matepianis: 3MiHu | TUNy - AgMiHiCTpaTuBHiI peuenmom
obornoHkoto, no 10 inc ynakoBKa, KOHTPOIb 3MiHn. 3MiHa HanmeHyBaHHs Ta/abo agpecu
mr, no 10 TabneTtok SIKOCTi Ta BUMYCK cepii: MicUsi NpoBaKEHHS AisNbHOCTI
y 6nicTepi; no 3 Mdparzep BMPOGHMWKa/imnopTepa roToBoro nikapcbkoro
6nictepn abo no 10 MeHodek4ypuHr 3aco0y, BKIOYa4m AinbHULL BUNYCKy cepii
GnicTepiB y Doiuneng Mv6X , abo MmicLe NpoBeAEeHHS KOHTPOIHO SIKOCTI.

KapTOHHiIl kopobui HimeuuunHa; (misnbHicTb, 3a AKy Bignoeigae
BMPOGHMK/iMNOPTEP, He BKIOYaoum BUMYCK
BMPOGHMLTBO in bulk, cepiit). 3MiHa 3asiBneHa y 3B’s13Ky 3i 3MiHOO
KOHTPOMb SIKOCTI: Ha3BW Ta pefakuinHUMK NpaBkamn B aapeci
BiaTpic ®apmactoTikans BUPOOHMKa BignoBigansHoOro 3a
JiNC, CWA BMPOGHMUTBO Npenapary in bulk Ta
KOHTponb sikocTi 3 Pfizer Pharmaceuticals
LLC Ha Viatris Pharmaceuticals LLC,
MicLie3Hax04KEHHS1 BUPOOHMYOI AinbHuLi Ta
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
ycCi BUpOOHUYI onepalii 3anuwatTbest
HE3MIHHUMW.
216. | NINPUMAP® TabneTtkn, BKpUTI BiaTpic CWA Bupo6bHuuTBOo in bulk, Himeuumnna/ BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/2377/01/01
NniBKOBOO CrewenTi nepBrHHa Ta BTOPUHHA CLWA marepianis: 3MiHu | TUNy - AgMiHICTpaTuUBHI peuenmom
obonoHkoto, no 20 Jinc ynakoBKa, KOHTPOIb 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu
mr, no 10 TabneTtok SIKOCTi Ta BUNYCK cepii: MicLst NpOBaKEHHS AisiNbHOCTI
y 6nictepi; no 3 Mdpansep BMPOOHWKa/imnopTepa rotToBoro nikapcbkoro
6nictepu abo no 10 MeHtodek4ypuHr 3acoby, BKMoYaum AinbHULI BUMYCKy cepii
GnictepiB y Hownuneng MoX , abo micLe NpoBedeHHs! KOHTPOIH SIKOCTI.
KapTOHHIl kopobui HimeuyuunHa; (DisinbHiCTb, 3a sKy Bignosinae
BMPOBHWMK/IMNOPTEP, HE BKIOYao4M BUMYCK
BUpoGHMUTBO in bulk, cepin). 3MiHa 3asBreHa y 3B’A3Ky 3i 3MiHOL
KOHTPOMb AKOCTI: Ha3BM Ta pedakuiiHuMuK npaBkamun B agpeci
Biatpic ®apmactoTikan3 BMpOBHVKa BiAnNoBiAanbHOro 3a
JNINC, CWA BMpoGHMUTBO Npenaparty in bulk Ta
KOHTpOnb sikocTi 3 Pfizer Pharmaceuticals
LLC Ha Viatris Pharmaceuticals LLC,
MicLie3HaxXOoMKeHHs1 BUPOOHMYOI AinbHUL Ta
yci BUpoBHUYI onepalii 3anuwaTbest
HE3MIHHUMW.
217. | NO3APTAH- TabneTkn, BKPUTI TOB «TeBa YkpaiHa AT dapmaueBTUYHUI YropwuHa/ BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/16398/01/01
TEBA NniBKOBOIO YkpaiHa» 3aBof TeBa, YroplumHa; Icnanis matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
obornoHkot, no 12,5 Tesa ®apma C.J1.Y., [oToBMI Nikapcbkui 3acib. KoHTponb
mr; no 10 TabneTtok Icnanis roToBOro flikapcbkoro 3acoby. 3miHa y
y bnicTepi; no 3 mMeTofAax BMNpobyBaHHSA roToBOro
Gnictepn y nikapcbKoro 3acoby (He3HayHa 3miHa y
KapTOHHiI kopobui 3aTBepKEHNX MeToaax
BMNPOOYBaHHS )BHECEHHS 3MiH Y
aHaniTMYHUIA MeTOop KinbKICHOro
BM3HaYeHHs. YMHHUIA MeToa nepenbayae
noapidbHeHHs TabneTok, Lo NpU3BoAnUTbL 40
TPYOHOLLIB NPY OTPMMaHHi FOMOTEeHHMX
BUNpoOyBaHNX po34nHiB. 3aBAsSKM BiAMOBI
Big NoApibHeHHs TabneTok i npsiMoMy
PO3UMHEHHI0 TabneTkn NoKpaLLyTbCS
pesynbTaTt BUNpobyBaHHsA 6e3 3MiHK
KOHLEHTpaUii po34ynHy.
218. | NO3APTAH- TabneTkn, BKpUTI TOB «TeBa Ykpaina AT dapmMaueBTUYHUNI YropwuHa/ BHECEHHS 3MiH 0 peecTpauiiHuX 3a UA/16398/01/02
TEBA NniBKOBOIO YkpaiHa» 3aBop TeBsa, YropLiuHa; IcnaHis matepianis: 3miHu | Tuny - 3mMiHK 3 sKoCTi. peuernmom
o6ornoHkKot, no 25 Tesa ®apma C.J1.Y., ["oToBMI Nikapcbkuin 3aci6. KoHTponb
mr: no 10 TabneTok Icnanis roTOBOroO fikapcbKkoro 3acoby. 3miHa y
y 6nicTepi; no 3 MeToAax BUNpobyBaHHS roTOBOrO
Gnictepuy nikapcbkoro 3acoby (He3HayHa 3MiHa y
KapTOHHIl kopoOLi 3aTBepAKeHnX MeToaax
BUNPOBYBaHHS )BHECEHHS 3MiH Y
aHaniTUYHUIA MEeTOZ KiNbKICHOro
BU3HAYeHHs. YMHHMI MeToa nepenbavae
noapibHeHHst TabneTok, Lo Npu3BoauTb 0
TPYZHOLLIB NpY OTPUMaHHi FOMOreHHUX
BMNPOOYBaHWNX Po34nHiB. 3aBASKV BiAMOBI
Big NoapibHeHHs1 TabneTokK i npsiMoMy
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
PO34MHEHHI0 TabneTKky NoKpaLlyTbCs
pesynbTaTt BUNpobyBaHHs 6e3 3MiHK
KOHLEHTpaUii po34nHy.
219. | NO3APTAH- TabneTku, BKPUTI TOB «TeBa Ykpaina AT dapmMaueBTUYHUI YropwuHa/ BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/16398/01/03
TEBA NniBKOBOO YkpaiHa» 3aBof TeBa, YroplumHa; Icnanis matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
o6onoHkoto, no 50 Tesa ®apma C.JLY., ["oToBMI Nikapcbkmin 3aci6. KoHTponb
mr: no 10 TabneTok Icnanis roToBOro fnikapcbkoro 3acoby. 3miHa y
y 6ricTepi; no 3 abo MeTofax BUNpobyBaHHS rOTOBOrO
9 GnicTepiB y nikapcbKkoro 3acoby (HeaHayHa 3miHa y
KapTOHHIl kopobui 3aTBepoKeHNX MeToadax
BMNPOOYBaHHS)BHECEHHSI 3MiH Y
aHaniTU4HUI MeToA KiNbKIiCHOro
BMU3HaYeHHs. YMHHUIA MeToa nepenbayae
noapibHeHHs TabneTok, LWo Npu3BoAnNTbL 40
TPYOHOLLIB NPY OTPMMaHHi FOMOTEHHMX
BMNPOOYBaHMX PO34mMHiB. 3aBAsiKM BigMOBI
Bif, NnoapibHeHHs TabneTok i npsimomy
PO34MHEHHI0 TabneTKky NoKpaLLyTbCs
pesynbTaTt BUNpobyBaHHs 6e3 3MiHK
KOHLIEHTpaL,ii pO34nHy.
220. | NIO3APTAH- TabneTkn, BKPUTI TOB «TeBa YkpaiHa AT dapmaueBTUYHUI YropwuHa/ BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/16398/01/04
TEBA NniBKOBOIO YkpaiHa» 3aBof TeBa, YroplumHa; Icnanis matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
obornoHkoto, no 100 Tesa ®apma C.J1.Y., [oToBMI Nikapcbkui 3acib. KoHTponb
mr: no 10 TabneTtok Icnanis roToBOro flikapcbkoro 3acoby. 3miHa y
y 6nicTepi; no 3 abo MeToAax BUNpobyBaHHsSI rOTOBOrO
9 6nicTepiB y nikapcbkoro 3acoby (He3HayHa 3MiHa y
KapTOHHiI kopobui 3aTBepKEHNX MeToaax
BMNPOOYBaHHS )BHECEHHS 3MiH Y
aHaniTMYHUIA MeTOop KinbKICHOro
BM3HaYeHHs. YMHHUIA MeToa nepenbayae
noapidbHeHHs TabneTok, Lo NpU3BoAnUTbL 40
TPYOHOLLIB NPY OTPMMaHHi FOMOTEeHHMX
BUNpoOyBaHNX po34nHiB. 3aBAsSKM BiAMOBI
Big NoApibHeHHs TabneTok i npsiMoMy
PO3UMHEHHI0 TabneTkn NoKpaLLyTbCS
pesynbTaTt BUNpobyBaHHsA 6e3 3MiHK
KOHLEHTpaUii po34ynHy.
221. | MATHE3IYM Tabnetku; no 80 Hoiiue HimeyunHa Horiye Xomeonari-YHioH HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHnx be3 UA/12205/01/01
DOCDHOPUKYM | Tabnetoky cpnakoHi; | Xomeonari- OXY-ApuHanimitTens matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenma
Clllb no 1 donakoHy y YHioH OXY- 'm6X & Ko. KI 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy
OOKTOPA KapTOHHiI kopobLyi ApuHanmitt (iHLWi 3MiHW) - 3MiHK BHeceHo y n. 17. IHLWE
LUKOCCNEPA enb Mv6X & TEKCTY MapKyBaHHS BTOPUHHOI YNaKOBKM
Ne7 Ko. KI nikapcbkoro 3acoby LWoa0 BUMYYEHHS
iHdbopmaLlii MPO eKCKM3UBHOIO
npeAcTaBHKKa.
222. | MATHENIC TabneTkn, BKpUTI TOB YkpaiHa TOB "ACTPADAPM" YkpaiHa BHECEHHS 3MiH 0O peecTpauiiHnx be3 nidnsieae UA/20662/01/01
NniBKOBOKO "ACTPA®A matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenma
obonoHkoto no 15 PM" [oToBMI Nikapcbkuit 3aci6. Onuc Ta cknag.
Tabnetok y 6nictepi; 3miHa dhopmu abo po3mipiB nikapcbKoi
no 4 6nictepay dopmu (TabneTkn 3 HeranHnUM
KapTOHHI kopobui BMBINTbHEHHSAM, Kancynu, cynosutopii T1a
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Ne
n/n

Hasea
JliKapcbKo20
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3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
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yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

necapii) - amiHa popmu 113, a came 3miHa 3
Kpyrnoi popmu Ha oBarbHy dopmy
Tabnetok. 3atBepakeHo: Cneuudikauis Ta
MeToamn koHTposto Onuc. TabneTku kpyrnoi
hopmu 3 ABOOMYKIOK NOBEPXHEID 3 PUCKOLD,
BKpUTI NniBkoBOO 060M0HKOK BGinoro abo
Mabke 6inoro konbopy. 3anponoHOBaHo:
Cneuudikauis Ta metoan KoHTponio Onuc.
TabneTkn oBanbHOI hOpMU 3 LBOOMYKIIOH
NoBepXHeto, BKPUTI NIIBKOBOI 0OONOHKO0
6inoro abo maixe 6inoro konbopy. 3mMiHn
BHeceHo B po3gain "OCHOBHI i3nKo-XiMiYHi
BNacTUBOCTI" B iIHCTPYKUiO ANS Megu4Horo
3aCTOCyBaHHS nikapcbKkoro 3acoby
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBepAKEHHS. 3MiHM | TUny - 3MiHK 3
skocTi. [oToBuI nikapcbkui 3aci6. Cuctema
KOHTelWHep/3aKynoptoBanbHWiA 3aci6. 3MiHa
PO3Mipy YNakoBKM rOTOBOrO NikapCbKoro
3acoby (3MiHa KinbKOCTi OAMHULIb
(Hanpuknag TabneTok, amnyrn Towo) B
ynakoBUi:) - 3MiHa y giana3oHi
3aTBEPIKEHNX PO3MIPIB YNAKOBKM -
306inbLUeHHs KinbKoCTi TabneTok y 6nicTepi i3
10 Ha 15 TabneTok, 3 BiANOBIAHUMW 3MiHAMK
B po3ain «Ynakoekay MKA N13. MNepBuHHMI
nakyBarbHUA MaTepian He 3MiHUBCS. 3MiHU
BHECeHO B po3fin "YnakoBka" B iHCTPYKLitO
0N MeQUYHOro 3aCTOCYBaHHS y 3'A3Ky 3i
3MiHOIO PO3MIipy ynaKkoBKM Ta SIK HAacnigoK -
OHOBIIEHHS! TEKCTY MapKyBaHHS1 NEPBUHHOIT
yMNaKoBKW NikapcbKkoro 3acoby. BeeaeHHsi
3MiH NpOTHArom 6-Tu MicsLiB nicns
3aTBEPKEHHS.

223.

MALIHET®

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkoto, no 0,03
Mr/2 mr; no 21
Tabnetui y 6nictepi;
no 1 abo no 3, abo
no 6 Gnictepis B
KapTOHHiIl kopobui

TOB "MIBE
YKPAIHA"

Ykpaina

Mibe TmB6X
ApuHanmiTTens

Himewumna

BHECEHHS 3MiH [0 peecTpauiiHnX
matepianis: 3MiHu | TUNy - AgMiHiCTpaTuBHiI
3MiHW. BunyyeHHs BUpOGHMYOI AinbHUL
(Bkntovaroum ginbHuui ana APl npomixkHOro
npoaykTy abo roToBoro nikapcbkoro 3acofy,
AiNbHULI ANst NPOBEAEHHS NaKyBaHHS,
BMpoGHMKa, BigNOBIAaNbLHOro 3a BUMYCK
cepii, MicLe NpoBeAeHHs KOHTPOMo cepii)
abo nocTavanbHKKa BUXIQHOrO Matepiany,
peareHTy abo JONOMIKHOI PEYOBUHM (SKLLO
3a3Ha4yeHo y OOChE)

BunyyeHHs BupobHuka ADI Ethinylestradiol,
a came ASPEN OSS B.V., Kloosterstraat 6,
The Netherlands-5349 AB Oss, sik
BUPOGHMYY AinbHULO, BiANOBIganbHy 3a
BUPOBHMUTBO Ait040i pe4OBUHN
eTuHinectpagion. AnbTepHaTVBHOK

3a
peuenmom

UA/15840/01/01
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OinbHUUelo 3anuwaeTtbest Bayer AG.
Pospinu 3.2.S.4.1 Ethinylestradiol (FPM),
3.2.S.4.4 Ethinylestradiol (FPM) 1a 3.2.R,
BKITHOYAK04M BiANOBIAHI po3ainv B Mogyni 2

6ynu oHoBneHi. Kpim Toro, y 3B'a3ky 3

BUITy4YEeHHSAM KoMnMaHii Aspen, OHOBIIOETBLCSA
po3ain 3.2.S.4.4 aktyanbHUMm
cepTudpikaTamu aHanidy Ans BUpobHuka
Bayer. Y po3gini 3.2.S.4.4 (FPM
manufacturer) BunyyeHo BupoGHuka J13
«mibey.

224,

MAKMEHEM
1000

NOPOLLIOK A4S
PO34MHY ANg iH'eKUin
no 1000 mr no 1

cnakoHy y
KapTOHHIN ynakoBLj

Makneoac
dapmacbloT
mKarnc
Nimiten

IHAis

Bpykc CrepicaiieHc
Nimiten

IHgia

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHu | Tuny - 3miHn Wopo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BBeneHHs abo 3MiHM 00 y3aranbHEeHNxX
[aHWX Npo cucteMy hapMakoHarnsay
(BBEAEHHSA y3aranbHEHUX AaHUX MPO
cuctemy papmakoHarnsgy, amiHa
yNoBHOBa)eHOoi ocobu, BignoeigansHoi 3a
3[iNCHEeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asiBHMUKa s
30iNCHEHHs hapmakoHarnagy B YKpaii,
SIKLLO BOHA BigMiHHA Bi YNMOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
chapmakoHarnsgy (BKoYaym KOHTaKTHi
naHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianosigansHoi
3a 3pincHeHHs hapmakoHarnagy B YKpaiHi.
Litoya pepakuisi: Miiteupka Jlo6os
BanepiiHa. MNponoHoBaHa pegakuis:
Kyunba TeTtaHa BacuniBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobun
3asBHMKa, BiAnNoBiaanbHoOI 3a
dapmakoHarnsag B YkpaiHi. 3MiHa Homepa
MacTep-caina cucteMu apmakoHarnsgy.

3a
peuenmom

UA/18786/01/01

225.

MAKCUIOEKC®

Kpanni o4Hi, 1
mr/mmn, no 5 mny
rakoHi-
KpanenbHuui; no 1
dnakoHy-
KpanenbHuLi B
KOpOOGLi 3 KapTOHY

HoBapric
dapma Al

LLiseniapis

AnkoH KyBpbop

Benbria

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikat

BiQNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€Bponevickkin hapmakonei: gna A®l; ans
BUXiAHOro MaTtepiany/peareHTy/NpoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI
peYoBUHYM (cepTudikaT BiaNOBIgHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepaKeHOro
BMPOOHWKa - NoAaHHSA OHOBMEHOro

3a
peuenmom

UA/10812/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
cepTudikaTy BianoBigHOCTI €BpONEnchbkKil
dapmakonei ana APl gekcameTasoHy Big
3aTBepakeHoro BMpobHuka Pharmacia &
Upjohn Company B 3B’3Ky 3i 3MiHOIO Ha3BM
BMPOGHKMKa, MicLie Ta agpeca BUpoBGHMLTBA
He 3MiHUIOCh.
3artBepaKeHo:
R1-CEP 2000-261-Rev 04
Pharmacia & Upjohn Company
3anponoHoBaHo:
R1-CEP 2000-261-Rev 05
Pharmacia & Upjohn Company LLC
226. | ME3ATOH po3uuH ans i'ekuin, | TOBAPUCT YkpaiHa KOHTPOIb SIKOCTi, BUMYCK YkpaiHa BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/0511/02/01
10 mr/mn; no 1 mn B BO 3 cepii: MaTtepianis: 3miHn | Tuny - 3miHn Wwopo peuenmom
amnyni, no 10 amnyn | OBMEXEH ToBapucTtBeo 3 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
y nayyi; no 1 mn B (0]}0) obMexeHo (iHWi 3miHN)
amnyni, no 10 amnyn | BIAMNOBIAA BiAMOBIAAMNbLHICTIO OHOBREHHS TEKCTY MapKyBaHHS MEPBUHHOT
y 6nictepi; no 1 JIBHICTHIO "NocnigHnin 3aBog Ta BTOPVHHOI YNaKoBOK flikapCbkoro 3acoby,
Gnictepy y nayui; no | «KOPIMNOPA "THUC", a came:
1 mn B amnyni, no 5 LA YkpaiHa; BMpobHMLTBAa, - BUNyYeHo iHhopmalLlito, 3a3HadveHy
amnyn y 6nictepi; no | «30OPOB’A KOHTPOIb SIKOCTi, BUMYCK POCINCBLKOK MOBOIO;
2 6nictepu y nayui » cepii: - NepEeHECEHO MiXKHapoaHi NO3HaYeHHS
ToBapucTso 3 OOVHMLb BUMIPIOBaHHS;
obMexeHo - YTOYHEHO iHhopMaLito Wwoao norotmny
BigNoOBiganbHIiCTIO 3asiBHMKa Ta TEXHIYHOI iHpopmaLii;
"®apmaueBTnyHa - BHECEHO He3HayHi peAakuiviHi NpaBku B
KoMnaHis "3aopos's”, TEKCT MapKyBaHHS YNakoBOK fikapCbKOro
YkpaiHa 3acoby.
BCi cTagii BUpoGHMLTBA, TepmiH BBeOEHHA 3MiH NPOTAroM 6 micauis
KOHTPOIb SIKOCTi: nicnsi 3aTBEpOXKEHHS.
AKLiOHepHe ToBapuCTBO
"Manunydapm”,
YkpaiHa
227. | MEKIHICT TabneTkn, BKpUTI HoBapric LLisenuapis BUPOGHMK ITanis/ BHECEHHS 3MiH 10 peecTpauiiHuX 3a UA/16836/01/01
NniBKOBOO dapma Al Hepo3dacoBaHoi Icnanis/ marepianis: 3MiHu | Tuny - 3MiHn Wwoao peuenmom
o6onoHkoto no 0,5 npoAayKuii Ta KOHTPONb LBenuapis/ | 6e3neku/edekTUBHOCTI Ta dpapmakoHarnsay.
mr; no 30 TabneTok SIKOCTi: CnoBeHis BHeceHHs1 abo 3miHa(u) fo 3060B'A3aHb Ta
y cbnakoHi, no 1 nakcoCmiTKnanH YMOB BuAayi peecTpauinHoOro noceiayeHHs,
drakoHy B MaHydaktypuHr C.n.A., BKItovatouu NnaH ynpasniHHA pyu3nkamu
KapTOHHiIl kopobui ITanis; nepBuHHE Ta (3acTocyBaHHS TEKCTY, SIKUI NOTOMKEHUI 3
BTOPWHHE NaKyBaHHS, KOMMNETEHTHUM opraHoM) 3assBHUKOM
BUNyck cepii: MNakco HosaprTic ®apma Arl, LLiBeniLapis oHOBNeHO
Bennkom C.A., IcnaHis; nnaH ynpaeniHHa puankamu go sepcii 20.0 3
BMPOGHMLTBO, KOHTPOIb MeTOlo BuaaneHHsa fobpe
skocTi: Hosaptic ®apma OxapakTepu3oBaHUX PU3UKIB BiANOBIAHO A0
LWrenH AT, LLsenuapis; 3BiTYy npo ouiHky PSUR nikapcbkoro 3acoby
YaCTKOBUI KOHTPOIb MekiHicT TabneTkun, BKpUTi NNIBKOBOO
sKkocTi: PapmaHanitvka o6ornoHkot no 0,5 mr; TabneTku, BKpUTI
CA, WBenuapis; NniBKoBOK 060MOHKOK Mo 2 mr; no 30
nepBrHHE Ta BTOPUHHE TabneTok y onakoHi; no 1 donakoHy B
nakyBaHHS, BUNYCK KapTOHHiIl kopobui. 3MiHM BHeCeHo [0
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
cepii: HoBaprtic yacTuH | «3aranbHa iHdopmauis», |l
dapmacbioTukan «Cneundikauis 3 6e3nekm»,V «3axoam 3
ManydaktypiHr J1J1C, MiHimi3aLii pusukiey, VI «Pesiome nnaHy
CnogBeHisi ynpaeniHHA pusmkammn» Ta oaaTKis.
Pestome MNnaHy ynpasniHHA puankamm
Bepcis 20.0 gogaeTbes.
228. | MEKIHICT TabneTku, BKPUTI Hosaprtic LLisenuapis BMPOBHMK ITanis/ BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/16836/01/02
NniBKOBOO dapma Al Hepo3dacosaHoi Icnanis/ marepianis: 3MiHu | Tuny - 3MiHn WwWoao peuenmom
0BOSOHKO MO 2 Mr; npoayKuii Ta KOHTPOsb LLsevinapis/ | Ge3nekun/edekTUBHOCTI Ta hapMakoHarnsay.
no 30 TabneTtok y SIKOCTI: CnogBeHisi BHeceHHs1 abo 3miHa(n) go 3060B'A3aHb Ta
dnakoHi, no 1 nakcoCmiTKnsnH YMOB BMAAui peecTpauifiHOro noceigyYeHHs,
cnakoHy B ManydaktypuHr C.n.A., BKMtovatoum MnaH ynpasniHHS puankamm
KapTOHHil kopobui ITania; nepBuHHE Ta (3acTocyBaHHsI TEKCTY, KN NOTrOMKEHNI 3
BTOPUHHE MaKyBaHHS, KOMMETEHTHNM opraHoM) 3asBHUKOM
BUNYCK cepii: Makco HoeapTic ®apma Arl, LLiBeliLapis oHoBNeHO
Bennkom C.A., IcnaHis; nnad ynpaeniHHa pusmkammn o sepcii 20.0 3
BUPOBHMLUTBO, KOHTPOSb MeToto BMaaneHHs gobpe
sikocTi: HoBaptic ®apma oxapakTepu3oBaHMX PU3UKIB BigNoBIgHO A0
LWrenn Al, LWBenuapis; 3BiTY Npo ouiHky PSUR nikapcbkoro 3acoby
YaCTKOBUI KOHTPOIb MekiHicT TabneTkun, BKpUTi NNIBKOBOO
skocTi: PapmaHnanituka o6onoHkoto no 0,5 Mr; TabneTku, BKPUTI
CA, lWBenuapis; nniskoBot 060moHKo no 2 mr; no 30
NnepBUHHE Ta BTOPUHHE TabneTtok y gonakoHi; no 1 ¢pnakoHy B
nakyBaHHS, BUMYCK KapTOHHiI kopobLji. 3MiHM BHECEHO A0
cepii: HoBaprtic yacTuH | «3aranbHa iHdpopmadis», Il
dapmackioTukan «Cneumdikauisa 3 6e3nekun»,V «3axoam 3
Manydakrypinr J1J1C, MiHimi3aLii pusukisy», VI «Pe3tome nnany
CnoseHis ynpaBniHHSA pusavMkaMmumy Ta AoAaTKIB.
Pestome MNnaHy ynpasniHHA pusnkamu
Bepcis 20.0 gogaeTbes.
229. | MENOKCUKAM | Ttabnetku no 15 mr; AT Ykpaina AT "KMIBCLKMIA YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHuX 3a He UA/3921/01/02
-KB no 10 Tabnetok y "KNIBCbKW BITAMIHH/M 3ABOL" marepianis: 3MiHu | Tuny - 3MiHn Wwopao peuyenmom | nidnseae
6nicTepi; no 1 abo 2 n 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
Gnictepu y navui BITAMIHHU 3MiHa y KOpOTKili XapakTepucTuLi
” 3ABOO" nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta

IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Ha
niacTasi perynsipHO OHOBMIOBAHOIO 3BITY 3
6e3neku nikapcbkoro 3acoby, abo
focnimxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpauiiHni
nepiod, abo Sk pe3ynbTaT OUiHKM 3BITY 3
pocnigkeHb, NpoBeAeHVX BignoBigHO 40
nnaHy negiatpuyHux gocnimxkers (PIP)
(3MiHy y3rogkeHo 3 KOMNETEHTHUM
YNOBHOBa)X€HUM OPraHoM)
3MiHU BHECEHO A0 IHCTPYKLUii AN MeAUYHOro
3aCTOCYBaHHS NiKapcbkoro 3acoby y po3ainu
"OcobnusocTi 3actocyBaHHs", "Mo6iuHi
peakuii" BiANOBIiAHO 4O OHOBMEHOI
iHpopmauii 3 6e3neku Ailo4oi peYOBUHM.

BBegeHHs 3MiH NpoTsArom 6-Tv MicauiB nicns
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3aTBEpKEHHS
3MiHn | Trny - 3MiHK Woao
6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKili XapaKTepucTumui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCyBaHHS Ha
niacTaei perynsipHO OHOBMOBAHOIO 3BiTY 3
Ge3nekun nikapcbkoro 3acoby, abo
pocrnigpkeHb 3 6e3neky 3actocyBaHHS
nikapcbKkoro 3acoby B nicnsipeecTpauiiHnii
nepiog, abo sik pe3ynbTaT OLiHKM 3BITYy 3
pocnigkeHb, NpoBeAEHMX BiAMNOBIOHO A0
nnaHy negiatpuyHmnx gocrnigxeHs (PIP)
(3MiHy y3rogeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHVM OpraHom)
3MiHV BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
3aCTOCYBaHHSI NiKapCbKoro 3acoby y po3ain
"3acTocyBaHHs y nepiod BariTHOCTi abo
rogyBaHHSA rpyaar” BignosigHo ao
OHOBIEHOI iHhopMmaLii 3 6e3neku aitoyoi
peyvoBUHN. BBEEHHS 3MiH NPOTArom 6-Tu
MicsaUiB nicnsa 3aTBepAXeHHSA

230.

MEJIOKCUKAM
-KB

Tabnetkun no 7,5 wr;
no 10 Tabnetok y
6nictepi; no 1 abo 2
Gnictepu y navui

AT
"KUIBCbKW
n
BITAMIHHNA
v 3ABOL"

Ykpaina

AT "KUTBCBKII
BITAMIHHW 3ABOA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHO OHOBIOBAHOTO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
focnimxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKkoro 3acoby B micrnspeecTpauiiHin
nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
pocnigkeHb, NpoBeAeHVX BignoBigHO 40
nnaHy negiatpuuHux gocnimkers (PIP)
(3MiHy y3rogXeHo 3 KOMMETEHTHUM
YNOBHOBa)X€HUM OPraHoM)
3MiHVM BHECEHO [0 iHCTPYKLUii ANst MEANYHOrO
3aCcTOCyBaHHS fnikapcbKoro 3acoby y posginu
"OcobnusocTi 3actocyBaHHs", "MobiuHi
peakuii" Bi4NoBigHO 4O OHOBMEHOI
iHpopmalii 3 6e3neku Aito4oi peHOBUHM.
BBegeHHs 3MiH npoTArom 6-Tu Micsuis nicns
3aTBEpAKEHHS
3minu | TMny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHO OHOBIOBaHOTO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo

3a
peuenmom

He
nidnsieae

UA/3921/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
pocrnimpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauinHuii
nepiog, abo sk pesynbTaT OLiHKM 3BITY 3
pocnigkeHb, NpoBeAeHVX BiANOBIOHO A0
nnaxy negiatpuuHux gocnimkers (PIP)
(3MiHy y3romkeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVNM OpraHom)
3MiHU BHECEHO A0 IHCTPYKUIii AN MeANYHOro
3aCcTOCyBaHHsI Nikapcbkoro 3acoby y po3ain
"3acTocyBaHHs y nepiod BariTHOCTi abo
rogyBaHHs rpyaar” BignosigHo 4o
OHOBJEHOI iHhopMmalii 3 6e3neku aitoyoi
peyvoBUHN. BBEeeHHs 3MiH NPOTArom 6-Tu
MicsLiB nicnsi 3aTBepAKEHHS
231. | MEPATJIC® crnpei HasanbHUi, Appan- Xopsarisi AppaH-FaneHcbkuin Xopsarisi BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/12207/01/01
po3uuH 0,05 %; no [aneHcbku TNabopaTopin a.4. MaTepianis: 3miHu | Tuny - 3miHn Wopo peuenmom
10 mn abo no 15 mn JTabopaTopi 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
PO34mMHY Y brakoHi 3 na.a. (iHWi 3MiHK). 3MiHN BHECEHO Y TEKCT
[,03YH4NM MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
npucTpoem; no 1 ynakoBKM Nikapcbkoro 3acoby, a came,
dnakoHy B OHOBIEHO TEKCT MapKyBaHHS! YNakoBOK
KapTOHHiIl kopobui nikapcbkoro 3acoby. TepmiH BBeAeHHS 3MiH
NpoTArom 6 MicsLiB NMicnsi 3aTBEPAXKEHHS.
232. | MEPATJIC® crpei HasanbHUi, Appan- Xopsarisi AppaH-FaneHcbkuin Xopsarisi BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/12207/01/02
po3umnH 0,1 %; no 10 | [aneHcbkui INa6opaTopin a.4a. marepianis: 3MiHu | Tuny - 3MiHn Wwopo peuenmom
mn abo no 15 mn JTabopaTopi 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
PO34MHY Y ONaKoHi 3 na.a. (iHWi 3MiHK). 3MiHN BHECEHO Y TEKCT
[03Yy04nM MapKyBaHHS1 NEPBWHHOI Ta BTOPUHHOT
npucTpoem; no 1 ynakoBKM Nikapcbkoro 3acoby, a came,
dnakoHy B OHOBIEHO TEKCT MapKyBaHHS! YNakoBOK
KapTOHHIN kopobLyi nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH
NpoTHArom 6 MicsILIB Micnsi 3aTBEPAXKEHHS.
233. | METUNYPALU cynosutopii MAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx bes UA/6754/02/01
n pekTanbHi no 0,5, "MoHdapm" matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenma
no 5 cynosutopiiB y ["oToBMI nikapcbkmin 3aci6. KoHTponb
CTpuni; No 2 cTpunu roTOBOrO fnikapcbkoro 3acoby. 3miHa
y nayui 3 KapTOHY napameTpiB cneuudikauin Ta/abo
[O0MYyCTUMMX MEX roTOBOTO NiKapChKOro
3acoby (iHwWi 3MiHW) - BBEOEHHS!
NepiogUYHOCTI KOHTPOJSTIO 3a MOKA3HMKOM
«MikpobionoriyHa unctoTay, a came
KOHTPOIb AaHOro TeCTy NPOBOASATL ANst
nepLUOi Ta KOXHOI HAaCTYMHOI AecAToi cepii,
ane He pigLue Hix 1 cepis B pik»
234. | MET®OPMIH- TabneTku, BKPUTI TOB YkpaiHa Bupo6HuLTBO TAbneTok, IHgis/ BHECEHHS 3MiH 10 peecTpauiiHmX 3a He UA/15295/01/03
CAHO®I NniBKOBOO "CaHodi- nepBrvHHE Ta BTOPUHHE PymyHis marepianis: 3MiHu | Tuny - 3MiHn Wwono peuennmom | nidnseae
obornoHkoto, no 1000 ABeHTiC nakyBaHHS: 6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsagy.
mr; Ne 30 (15x2): no YkpaiHa" CaHodi IHais Nimiten, 3MiHM y KOPOTKii XapakTepucTumLi
15 Tabnetok y IHais nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
6nicTepi, no 2 KoHTponb Ta Bunyck IHCTPYKUiT ANS MEANYHOro 3aCTOCYBaHHS
Gnictepu y cepii: reHepuyHux/ribpnaHnx/GionodibHux
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KapTOHHil KOpoOLyi; C.C. «BeHtiBa C.A.», nikapcbkux 3acobiB Nicns BHECEHHS Tiel
Ne 120 (20x6): no 20 PymyHis camMoi 3MiHM Ha pedbepeHTHUI npenapaT
Tabnetok y Gnictepi, (3miHa He noTpebye HagaHHS XXOOHMX HOBUX
no 6 Gnictepis y [0AaTKOBUX AaHMX). 3MiHN BHECEHO 0
KapTOHHi kopobui IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu
"dpapmakoTepaneBTuyHa rpyna. Kog ATX "
(wono Hasewm 6e3 3MiHu kogy ATX),
"®apmakornorivyHi BnactueocTi”,
"MokasaHHs", "OcobnmBoCTi 3acTocyBaHHS",
"3acTocyBaHHs1 y nepiof BariTHocTi abo
rogyBaHHs rpygato”, "Cnocib 3actocyBaHHs
Ta go3n", "MepenosyBaHHs", "MoGiyHi
peakuii” 3rigHo 3 iHhopmalieto Wwoao
MELMYHOro 3aCTOCyBaHHs pedepeHTHOro
nikapcbkoro 3acoby (MHOKOPAXK®,
TabneTku, BKPUTI MIiBKOBOK 0BOMNOHKO, MO
500 mr, 850 mr, 1000 mr).
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBEPAKEHHS.
235. | MET®OPMIH- TabneTtkn, BKpUTI TOB YkpaiHa Bupo6HMLTBO TabneTok, IHgis/ BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a He UA/15295/01/03
CAHO®I NniBKOBOIO "CaHoi- nepBrvHHE Ta BTOPUHHE PymyHis MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenmom | nidnsieae
obornoHkoto, no 1000 ABeHTiC nakyBaHHsi: CaHoi 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
mr; Ne 30 (15x2): no YkpaiHa" IHgisa JimiTeq, IHAis; 3MiHa y KOpOTKili XapakTepucTuLi
15 TabneTok y KoHTponb Ta Bunyck nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta
GnicTepi, o 2 cepii: C.C. «3eHTiBa IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS Ha
Gnictepuy C.A.», PymyHis niacTaBsi perynsipHO OHOBMIOBAHOIO 3BITY 3
KapTOHHiI kopobuyj; 6e3nekun nikapcbkoro 3acoby, abo
Ne 120 (20x6): no 20 AocrimpkeHb 3 6esnekn 3acTocyBaHHA
Tabnetok y 6nictepi, nikapcbkoro 3acoby B nicnsipeecTpauiiHvn
no 6 Gnictepis y nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
KapTOHHI kopobLyi AOCrifKeHb, MPOBEAEHUX BiAMOBIAHO A0
nnay negiatpuuHux gocnimxers (PIP)
(3MiHY y3romkeHo 3 KOMNETEHTHUM
YNOBHOBa)X€HUM OPraHoM)
3MiHN BHeCeHO A0 IHCTPYKLUii AN MeauYHoro
3acTocyBaHHS NikapcbKoro 3acoby B po3in
"OcobnuBocTi 3acTocyBaHHA" BigMNoBigHO 40
OHOBIeHOI iHopMaLii 3 6e3neku gitoyoi
peyoBuHW. BBEAEHHS 3MiH NpOTSIrom 6-Tu
MiCsILiB Micnsi 3aTBEPAXKEHHS.
236. | ME®EHAMIHO | tabneTku no 500 wr, TOB YkpaiHa TOB "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHuX bes UA/18370/01/01
BA KUCINOTA no 10 Tabnetok y "®apmaneBt komnaHis "®apKoC" matepianis: 3MiHu | Tuny - 3MiHn Wwono peuenma
6nicTepi, no 2 n4Ha 6e3nekn/edeKTMBHOCTI Ta bapMakoHarnsagy.
Gnictepu B nayui; no KOMMaHis BeeneHHs abo 3MiHU [0 y3aranbHEeHWX
1 6nictepy 6e3 "®apKoC" OaHuX Npo cuctemy apmMakoHarnsgy

BKMagdaHHs y
BTOPWHHY YNaKoBKY

(BBEAEHHSA y3aranbHEHUX AaHUX MPO
cuctemy hbapmakoHarnsgy, amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
3[iicHeHHs hapmakoHarnagy; KOHTaKTHOT
ocobu 3 hapmakoHarnaay 3asBHuUKa Ansi
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PeecmpauyitiHa npoyedypa

Ymoeu

Peknam
yeaHHs1

Homep
peecmpayiliHo2o

Ne
n/n

JliKapcbKo20

Haszea

(nikapcbka ¢ghopma,

Popma sunycky

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

eupobHUKa

3aiicHeHHs hapmakoHarnsgy B YkpaiHi,

aionycky

noceio4yeHHs1

3acoby

ynakoeka)

IHgacTpian

IcnaHia

SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI|
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKMOYaKUmM KOHTaKTHI
AaHi) Ta/abo 3miHWM y po3MilLEeHHi MacTep-
canina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBa)eHOI 0cobu 3asiBHMKA,
BignoBiganbHoI 3a hapMakoHarnsg.
[itoya pepakuin: Tep-CapkicoBa Onbra
BarpatiBHa. lNMponoHoBaHa pepakuia: KyTHsk
BikTop lMaBnoBuy. 3MiHa KOHTAKTHUX AaHWX
yNOBHOBa)eHOI 0cobu 3asiBHMKA,
BignosigansHoi 3a chapmakoHarnsg. 3miHa
MiCLIe3HaxomKeHHA MacTep-channa cuctemm
dapmakoHarnsgy Ta noro Homepa. 3MiHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsay.
BHECEHHS 3MiH 4O peecTpauinHnX

6e3
peuenma

UA/14771/01/01

237.

MIHOKCKOun
IHTENI

PO3YMH HaLLKIPHWUNA,
5 %; no 60 mny
cdnakoHi; no 1
cnakoHy y
KOMMAEKTi 3 MipHUM
HacocoMm y
KapTOHHil kopobui

3AT "InTeni
eHepukc
Hopa"

Jlntea

dapmaceyTika
KaHTtabpia, C.A.

Icnania

matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
CeprudikaT BignosigHocTi/l E-cepTudikat
BiNOBIgHOCTI €Bponenchkin
capmakonei/moHorpadii. MogaHHA HoBOrO
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo BuNy4eHHs ceptudikata BignosigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOIo
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLUTBI ADI; ANs 4ONOMiXKHOI
peyoBUHM (CepTudikaTt BiANOBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHMI
cepTuddikat Bif yXe 3aTBEpA>KEHOrO
BUpobHMKa nogaHHa oHoBneHoro CEP Big
BXe 3aTBepaeHoro BupobHuka AdI
miHokeuauny FLAMMA S.P.A,, Itanis.
BHECEHHS 3MiH 0 peecTpauiiHuX

be3

UA/14771/01/02

238.

MIHOKCUauUn
IHTENI

PO3YMH HALLIKIpHWN,
2 %; no 60 Mny
cnakoHi; no 1
dnakoHy y
KOMMIEKTi 3 MipHUM
HacocoMm y
KapTOHHiI kopobLyi

3AT "InTeni
"eHepuke
Hopa"

Jnutea

IHpacTpian
dapmaceyTika

KaHTabpia, C.A.

matepianis: 3miHu | Tuny - 3mMiHK 3 sKoCTi.
CeptudikaT BignosigHocTi/lE-cepTudikat
BiZNOBIgHOCTI €BpONEenchKii
dapmakonei/MmoHorpadii. MogaHHsA HoBoro
abo oHoBRneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4eHHst cepTudikaTta BignoBigHOCTI
€Bponevicbkint hapmakonei: ans A®l; ons
BUXiAHOro MaTtepiany/peareHTy/NpoMixXHOro
NpoAYKTY, LLIO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMKHOI
peyvoBUHYM (cepTudikaT BiaNoBIgHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWI
cepTudikat Bif yXe 3aTBEpA>KEHOrO
BMpPOGHMWKa nodaHHs oHosneHoro CEP Bia
BXe 3aTBepakeHoro BupobHuka AP|

peuernma

miHokeuauny FLAMMA S.P.A,, Itanis.
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
239. | MIPAMIOE3® PO3YMH HaLLKIpHWIA, KHBMI YkpaiHa BUPOBHMLTBO, YkpaiHa BHECEHHS1 3MiH 40 peecTpauiiHnx be3 UA/0237/01/01
crnnptoeun, 0,1 % "ICHA" nakyBaHHs, KOHTPOSb marepianis: 3MiHu | Tuny - 3MiHn Woao peuenma
no 100 mny SIKOCTI: 6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
cnakoHi; no 1 TOB "TepHotapm", BBepneHHs abo 3MiHM 0 y3aranbHEeHNxX
dnakoHy B Ykpaina AaHunx npo cuctemy cpapmakoHarnsgy
KapTOHHIN nayui BUNYCK cepii: (BBEAEHHSA y3ararnbHEHUX AaHUX Npo
TOB "BANAPTIH cuctemy papmakoHarnsgy, 3amiHa
DOAPMA", yrNoBHOBaXeHoi ocobwu, BignoBiganbHoi 3a
YkpaiHa 3piicHeHHs hapmakoHarnagy; KOHTakTHOT
ocobu 3 hapmakoHarnagy 3asBHuUKa ANnst
3AiNCHEHHA apmakoHarnsgy B YkpaiHi,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKMIOYaUM KOHTaKTHI
naHi) Ta/abo 3MiHK y po3MiLLleHHi MacTep-
daiina cuctemn chapmakoHarnsgy). 3miHa
YMOBHOBaXeHOI 0cobu 3asiBHMKa,
BiANOBIganbHOI 3a hapMakoHarnag.
Litova pepakuis: TkavyeHko TeTsHa
MeTpiBHa. NponoHoBaHa pegakuis:
CaByeHko Haranis BitaniiBHa. 3miHa
KOHTaKTHMX JaHWNX YNOBHOBaXeHOi 0cobu
3as1BHMKa, BignosiganbHoi 3a
apmakoHarnsg. 3miHa Homepa mactep-
hanna cuctemu hapmakoHarnsgy.
240. | M-M- NOPOLLIOK ANA Mepk Wapni | LWsevuapis Bupo6Huk BakuMHY in CLIA/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a He UA/14950/01/01
PBAKCMPO® cycneHsii ans Ooym IOEA bulk Ta nepBuHHe Hinepnangu matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenmom nionsieae
BAKUWHA OANA | iH’ekuin; 1 dnakoH 3 m6X nakyBaHHs:: Mepk LLapn 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsay
MPO®IAKTUK | nopowukom (1 gosa) i Qoym JIJ1C, CLUA; (iHWi 3miHW) - 3MiHM BHECEHO B IHCTPYKLO
N KOPY, Ta 1 donakoH 3 BTopuHHE nakyBaHHS, AN MeguyHOro 3acToCcyBaHHS NiKapcbKoro
ENIAEMIMHOI PO34MHHMKOM (BOAA BUMYCK Ccepii BakUMHU Ta 3acoby Ao posainis "®apmakonoriyHi
O NAPOTUTY ans in’ekuin) no 0,7 po3uunHHMKa: Mepk BnacTuBoCTi" (peaaryBaHHs) Ta
TA KPACHYXU M1 Y KapTOHHIN Wapn i Joym B.B., "OcobnuBocTi 3acTocyBaHHS" BiANoOBiAHO A0
XUBA kopobui; 1 dpnakoH 3 Higepnanaun OHOBMeEHOI iHdopmaLlii 3 6e3neku

nopotukom (1 gosa)
Ta 1 nonepeaHLO
HanoBHEHWIA LLNpUL,
3 PO3YNHHUKOM
(Bopa ans iH'ekuin)
no 0,7 mne
KOMMMEKTi 3 ABOMa
rofikamu y KapTOHHI
kopo6ui; 10
crakoHiB 3
nopotukom Ta 10
criakoHiB 3
PO34YMHHUKOM (BOAA
ans iH’ekuin) no 0,7
MIT B OKPEMUX
KapTOHHUX KOPOOKax

3acTocyBaHHS nikapcbkoro 3acoby. TepmiH
BBEAEHHS 3MiH - NpOTArom 6 Micsuis nicns
3aTBepaKeHHs. 3MiHu Il Tuny - 3miHu woao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHW y KOPOTKili XapakTepucTuLi
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS Y
3B’A3KY i3 HOBMMMW JaHUMM 3 SKOCTI,
OOKMIHIYHUMU, KNIHIYHUMW AaHUMK Ta
naHumu 3 chapMakoHarnsgy - 3MiHm
BHECEHO B iHCTPYKLIO Ansi MeanyHoro
3acTocyBaHHs nikapcbkoro 3acoby Ao
po3ginis "®apmakonorivHi BnacTmBocTi" Ta
"B3aemogisi 3 iHWMMM nikapCbKUMun
3acobamu Ta iHWWi BUaAM B3aemonin"
(oHOBREHHS iHdhopMmaLlii LWoao ogHOYacHOro
3acTOCyBaHHS BaKLUMHU 3 MTHEBMOKOKOBUMU
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KOH’tOroBaHMMW BaKLMHaMM 3a OCTaTOYHUMU
pesynbTatamu gocnimkeHHsa V114-029).
TepMmiH BBeAEHHS 3MiH NPOTAroM 6 micsauis
nicnsa 3aTBepAXEHHS.

241.

MOKCETEPO

TabneTku, BKPUTI
NniBKOBOIO
o6onoHkoto, no 400
mr; no 10 TabneTok
y 6nictepi; no 1
Gnictepy y
KapTOHHiI kopobui

leTepo
Jla63
Jlimiteq

IHAisA

['eTepo Nab63 Nimiten

IHaisa

BHECEHHS 3MiH 40 peecTpauifiHnX
MaTepianis: 3miHu | Tuny - 3miHn Wwopo
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MEAMYHOro 3aCTOCyBaHHS Ha
nigcTasi perynspHO OHOBIOBAHOTO 3BiTY 3
Ge3neku nikapcbkoro 3acoby, abo
pocrnimpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby B nicnspeecTpauiiHin
nepiog, abo sk pesynbTaT OLiHKM 3BITY 3
pocnigkeHb, NpoBeAEHMX BiAMNOBIAHO A0
nnaxy negiatpuuHux gocnimkers (PIP)
(3MiHY y3romkeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHVM OpraHom)
3MiHN BHECEHO A0 IHCTPYKUii AN MeANYHOro
3acTocyBaHHS nikapcbKoro 3acoby Ao
po3ainie "OcobnueocTi 3acTocyBaHHS",
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMNEHOI
iH(opMauii 3 6e3nekun Lito4oi peyoBUHU
(MokcudnokcaLumHy) 3rigHo 3
pekomeHaauiammn PRAC.

TepMiH BBEAEHHS 3MiH- NPOTArom 6 micsiuis
nicnsi 3aTBEpOXXEHHS.

3a
peuenmom

He
nidnsieae

He

UA/15685/01/01

UA/15685/01/01

242,

MOKCETEPO

TabneTkn, BKpUTI
NniBKOBOO
o6onoHkot, no 400
mr; no 10 TabneTok
y bnicTepi; no 1
Gnictepy y
KapTOHHIN kopobLyi

leTepo
Jla63
JlimiTen

IHAin

[etepo 1abs Jlimiten

IHaisa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3MiHu | Tuny - 3MiHn Wwopno
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHO OHOBIOBAHOTO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
focnimxeHb 3 6e3nekn 3acTocyBaHHSA
nikapcbKkoro 3acoby B micrnspeecTpauiiHin
nepioa, abo sik pe3ynbTaT OUiHKK 3BITY 3
pocnigkeHb, NpoBeAeHVX BignoBigHO 40
nnaHy negiatpuyHux gocnimkers (PIP)
(3MiHy y3rog»XeHo 3 KOMMETEHTHUM
YNOBHOBa)X€HUM OpraHoM)
3MiHV BHECEHO [0 iHCTPYKLUii ANst MEANYHOrO
3acTocyBaHHs fikapcbKkoro 3acoby Ao
po3giny "MobiuHi peakuii" BignosiaHo Ao
OHOBIeHOI iHdopMmaLii 3 6esneku gitoyoi
PeYvoBUHM (MOKCMMIOKCALMHY) 3rifHO 3
pekomeHaauismm PRAC. TepmiH BBeAEHHS
3MiH MpOTSroM 6 MicauiB nicns
3aTBEPAKEHHS.

3a
peuenmom

nidnsieae
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
243. | MOKCUKYM TabneTkn, BKpUTI TOB YkpaiHa yorPna MEOULIMH Type4yunHa BHECEHHS1 3MiH 40 peecTpauiiHnx 3a He UA/17788/01/01
NniBKOBOO «YOoPNnA IITAY CAH. BE TIK. marepianis: 3MiHu | Tuny - 3MiHn Woao peuenmom | niidnszae
o6onoHkoto, no 400 MEOVLNH» A.LL. 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
Mr; N0 7 TabneTok y 3MiHa y KOpPOTKili XapaKTepucTumui
6nictepi; no 1 nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
6nictepy y IHCTPYKUIT ANS MeAMYHOro 3aCTOCyBaHHS Ha
KapTOHHil kopobui niacTaei perynsipHO OHOBMOBAHOIO 3BiTY 3
Ge3nekun nikapcbkoro 3acoby, abo
pocrnigpkeHb 3 6e3neky 3actocyBaHHS
nikapcbKkoro 3acoby B nicnsipeecTpauiiHnii
nepiog, abo sik pe3ynbTaT OLiHKM 3BITYy 3
pocnigkeHb, NpoBeAEHMX BiAMNOBIOHO A0
nnaHy negiatpuyHmnx gocrnigxeHs (PIP)
(3MiHy y3rogeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHVM OpraHom)
3MiHW BHECEHO B IHCTPYKLit0 ANs MeANYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby oo
po3ainy "MobGiyHi peakuii" BianoBigHO Ao
OHOBJEHOI iHhopmalii Wwoao 6esnekn
3aCTOCYBaHHS fit040i pe4OBUHM 3rigHO 3
pekomeHgauieto PRAC. TepmiH BBegeHHs
3MiH - NpOTArom 6 micauis nicns
3aTBEPAKEHHS
244. | MOKCU®DJIOKC | TabneTtku, BKpUTI Canpos CnoBseHis Canpos C.P.N. PymyHis BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a He UA/16489/01/01
ALUUH NNiBKOBO dapmachHoTi MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenmom nionsieae
CAHOO3® obornoHkoto, no 400 Kans a.n. 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.

Mr no 5 Tabnetok y
GnicTepi; no 2
Gnictepu B
KapTOHHiI kopobuyj;
no 7 tabnetok y
Gnictepi; no 1
Gnictepy B
KapTOHHiI kopobui

3MiHa y KOpOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MEAMYHOro 3aCTOCYBaHHS Ha
niacTasi perynsipHO OHOBMIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
AocrimpkeHb 3 6esnekn 3acTocyBaHHA
nikapcbkoro 3acoby B nicnsipeecTpauiiHin
nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
[ocnigkeHb, NpoOBeAEHMX BigMNOBIAHO OO
nnaHy negiatpuuHux gocnimxkers (PIP)
(3MiHy y3rog»XeHo 3 KOMMETEHTHUM
YMNOBHOBAXXEHVM OpraHom).
3MiHU BHeCEeHO A0 IHCTPYKLUii AN MeauyYHoro
3acTocyBaHHS fnikapcbKkoro 3acoby Ao
po3ginie "OcobnmnBocTi 3acTocyBaHHA" Ta
"Mob6iuHi peakuii" BignNoBiAHO O OHOBMEHOT
iHpopmalii 3 6e3nekun 3acTocyBaHHS
nikapcbkoro 3acoby. TepmiH BBeAEHHS 3MiH
- NPOTAIroM 6 MicsiLiB Nicnsi 3aTBEPOXKEHHS. -
3minu | TMny - 3miHn WwWoao
6e3nekn/edeKTMBHOCTI Ta bapMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MEeAMYHOro 3aCTOCYBaHHSA Ha
nigcTaBi perynsipHo OHOBMOBAHOIO 3BITY 3
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6e3neku nikapcbkoro 3acoby, abo
JOCrimKeHb 3 Ge3Mnekn 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpauiiHuii
nepiog, abo sk pesynbTaT OLiHKM 3BITY 3
pocnigkeHb, NpoOBeAeHMX BigNoBiAHO A0
nnaHy negiatpuyHmnx gocrnigxeHs (PIP)
(3MiHy y3ropkeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHNM OpraHoM). 3MiH1 BHECEHO
[0 IHCTPYKLIT ANs MeAUYHOro 3acTocyBaHHS
nikapcbkoro 3acoby o posginy "MoGiyHi
peakuii” BiANOBIAHO A0 OHOBMEHOI
iHdopMaLii 3 6e3nekn 3acTocyBaHHsI
nikapcbkoro 3acoby. TepmiH BBeAeHHS 3MiH
- NPOTSIroM 6 MicsILiB MiCNsi 3aTBEPOXKEHHS.

245,

MOJIECKIH® C

Masb; no 15 ry 1y6i;
no 1 Ty6i y nayui 3
KapTOHY

AT
"dpapmak”

Ykpaina

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHu | Tuny - 3miHn Wopo
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW)

OHOBMEHO TEKCT MapKyBaHHS NEPBUHHOI Ta
BTOPWHHOI YNaKOBKM NikapCcbkoro 3acoby, a
came BUIyYeHo iHopmauito, 3a3HadeHy
POCICbKOIO MOBO. TepMiH BBEAEHHSA 3MiH
NpoTArom 6 MicsILiB Micnsi 3aTBEPOXKEHHS.
3MiHn | TMNy - 3MiHK Woao
Ge3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHN) BHECeHO He3HayHi 3MiHU y TeKCT
MapKyBaHHsi epBUHHOI (N. 5, 6) Ta
BTOPUWHHOI (n. 1, 11, 16, 17) ynakoBku
nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH
npoTsrom 6 MicsiLiB Nicnsi 3aTBEpPAXKEHHS.

3a
peuenmom

UA/13153/01/01

246.

MC140

crpew HasanbHUi,
cycneHxsis, 50
MKr/gosy; no 140
003 y dhnakoHax
(6e3 eTukeTKM) 3
HacoCcoM-03aTOpOM
3 po3nuIoBayem
HasanbHOro
Npu3HaYeHHs 3
HaHeCeHOo Ha3BoI
npenapary Ta
HOMepoM cepii Ha
OHi cbrnakoHy; no 56
dnakoHiB y kopobui

AT
"®apmak”

Ykpaina

AnoTekc IHK.

Kanapa

BHECEHHS 3MiH 0 peecTpauiiHuX
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
[oToBWI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6 (iHLwi
3MiHWN) BHECEHHS 3MiHW Y NEePBUHHE
naKkyBaHHsi @ came 40AaBaHHs
anbTepHaTMBHOrO Hacoca [03aTopa 3
HiTpunosoto Bknagkoto (VP3/93F CS20
Silver Metering Nasal Pump: 20 mm; Dip-
Tube Length - 27 mm to 29 mm; (with Nitrile
405 for Floating Gasket & Stem Gasket), 3
BHECEHHSAM BiAnoBiAHMX 3MiH A0 po3giny
3.2.P.7. 3atBepmkeHo: Pump VP3/93F
CS20 Metering Nasal Pump: 20 mm (Dip-
Tube Length - 27 mm to 29 mm (with Nitrile
404 E for Floating Gasket & Stem Gasket);
3anponoHoBaHo: Pump VP3/93F CS20
Metering Nasal Pump: 20 mm (Dip-Tube
Length - 27 mm to 29 mm (with Nitrile 404 E
for Floating Gasket & Stem Gasket);
VP3/93F CS20 Silver Metering Nasal Pump:

UA/14952/01/01
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20 mm; Dip-Tube Length - 27 mm to 29 mm;
(with Nitrile 405 for Floating Gasket & Stem
Gasket)

247.

MYKOJIBAH

PO34MH ANs iH'EKLIN,
7,5 Mmr/mnno 2 mn B
amnyni; no 5 amnyn
y nayui 3 KApTOHy;
no 2 mn B amnyni;
no 5 amnyny
Gnictepi; no 1
6nictepy y nayui 3
KapTOHY

TOBAPUCT
BO 3
OBMEXXEH
(e]10]
BIAMNOBIOA
JIbHICTIO
«KOPIMOPA
LA
«300POB’A

»

Ykpaina

KOHTPOIb SIKOCTi, BUMYCK
cepii:
ToBapucTtBo 3
obmexeHo
BiANOBIgANbHICTIO
"[locnigHui 3aBop
"THUJIC", YkpaiHa
BCi cTagii BUpoGHMLUTBa,
KOHTPOIb SIKOCTi, BUMYCK
cepii:
ToBapwucTtBo 3
obGMexeHo
BigNoBiganbHIiCTIO
"®apmaueBTUYHa
KomMnaHis "3gopos's”,
YkpaiHa

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwoao
6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
3MiHW y KOPOTKil XapakTepucTui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUiT ANS MEAWNYHOro 3aCTOCYBaHHS
reHepUYHMX/ribpnaHux/6ionogidHNX
nikapcbkux 3acobiB nicns BHeCEHHs Tiel
camoi 3MiHW Ha pedepeHTHMI npenapat
(3miHa He noTpebye HagaHHS XOOHMX HOBUX
[0OaTKOBUX AaHUX) 3MiHM BHECEHO A0
IHCTPYKUIT ANS MeanYHoOro 3acTocyBaHHs
nikapcbkoro 3acoby y po3ginu
"®apmakornorivyHi BnactueocTi”,
"MpoTunokasaHHs", "B3aaemogis 3 iHwumn
nikapcbkumm 3acobamu Ta iHWi BUAM
B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiod BariTHOCTi abo
rogyBaHHs rpygato”, "3gaTHicTb BnnmMBaTtu
Ha LWBWAKICTb peakLii Mpy KepyBaHHi
aBToTpaHcnopToM abo iHWMMK
MexaHiamamu", "Cnocib 3actocyBaHHsA Ta
nosun", "MepenosyBanHs”, "MobiyHi peakuii”,
"HecymicHicTb" 3rigHO 3 iHbopmaluieto Wwoao
MELMYHOro 3aCTOCyBaHHs pedepeHTHOro
nikapcbkoro 3acoby (JTASOJIBAH® ans
iHdpy3iin). BBeaeHHst 3mMiH npoTsirom 6-u
MicsiLiB nicns 3aTBepOXKEHHS
CynyTHS 3MiHa - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs1 abo 3miHa(u) fo 3060B'A3aHb Ta
YMOB BuAayi peecTpauinHoOro noceiayeHHs,
BKItoYatoum MnaH ynpaeniHHSA pusnkamm
(3acTocyBaHHS TEKCTY, SIKUI NOTOMKEHUIA 3
KOMMNETEHTHUM opraHoM) 3assBHUKOM
HagaHo oHoBMeHwn MNMnaH ynpasniHHS
pu3ukamm Bepcis 2.0. 3MiHM BHeECEeHO A0
yacTuH: | «3aranbHa iHdopmauis»

V «3axoawu 3 MiHimizauii puaukis» VI
«Pestome nnaHy ynpasniHHa puankamu» VII
«[opatkm» (DogaTok 2) y 38’A3Ky 3
OHOBMEHHsIM iHcbopMalLii 3 6e3neku giroyoi
peyoBMHM ambBpokcon BiAnoBiaAHO A0
aKTyanbHOI pedepeHTHOI iHpopmaLii.
Pestome NnaHy ynpasniHHS pu3nkamm
Bepcis 2.0 gogaeTbes.

3a
peuenmom

He
nidnsieae

UA/0713/01/01

248.

HATPIYM
CYNb®YPUKY

Tabnetku; no 80
TabneTok y drakoHi;

Hoiiue
Xomeonari-

Himeyuunna

Donye Xomeonarti-YHioH
OXY-ApuHanmitTenb

Himeyunna

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3MiHu | Tuny - 3MiHn Wwono

be3
peyenma

UA/12219/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
M ClJlb no 1 donakoHy y YHioH OXY- 'M6X & Ko. KI 6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
OOKTOPA KapTOHHiI kopobui ApuHanmitt (iHwWi 3MiHW) - 3MiHn BHeceHo y n. 17. IHLWE
LLUKOCCINEPA enb M'mM6X & TEKCTY MapKyBaHHS BTOPUHHOI YMaKOBKM
Ne 10 Ko. KI nikapcbkoro 3acoby LWoa0 BUMYYEHHS
iHdbopmaLlii NPO eKCKMI03UBHOIO
npeacraBHMKa
249. | HATPIYM Tabnetku; no 80 Honue Himeuunna Honye Xomeonari-YHioH HimeyunHa BHECEHHS 3MiH 40 peecTpauifiHnX bes UA/12220/01/01
DOCDOPUKYM | Ttabnetok y chnakoHi, | Xomeonari- OXY-ApuHanmittens marepianis: 3MiHu | Tuny - 3MiHn WwWoao peuenmom
Clllb no 1 donakoHy y YHioH OXY- 'M6X & Ko. KI 6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
OOKTOPA KapTOHHIl kopobui ApLHaUMITT (iHWi 3miHK). 3MiHKM BHeceHo y n. 17. IHLWE
LUKOCCNEPA enb M'M6X & TEKCTYy MapKyBaHHS BTOPUHHOI yNaKoBKN
Ne 9 Ko. KI nikapcbkoro 3acoby LWoa0 BUMYYEHHS
iHCbopMaLii NPO EKCKIH3NBHOIO
npeacTaBHuvKa.
250. | HATPIYM Tabnetkn; no 80 Lonye Himeyunna Lonye Xomeonari-YHioH HimeuuunHa BHECEHHS 3MiH 4O peecTpauinHuX 3a UA/12221/01/01
XJITOPATYM TabneTtok y pnakoHi; | Xomeonari- OXY-ApuHanmitTenb MaTtepianis: 3miHn | Tuny - 3miHn Wwopo peuenmom
Cllib no 1 dnakoHy y YHioH OXY- 'm6X & Ko. KI be3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
OOKTOPA KapTOHHil kopobui ApuHaUMITT (iHWi 3miHK) 3miHKM BHeceHo y n. 17. IHLWE
LUKOCCNEPA enb M'v6X & TEKCTYy MapKyBaHHSA BTOPUHHOI yNaKoBKN
Ne8 Ko. KI nikapcbKoro 3acoby Woa0 BUMYYEHHS
iHCbopMaLii NPO EKCKIMH3NBHOIO
npeacTaBHuvKa.
251. | HATPIIO TBEpAi kancynu no HauioHanbH Monbwa HauioHanbHui LieHTp MonbLa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/16114/01/01
noaua NA1311 | 1000 MBk, no 1 mn LleHTtp AnepHux JocnigpxeHb MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenmom
NMONATOM Kancyni B AnepHux 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
noninponineHoBomy HocnigxeHb BBeneHHs abo 3miHM 00 y3aranbHEeHNxX
dnakoHi i3 OaHuX Npo cucteMy dapmMakoHarnsgy
noninponineHoBoto (BBELEHHSA y3aranbHEHUX AaHUX MPO
npobkoto, cuctemy chapmakoHarnsigy, amiHa
NPOCOYEHOI0 yrnoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
rnoauaom; no 1 34iicHeHHs dhapmakoHarnagy; KOHTaKTHOT
dnakoHy y ocobu 3 hapmakoHarnagy sasBHuUKa ANs
CBUWHLIEBOMY 3AicHeHHs hapmakoHarnsagy B YKpaiHi,
3axMcHOMy SIKLLIO BOHA BiMiHHA Bifj yNOBHOBa)EHOI
KOHTEWHepi 3 ocobu, BianoBiganbHOI 3a 3AiNCHEHHS
noninponineHosum dapmakoHarnsay (BKMHOYaKUmM KOHTaKTHI
annikatopom Anis naHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
noAadi kancynm darna cuctemn hapmakoHarnsgy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianosigansHoi
3a hapmakoHarnsg B YkpaiHi.
[itoya pepakuis: Budonnyi Mykola
Volodymyrovych. lNponoHoBaHa peaakuis:
Zaremba Halyna Volodymyrivna. 3miHa
KOHTaKTHUX AaHMUX KOHTaKTHOI ocobu
3asBHMKa, BiANoBiaanbHoOI 3a
dapmakoHarnsa B YKpaiHi.
252. | HATPIIO TBepAi kancynu no HauioHanbH Monbwa HauioHanbHui LieHTp MonbLa BHECEHHS 3MiH IO peecTpaLiiHnX 3a UA/16114/01/02
noova NA1311 | 2000 MBk, no 1 un LeHtp AnepHux JocnigxeHb matepianis: 3MiHu | Tuny - 3MiHn Wwono peuenmom
NMONATOM Kancyni B AnepHux 6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsagy.
noninponineHoBomy HocnigxeHb BBeneHHs abo 3MiHM 0O y3aranbHEHNX
dnakoHi i3 [aHuX Npo cucteMy dapmMakoHarnsgy
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep

n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o

3acoby ynakoeka) noceio4yeHHs1
noninponineHoBo (BBEOEHHS y3aranbHeHVX AaHNX Npo
npo6koto, cuctemy chapmakoHarnsgy, 3amiHa
NPOCOYEHO YyNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
oauaom; no 1 3piicHeHHs hapmakoHarnagy; KOHTakTHOT
dnakoHy y ocobu 3 hapmakoHarnsgy 3asBHUKa Ans
CBUHLIEBOMY 3aiicHeHHs hapmakoHarnsgy B YkpaiHi,
3aX1CHOMY SIKLLIO BOHA BiMiHHa Bifj, yNOBHOBaXEHOI
KOHTEWHepi 3 ocobu, BignoBigansHoi 3a 30iNCHEHHS!
noninponineHosum chapmakoHarnsgy (BKYa4m KOHTaKTHi
annikaTopom ans naHi) Ta/abo 3MiHM y po3MiLLileHHi MacTep-
nogaui kancynm banina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianosigansHoi
3a chapmakoHarnag B YKpaiHi.
[Hitoya pepakuis: Budonnyi Mykola
Volodymyrovych. lNponoHoBaHa pegakuia:
Zaremba Halyna Volodymyrivna. 3miHa
KOHTaKTHUX JAHMX KOHTAKTHOI 0cobum
3asBHMKa, BiANoBiganbHoOI 3a
thapmakoHarnag B YKpaiHi.

253. | HATPIIO TBEpAi kancynu no HauioHanbH Monbwa HauioHanbHui LieHTp MonbLa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/16114/01/03
noaua NA1311 | 4000 MBk, no 1 mn LleHTtp AnepHux JocnigpxeHb MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenmom
NMOJIATOM Kancyni B ApnepHux 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

noninponineHoBomy HocnigxeHb BBeneHHs abo 3miHM 00 y3aranbHEeHNxX
cnakoHi i3 [aHnX Npo cuctemy chapmakoHarnagy
noninponineHoBo (BBEOEHHSA y3aranbHEHVX AaHNX Npo
npobkoto, cuctemy chapmakoHarnsigy, amiHa
NPOCOYEHOI0 yrnoBHOBaeHoi ocobu, BignoBiganbHoi 3a
noamnaom; no 1 34iicHeHHs dhapmakoHarnagy; KOHTakTHoT
dnakoHy y ocobu 3 hapmakoHarnagy sasBHuUKa ANs
CBUWHLIEBOMY 3AicHeHHs hapmakoHarnsagy B YKpaiHi,
3axXMCHOMY SKLLO BOHA BigMiHHA Bi YNOBHOBaXEHO|
KOHTEWHepi 3 ocobu, BignoBiganbHoi 3a 34iNCHEHHS
noninponineHosum dapmakoHarnsay (BKMHOYaKUmM KOHTaKTHI
annikatopom Ans OaHi) Ta/abo 3MiHKM y po3milLeHHi MacTep-
noAadi kancynm darna cucremn hapmakoHarnsgy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianosigansHoi
3a papmakoHarnsg B YkpaiHi.
[Hitoya pepakuis: Budonnyi Mykola
Volodymyrovych. lNponoHoBaHa pegakuis:
Zaremba Halyna Volodymyrivna. 3miHa
KOHTaKTHUX AaHMX KOHTAKTHOI ocobu
3asBHMKa, BiANoBiaanbHoOI 3a
dapmakoHarnag B YkpaiHi.

254. | HATPIIO TBepAi kancynu no HauioHanbH MonbLa HauioHanbHui LieHTp MonbLa BHECEHHS 3MiH IO peecTpaLiiHnX 3a UA/16114/01/04
nooua NA1311 | 5500 MBk, no 1 un LeHtp AnepHux JocnigxeHb matepianis: 3MiHu | Tuny - 3MiHK Wwono peuenmom
NONATOM Kancyni B AnepHux 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy.

noninponineHoBomy HocnigxeHb BBeneHHs abo 3MiHM 0O y3aranbHEHNX
dnakoHi i3 OaHuX Npo cuctemy apmMakoHarnsgy
noninponineHoBo (BBEOEHHS y3aranbHEHWX AaHNX Npo
npo6koto, cuctemy cbapmakoHarnsgy, amiHa
NPOCOYEHO0 yNoBHOBaXeHoi ocobu, BignoBiganbHoI 3a




143

[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

oauaom; no 1
dnaKkoHy y
CBUHLEBOMY
3aX1CHOMY
KOHTEWHepi 3
noninponineHosum
annikaTopom Aans
noAadi kancynm

3piicHeHHs hapMakoHarnagy; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHuKa Ansi
3aiicHeHHs hapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
ocobu, BignoBigansHoOi 3a 30iNCHEHHS!
dapmakoHarnsaay (BKMOYaUmM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
anna cucremn chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianosigansHoi
3a hapmakoHarnsg B YkpaiHi.
[Hitoya pepakuis: Budonnyi Mykola
Volodymyrovych. lNponoHoBaHa pegakuia:
Zaremba Halyna Volodymyrivna. 3miHa
KOHTaKTHUX JAHMX KOHTAKTHOI 0cobum
3asBHMKa, BiANoBiganbHoOI 3a
thapmakoHarnag B YKpaiHi.

255.

HEBITEH3

TabneTtkn no 5 wmr,
no 10 TabneTtok y
Gnictepi; no 3
Gnictepu B
KapTOHHil kopobui

MPOPAPM
A
IHTEepHeLwHn
TpenguHr
Nimiten

ManbTa

Aktagic Jlta, ManbTa;
BankaHdapma -
OynHuus AL, Bonrapis

ManbTta/
Bonrapis

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHu | Tuny - 3miHn Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKili XapakTepucTuLi
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT 4NS MeQNYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHO OHOBIOBAHOTO 3BiTY 3
Ge3neku nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby B micrnspeecTpauiiHin
nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
pocnigkeHb, NpoBeAeHVX BignoBigHO 40
nnaHy negiatpuyHux gocnimkers (PIP)
(3MiHY y3romkeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHUM OpraHom) - 3MiHU BHECEHO
0o [HCTpyKUiT NS MeQUYHOro 3aCToCyBaHHsI
nikapcbkoro 3acoby ao posainis: "B3aemogis
3 iHWKMK NikapcbknMK 3acobamu Ta iHLLi
Buau B3aemogin”, "OcobnueocTi
3acTocyBaHHs" Wwoao 6e3neku
3acTocyBaHHS fito4oi pe4oBuHU HebiBonon
BignoBigHo 0o pekoMeHnaauii PRAC. TepmiH
BBEAEHHS 3MiH - NpOTArom 6 Micsuis nicns
3aTBEPKEHHS.

3a
peuenmom

He
nidnsieae

UA/13347/01/01

256.

HEBAHAK®

Kpanni o4Hi,
cycneHsis 3 mr/mn;
no 3 mn y pnakoHi-
KpanenbHuui; no 1
dnakoHy B kopobui
3 KapTOHY

HoBapric
dapma Al

LLiBenuapis

AnkoH KyBpbop

Benbrisa

BHECEHHS 3MiH IO peecTpaLiiHMX
matepianis: 3MiHu | Tuny - 3MiHn Wono
6e3nekn/edpekTMBHOCTI Ta hbapMakoHarnsay.
BeeneHHs abo 3MiHu [0 y3aranbHeHWX
AaHux Npo cuctemy hapmakoHarnagy
(BBEAEHHSA y3aranbHEHUX AaHWX Npo
cuctemy cbapmakoHarnsagy, amiHa
yrnoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
34iicHeHHs dhapmakoHarnagy; KOHTakTHoT
ocobu 3 hapmakoHarnsaay 3asBHYKa As
34icHeHHs bapmakoHarnsgy B YKpaiHi,

3a
peuernmom

UA/13522/01/02
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
ocobu, BignoBigansHoi 3a 30iNCHEHHS!
chapmakoHarnsgy (BKoYaym KOHTaKTHi
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
darnna cuctemn apmakoHarnsgy). 3miHa
KOHTaKTHMX JaHMX YNOBHOBaXeHOI ocobu,
BignosigansHoi 3a chapmakoHanrag. 3miHa
MiCcLle3HaxomKeHHA MacTep-channa cuctemm
capmakoHarnsgy. 3MiHa micus 34inCHEHHS
OCHOBHOI AisinbHOCTI 3 hapMakoHarnsgy.

257.

HEBAHAK®

Kpanni o4Hi,
cycnexsis, 1 mr/mn,
no 5 mn y dnakoHi-
KpanenbHu1ui; no 1
dnakoHy y kopobLi 3
KapTOHY

Hosapric
dapma Al

LLsevinapisa

AnkoH KyBpbop

Benbrisa

BHECEHHS 3MiH 40 peecTpauifiHnX
MaTepianis: 3miHu | Tuny - 3miHn Wopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BeeageHHs abo 3MiHu [0 y3aranbHeHWX
OaHunx npo cuctemy chapmakoHarnsgy
(BBEOEHHSA y3aranbHEHVX AaHNX Npo
cuctemy cbapmakoHarnsgy, 3amiHa
yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
34iINCHEHHA dhapMakoHarnsiay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsaay 3asBHVKa A4S
30iNCHEHHs hapmakoHarnaay B YKpaii,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BignoBiganbHoi 3a 34iINCHEHHSA
dapmakoHarnsay (BKMHOYaKUmM KOHTaKTHI
naHi) Ta/abo 3MiHK y po3MiLLleHHi MacTep-
darina cuctemn chapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu,
BignoBiganbHoi 3a hapmakoHanrag. 3MiHa
MiCLIe3Hax0omKeHHA MacTep-channa cuctemm
dapmakoHarnsgy. 3miHa micusi 3AiINCHEHHS
OCHOBHOI AisiNbHOCTI 3 dhapMakoHarnsgy.

3a
peuenmom

UA/13522/01/01

258.

HE3O0nIa

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkoto no 600
mr; no 4 aéo 10
Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHIN navui

AAP
SAPMA O3-
nnc

O6'egHaHi
Apabchbki
Emipatun

3im JlabopaTtopis
Nimiten

IHaisa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3MiHu | Tuny - 3MiHn Wwopno
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM 00 y3aranbHEeHNxX
OaHunx npo cuctemy chapmakoHarnsay
(BBEOEHHSA y3aranbHEHWX AaHWUX Npo
cuctemy cbapmakoHarnsgy, amiHa
yrnoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
34iicHeHHs dhapmakoHarnagy; KOHTakTHOT
ocobu 3 hapmakoHarnsaay 3asBHYKa 41
34icHeHHs bapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXEHOI
ocobwu, BignoBifanbHOI 3a 34iNCHEHHS
dapmakoHarnsay (BKMHOYaKUmM KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MmilLLeHHi MacTep-
chanina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHMX JaHWUX YNOBHOBaXEHOi 0cobu
3asBHMKa, BiAnNoBiaanbHoOI 3a
cbapmakoHarnsg. 3MiHa MicLe3HaxomKeHHst
MacTep-ganna cuctemu apmakoHarnsgy

3a
peuenmom

UA/17813/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Ta noro Homepa. 3MiHa Micus 30iACHEHHS
OCHOBHOI AisANbHOCTi 3 hapmakoHarnsgy.
259. | HEUPOMIOVH Tabnetku no 20 wmr, AT «Onda» JlaTBist AT «Ondcba» INatBis BHECEHHS1 3MiH 40 peecTpauiiHnx 3a He UA/2083/02/01
® no 10 Tabnetok y marepianis: 3MiHu | TUNy - AgMiHICTpaTuUBHI peuenmom | niidnszae

GnicTepi, no 5
GnicTepis B naywi 3
KapTOHY

3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu
3asiBHMKa (BracHWKa peecTpauiiHoro
nocBiaYeHHs) 3MiHa Ha3BM 3asiBHUKA Ta
YTOYHEHHS HanucaHHs agpecu 3asiBHMKa Y
BiAMNOBIQHOCTI 4O Ha3BM Ta agpecu,
3a3HayveHux B JliLeHsii Ha BUPOOHULITBO.
BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
3aTBepAKEHHS. 3MiHu | TNy - 3MiHW Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BeeageHHs abo 3MiHu [0 y3aranbHeHWX
[aHWX Npo cucteMy hapMakoHarnsay
(BBEAEHHSA y3ararnbHEHUX AaHUX Npo
cuctemy cbapmakoHarnsgy, 3amiHa
yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
34iINCHEHHA dhapMakoHarnsiay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsaay 3asBHVKa A4S
30iNCHEHHs hapmakoHarnaay B YKpaii,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BignoBiganbHoi 3a 34iINCHEHHSA
capmakoHarnsgy (BKoYaym KOHTaKTHi
naHi) Ta/abo 3MiHK y po3MiLLleHHi MacTep-
darna cucremn hapmakoHarnsgy) 3miHa
KOHTaKTHMX JaHWUX YNOBHOBaXEHOi 0cobu
3asBHMKA, BiANOBiAanbHOI 3a 34iNCHEHHS
bapmakoHarnagy. 3miHa
MicLle3HaxomKeHHs MacTep-hanna cuctemu
hapmakoHarnsgy (y 3B'a3ky i3
aAMIHICTPaTMBHOIO 3MiHO0). 3MiHu | TNy -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaXXEHHS QiSANbHOCTI
BMPOGHMWKa/imnopTepa roToBoro nikapcbKoro
3acoby, BKMYa4m AinbHUL BUNycky cepii
abo micLe npoBeAeHHS KOHTPOO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHWMK/IMNOPTEP, BKNOYAKOUN BUMYCK
cepii) 3MiHa Ha3Bu BUpobHuKa M3 Ta
YTOYHEHHS1 HanUcaHHs agpecy BUpobHUKa y
Bi4NOBIQHOCTI O Ha3BM Ta agpecw,
3a3HayveHux B JliLeHsii Ha BUPOOHULITBO.
3MiHu BHeceHo B po3ginu "BupobHuk" Ta
"Micue3HaxoXeHHs1 BUpOOHMKa Ta oro
agpeca Micus NpoBaMKeHHN AisnbHOCTI" B
{HCTPYKLUil0 ANst MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ta sik HacnigokK -
BiAMOBIAHI 3MiHWN Y TEKCTi MapKyBaHHS
yNakoBKM NikapcbKkoro 3acoby Lioao
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

BUpOoGHVKa. BBeaeHHs 3miH npoTsarom 6-tu
MicaUiB Micnsa 3aTBepmXeHHs. 3MiHu | Tuny -
AOMiHicTpaTUBHI 3MiHW. 3MiHa
HaiMeHyBaHHs Ta/abo agpecu micus
NpoBaXXeHHS AisiNbHOCTI BUPOOHMKa
(BKntovarouun, 3a HeobXxigHOCTI, mMicue
NPOBEAEHHST KOHTPOIIO SKOCTI), abo
BracHuka mactep-gaiina Ha A®l, abo
noctadanbHuka A®l/BuxigHoro
marepiany/peareHTy/NpOMiXXHOrO NMPOAYKTY,
LLIO 3aCTOCOBYHOTLCS Y BUPOOHULTBI ADI
(SIKLLO 3a3HaYeHO y AOChE Ha MikapCbKui
3acib) 3a BiacyTHoCTi cepTudikata
BiAMOBIAHOCTI €Bponencekivi papmakonei y
3aTBepOKeHOMy Aockbe, abo BUpOOHWMKa
HOBOI JOMOMIPKHOI PEHOBUHM (SIKLLIO
3a3HayeHo y 0CbE) 3MiHA Ha3BU BUPOOHMKa
A®I| Ta yTOUHEHHS HanNUcaHHs agpecu
BUPOGHMKA Y BignoBigHOCTI 40 Ha3BK Ta
agpecw, 3a3HaveHux B JliLeHsii Ha
BUpPOGHMUTBO 3aTBepmkeHo: AT
«OnaiHdapm»/JSC «Olainfarm» Bynuus
PynHiuy 5, OnaiiHe, LV-2114, Natsis/ 5
Rupnicu street, Olaine, LV-2114, Latvia
3anponoHoBaHo: AT «Ondpa»/Olpha AS Byn.
PynHiuy 5, OnaiiHe, OnanHcbkui kpan, LV-
2114, Narteis/ Rupnicu iela 5, Olaine,
Olaines novads, LV-2114, Latvia. 3miHu |
Tuny - 3MiHM Wwopo 6esnekn/edeKTUBHOCTI
Ta cpapmakoHarnsagy (iHwi 3amiHn) 3miHn
BHECEHO Y TEKCT MapKyBaHHS NEPBUHHOI (1.
6) Ta BTOpUHHOI (N. 12, 13, 17) ynakoBku
nikapcbkoro 3acoby. BBegeHHs 3MiH
NpoTSArom 6-Tn MicsiLiB Nicns 3aTBepAKEHHS

260. | HE®ATBbXUK PO34MH AN iH'EKLN BIOKOAEKC PpaHuis BrpobHuuTBO: ®paHuis BHECEHHS 3MiH [0 peecTpauiiHnX 3a He UA/6564/01/01
20 Mr/2 mn; no 2 mn OEJNTb®APM TYP, matepianis: 3MiHu | TUNy - AgMiHiCTpaTuBHiI peuenmom | nidnsizae
B amnyni; no 5 ®paHuis; 3MiHn. 3MiHa HalMeHyBaHHsi Ta/abo agpecu
amMnyn Ha nigaoHi B BignosiganbHui 3a 3asiBHMKA (BNacHUKa peecTpauiiHoro
KapTOHHIN ynakoBLj BUNYCK cepii: nocBiagyYeHHs1) 3MiHa MicLLe3HaXOMKEHHS
BIOKOOEKC, ®paHuis ropuanyHoi ocobu 3asiBHUKa (BracHUKa

peecTpauinHoro noceigyeHHs): 3miku | Tuny
- 3miHu wopao 6esnekn/edekTMBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHu go
y3aranbHeHUX AaHux Npo cuctemy
apmakoHarnagy (BBefeHHs y3aranbHeHnX
AaHuX Npo cuctemMy apMakoHarnsgy, amiHa
YMOBHOBaXeHOi 0cobw, BignosigansHoi 3a
34iicHeHHs dhapmakoHarnagy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy 3asBHUKa Ans
3AiNCHEeHHSA dhapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI




147 [TponoBkeHHs JoaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
ocobu, BianoBiaanbHOT 3a 3AiNCHEHHS
dapmakoHarnsay (BKMIOYaymM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
cavnina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHWX JaHUX YNOBHOBAaXEHOT 0cobu
3as1BHMKA, BianoBiganbHoI 3a
capmakoHarnsg. 3MiHa mMicLe3HaxomKeHHst
macTtep-arnna cuctemu dpapmakoHarnagy.
3MiHa Micus 30iNCHEHHSI OCHOBHOT
nisinbHocTi 3 chapmakoHarnsgy. 3miHa
KOHTAKTHOI 0cobu 3asiBHUKA, BignoBiganbHoi
3a chapmakoHarnsag B Ykpaini. itova
pegpakuis: LLlanka OneHa BonogumupieHa.
MponoHoBaKra pepakuis: Bucoubka Onbra
[puropiBHa. 3MiHa KOHTAKTHUX OAaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BianosigansHoi
3a papmakoHarnsa B YkpaiHi.
261. | HITOTUHIB Kancynu TBepai, no Mini Benuka Lvnna Megikea llimiteq IHgia BHECEHHS 3MiH 4O peecTpauinHnX 3a UA/20376/01/01
150 mr, no 7 kancyn Xenckepe BputaHia (NOBHWUI LMKN matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
y bnicTepi, no 8 Timiteq BMPOGHMLTBA; KOHTPOIb [oToBMI Nikapcbkui 3aci6. 3MiHN Y
GnictepiB y SIKOCTi 3a NMOKa3HUKOM BUPOGHMLTBI. 3MiHa po3Mipy cepii
KapTOHHiIl kopobui "CTOPOHHi AOMiLLKK"; (BKnOYatoumM gianasoH po3mipy cepii)
KOHTPOIb SKOCTI i roTOBOrO MiKapCbKOro 3acoby (36inbLUeHHSA
BUNpobyBaHHs 0o 10 pasiB NOPIBHSAHO i3 3aTBEPAHKEHUM
cTabinbHOCTI (i3iyHi i PO3MipoM) - BBEAEHHSI [OOATKOBOrO pPo3Mmipy
XiMiYHi TecTn)) cepii ['113. fitoya pepakuis: [Ana go3yBaHHA
no 150 mr: Po3amip cepii: 15,0 kr (50 000
kancyn). MNponoHoBaHa pegakuis: Ans
po3yBaHHa no 150 mr: Poamip cepii: 15,0 kr
(50 000 kancyn), 38,5 kr (128333 kancyn)
262. | HINOTUHIB Kancynu Teepgi, no Mini Benuka Lvnna Megikea Jlimiteq IHAisa BHECEHHS 3MiH 0 peecTpauiiHuX 3a UA/20376/01/02
200 wmr, no 7 kancyn Xenckepe Bputanis (NoBHMI LMKN matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
y bnicTepi, no 8 NimiTeqn BMPOGHMLTBA; KOHTPOIb [oToBMI Nikapcbkuii 3aci6. 3MiHN y
GnicTepiB y SIKOCTi 3@ MOKa3HUKOM BUPOGHMLTBI. 3MiHa po3Mipy cepil
KapTOHHIN kopobLyi "CTOPOHHI AOMILLKW"; (BkntoYatoum giana3oH po3mipy cepii)
KOHTPOIb SKOCTI i roTOBOrO MikapcbKoro 3acoby (36inbLueHHs
BUNpoBYyBaHHsI 0o 10 pasiB NOPIBHSAHO i3 3aTBEPHKEHUM
crabinbHocTi (isivHi i pO3MipoM) - BBEAEHHSA [0AaTKOBOro po3mipy
XiMmivHi TecTn)) cepii 'M3. Oitoya pegakuisi: Ana go3yBaHHA
no 200 mr: Po3amip cepii: 20,0 kr (50 000
kancyn). MNponoHoBaHa pefakuis: Ans
po3yBaHHsA no 200 mr: Poamip cepii: 20,0 kr
(50 000 kancyn), 38,5 kr (96250 kancyn)
263. | HITOTUHIB Kancynuv Teepai, no Mini Benuka LlUnnna Megikea Jlimiten IHAis BHECEHHS 3MiH [0 peecTpauiiHnx 3a He UA/20376/01/01
150 mr; no 7 kancyn Xenckepe BpuTaHis (NOBHMI LWKN matepianis: 3miHu | Tuny - 3MiHK 3 sAKOCTiI. peuenmom | nidnsizae
y bnicTepi, no 8 Timiteq BMPOGHMLTBA; "oToBWI Nikapcbkuin 3aci6. KoHTponb

GnictepiB y
KapTOHHiI kopobui

KOHTPOb SKOCTi 3a
NnokasHUKOM "CTOPOHHI
OOMiLKN";
KOHTPOIb SKOCTI i
BUNPoBYyBaHHsI

roTOBOrO fikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo
[0MYyCTUMMX MEX roTOBOIO NiKapChKOro
3acoby (BUNyYeHHS1 HE3HAYHOro NOKa3HMKa
(Hanpuknag 3acTapinoro nokasHuka, Takoro
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

CcTabinbHOCTI (i3iuHi i
XiMiYHi TecTn))

SIK 3anax Ta cmak, abo igeHTudikawis
6apBHMKIB Y1 CMaKoBUX AO6ABOK))
BUITy4EHHS HE3HAYHOrO MoKa3HMKa

«Po3unHeHHs. 3a 15 xBUnNuH», 3anmiuaeTbes
nokasHuk «PosumHeHHs. 3a 30 XBUMUHY.
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi 3aMiHn) CynyTHS
3MiHa - 3MiHuM 3 sIKOCTi. [0TOBUI NikapCbkKin
3aci6. KoHTponb roToBOro nikapcbkoro
3acoby. 3miHa y MeTodax BUNpobyBaHHS
roTOBOro NikapcbKkoro 3acoby (iHLWi 3MiHW y
MeToax BUNpobyBaHb (BKMYa4M 3amiHy
abo gonoBHeHHS)) 3aMiHn go T. CynposigHi
nomiwkn Metog 8.1.Buny4yeHHsa KOHTpornto
nomiwok D, G, H, ockinbkn 3asHayeHi
OOMILLKM He € AoMiwkamu po3nagy. Cyma
OOMILLOK — 3BY>XKEHHs1 napameTpis, MeTtog
8.2 3miHa MeToAy KOHTPOS0 CynpoBigHMX
noMiLWoK 3a gonomoroto BEPX 3amicTb

metogy PX-MC, sik Hacnigok 3amiHa y

cneumadikauii. BeegeHHs 3miH npotarom 6-tn
MicaUIB Micnsa 3aTBepMKeHHS. 3miHu | Tuny -
3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
CT1abinbHicTb. 3miHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO MikapcbKoro 3acoby (36inbLUeHHs
TEepMiHy NpuAaTHOCTI FOTOBOrO NikapCbKoro
3acoby) - [ins ToproBoi ynakoBKku
(niaTBEPAXKYETLCS AaHNMUN pearnbHoro Yacy)
36inbLUEHHsI TEPMiHY NPUAATHOCTI FOTOBOIO
nikapcbkoro 3acoby Ans TOProBoi yNakoBKM

y 3B’s13Ky 3 NPOBEAEHHSAM JOAATKOBMX
nocnigxkeHb cTabinbHOCTI roTOBOro

nikapcbkoro 3acoby. [litova pegakuis:

TepwmiH npuaaTHocTi. 2 poku. NMponoHoBaHa
pepakuis: TepmiH npuaaTHoCTi. 3 poKu.
3MiHM BHECEHO B iHCTPYKLIit0 AN MEAUYHOro
3aCTOCYBaHHSI NiKapCbKoro 3acoby y po3ain
«TepMmiH npuaaTHOCTI». BBeAEHHS 3MiH
NpoTSArom 6-T1 MicsALIB MiCNs 3aTBEPYKEHHS.

264.

HINOTUHIB

Kancynv TBepgi, no
200 mr; no 7 kancyn
y 6nicTepi, no 8
GnicTepiB y
KapTOHHiI kopobui

Mini
Xenckepe
TimiTen

Benwuka
BpuTaHis

LUvnna Megikea Jimiten
(NOBHMI LWKN
BUPOOHMLTBA;

KOHTPOIb SKOCTi 3a
NnokasHUKOM "CTOPOHHI
OOMiLKN";
KOHTPOIb SIKOCTI i
BUNpPOBYBaHHsI
crabinbHocTi (isivHi i
XiMiYHi TecTn))

IHaisa

BHECEHHS1 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTI.
[oToBMI Nikapcbkuin 3acib. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo
[0MYyCTUMMX MEX roTOBOIO NiKapChKOro
3acoby (BMNYyYEeHHsI HE3HAYHOrO NoKa3HWKa
(Hanpuknag 3acTapinoro NokasHuKa, Takoro
SIK 3amnax Ta cmak, abo igeHTudikauis
GapBHUKIB YM cMaKoBKX J06aBOK))

3a
peuernmom

He
nidnsieae

UA/20376/01/02
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUITyYEHHS HE3HAYHOrO MoKa3HMKa
«Po3umHeHHs1. 3a 15 xBUNMHY, 3anuwaeTbca
nokasHuk «Po3unHeHHs. 3a 30 XBUnMUH».
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi 3amiHuM) CynyTHs
3MiHa - 3MiHuM 3 sIKOCTi. [0TOBUI NikapCbKnin
3aci6. KoHTponb rotoBoro nikapcbkoro
3acoby. 3miHa y MeToaax BUNpoOyBaHHsI
roTOBOrO NikapcbKoro 3acoby (iHLWi 3MiHW y
mMeToaax BunpobyBaHb (BKMOYAKYM 3aMiHy
abo OonoBHEHHS)) 3miHM Ao T. CynpoBigHi
nomiwkn Metog 8.1.BunyveHHsa KOHTponto
powmiwok D, G, H, ockinbkn 3a3HayeHi
OOMILLKV He € AoMilkamu po3nagy. Cyma
OOMILLOK — 3BY>XKEHHs1 napameTpis, MeTtog
8.2 3miHa meToay KOHTPOMIO CYyMpPOBIAHUX
nomiwok 3a gonomoroto BEPX 3amicTb
metogy PX-MC, sik Hacnigok 3amiHa y
cneuudikauii. BBegeHHs 3miH npoTarom 6-Tu
MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny -
3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3miHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO JlikapcbKkoro 3acoby (36inbLUeHHst
TEepMiHy NpUAATHOCTI FOTOBOTO fiKapCbKOro
3acoby) - [ins ToproBoi ynakoBku
(niaTBEPAXKYETLCS AAHNMUN pearnbLHoro Yacy)
36iNbLUEHHS TEPMiIHY NPUAATHOCTi FOTOBOrO
nikapcbkoro 3acoby Ansi TOproBoi ynakoBKM
y 3B’s13Ky 3 NPOBEAEHHSAM JOAATKOBUX
pocnimpkeHb cTabinbHOCTI FTOTOBOrO
nikapcbkoro 3acoby. [litova pegakuis:
TepmiH npuagaTHOCTI. 2 poku. MNponoHoBaHa
pepakuis: TepMiH MpUAATHOCTI. 3 POKK.
3MiHM BHECEHO B iHCTPYKLIit0 AN MEAUYHOro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby y po3ain
«TepmiH npyuaaTHocTi». BBeaeHHS 3miH
NpoTSArom 6-Tn MicsALIB NiCNs 3aTBEPXKEHHSI.

265.

HI®YPOKCA3U
a

kancynu no 200 wmr;
no 10 kancyny
GnicTepi; no 1 abo 2
Gnictepu y navui

TOB "OKMN
"®apmaneBT
n4Ha
habpuka"

YkpaiHa

TOB "OKnN
"®apmaueBTnyHa
habpuka"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
ADI. KoHTponb AdI. 3miHa y napameTpax

cneuudikauin Ta/abo JonycTUMUX MEX,

BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, LWo
BMKOPUCTOBYIOTLCS Y MPOLIECi BUPOBHULTBA
A®I (iHwi 3miHn) - 3miHa cneuudikauii 3rigHO
BMMor BupobHuka APl Ta MmoHorpadii EP, a

came 3rigHo Mogyns 3 (3.S) Ha nikapcbky
peyoBUHy Hidbypokcasug dipmm «Joyochem

Co., Ltd», Kutain Ta moHorpadii EP

3a
peuenmom

UA/11387/02/01
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

«Nifuroxazide». CynyTHsi 3miHa - 3MiHK 3
akocTi. A®Il. Kontponb A®I. 3miHa y
MeTodax BunpobyeaHHsa APl abo BuxigHoro
mMarepiany/npoMixXHOro NpoayKTy/peareHTy,
LL{O BUKOPUCTOBYETLCS Y MPOLECI
BUpobHMLTBa ADI (iHWi 3MiHWM Yy MeTogax
BMNPOOYBaHHSA (BKtoYak4m 3amiHy abo
ponoBHeHHs1) A®Il abo
BUXIiQHOro/NMPOMIDKHOTO NPOAYKTY) - 3MiHu Il
TMny - 3MiHK 3 akocTi. ADl. BupobHmuTeo.
3MiHa BUpOGHMKa BUXiAHOrO/MPOMIDKHOIO
npoayKTy/peareHTy, L0 BUKOPUCTOBYHOTHCS
y BUpoGHMYomy npoueci A®Il, abo 3amiHa
BMPOGHMKa (BKIO4alouun, Ae HeobxigHo,
MicLie NnpoBefeHHs1 KOHTPOSo skocTi) ADI
(3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI
€sponewicbkin bapmakonei y
3aTBEpPKEHOMY A0ChE)(BBEAEHHSI HOBOMO
BnpobHuka APl 3 HagaHHsaM macTep-daiina
Ha A®I) - 3miHa BupobHuka AdI,
3aTBepakeHo: S.P.Quimica , SA. Spain
3anponoHoBaHo: Joyochem Co., Ltd, Kutan

266.

HOOTPO®EH-
®APKOC

Tabnetkun no 250 wr,
no 10 Tabnetok y
Gnictepi, no 2
Gnictepn y kopobui 3
KapTOHY

TOB
"dapmaueBT
NYHa
KOMNaHis
"®apKoC"

Ykpaina

TOB "dapmaueBTuyHa
komMmnaHis "®apKoC"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM 00 y3aranbHEHNxX
OaHunx npo cuctemy chapmakoHarnsgy
(BBEOEHHS y3aranbHEHWX AaHWUX Npo
cuctemy cbapmakoHarnsagy, amiHa
yrnoBHOBaeHoi ocobu, BignoBifanbHoi 3a
34iicHeHHs dhapmakoHarnagy; KOHTakTHoT
ocobu 3 hapmakoHarnsaay 3asBHYKa A4S
3AicCHeHHs hapmakoHarnsagy B YKpaiHi,
SKLLO BOHA BigMiHHA Bif YNOBHOBaXEHO|
ocobu, BignoBiganbHoi 3a 34iINCHEHHS
dapmakoHarnsay (BKMOYaKUmM KOHTaKTHI
OaHi) Ta/abo 3MiHKM y po3milLeHHi MacTep-
danna cuctemu dpapmakoHarnagy) - 3miHa
yMNOBHOBaXeHOoI 0cobu 3asiBHUKa,
BignosiganbHoi 3a hapMakoHarnsag.
[itoya pepakuin: Tep-CapkicoBa Onbra
BarpartiBHa. [MponoHoBaHa pegakuis: KyTHak
BikTop MaBnoBu4y. 3MiHa KOHTAKTHUX AaHUX
YNOBHOBaXEHOi 0COOM 3asiBHYIKA,
BiAnoBiganbHoI 3a hapmakoHarnsg. 3miHa
MicLle3HaxomKeHHs MacTep-channa cuctemu
dapmakoHarnagy Ta noro Homepa. 3MiHa
Micus 34iNCHEHHS] OCHOBHOI AisiNbHOCTI 3
apmakoHarnsay.

3a
peuenmom

UA/17568/01/01

267.

OBAPIYM
KOMMNO3UTYM

PO34MH ANs iH'EKLN;
no 2,2 mn B amnyni;

Bionoriwe
Xannbmitte

Himeyuunna

Bionoriwe
Xannbmittens Xeenb

Himeyunna

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.

3a
peuenmom

UA/3973/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
no 5 amnyny nb Xeenb m6X [oToBuMI nikapcbkuii 3acib. Cuctema
KOHTYPHIW mM6X KOHTeNHep/3akynoptoBanbHUi 3aci6. 3miHa
YapyHKoOBI nocTavarnbHMKa NakyBarnbHUX MaTtepianis
ynakoBLi; no 1 abo abo KOMMNIEKTYOUMX (SKLLO 3a3HAYEHO B
2, abo 20 KOHTYpHMX [0CbE) (BUITyYEHHSI NocTavanbHUKa)
YapyHKOBWUX BUITy4eHHs iHcpopMalii Npo nocTayanbHuka
yNaKoBOK y KOpoOUi nakyBarnbHOro matepiany (amnynu). 3miHum |
3 KapToOHy Tnny - 3MiHK 3 SKOCTi. [O0TOBMI NiKapCbKun
3acib. Cucrtema
KOHTeWHep/3aKynoptoBanbHuiA 3acit. 3MiHa
napameTpiB cneuudikain Ta/abo
OOMNYCTUMKX MEX NEPBUHHOT YMaKOBKM
roTOBOrO flikapCcbkoro 3acoby (iHLUi 3MiHW)
BHECEHHS 3MiH 40 cneuundikauii Ha amnynu,
a came He3HayHe KOpuryBaHHs Kputepiis
NPUAHATHOCTI 4N NoKasHuKa “Break
strength” (BepxHsa Mexa BnacHoi
cneymaikauii KOMNaHii TPOXN CKopUroeaHa,
BpaxoBYO4M 3aranibHOBM3HaHa
MakcumarnbHa MILHICTb Ha po3puB, onucaHa
B ctaHgapTax DIN gns amnyn 1 mni 2 mn).
268. | OKOMICTUH® Kpanni KHBMI YkpaiHa BUPOBHMUTBO, YkpaiHa BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/7537/01/01
OYHi/BYLUHI/ANSA «ICHA» nakyBaHHs, KOHTPOSb marepianis: 3MiHu | Tuny - 3MiHn Wwono peuenmom
Hoca, po3yuH 0,01 sKkocTi: AT «Papmak», 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
%, no 5 mn abo no YkpaiHa; Bunyck cepit: BBeneHHs abo 3MiHM 0o y3aranbHEeHNxX
10 mn y cprakoHi TOB "BAJTAPTIH AaHunx npo cuctemy chapmakoHarnagy
noniMepHomy 3 DPAPMA", YkpaiHa (BBEOEHHSA y3aranbHEHWX AaHWUX Npo
KpanenbHuLe; no 1 cuctemy chapmakoHarnsgy, amiHa
dnakoHy B navi YNOBHOBAXeEHOI 0cobu, BignosigansHoi 3a
34iicHeHHs dhapMakoHarnagy; KOHTakTHoT
ocobu 3 hapmakoHarnagy 3asBHuUKa Ansi
3AiNCHEeHHA dapmakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif YNOBHOBaXEHO|
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKIOYaKymM KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3milLeHHi MacTep-
darina cuctemu chapmakoHarnsigy) 3miHa
YMOBHOBaXeHOoI 0cobu 3asiBHMKa,
BignosiganbHoi 3a hapMakoHarnsag.
[itova pegakuis: TkayeHko TeTsHa
MeTpiBHa. MNponoHoBaHa peakuis:
CaByeHko Hatanisi BitaniiBHa. 3miHa
KOHTaKTHMX JaHWUX YNOBHOBaXEHOi 0cobu
3asiBHMKA, BianoBiganbHoI 3a
papmakoHarnsig. 3miHa Homepa mactep-
hanna cuctemu hapmakoHarnsgy.
269. | OKTAMJIAC NI | pos3unH ans iHdysin, | Oktadapma ABcTpis BMPOGHMK, LLBeuis BHECEHHS 3MiH IO peecTpaLiiHnX 3a UA/15584/01/01
45 - 70 mr/mn; no dapmauesT BiANoOBiganbHUIA 3a matepianis: 3miHu | Tuny - 3mMiHK 3 sKOCTI. peuenmom
200 mn OkTtannac vKa BMPOGHMLTBO 32 NOBHUM A®l. BupobHULTBO. 3MiHM B NpoLeci
NI B cTepunbHomy, MpopykTioHC umknom: Oktacpapma Ab BMpo6HMLUTBa AD| (He3Ha4Ha 3miHa y
nnacTungikoBaHoMy rec m.6.X. npoueci BupobHuuTBa AdI).
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KOHTenHepi Ans 3MiHa nofgaeTbes y 3B'A3KY i3 JoAaBaHHAM
KpoBi 3 anbTepHaTMBHOIO Kackagy inbTpis Ans
nonisiHinxnopuay; dinbTpaLii iHaKTMBOBaHOI BipycoM nnasmu
no 1 KOHTENHepy B ans Octaplas LG, wo6 3abe3neuntn
nakeTi 3 Npo3opoi HasiBHICTb inbTpPiB y pasi npobnem 3
noniamig/nonietnne [OCTaBKOK (hinbTpiB.
HOBOI MniBkK; No 1
nakeTy B KApTOHHIl
kopobui. OkTannac
JII ynakoByeTbCs B
OKpeMi KOHTenHepu
3a TakuMu rpynamu
KpoBi: Mpyna kposi A
(I1), 'pyna kposi B
(11, Fpyna kposi AB
(IV), F'pyna kposi O
(0]
270. | ONIAETPUM® Kancynm m'siki, dapmanesT Monbwa BupobHmuTBO, Monbla BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/20119/01/01
03 ®OPTE 10000 MO no 15 WNYHWI 3aBOA NepBUHHE Ta BTOPUHHE matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
Kancyn y 6nicrepi; “NMOJIb®AP nakyBaHHs, KOHTPOSb [oToBWI nikapcbkuin 3aci6. Cuctema
no 2, abo no 4, abo MA” C.A. cepii: apmaueBTUYHMUI KOHTelHep/3aKynoptoBanbHWiA 3aci6. 3MiHa

no 6 Gnictepis y
KapTOHHIN kopobLi

3aBof «MOJIbAAPMA»
C.A., MNMonbwa; Bunyck
cepii: apmaueBTUYHMUNI
3aBof «MOJIbAAPMA»

C.A,, MNMonbuwa

napameTpie cneuudikadi Ta/abo
AOMNYCTUMUX MEX NEPBUHHOT YMaKOBKM
roTOBOrO fiKapCbKOro 3acoby (Buny4YeHHs
He3Ha4yHoro nNokasHuka (Hanpuknag
3aCcTapinoro nokasHuka)) — BUNy4YeHHs 3i
cneuudikauii PVC/PVDC He3Ha4Horo
nokasHuka: «Ph. Eur, BignosigHo oo Bumor
ymHHoi Ph. Eur 3.1.11.» Ak Hacnigok
BHECEHHS BiAnoBigHUX 3MiH go p. 3.2.P.7.
Cucrema KoHTeliHep/3aKynopioBanbHUi
3aci6. 3miHu | TUnNy - 3MiHKM 3 AKOCTi.
[oToBWI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3MiHa y
mMeTofAax BUNpobyBaHHSA NEpPBUHHOT
yMakoBKM FOTOBOrO NikapCbKoro 3acoby (iHLwi
3MiHM Yy MeToAax BUNpobyBaHb (BKMOYao4m
3amiHy abo gofaBaHHs)) - 3amiHa
npoueaypv BunpobysaHHA Ans
inenTndikauii wapis NBX ta NBOX, EP
3.1.11, Ha meTop BMNpobyBaHHs, 3rigHo EP
2.2.24. 3MiHu | TUny - 3MiHK 3 SIKOCTI.
[oToBWI Nikapcbkui 3aci6. Cuctema
KOHTeVHep/3aKynoptoBanbHuiA 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo
A0MYyCTUMMX MEX NepPBUHHOI YNaKoBKu
rOTOBOrO fikapCbKoro 3acoby (iHLi 3miHu) -
3MiHa WwabnoHy cneuudikauii ynakoBku
nikapcbkoro 3acoby Ansi NpMBEAEHHs oro y
BigNOBIAHICTb 40 rMobanbHOro WabnoHy
rpynn POLPHARMA. 3aTBepaxeHo:
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

PVC/PVDC Specification no. S/R/8-
0013.07/PPH/ND ed.01 3anponoHoBaHo:
PVC/PVDC Specification no. S/R/8-
0013.10/PPH ed.01

271.

ONIAETPUM®
nePo

Kancynu m'ski, 2000
MO, no 15 kancyny
GnicTepi; no 2, abo
no 4, abo no 6
GnictepiB y
KapTOHHIl kopobui

dapmauesT

WYHUI 3aBO[,

«MOJNb®AP
MA» C.A.

MNonbwa

Bupo6HmuTBO,
nepBrvHHE Ta BTOPUHHE
nakyBaHHsi, KOHTPOIb
cepii: PapmaueBTU4HNIA
3aBof «MOJIbGAPMA»
C.A., Monbwa; Bunyck
cepil:
dapmaLeBTUYHUIA 3aBO,
«MOJNIb®APMAX» C.A.,
MNonbwa

Monbwa

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6. 3miHa
napameTpiB cneuudikadi Ta/abo
OOMNYCTUMUX MEX NEPBUHHOT YMaKOBKM
roTOBOrO MiKapCbKoro 3acoby (iHLwi 3miHu) -
3MiHa WwabnoHy cneumdikawii ynakoBku
nikapcbKkoro 3acoby Ans npMBeAeHHs oro y
BiQNOBIAHICTb 40 rMobanbHOro WabnoHy
rpynn POLPHARMA.
3arteepoxeHo: PVC/PVDC
Specification no. S/R/8-0013.07/PPH/ND
ed.01
3anponoHoBaHo: PVC/PVDC
Specification no. S/R/8-0013.10/PPH ed.01
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHuiA 3aci6. 3miHa
napameTpie cneuudikadi Ta/abo
OOMNYCTUMKX MEX NEPBUHHOT YMaKOBKM
roTOBOrO MikapCbKOoro 3acoby (BUIy4YeHHs
He3Ha4HOro nokasHuka (Hanpuknag
3acTapinoro nokasHuka)) - BUNy4eHHs 3i
cneundikauii PVC/PVDC He3Ha4Horo
nokasHuka: «Ph. Eur, BignosigHo oo Bumor
yuHHoi Ph. Eur 3.1.11.» Ak Hacnigok
BHECEHHS BiANOBiAHUX 3MiH o p. 3.2.P.7.
Cunctema KoHTeNHep/3akynoproBarnbHUiA
3aci6. 3miHu | TUny - 3miHK 3 AKOCTI.
[oToBWI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3MiHa y
MeToax BUNpoOyBaHHS NEpPBUHHOT
yMakoBKM rOTOBOrO NikapCbKoro 3acoby (iHLwi
3MiHM Yy MeToAax BUNpobyBaHb (BKMHOYa4m
3amiHy abo gofaBaHHs1)) - 3amiHa
npouenypv BUNpobyBaHHS Ans
inenTndikauii wapis NBX ta NBOX, EP
3.1.11, Ha meTopA BUNPOBYBaHHs, 3rigHo EP
2.2.24.

be3
peuenma

UA/20512/01/01

272.

ONIAETPUM®
nrPo

kancynu m'ski, 4000
MO; no 15 kancyny
Gnictepi; no 2, abo
no 4, abo no 6
GnicTepiB y
KapTOHHiI kopobLyi

dapmanesT

VMYHUI 3aBOf,

«MONb®AP
MA» C.A.

MNonblia

Bupo6HMUTBO,
nepBUHHE Ta BTOPUHHE
nakyBaHHSI, KOHTPOIb
cepii: apmaueBTUYHUI
3aBo «MOJIbGAPMAN»
C.A., MNMonbwa; Bunyck
cepii:

MonbLa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTI.
[oToBuWI nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHUiA 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo
[OMyCTUMUX MEX NepBUHHOT YNaKkoBKu
roTOBOrO fikapcbKkoro 3acoby (iHLi 3miHu) -

6e3
peuenma

UA/20512/01/02
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[TponoBkeHHs JoaaTKa 3

Ne
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Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

dapmaLeBTUYHUIA 3aBO,
«MOJIb®APMA» C.A.,
MNonbLa

3MiHa WwabnoHy cneumdikawii ynakoBkm
nikapcbkoro 3acoby Ansi NpMBEAEHHS Aoro Y
BigNoBIgHICTb 40 rMo6anbHOro WabnoHy
rpynn POLPHARMA.
3arteepaxeHo: PVC/PVDC
Specification no. S/R/8-0013.07/PPH/ND
ed.01
B3anponoHoBaHo: PVC/PVDC
Specification no. S/R/8-0013.10/PPH ed.01
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkui 3aci6. Cuctema
KOHTelHep/3aKynoptoBanbHWiA 3aci6. 3MiHa
napameTpie cneuudikadi Ta/abo
AOMNYCTUMUX MEX NEPBUHHOT YMaKOBKM
rOTOBOrO fikapcbKoro 3acoby (BUny4YeHHs
He3Ha4yHOro nokasHuka (Hanpuknag,
3acTapinoro NoKas3HUKa)) - BUNyYeHHS 3i
cneungikauii PVC/PVDC He3HayHoro
nokasHuka: «Ph. Eur, BignosigHo oo Bumor
ynHHoiI Ph. Eur 3.1.11.» Ak Hacnigok
BHECEHHS BignoBiaHuX 3miH o p. 3.2.P.7.
Cunctema KoHTeNHep/3akynoproBarnbHUiA
3aci6. 3miHu | TUNy - 3MiHKM 3 AKOCTI.
[oToBwMI nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa y
mMeToAax BUNpobyBaHHSA NEpPBUHHOT
yMakoBKM FOTOBOrO NikapCbKoro 3acoby (iHLwi
3MiHM Yy MeToAax BUNpobyBaHb (BKMHOYa4m
3amiHy abo gofaBaHHs)) - 3amiHa
npouenypv BUNpobyBaHHS Ans
inenTudikauii wapis NBX ta NBAOX, EP
3.1.11, Ha meTop BMNpobyBaHHs, 3rigHo EP
2.2.24.

273.

OJI®EH® -75

PO34MH ANS iH'EKLiN;
no 2 mn B amnyni,
no 5 amnyny
KopoobLi

TOB «TeBa
YkpaiHa»

YkpaiHa

Mepkne 'm6X,
HimeyunHa (BUpPOBHMK,
SAKWIA BignoBigae 3a
BMPOOHMLITBO NPOAYKTY
in bulk, nepsrHHe
nakyBaHHsi, BTOPVHHE
nakyBaHHs1, BUMYyCK
cepii; BUAPOOHUK, SKWI
BiAnoBigae 3a KOHTPOsb
cepii)

Himeyunna

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikat

BigMNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI
€Bponeickkin hapmakonei: gna A®l; ans
BUXiAHOro MaTtepiany/peareHTy/NpoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI
peyvoBUHYM (CepTUdikaT BiANOBIgHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepaKeHOro
BMPOOHYKa - NoAaHHSA OHOBMEHOrO
cepTudikaTa BignosigHocTi €O Ha ADI
[vknodeHak HaTpilo Big 3aTBEPIAKEHOrO
BUpoGHuKa J.B. Chemicals &

3a
peuenmom

UA/5122/01/01
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Ymoeu
aionycky
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yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

Pharmaceuticals Limited, y 38’A3Ky 3i 3MiHOIO
Ha3Bwu BniacHuka CEP.
3artBepaKeHo:

CEP 1997-041-Rev 05
UNIQUE CHEMICALS (India)
3anponoHoBaHo:

CEP 1997-041-Rev 06
J.B. CHEMICALS & PHARMACEUTICALS
LIMITED (India)

BBeEHHS 3MiH NPOTSArom 6-Tv MicauiB nicns
3aTBEPAKEHHS
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€sponevicbkin apmakonei/moHorpadii.
MogaHHsa HoBoro abo oHoBREHOro
cepTuddikarta BignoBigHOCTi abo BMUNyYEHHsI
cepTudikaTta BignoBigHOCTI €BPONENChKiNn
dapmakonei: gna Adl; ons BuxigHoro
maTepiany/peareHTy/NpOMIXXHOTO NMPOAYKTY,
LLIO BUKOPUCTOBYIOTLCS Yy BUPOOHNLTBI ADI;
ONs LOMOMIXKHOI pevyoBUHM (cepTudikat
BiNoOBIigHOCTI €Bponeinchkin dapmakonei) -
OHoBneHwnn cepTudikar Big yxe
3aTBEPKEHOr0 BUPOOHUKA - MoAaHHSA
OHOBJEHoro cepTudikarta BignosigHocTi €
Ha A®I luknodbeHak HaTpito Bif
3aTBepakeHoro BupobHuka Arch
Pharmalabs Limited (India).
3areepoxeHo: CEP 2002-022-Rev 05
3anponoHosaHo: CEP 2002-022-Rev 06

274.

OME3 A®

Kancynv TBepgi, no
10 kancyn y cTpvni;
no 3 ctpunu B
KopoobLi

A-p Peapi'c
JTabopaTopi
cllta

IHAis

ToppeHT
dapmachbtoTikanc Jitg

IHgia

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTtepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Ha
niacTasi perynsipHO OHOBMIOBAHOIO 3BITY 3
6e3neku nikapcbkoro 3acoby, abo
JocrnimpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpauiiHni
nepiod, abo Sk pe3ynbTaT OLiHKM 3BITY 3
pocnigkeHb, NpoBeAeHVX BignoBigHO 40
nnaHy negiatpuyHux gocnimxkers (PIP)
(3MiHy y3rogkeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHUM OpraHoM) - 3MiHU BHECEHI
00 IHCTPYKUIT ANS MeanYHOro 3acTocyBaHHSA
0o posginie "OcobnmneocTi 3acTocyBaHHSA",
"Mob6iyHi peakuii" OO0 BUHUKHEHHSI
TyGynoiHTepcTumuianbHOro HedpuTy.
BBeneHHs 3miH NnpoTArom 6-Tm MicsuiB nicnsi
3aTBEpAKEHHS1. 3MiHuM | Tuny - 3miHK woao

3a
peuenmom

He
nidnsieae

UA/6872/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

6e3nekn/ehbeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCyBaHHS Ha
nigcTasi perynspHO OHOBIOBAHOTO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
pocrnimpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauinHuii
nepiog, abo sk pesynbTaT OLiHKM 3BITY 3
pocnigkeHb, NpoBeAeHVX BiANOBIgHO A0
nnaxy negiatpuuHux gocnimkers (PIP)
(3MiHY y3romkeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHUM OpraHom) - 3MiHN BHECEHI
00 IHCTPYKUIi ANs MeanyYHOro 3acTocyBaHHSA
0o posginis "lMpoTtunokasaHHa", "Baaemoaia
3 iHLWKMMM Nikapcbknumy 3acobamm Ta iHLwi
Buau B3aemogin”, "OcobnueocTi
3acTocyBaHHS" WOAO0 3aCTOCYBaHHS!
nikapcbkoro 3acoby 3 anomopdiHom.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKili XapakTepucTuLi
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MeQNYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHO OHOBIOBAHOTO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
JocrnimpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby B micrnspeecTpauiiHin
nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
pocnigkeHb, NpoBeAeHVX BignoBigHO 40
nnaHy negiatpuuHux gocnimkers (PIP)
(3MiHY y3romkeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHUM OpraHom) - 3MiHN BHECEHI
[0 IHCTPYKLUIT Ans MeanyYHOro 3acTocyBaHHSA
0o posginie "OcobnmneocTi 3acTocyBaHHA",
"MobiuHi peakuii" woano 6eaneku
3acTOCyBaHHS Ait040i Pe4OBUHN OMenpasorn.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
3aTBepOKEHHS. 3MiHu | Tuny - 3miHK Wwopao

6e3nekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.

3MiHa y KOpOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHoO OHOBIOBaHOTO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
pocrimpkeHb 3 6e3nekn 3acTocyBaHHA
nikapcbKkoro 3acoby B nicrnspeecTpauiiHin
nepio, abo sik pe3ynbTaT OUiHKK 3BITY 3
[ocnigpkeHb, NpoOBeAEHMX BigMNoBIAHO 0O
nnaHy negiatpuyHux gocnimkers (PIP)
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
(3MiHy y3ropkeHo 3 KOMNETEHTHUM
YMOBHOBaXXEHUM OpraHoMm) - 3MiHN BHECEHI
[0 IHCTPYKLIT ANs MeAUYHOro 3acTocyBaHHS
0o posginis "MokasaHHs", "Cnoci6
3aCTOCYBaHHs Ta 4o3yBaHHS" Wwoao 6esneku
3aCTOCyBaHHS Jit040i pe4oBUHM
AomnepuaoH. BeegeHHs amiH npoTtarom 6-tu
MiCSILiB MicNsi 3aTBEPAKEHHS.
275. | OMENPA30J1 - | kancynu TOB «TeBa YkpaiHa Tesa ®apma C.J1Y. IcnaHis BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/15152/01/01
TEBA racTpopes3nCTEeHTHI YkpaiHa» MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenmom
TBepai no 40 mr; no 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy
10 kancyny (iHWi 3miHWM) BHeceHo 3MiHM y TekcT
6nictepi; no 3 MapKyBaHHS NepBuHHOI (. 2, 3, 4, 5, 6) Ta
Gnictepn B Kopobui BTOPUWHHOI (n. 2, 11, 12, 17) ynakoBku
nikapcbkoro 3acoby Ta 3pobneHo He3HauHi
pefakuinHi NpaBky B iHWMX NYHKTaX TEKCTY
MapKyBaHHs. BBeaeHHs 3MiH npoTarom 6-1n
MicsaUiB nicnsa 3aTBepAXeHHSA
276. | OMENPA30I - | kancymu TOB «TeBa Ykpaina Tesa ®apma C.J1.Y. Icnanis BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/15152/01/02
TEBA racTPOPEe3nCTEHTHI YkpaiHa» marepianis: 3MiHu | Tuny - 3MiHn Wwono peuenmom
TBepai no 20 mr; no Ge3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
10 kancyny (iHLWi 3MiHW) BHeceHo 3MiHW y TekcT
GnicTepi; no 3 MapKyBaHHs nepsBuHHOI (N. 2, 3, 4, 5, 6) Ta
Gnictepu B kOpoOLj BTOPUHHOI (M. 2, 11, 12, 17) ynakoBku
nikapcbKkoro 3acoby Ta 3pobneHo He3HauHi
PeAaKUinHi NpaBKX B iHLWIMX MYHKTaX TEKCTY
MapKyBaHHs. BBegeHHs 3MiH NpoTaroMm 6-tn
MicsLiB nicnsi 3aTBEpAKEHHS
277. | OHOAAP Tabnetku, Wo AAP dapma O6'eqHaHi MaHkanng ®apma IHais BHECEHHS 3MiH [0 peecTpauiiHnx 3a UA/18905/02/01
aucnepryoTecs B ®3-N1cC Apabchbki Nimiten, KOHiT-1I mMaTepianiB: yTOMHeHHs peecTpauiliHoi peuenmom
POTOBIN MOPOXHUHI, EwmipaTn npoueaypwv B Hakasi MO3 Ykpainun Ne 843

4 mr no 10 TabneTok
y bnicTepi, no 1
6nictepy B
KapTOHHIN ynakoBLi

Bia 19.05.2025 - 3minu | Tuny - 3miHKn wopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM y KOPOTKili XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpnaHux/6ionodibHNx
nikapcbkunx 3acobiB nicns BHECEHHS Tiel
caMoi 3MiHW Ha pedepeHTHUI npenapaT
(3miHa He NoTpebye HagaHHS XXOOHUX HOBUX
[00aTKOBUX AaHNX) - 3MiHM BHECEHO 0
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainv "Bsaemogis 3
iHLIMMK NiKapcbkUMK 3acobamu Ta iHLWi BUam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHSA y nepioa BariTHOCTi abo
rogyBaHHs rpyaat”, "MepenosyBaHHsA",
"Mo6iuHi peakuii” 3rigHo 3 iHbopmaLieto
LLIOA0 MEANYHOIO 3aCTOCYBaHHSA
pecepeHTHOro nikapcbkoro 3acoby
(ZOFRAN MELT®, Orally Disintegrating
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Tablets, 4 mg or 8 mg)
278. | OHOAAP TabneTku, Wwo AAP ®apma O6'eaHaHi MaHrkarHg ®apma IHAisa BHECEHHS 3MiH 4O peecTpauifiHnX 3a UA/18905/02/02
OncnepryoTbes B O3-J11C Apabcbki Nimiteq, FOHiT-II MaTepiarniB: yTOYHEeHHA peecTpauiiHol peuenmom
POTOBIN MOPOXHUHI, EwmipaTn npoueaypu B Hakasi MO3 Ykpainun Ne 843
8 mr no 10 TabneTok Bia 19.05.2025 - 3minu | Tuny - 3miHn wono
y 6nictepi, no 1 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
6nictepy B 3MiHW y KOPOTKil XapakTepucTui
KapTOHHIN ynakoBLii nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUiT ANS MEAWNYHOro 3aCTOCYBaHHS
reHepUYHMX/ribpnaHux/6ionogidHNX
nikapcbkux 3acobiB nicns BHeCEHHs Tiel
camoi 3MiHW Ha pedepeHTHMI npenapat
(3miHa He noTpebye HagaHHS XOOHMX HOBUX
[04aTKOBUX AaHNX) - 3MiHM BHECEHO 0
IHCTPYKUIT ANS MeanYHoOro 3acTocyBaHHs
nikapcbkoro 3acoby y po3ainv "Bsaemogis 3
iHLWIMMM nikapcbkumy 3acobamu Ta iHWi BUam
B3aemogin", "OcobnuneocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiod BariTHOCTi abo
rogyBaHHs rpyaat”, "lMepenosyBaHHA",
"Mo6iyHi peakuii” 3rigHo 3 iHpopmaLieto
OO0 MEAMNYHOIO 3aCTOCYBaHHS
pecepeHTHOro nikapcbkoro 3acoby
(ZOFRAN MELT®, Orally Disintegrating
Tablets, 4 mg or 8 mg)
279. | ONATAHON® Kpanni o4Hi, 1 Hosaprtic LLiBeruapis | BMPOOHWMLTBO 3a NOBHUM Benbria/ BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/4986/01/01
Mr/mMn; no 5 mny dapma Al LMKIOM: ANKOH- IcnaHis matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenmom
dnakoHi- KyBpbop, benbris; 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
KpanenbHuui; 1 abo BUPOOHMLTBO, NEPBUHHE BBeneHHs abo 3miHM 00 y3aranbHEHNxX
3 dnakoHu- nakyBaHHsi, BTOPUHHE OaHunx npo cuctemy chapmakoHarnsgy
KpanenbHuui B nakyBaHHs1, KOHTPOIb (BBEAEHHS y3aranbHEHUX AaHWX NPO
KopobLi 3 KapTOHY SIKOCTI: cuctemy chapmakoHarnsigy, amiHa
3irdpig Enb MacHoy, yrnoBHOBaeHoi ocobu, BignoBifanbHoi 3a
C.A,, IcnaHisi; Bunyck 34iicHeHHs dhapmakoHarnagy; KOHTakTHoT
cepii: Hosapric ocobu 3 hapmakoHarnagy sasBHuUKa ANs
dapmacktoTuka, C.A., 3AicCHeHHs hapmakoHarnsagy B YKpaiHi,
IcnaHis SKLLO BOHA BigMiHHA Bif YNOBHOBaXEHO|
ocobwu, BigNoBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnsay (BKMOYaKUmM KOHTaKTHI
OaHi) Ta/abo 3MiHKM y po3milLleHHi MacTep-
davina cuctemu hapmakoHarnsagy) - 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu,
BiAnoBiganbHoI 3a hapmakoHarnsg. 3miHa
MiCLIe3Hax0omKeHH MacTep-channa cuctemm
dapmakoHarnsgy. 3miHa micusi 3AiINCHEHHS
OCHOBHOI AisiNbHOCTI 3 dhapMakoHarnsgy.
280. | OTUKC Kpanni BYLUHi, mnn YkpaiHa TOB "Apnimeg" Pecnybnika BHECEHHS 3MiH IO peecTpaLiiHMX bes UA/14609/01/01
po3ynH; no 15 ry "rMEQEKC" BipmeHis matepianis: 3MiHu | Tuny - 3MiHn Wwono peuenma
cdnakoHi; no 1 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
dnakoHy B (iHLWi 3MiHW) - 3MiHN BHECEHO B TEKCT
KapTOHHIN navui MapKyBaHHS1 BTOPMHHOI YNakoBKu
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

nikapcbKkoro 3acoby LWoao AoAaBaHHs

HaiMeHyBaHHS Ta MiCLIe3HaXO4KEHHSsI

3asBHUKa (N. 11, 17). BBegeHHs 3miH
NPOTSArom 6-T MicsILB Micnsi 3aTBEPAXKEHHS.

281.

OTUHYM

Kpanni BywwHi, 0,2 r/r;
no 10 r y donakoHi;
no 1 cnakoHy B
KapTOHHi kopobui

BiaTpic
Xenckea
meX

Himevunna

Aii-Ci-EH Monbda
Kewys AT

Monbwa

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6. 3miHa
dopmu abo po3mipy KOHTEHepa Ymn
3aKynoptoBasnbHOro 3acoby (NepBUHHOT
ynaKkoBKu) (HeCTepUnbHi nikapcbki 3acobu) -
3MiHa po3mipy nonieTuneHoBoro onakoHy
10 mn, a came KpuTepii NPUNHATHOCTI Woa0
rPaHNYHKX BiAXWEHb PO3MIpIB hnakoHy
©yrnn 3miHeHi BignoBigHO 4O NOTOYHOMO
TEeXHIYHOro KpecrneHHs, OTPUMaHoro Bif,
3aTBepAkeHoro BupobHuka dnakoHy. Cknag
marepiany dpnakoHa 3anuwmBca He3MiHHUM.

be3
peuenma

UA/1364/01/01

282.

O®JIOKCALIMH

PO34UMH ANS iHDY3iN,
2 mr/mn; no 100 mn
abo no 200 mny
nnswkax; no 100 mn
abo no 200 mny
nnsawui, no 1 nnawui
y nayui

TOB "lOpis-
Papm"

Ykpaina

TOB "fOpisi-®apm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTtepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKili XapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeQNYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHO OHOBIOBAHOTO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
JocrnimpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby B micrnspeecTpauiiHin
nepiogd, abo K pesynbTaT OLiHKK 3BITY 3
pocnigkeHb, NpoBeAeHVX BignoBigHO 40
nnaHy negiatpuuHux gocnimkers (PIP)
(3MiHy y3rogkeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHVM OpraHom)
3MiHU BHeCeHO A0 IHCTPYKLUii AN MeauyYHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby oo
po3giny "MobiyHi peakuii" Ta 4O KOPOTKOI
XapaKTepuCTUKY fnikapcbkoro 3acoby Ao
po3ainy "4.9 MNobiuHi peakuii" BianoBiaHo Ao
pekomeHpaauii PRAC. TepmiH BBeOEHHSI
3MiH - NpoTSArom 6 micsAuiB nicns
3aTBEPKEHHS.

3a
peuenmom

He
nidnsieae

UA/3040/01/01

283.

NAKNIAN

niodpinizat gns
NPUroTyBaHHS
cycneHsii ansi
iHdy3in, no 100 wmr;
no 1 dnakoHy y
KapTOHHiI kopobLyi

Manaues
BioTek
Papma J14.

IHAis

MaHaues biotek ®apma

Nta.

IHaisa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
["oToBMI Nikapcbkuin 3aci6. KoHTponb
roTOBOrO fikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHS rOTOBOrO
nikapcbKkoro 3acoby (He3HayHa 3miHa y
3aTBEpOKEHMX MeToAax BUNPOByBaHHS)
BHECEHHS! YTOYHEHb [10 3aTBEPIKEHUX
MeTopis koHTponto sikocTi 113 3 meToro
getanisauii onnucy MeToamkn KOHTPOro 3a

3a
peuernmom

UA/19949/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nokasHukom «MexaHiuHi BkntoveHHs. Buanmi
YacTkuy, BiBOBPaKEHHS1 KOPEKTHUX
nocunaHbe Ha MoHorpadgito ®apmakonei
CLUA Ta npuBeaeHHs1 onucy MeToauku y
NOBHY BiAMOBIAHICTb 40 OPUriHANLHOI
MeTOAMKM BUPODOHUKa. Takox 3a Noka3HUKOM
«MexaHiqHi BKNoYeHHS. HeBmanmi yactkmy»
BHECEHO peAaKLiiHe YTOYHEHHS.
284. | NAHTAMAK TabneTkn, BKpUTI Makneoac IHAis Makneoac IHpis BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/17027/01/01
060OHKO1, dapmacbloT dapmacbioTukanc matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
KULLKOBOPO3YMHHI N0 vKanc Jlimiteq oToBWI Nikapcbkuin 3acit. KoHTponb
40 wmr, no 10 JimiTen roToBOroO flikapcbkoro 3acoby. 3miHa
TabneTtok y Gnictepi; napameTpie cneuudikadi Ta/abo
no 3 6nictepu B OOMyCTUMMX MEX rOTOBOrO MiKapCbKOro
KapTOHHil kopobui 3aco0y (iHwi 3MiHK) - BBegeHHs
nepioguyYHocTi koHTponto B Cneundikadito
N3 3a nokasHukom «MikpobionoriyHa
ynucToTay, a came: «AHania NpoBoAUTLCH Ha
nepLUMX TPbOX CEPIAX Ta Ha KOXHIN AecaTin
HacCTYMHin cepii, ane He pigwe Hix Ha 1 cepii
B pik». BBegeHHs 3aMiH npoTtarom 6-tu
MicsaLiB Micnsa 3aTBEPAXEHHS.
285. | NAHTEHON Tabnetkn no 100 mr, | TOB «MIBE YkpaiHa Mmibe MmbX HimeuunHa BHECEHHS 3MiH 0O peecTpauiiHnx bes3 UA/11523/01/01
no 20 a6o 50, abo YKPAITHA» ApuHaimiTTenb matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenma
100 Tabnetok y [oToBWI nikapcbkuin 3aci6. Cuctema
CKNSAHOMY (praKoHi; KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
no 1 dnakoHy B opmu abo po3mipy KOHTEHepa YK
KapTOHHIN nayui 3aKyrnoproBanbHOro 3acoby (nepBuHHOI
yMakoBKM) (HeCTepuribHi fikapcbki 3acobum) -
3MiHa gusaiiHy CKNsHoro ¢rnakoHy 06'emMom
30 mn 3a 30BHiLLHIM AiameTpom 3 “33.5+/-1
MM~ Ha “35.5+/-1mMm” Ta BucoToto 3 “61.8+/-
0.9mM” Ha “50+/-0.8mMMm”
286. | MAHTOrAP Kancynu; no 15 Mepy Himeuunna Bupo6HuuTtso in bulk: LLisenuapis/ BHECEHHS 3MiH 0 peecTpauiiHuX bes UA/10445/01/01
Kancyn y 6nicrepi; dapmacbioTi AciHo ®apma AT, HimeuunHa matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenma
no 6 Gnictepis y kanc M6X LLsenuapisi; MepBrHHe CeptudikaT BignosigHocTi/E-cepTudikat
KapTOHHIN kopobLyi Ta BTOPWMHHE NaKyBaHHS: BiAMOBIAHOCTI €BpONENnCchKiln
AciHo ®apma AT, dapmakonei/moHorpadii. MoaaHHA HoBoro
LLsenuapis; abo oHoBRneHoro ceptudikaTta BiANOBIQHOCTI
BunpobyBaHHsi abo Buny4eHHst cepTudikaTta BignoBigHOCTI
KOHTPOIIO SIKOCTi Ta €sponevicbkin bapmakonei: ana A®l; ona
BUNYyckK cepii: ACiHO BUXiAHOro MaTtepiany/peareHTy/NpoMiXXHOro
®apma AT, Wsenuapis; NPOAYKTY, O BUKOPUCTOBYIOTLCA Y
BunpobyBaHHs BUPOOHMLTBI ADI; Anst ONOMDKHOI
KOHTPOIIO SIKOCTI: peyvoBuHu (FE-cepTudpikat BignosigHocTi
€podiHc Bio®apma €Bponelicbkini hapmakonei ans
MpopakT TecTiHr Adl/BuxigHoro
Cait3epneHg AT, matepiany/peareHTy/npoMiXKHOro NPOJYKTY
LLsenuapisi; IHCcTUTYT abo foMoMmiXkHOI peyoBMHU) - OHOBNEHWN
Kynbman M'mbX, cepTudikar Bif BXe 3aTBEPKEHOro
HimeyyunHa BMPOGHMWKa - NofaHHs oHosneHoro E-
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
cepTudikaTy BianoBigHOCTI €BpONEnchbkKil
dapmakonei CEP 2000-045-Rev 06
(3aTBepmkeHo: R1-CEP 2000-045-Rev 04)
ans gonomixkHoi pevoBuHK Gelatin Big Bxe
3aTBeEpKEHOro BMpobHUuka Tessenderlo
Group N.V., Benebris
287. | MAPAIJIEKCIH | po3uuH Ans iH ekuin TOB «®K Ykpaina BiANOBiAanNbHWIA 3a Ykpaina BHECEHHS 3MiH 40 peecTpauifiHnX 3a He UA/15763/01/02
® 15 mr/mn no 1 mn «CAJTIOTAP BWMYCK Cepil, He matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom | niidnszae
PO34MHy B amnyrii; IC» BKIOYa4M KOHTPOnb Ta [oToBMI Nikapcbkuin 3aci6. 3MiHN Y
no 5 amnyny BUNPOOYBaHHS cepii: BUPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
6nictepi; no 2 TOB «®K CTOCYIOTbCH BUMYCKY Cepii Ta KOHTPOO
Gnictepy B nayui 3 «CANKOTAPIC», SIKOCTi rOTOBOrO flikapcbkoro 3acoby (3amiHa
KapTOHY YkpaiHa; abo gopaBaHHS BUPOBHMKa, LLO BianoBsigae
BignoBiganbHuMi 3a 3a BBe3eHHs Ta/abo Bunyck cepii) - He
BUPOGHMLTBO, NEPBUHHE BKIH04AKUN KOHTPOMb/BUNPOOYBaHHS cepii -
Ta BTOPWHHE NMaKyBaHHS, 3amiHa BUpobHuKa, BianoBigansHoro 3a
KOHTpOIb Ta Bunyck cepii [M13. Takox posnucaHo dyHKLUii
BUNpobyBaHHs cepii, He 3aTBepakeHoro BupobHuka M3 MpAT
BKIOYaK4M BUMYCK "Nekxim - Xapkis" (BignosiganbHui 3a
cepii: BMPOBHMLTBO, NEPBMNHHE Ta BTOPUHHE
MpAT "Ilekxim - Xapki", nakyBaHHsi, KOHTPOSb Ta BUNPOGYBaHHSI
YkpaiHa cepii, He BKIOYatouy BUNyck cepii). 3MiHn
BHECEHO B po3ainu "BupobHuk" Ta
"Micue3HaxomkeHHsi BUpoOHUKa Ta agpeca
MicLUA NpoOBaAXeHHSA NOro AisnbHOCTI" B
IHCTPYKLUIil0 Ans MeAWNYHOrOo 3aCTOCYBaHHSI
nikapcbkoro 3acoby, sik HacmnigokK -
BiANOBIAHI 3MiHW Y TEKCTi MapKyBaHHS
YMaKoBKW MikapcbKoro 3acoby.
288. | NAPAMNEKCIH | po3uvH ans iH ekuin TOB «®K YkpaiHa BiANoOBiganbHUI 3a YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/15763/01/01
® 5 mr/mn; no 1 mn «CAJTIOTAP BUWMYCK Cepil, He matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuyenmom | nidnszae
PO34MHY B ammnyri; IC» BKITHOYAI04M KOHTPOIb Ta [oToBMI Nikapcbkuin 3aci6. 3MiHN Y

no 5 amnyny
GnicTepi; no 2
Gnictepn B nayui 3
KapTOHY

BUNpobyBaHHs cepii:
TOB «®K
«CAJTIOTAPICy»,
YkpaiHa;
BiANoOBiganbHUI 3a
BMPOBHMLTBO, NepBUHHE
Ta BTOPUHHE NaKyBaHHS,
KOHTPOMb Ta
BUNpobyBaHHs cepii, He
BKIIOYA04M BUNYCK
cepii:

MpAT "INekxim - Xapkis",
YkpaiHa

BMPOGHMUTBI. 3MiHa iMnopTepa/3miHu, LWwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIo
SIKOCTi FOTOBOrO fikapcbkoro 3acoby (3amiHa
abo gopaBaHHA BUPOOHWMKa, LU BianoBigae
3a BBe3eHHs Ta/abo Bunyck cepii) - He
BKIT0HAK04M KOHTPOMb/BUNPOOYBaHHS cepii -
3amiHa BUpobHuKa, BianoBigansHoro 3a
Bunyck cepii [M3. Takox po3nucaHo yHKLii
3aTBepakeHoro BupobHuka M3 MpAT
"MNekxim - Xapkis" (BinnosiganbHui 3a
BMPOOHMLTBO, NEpBUHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPOIb Ta BUNPOBOYBaHHS
cepii, He BKIOYakouM BUMYycK cepii). 3MiHK
BHECEHO B po3ainu "BupobHuk" Ta
"Micue3HaxomkeHHsi BUpOOHUMKa Ta agpeca
Micusi MpoBagXKEHHS NOro JisinbHoCTI" B
iHCTpPYKLUIil0 AN MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby, sk HacnigokK -
BifNOBIgHI 3MiHW Y TEKCTi MapKyBaHHS
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
YNaKOBKM flikapCbKoro 3acoby.
289. | MAPALEETAMO | TabneTku, BKpUTI MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH 4O peecTpauifiHnX bes He UA/20020/01/01
n obonoHkoto, no 500 "TexHonor" MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenma nionsieae
mr; no 10 TabneTok 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
y 6nictepi; no 1, abo 3MiHa y KOpOTKill XapakTepucTuLi
no 2, abo no 5 nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
6nicTepis y nayui 3 IHCTPYKUIT ANS MEAMYHOro 3aCTOCYBaHHSA Ha
KapTOHY nigcTasi perynspHO OHOBIOBAHOTO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
pocnimxkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauinHuii
nepiog, abo sk pesynbTaT OLiHKM 3BITY 3
pocnigkeHb, NpoBeAEHMX BiAMNOBIOHO A0
nnany negiatpuuHux gocnimkers (PIP)
(3MiHy y3rogXeHo 3 KOMMETEHTHUM
YNOBHOBa)X€HUM OPraHoMm).
3MiHN BHECEHO A0 IHCTPYKUIii AN MeANYHOro
3aCTOCyBaHHS fikapcbKoro 3acoby y posginu
"B3aemogia 3 iHW1MK NikapCbKUMM
3acobamu Ta iHWi B1an B3aemopain",
"OcobnueocTi 3actocyBaHHs", "MobiYHi
peakuii" BiANOBIgHO 4O OHOBMNEHOI
iHpopmalii 3 6e3nekn Aito4oi pe4OoBUHM.
290. | NAPALEETAMO | cycneHsia opanbHa TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEeHHs1 3MiH 40 peecTpauiiHnx 6e3 UA/11577/01/01
N BEBI 120 wmr/5 mn; no 100 BO 3 obmexeHo MaTepianis: 3miHn | Tuny - 3miHn Wwopo peuenma
Mn 'y dnakoHi; no 1 OBMEXEH BiZNoOBIganbHiCcTO 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
dnakoHy pasom 3 (e]10] "®apmaueBTuyHa (iHLWi 3MiHK) - OHOBMNEHO TEKCT MapKyBaHHS
[03Yy04nM BIAMNOBIOA KomnaHis "3gopos's” NepBUHHOI Ta BTOPUHHOI YMaKOBKM
NPUCTPOEM Y JIbHICTIO nikapcbKkoro 3acoby, a came BUMy4eHo
KapTOHHiI kopobuyj; «KOPIOPA iHdopMaUito, 3a3HaveHy pOCiiCbKO MOBOI;
no 5 mny cawe; no LA BHECEHO 3MiHW Yy TEKCT MapKyBaHHS
20 cawey «300POB’A nepBuHHOI (N. 2, 5, 6) Ta BTOpUHHOI (N. 11,
KapTOHHiI kopobuyj; » 17) ynakoBKu nikapcbKoro 3acofy, a Takox
no 10 mn y cawe; no 3po6neHo He3HauHi peaakuiviHi NnpaBku B
20 cawey iHLLMX NYHKTaX TEKCTy MapKyBaHHSI.
KapTOHHiI kopobui BBegeHHs 3MiH NnpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS.
291. | MAPALIETAMO | po3uvH ans iHdysin, Bakctep Hinepnanau BIE®OE MELITAN ITanisa BHECEHHS 3MiH 0 peecTpauiiHuX 3a UA/20701/01/01
N-BAKCTEP 10 mr/mn; no 100 mn XongiHr C.INA. matepianis: 3miHu | Tuny - 3mMiHK 3 sKoCTi. peuenmom
y donakoHi; no 25 Bi.Bi. CeprudikaT BignosigHocTi/l E-cepTudikat

dnakoHiB y
KapTOHHiI kopobuyi

BiZNOBIQHOCTI €BpONenchKii
dapmakonei/MmoHorpadii. MoaaHHa HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4eHHst cepTudikaTta BignoBigHOCTI
€Bponevicbkint hapmakonei: ans A®l; ons
BMXiAHOro Matepiany/peareHTy/NpOMiXKHOrO
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLUTBI ADI; Ans 4ONOMiIKHOI
peyvYoBUHM (CepTUdikaT BiAMoBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWI
cepTudikart Bif yXKe 3aTBEpA>KEHOIO




Ne

Haszea

Popma sunycky

3aseHuUK

Kpaina
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n/n

JliKapcbKo20
3acoby

(nikapcbka ¢ghopma,
ynakoeka)

3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu Peknam

Homep
eionycky yeaHHs1

peecmpayiliHo2o
noceio4yeHHs1

292,

NENTA®

NOPOLLOK Ansa

AT

BUPOGHMKa
noaaHHsi OHOBMNEHOro cepTudikata
BignoBigHocTi €Bponevickkin hapmakonei Ne
CEP 2002-020 - Rev 10 (3aTBepaxkeHo: CEP
R1-CEP- 2002-020 - Rev 09) ansa gito4oi
peyvoBuHu Paracetamol Big Bxe
3aTBepakeHoro BupobHuka FARMSON
PHARMACEUTICAL GUJARAT PRIVATE
LIMITED, Ingis. 3miHn | Tuny - 3miHu 3
sikocTi. CepTudikat BignosigHocTi/l E-
cepTudikat BiANOBIAHOCTI EBpONENChKIN
capmakonei/moHorpadii. MogaHHA HOBOrO
abo OHOBMEeHoro cepTudikaTta BignoBIgHOCTI
abo Buny4eHHst cepTudikaTta BignoBiAHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BUXiQHOro matepiany/peareHTy/npomMiKHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI ADI; onst ONOMiKHOI
peyoBUHM (cepTudikaT BiaNOBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBReHWN
cepTudikaT Big yxe 3aTBepAXeHOro
BMPOBGHMKa, NoJaHHS OHOBIEHOrO
cepTudikaTta BignoBigHOCTI €EBpONENChKiNn
capmakonei Ne CEP 2002-020 - Rev 11 gns
nitoyoi peyosuHKM Paracetamol Big Bxe
3aTBEpAKEHOro BUPOOHMKA, KU 3MiHMB
Ha3By 3 FARMSON PHARMACEUTICAL
GUJARAT PRIVATE LIMITED Ha
FARMSON BASIC DRUGS PRIVATE
LIMITED.

PO34MHy Anis
iH’ekuin, 40 mr; 1
PNaKoH 3 NMOPOLLKOM
B navuj

"®apmak”

YkpaiHa

AT "®apmak” (BTOpUHHE
nakyBaHHsi, BUNyCK cepii
3 npoaykuii in bulk
ipMun-B1po6HYKa [lemo
C.A. ®apmacbtoTikan
IHpacTpi, Mpeuis)

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
CeptudikaT BignosigHocTi/E-cepTudikat

BiQMNOBIAHOCTI €BpONENChHKiIl
apmakonei/moHorpadii. 3MiHK, NoB'A3aHi 3
HeobXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTb

[0 moHorpadii dY abo €sponeicbkoi
dapmakonei, abo iHLWOT HaLioHanbHOT
apmakonei aepxasu E€C (3miHa y
cneundikauisix, nos's3aHa 3i 3MiHamu B
[dY, abo €sponencekivi papmakonei, abo
iHWin HauioHanbHIN dpapmakonei Aepxxasun
€C) - amiHamu y cneuudikaLii JONOMiXXHUX
PEYOBMH ANsi NPUBEAEHHS Y BiANOBILHICTb
0o BuMor €Bponeicbkoi hapmMakonei, a
came NponoHYeTLCS 06’eaHaHWI po3ain
3.2.P.4.1 ans KOXHOI JOMOMIKHOI PEYOBUHM:
Mannitol, Sodium Citrate, Sodium hydroxide.
[Hitoua pepakuisi 3.2.P.4.1. Cneumdikauis
3.2.P.4.1. Mannitol 3.2.P.4.1. Sodium Citrate

3a
peuenmom

UA/19998/01/01

3.2.P.4.1. Sodium hydroxide. MNponoHoBaHa
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3acoby ynakoeka) noceio4yeHHs1
pegakuisa 3.2.P.4.1. Cneundikania 3.2.P.4.1.
Mannitol, Sodium Citrate, Sodium hydroxide
293. | NENTA® NOPOLLIOK A51s AT YkpaiHa Hemo C.A. peuis BHECEHHS1 3MiH 40 peecTpauiiHnx - UA/19997/01/01
po3unHy Ans "®apmak” dapmacbtoTikan matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
iH’ekuin, 40 mr; in IHpacTpi CeptudikaT BignosigHocTi/l E-ceptudikat
bulk: no 150 BiZNOBIQHOCTI €Bponenchkin
dnakoHiB y apmakonei/moHorpadii. 3mMiHW, Nos'aA3aHi 3
TPaHCMOPTHIN HeobXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTb
KopobLi 0o MoHorpadii PY abo €Bponencebkoi
dapmakonei, abo iHLWOT HaLioHanbHOT
dapmakonei aepxasu €C (3miHa y
cneumdikauisx, nos'asaHa 3i 3amiHamu B
[oY, abo €Bponelicbkini papmakonei, abo
iHLWIiM HauioHanbHIN dapmakonei Aepxasm
€C) - amiHamu y cneuundikaLii AONOMiIXKHUX
PEYOBUH ANA NPUBEAEHHSA Y BIANOBIAHICTb
Ao BMmor €sponericbkoi hbapmakonei, a
came MpomnoHyeTbCA 06’eaHaHNIA po3ain
3.2.P.4.1 ansa KOXHOI AOMNOMIXKHOI PEYOBUHU:
Mannitol, Sodium Citrate, Sodium hydroxide.
[itoya pepakuin 3.2.P.4.1. Cneuudikauis
3.2.P.4.1. Mannitol 3.2.P.4.1. Sodium Citrate
3.2.P.4.1. Sodium hydroxide. MNponoHoBaHa
penakuis 3.2.P.4.1. Cneundikauia 3.2.P.4.1.
Mannitol, Sodium Citrate, Sodium hydroxide
294. | MEHTAKCUM® | nopoLuok CaHodi PpaHuis BMPOBHMLTBO rOTOBOIO PpaHuis/ BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/13010/01/01
BAKUWHA ANA | Haemophilus MacTep Hepo3dpacoBaHoro YropwuHa matepianis: 3MiHu Il Tuny - 3miHK 3 sKOCTI. peuenmom
MPO®INAKTUK | influenzae Tuny b Ta NPOAYKTY, 3aNOBHEHHS A®I. KoHTponb A®I. 3miHa y meToaax
1 OUDTEPII, cycneHsia ans Ta niodinisadis BunpobyBaHHsA APl abo BMXigHOro
NPABLA, iH’ekuin (0,5 mn); no (dbnakoHu), BTOPUHHE mMaTepiany/npoMixxHOro NpoaykTy/peareHTy,
KALLJTIOKY 1 dprnakoHy 3 nakyBaHHs, KOHTPOSb LLIO BUKOPUCTOBYETLCH Y NPOLEC
(ALEENONAPH nopoLukom Ta 1 SIKOCTIi, BUNYCK cepii: BMpobHMUTBa ADI (CyTTEBa 3MiHa y
un nonepeaHL0 CaHodi MacTep, 6ionoriyHomy/iMyHonoriYHOMY/iMyHOXIMIYHO
KOMMOHEHT), | 3anoBHeHoMy PpaHLUist; TOBHWIA LUK My meToAi BunpobysaHHs abo meToai, y
noniomienITy | wnpwuuy (0,5 mn) 3 BMPOGHMLTBA, SIKOMY BUKOPUCTOBYETLCH GiONOrivHMN
IHAKTUBOBAH | npukpinneHoto 3aMnoBHEHHA Ta peareHT ans GionoriuHoro A®I, abo 1oro
ATA ronkoto (abo 2 niodpinizauis (dpnakoHw), 3amiHa) 3amiHa pedepeHTHOI cTaHOapTHOI
BAKUMHA ONA | okpemumu ronkamm), BTOPUHHE MaKyBaHHS, cepii, L0 BUKOPUCTOBYETHLCA ANA
NPO®INAKTUK | wo mictuts KOHTPOIb SIKOCTi, BUMYCK NPOBEAEHHS TECTY Ha aHTUreHHicTb FHA
M IHOEKLIA, CycneHsito ans cepii: CaHodpi MacTep, (NPOMiXXHMI NPOAYKT AitoYoi pevoBUHY 2-
CNPUYUHEHU iH'€KLi, B KAPTOHHIN ®paHLisa; BTOPUHHE KOMMOHEHTHOro auentonapHoro
X kopobuj; no 1 nakyBaHHs, BUMYyCK KaLLJTlOKOBOrO aHTUreHy (apcopboBaHuii
HAEMOPHILUS | cnakoHy 3 cepii: CaHodi-ABeHTiC OYMLLIEHUIA KaLLMOKOBUIA TokcuH (PTxd) Ta
TUnNy B nopoLukom Ta 1 3pT., YroplumHa apcopboBaHuUi ounLLLEHNIN DiNaMeHTHUI
KOH’IOFOBAH nonepeaHLo remarntoTuHiH (FHA)), sikuii npoBoanTbCS K
A, 3arnoBHEHOMY TECT Ha BUBINbHEHHSA ounuieHoro FHA B
AOCOPBOBAH | wnpuuy (0,5 mn) 3 NPOMIKHOMY po34uHi. BignosigHuin TecT Ha
A NpUKpINneHoto aHTureHHictb FHA BuKoHyeTbCSt Npun

ronkoto (abo 2
OKPEMVMMU TonKamu),
0 MICTUTb

BUNpobyBaHHi cTabinbHOCTi Ha cTagii
BMPOBHMLTBA OYMLLIEHOTO aacopboBaHOro
FHA wnsixom TUTpyBaHHsi HeagcopboBaHoro
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CycneHsito ans aHTureHy FHA. [loaatkoBo, NPOMNOHYETLCA

iHeKkuin, y BKITIOYEHHS KBanidikaLinHoro npoTokony

cTaHgapTHO- 0N BUKOPUCTaHHSA Oyab-skoi HOBOI cepii

EKCMOPTHIN pedepeHTHOro cTaHaapTy B MakbyTHLOMY.

ynakoBLi, sika TepmiH BBegeHHA 3MiH nuneHb 2026.

MICTUTBCSH Y

KapTOHHIl kopobLi (3

iHCTpyKUieto ans

Mean4Horo

3aCTOCyBaHHs)
295. | MEHTANTIH- Tabnetku; no 10 TOB Ykpaina TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH 40 peecTpauifiHnX 3a He UA/2617/01/01

»C TabneTtok y Gnictepi; "ACIHO MaTepianis: 3miHu | Tuny - 3miHn Wopo peuenmom | nidnsieae
no 1 Gnictepy B YKPATHA" 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

KapTOHHIN nayui; no
10 TabneTok y
Gnictepax

3MiHa y KOpPOTKili XapakTepucTuLi
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MeQNYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHO OHOBIOBAHOTO 3BiTY 3
Ge3neku nikapcbkoro 3acoby, abo
pocrnigpkeHb 3 6e3neky 3acTocyBaHHs
nikapcbKoro 3acoby B micnspeecTpauiiHin
nepiog, abo sik pesynbTaT OLiHKM 3BITY 3
pocnigkeHb, NpoBeAEHMX BiAMNOBIOHO A0
nnaxy negiatpuyHux gocnimkers (PIP)
(3MiHY y3romkeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHVM OpraHom)
3MiHM BHeceHo A0 IHCTpykuii ons
MELMYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby Ao posgainis "lMpoTunokasaHHs",
"OcobnuBocTi 3acTocyBaHHA" BigMNoBigHO 40
OHOBMeEeHOT iHdopMaLii woao 6esneku
3acTOCyBaHHS Ait040i pevoBUHU
MeTamizon.3miHu | Tuny - 3miHn woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Ha
niacTasi perynsipHO OHOBMIOBAHOIO 3BITY 3
6e3neku nikapcbkoro 3acoby, abo
JocrnimpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpauiiHni
nepiod, abo Sk pe3ynbTaT OLiHKM 3BITY 3
pocnigkeHb, NpoBeAeHVX BignoBigHO 40
nnaHy negiatpuyHux gocnimxkers (PIP)
(3MiHy y3rogkeHo 3 KOMNETEHTHUM
YMNOBHOBaXEHNM OpraHoM) 3MiHU BHECEHO
00 [HCTPYKUiT ANA MeANUYHOro 3aCToCyBaHHs
nikapcbkoro 3acoby o posgainis "B3aaemopis
3 iHWKMK NikapcbknMK 3acobamu Ta iHLLi
Buau B3aemogin", "OcobnusocTi
3acTocyBaHHs" Ta "MobiyHi peakuii™
BigNoBigHO 4O OHOBMEHOI iHpopmaLii Wwoao
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3acoby ynakoeka) noceio4yeHHs1
6e3nekn 3acTocyBaHHS 4il040T PeYOBUHU
napaueramor.
296. | NEPTYCUH cupon, no 50 r abo TOB YkpaiHa TOB "TepHodapm" YkpaiHa BHECEHHS1 3MiH 40 peecTpauiiHnx be3 UA/8883/01/01
no 100 r y dponakoHi "TepHodap matepianis: 3miHu | Tvny - 3MiHK 3 AKOCTI. peuenma
cknsiHoMy; o 1 m" A®I. KoHtponb A®I. 3miHa y meToaax
cnakoHy B nayui 3 BunpobyeaHHsA APl abo BMXigHOrO
KapToHy; no 100 r marepiany/npoMiKHOro NpoayKTy/peareHTy,
abono200ry LLIO BUKOPUCTOBYETLCH Y NPOLEC
dnakoHi BUpobHMUTBa AD| (HE3HAYHI 3MIHN Y
noniMepHomy; no 1 3aTBepKeHMX MeTofax BUNpobyBaHHS)
dnakoHy B nauui 3 3amiHa xpomaTorpadiyHoi NNacTVHKKN Ha
kapToHy; no 50 r abo aHanoriyHy B MeTofax KOHTPOI AKOCTi Ha
no100ry Al 3a n. 2. |geHTudikauis, nignyHkrom 2.3.
dnakoHax CKMSHUX CynyTHS 3miHa - 3MiHK 3 skocTi. ADI.
KoHTponb A®l. 3miHa y napameTpax
crneundikauii Ta/abo gonycTUMKUX MeXx,
BM3HaYeHuX y cneundikauisx Ha Adl, abo
BUXiOHWUIA/MPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPWCTOBYOTBCS Y NpoLeci BUpobHuLTBa
ADI (iHWwi 3MiHK) - 3MiHa OpMYOBaHHA
BuMor crneuudikauii APl 3a nokasH1Kom
«loeHTndikauis Tumon» OPY, 2.2.27,
He3HayHi pegakuiviHi npaBKku
297. | NIPUAOKCUHY | posumH ans iH'ekuin, | TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/8736/01/01
rippoxnorPun | 50 mr/mn; no 1 MnB BO 3 obmexeHo MaTepianis: 3miHn | Tuny - 3miHn Wwopo peuenmom
-300POB'A amnyni; no 10 amnyn | OBMEXXEH BiAMOBIAANbLHICTIO 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay
Y KapTOHHIl kopobui (e]10] "®apmaueBTuyHa (iHLWi 3MiHK)
3 neperopogkamu; BIAMNOBIOA KomnaHis "3gopos's” OHOBIEHHS TEKCTY MapKyBaHHS MEPBUHHOT
no 1 mn B amnyni; JIbHICTIO Ta BTOPVHHOI YNaKOBOK IikapCbKoro 3acoby,
no 5 amnyny «KOPIOPA a came: - BUNy4eHo iHdopmaldito, 3a3HavyeHy
GnicTepi; no 2 LA POCIICbKOK MOBOIO; - NEPEHECEHO
Gnictepu B «300POB’A MiXKHApOAHI NO3HAYEHHs1 OQNHULb
KapTOHHiI kopobuyj; » BUMIPIOBAHHS; - YTOYHEHO iHdopMaLiiio
no 1 mn B amnyni; LLIOAO NOroTUNy 3asiBHUKA Ta TEXHIYHOI
no 10 amnyny iHcbopmalii;
6nicTepi; no 1 - YHi(hikoBaHO TEKCT MapKyBaHHS NepBUHHOT
Gnictepy B ynakoBKU (ANst aMnynu Ta eTUKETKU Ha
KapTOHHIN kopobLyi amnyni); - BHECEHO He3HaYHi peAakuUiniHi
npaBKu B TEKCT MapKyBaHHS yNaKkoBOK
nikapcbkoro 3acoby.
TepMmiH BBEOEHHS 3MiH - NPOTArom 6 Micsiuis
nicnsi 3aTBEpPOXKEHHS.
298. | NIPUTAH Tabnetku no 0,25 TOB YkpaiHa BUPOOHMLTBO, NEPBUHHE IHgis/ BHECEHHS 3MiH [0 peecTpauiiHnx 3a He UA/18620/01/01
mr, no 10 TabneTok «MEQPAP nakyBaHHs, BTOPUHHE YkpaiHa marepianis: 3MiHu | TUNy - AOMiHICTpaTUBHI peuenmom | nidnseae
y 6nicTepi, no 3 abo M NTO» nakyBaHHsi, KOHTPOIb 3MiHW. 3MiHa HalMeHyBaHHsi Ta/abo agpecu
no 6 Gnictepis y SIKOCTi, BUNYyCK cepii abo MiCLiAl NPOBaAXXEHHS OiANbHOCTI BUPOOHMKa
KapTOHHIN ynakoBLii BMPOGHMLITBO NpOAyKLUii (BKrroyaro4m, 3a HeobXigHOCTI, MicLe
in bulk: KYCYM NpOBEeEHHS KOHTPOJH SIKOCTi), abo
XENTXKEP NBT NTA, BnacHuKka macrep-ganna Ha A®l, abo
IHais; BTOPUHHE noctadanbHuka A®l/BuxigHoro
nakyBaHHsi, KOHTPOIb mMaTepiany/peareHTy/NpOMiXXHOTO NPOAYKTY,




167

[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

SIKOCTI, BUMyCK cepii 3
npoaykuii in bulk: TOB

«MEOPAPM NTO»,
YkpaiHa

LLIO 3aCTOCOBYHOTLCA Y BUPOOHULTBI ADI
(SKLLIO 3a3HaYeHO y AOCbE Ha MiKapCbKun
3acib) 3a BiacyTHOCTI cepTudikata
BiNOBIgHOCTI €BponeWnchkin hapmakonei y
3aTBEpOKEHOMY Aockbe, abo BUPOOHMKa
HOBOI JOMOMIDKHOI PEHOBUHM (SIKLLIO
3a3HayeHo y Aocke). 3MiHa HalMeHyBaHHS
Ta agpecu BupobHuka A®I Mpaminekcony
ourigpoxnopugy MoHorigpart.
3anponoHoBaHo: Zydus Lifesciences
Limited, IHgis (PLOT NO.26 TO 29 & 31,
UMARAYA ROAD, - DABHASA, TAL.-
PADRA, City: DABHASA- 391 440, Dist:
VADODARA GUJARAT STATE, INDIA)

299.

NIPUTAH

Tabnetkn no 0,25
mr, in bulk: no 10
Tabnetok y 6nictepi,
no 100 GnictepiB y
KapTOHHiIl KOpooLyi;
no 10 tabnetok y
Gnictepi, no 150
GnictepiB y
KapTOHHIN KOpoOLyi;
no 10 Tabnetok y
6nictepi, no 200
Gnictepis y
KapTOHHiI kopobui

TOB
«NEO®AP
M NTA»

Ykpaina

KYCYM XENTXKEP
NBT NTA

IHgia

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHu | Tuny - AgMiHicTpaTuBHI
3MiHN. 3MiHa HanmeHyBaHHs Ta/abo agpecu
Micusi NpoBamKeHHs AisnbHOCTI BUPOOHMKA

(BKntoYarouun, 3a HeobxigHOCTI, Micue
NPOBEAEHHST KOHTPOIIO SIKOCTI), abo
BnacHuka macrep-anina Ha Adl, abo
noctadanbHuka A®l/BuxigHoro
marepiany/peareHTy/NPOMiIKHOIO NPOAYKTY,
LLIO 3aCTOCOBYOTHCA Y BUPOOHULTBI ADI
(SIKLLO 3a3HaYeHO Y AOChE Ha MikapCbKui
3acib) 3a BiacyTHOCTI cepTudikarta
BigMNoBigHOCTI €Bponenchkii papmakonei y
3aTBepOKeHOMy Aockbe, abo BUPOOHMKa
HOBOI JOMOMIDKHOI PEYOBMHM (SIKLLO
3a3HayeHo y Aocbe). 3MiHa HalMeHyBaHHS!
Ta agpecu BupobHuka A®I Mpaminekcony
avrigpoxnopuvay MoHorigpar.
BanponoHoBaHo: Zydus Lifesciences
Limited, IHgis (PLOT NO.26 TO 29 & 31,
UMARAYA ROAD, - DABHASA, TAL.-
PADRA, City: DABHASA- 391 440, Dist:
VADODARA GUJARAT STATE, INDIA)

UA/18621/01/01

300.

NIPUTAH

Tabnetku no 1,0 wr,
no 10 Tabnetok y
GnicTepi, no 3 abo
no 6 Gnictepis y
KapTOHHIN ynakoBLj

TOB
«MEOPAP
M NTO»

Ykpaina

BMPOBHMLTBO, NepBUHHE
nakyBaHHs!, BTOPVHHE

NakKyBaHHSA, KOHTPOI1b

SIKOCTi, BUNYyCK cepii abo
BMPOGHMLTBO Npoaykuii

in bulk: KYCYM

XENTXKEP NBT NTA,

IHais; BTOPUHHE
naKyBaHHsl, KOHTPOITb
SIKOCTi, BUNYCK cepii 3

npoaykuii in bulk: TOB

«MMEOPAPM NTO»,
YkpaiHa

IHgis/
YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3MiHu | TUNy - AgMiHiCTpaTuBHi
3MiHW. 3MiHa HalMeHyBaHHsi Ta/abo agpecu
MicUsi NPOBaKEHHS AiSNbHOCTI BUPOOHMKA

(Bkntovaroum, 3a HeobxigHoOCTI, Micue
NpOBEeAEHHS KOHTPOJH SIKOCTi), abo
BnacHuka macrep-ganna Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
matepiany/peareHTy/NpoMiKHOro NPOAYKTY,
LLIO 3aCTOCOBYIOTECS Y BUPOGHMLTBI API
(AKLLO 3a3HaYeHO y AOCHLE Ha MiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudikaTa
BiAMOBIAHOCTI €Bponenceki apmakonei y
3aTBepAKEeHOMY Jocbke, abo BUPOBHWMKa

3a
peuenmom

He
nidnsieae

UA/18620/01/02
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HOBOI JOMOMIDKHOI PEHOBMHM (SIKLLIO
3a3HavYeHo y A0CbE). 3MiHa HaNMeHYBaHHS
Ta agpecu BMpobHuka AdI Mpaminekcony
ourigpoxnopugy MoHorigpart.
BanponoHosaHo: Zydus Lifesciences
Limited, IHgis (PLOT NO.26 TO 29 & 31,
UMARAYA ROAD, - DABHASA, TAL.-
PADRA, City: DABHASA- 391 440, Dist:
VADODARA GUJARAT STATE, INDIA)
301. | NIPUTAH Tabnetku no 1,0 wr, TOB YkpaiHa KYCYM XENTXKEP IHpis BHECEHHS1 3MiH 40 peecTpauiiHnx - UA/18621/01/02
in bulk: no 10 «MMEO®AP MBT NTA marepianis: 3MiHu | TUNy - AgMiHICTpaTuUBHI
TabneTtok y Gnictepi, M NTO» 3MiHW. 3MiHa HallMeHyBaHHS Ta/abo agpecu
no 100 GnicTepiB y Micusi NpoBamKeHHs AisnbHOCTI BUPOOHMKA
KapTOHHIN kopobuyj; (BKrTrOYaro4m, 3a HeobXiAHOCTI, MicLe
no 10 TabneTtok y NPOBEAEHHST KOHTPOIIO SIKOCTI), abo
6nictepi, no 150 BnacHuka macrep-gaina Ha Adl, abo
Gnictepis y noctayanbHvka Adl/BuxigHoro
KapTOHHiI KOpooLyi; MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY,
no 10 TabneTtok y LLIO 3aCTOCOBYOTHCA Y BUPOOHULTBI ADI
6nictepi, no 200 (SKLLLO 3a3HaY4YeHo y AOChE Ha MiKapCbKuN
GnictepiB y 3acib) 3a BiacyTHoCTi cepTudikata
KapTOHHiIl kopobui BigNOBIgHOCTI €BponeWchkin hapmakonei y
3aTBEpAKEHOMY A0CbE, ab0 BUPOOHUKA
HOBOI JOMNOMIPKHOI PEHOBUHM (SIKLLIO
3a3HayeHo y Aocbe). 3MiHa HalMeHyBaHHS
Ta agpecu BupobHuka A®I Mpaminekcony
avrigpoxnopuay MoHorigpar.
BanponoHoBaHo: Zydus Lifesciences
Limited, IHgis (PLOT NO.26 TO 29 & 31,
UMARAYA ROAD, - DABHASA, TAL.-
PADRA, City: DABHASA- 391 440, Dist:
VADODARA GUJARAT STATE, INDIA)
302. | NOOA®EB TabneTkn, BKpUTI AT YkpaiHa AT "KUIBCbKUNI YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHuX 3a He UA/19325/01/01
NniBKOBOO "KNIBCbKW BITAMIHH/ 3ABOL" matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenmom nionsieae
obornoHkoto, no 80 n 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
mr; no 10 TabneTok BITAMIHHU 3MiHW y KOPOTKili XapakTepucTuLi
y 6nicTepi; no 3 " 3ABOO"

Gnictepu y navui

nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKLUIT NS MeAWNYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpnaHnx/GionoaibHux
nikapcbkux 3acobiB nicnst BHECEHHs Tiel
camoi 3MiHM Ha pedepeHTHUIA npenapar
(3miHa He noTpebye HagaHHS XOOHMX HOBUX
[o[aTkoBKX AaHUX) 3MiHU BHECEHO A0
IHCTPYKUiT ANS MEeAWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu
"®apmakonorivHi BnactusocTi", "B3aemopis
3 iHWKMK NikapcbKnMmM 3acobamu Ta iHLwi
Buau B3aemogin", "OcobnusocTi
3actocyBaHHs1", "MobiyHi peakuii” BignosigHo
0o iHdopmaLii Wwoao MeamyHoro
3aCTOCYBaHHsi pedpepeHTHOro NikapcbKoro




169 [TponoBkeHHs JoaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3acoby (AOEHYPIK® 80 MI/AOEHYPIK®
120 M, TabneTku, BKpUTI NNiBKOBOKO
0BOIOHKOI0).
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEPAKEHHS
303. | NOOA®PEB TabneTtkn, BKPUTI AT YkpaiHa AT "KUIBCbKNN YkpaiHa BHECEHHS1 3MiH 40 peecTpauiiHnx 3a He UA/19325/01/02
NniBKOBOO "KNIBCbKW BITAMIHH/W 3ABOA" marepianis: 3MiHu | Tuny - 3MiHn WwWoao peuenmom | niidnszae
obonoHkot, no 120 7 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
mr; no 10 TabneTok BITAMIHHU 3MiHW y KOPOTKi XapakTepucTumLi
y 6nicTepi; no 3  3ABOO" nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
6nictepu y nayui IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS
reHepUYHMX/ribpnaHnx/GionogiGHNX
nikapcbkux 3acobiB Nicns BHECEHHS Tiel
camoi 3MiHM Ha pedepeHTHUI npenapar
(3miHa He noTpebye HagaHHS XOOHMX HOBUX
[oaaTkoByx AaHnx) 3MiHW BHECEHO A0
IHCTPYKUIT ANs MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu
"dapmakonorivHi BnactusocTi", "B3aemopis
3 iHWKMK NikapcbknMmn 3acobamu Ta iHLwi
Buau B3aemogin", "OcobnusocTi
3acTocyBaHHs", "lMobivHi peakuii” BignosigHo
A0 iHcbopmaii Lwoao meamyHoro
3aCTOCyBaHHsi pehepeHTHOro nikapcbKoro
3acoby (AOEHYPIK® 80 MI/TAQEHYPIK®
120 MI, TabneTkun, BKpUTI NNIBKOBOIO
060mMoHKOoH).
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPKEHHSI
304. | NONTEXHET reHepartop HauioHanbH MNonblia HauioHanbHun LieHTp MonbLla BHECEHHS 3MiH 40 peecTpauiiHnx minbKu 8 UA/3526/01/01
pagioHykniais, 8,0- ni LleHTp AnepHux JocnigxeHb marepianis: 3MiHu | Tuny - 3MiHn Wwoao crieyjarnizos
175 'bk; nopuisamu AnepHux 6e3nekn/epeKTMBHOCTI Ta hapmakoHarnsagy. aHux
no 6 bk, abo 8 Bk, LocnigxeHb BeeneHHs abo 3MiHu [0 y3aranbHeHWX MeOUYHUX
abo 12 I'bk, abo 15 OaHuX Npo cuctemMy hapmMakoHarnsgy 3aknadax,
Bk y chnakoHi (BBEAEHHS y3aranbHeHVX AaHNX Npo wo mMaroms
o06’emom 10 mn Ne 1 cuctemy pbapmakoHarnsay, amiHa 003sin Ha
B ynakoBLji pa3om i3 yrnoBHOBaeHoi ocobu, BignoBifanbHoi 3a pobomy 3
KOMMNSIEKTOM Ang 34iicHeHHs dhapmakoHarnagy; KOHTaKTHOT padioghapma
€noBaHHS ocobu 3 hapmakoHarnagy 3asBHuUKa st UesmuYHUM
(cknagaeTbes i3 34icHeHHs bapmakoHarnsgy B YkpaiHi, u
[BOX KapTOHHUX SIKLLO BOHA BigMiHHA Bif YNMOBHOBaXEHOI npenapama
yNaKkoBOK: B OAHIN — ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA mMu

16 dpnakoHis 3 10
MI1 eM0EHTY
(po34mH 9 mr/mn (0,9
%) NaCl), B iHLit -
16 BaKkyyMHUX
drakoHiB
npusHaYeHnx ans
entarty) 1a 3
KOHTENHepoM Ans

apmMakoHarnagy (BKMYarym KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
darina cuctemu chapmakoHarnsigy) 3miHa
KOHTaKTHOI 0cobu 3assBHUKa, BianoBiaansHoi
3a hapmakoHarnsg B YkpaiHi.

[itoya pepakuis: Budonnyi Mykola
Volodymyrovych. lNponoHoBaHa peaakuis:
Zaremba Halyna Volodymyrivna. 3miHa
KOHTaKTHUX J@aHUX KOHTaKTHOi 0cobu




170 [TponoBkeHHs JoaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
TpaHCNopTyBaHHA 3asiBHUKA, BignosiganbHoi 3a
dapmakoHarnsg B YKpaiHi.
305. | MPAKCBANHA PO34MH ans BepiHrep HimeyunHa BupobHmuTBO, Himeuumnna/ BHECEHHS1 3MiH 40 peecTpauiiHnx 3a He UA/15467/01/01
® iH ekuin/indpysin, 2,5 IHrenbxanm nepBrvHHe Ta BTOPUHHE Benbrisa marepianis: 3MiHu | Tuny - 3MiHn WwWoao peuenmom | niidnszae
r/50 mn; no 50 mn 'y IHTEepHeLwwHN nakyBaHHs, KOHTPOSb 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
cdnakoHi; no 2 m6X SIKOCTi Ta BUNYCK cepii: BHeceHHs1 abo 3miHa(n) go 3060B'A3aHb Ta
dnakoHu y BepiHrep IHrenbxanm YMOB BMAAui peecTpauifiHOro noceigyYeHHs,
KapTOHHi kopobui dapma 'mbX i Ko. KT, BKNtoYaroum MnaH ynpaeniHHA puankamm
HimeuumnHa; (iHWi 3MiHK) - 3asBHMKOM HagaHO OHOBIEHY
AnbTepHaTMBHa Bepcito MnaHy ynpasniHHSA pusnkamm 5.0.
naboparopis ans 3MiHM BHeceHo o yacTuhum |l
KOHTPOSMIO AKOCTI «Cneuudikauis 3 6e3nekuny, y 3B's3Ky i3
npoTsirom 3aMiHOI0 Y TEKCTi [JOKYMEHTA TOProBoi Ha3Bun
BUNPOOyBaHHSA "Mpapgakca" Ha "gabiratpaH eTekcunaT" abo
cTabinbHoCTi: "nabiratpan”. Pestome MnaHy ynpaeniHHS
KeoniTi AccictaHc CA, pusmkamm 5.0 gogaetbes. 3MiHu | Tuny -
Benbris 3MiHM wopo 6e3nekn/edPeKTUBHOCTI Ta
tapmakoHarnagy (iHwi 3aMiHm) - 3miHn
BHECEHO A0 IHCTPYKLUiT A4na MeguyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby oo
po3ginie "MokasaHHs", "Cnoci6
3acTocyBaHHA Ta fo3un" Ta no Kopotkoi
XapaKTepUCTUKM NiKapCbKoro 3acoby y
po3ainu "lNokasaHHa 0O 3acToCyBaHHA",
"[lo3un Ta cnocib 3actocyBaHHsA". BBeaeHHs
3MiH NPOTArom 6-Tn MicsiLiB Micnsi
3aTBEpPOKEHHS
306. | NPOMNEC® PO34MH AN iH'eKLN, TOB "HIP" Ykpaina TOB "HIP" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHuX 3a UA/3647/01/01
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peuenmom

no 2 mn B amnyni;
no 5 abo 10 amnyn B
KopobLi 3 KapTOHY 3
noniMmepHo
YapyHKOBOIO
BKINaJKO0

oToBWI Nikapcbkuin 3aci6. KoHTponb
roTOBOro fikapcbKkoro 3acoby. 3miHa y
mMeToaax BuNpobyBaHHsi FOTOBOrO
nikapcbkoro 3acoby (iHWi 3MiHM y meTodax
BUNpobyBaHb (BkMOYakoun 3amiHy abo
[OMOBHEHHS)) - 3MiHN B 3aTBEPXEHIN
mMeToAuLi BUNPobyBaHHSA 3@ NOKa3HUKOM
«KinbkicHe Bu3HaueHHs1. MNponec» (OPY
2.2.25). 3minum | TUny - 3MiHK 3 FKOCTI.
oToBWI Nikapcbkuin 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y
mMeToaax BUNpobyBaHHsi FOTOBOTO
nikapcbkoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNPObyBaHHS) -
BHECEHHS! YTOYHEHHSI B METOZ, KOHTPOSHO
sikocTi M3 3a nokasHukom «laeHTudikauis.
XiHo3on» (3aTBepmxeHo: po3uunH 3anisa (I11)
xnopvg P, 3anponoHoBaHo: po34unH 3ani3a
(1) xnopua P2). 3MmiHun Il Tuny - 3miHn 3
sikocTi. FoTOBMI Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHM Y NpoLieci BUpobHuLTBa
rOTOBOrO fikapCbKOoro 3acoby, BKMYaoym
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS
npy BUPOBHWLTBI FOTOBOrO MiKapCbKOro
3acoby (cyTTeBa 3miHa y npoueci
BMPOGHMLTBA, SKa MOXe MaTu iCTOTHUIA
BMMB Ha SKiCTb, 6e3neky Ta ed)eKTUBHICTb
nikapcbkoro 3acoby) - 3amiHa y
TexHosoriyHomy npoueci J13, 3okpema 3miHa
y inbTpyBanbHOMy enemeHTi Ha cTaaii
npoTeonisy. 3miHu Il Tuny - 3miHn 3 sAKOCTiI.
["oToBMI Nikapcbkmit 3aci6. KoHTporb
roToBOro fnikapcbkoro 3acoby. 3miHa
napameTpie cneuudikadi Ta/abo
[OMNYCTUMKX MEX rOTOBOTO NiKapCbKOro
3acoby (3miHa 3HaxoaMTbCs No3a
3aTBEPAKEHMMW AOMYCTUMUMU MEXaMMn
crneunaikaLin) - 3miHa Kputepito
NPUAHATHOCTI B cneumdikadii M3 3a
nokasHUKoMm «Cyxuii 3anmLuok»
3artBepaxeHo: Big 26,000 go 29,600 mr/mn.
3anponoHoBaHo: Big 14,00 go 23,00 mr/mn.
3MminHun Il TMny - 3miHm 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikauii Ta/abo JonycTUMUX MEX
roToBOro nikapcbKoro 3acoby (3MiHa
3HaXOAMTLCA M03a 3aTBEPIPKEHMU
O0onyCTMMUMU MexaMu crnieumdikauin) -
3MiHa KpUTepito MPUAHATHOCTI B
cneumndikauii M3 3a nokasHnkom «pH».
3aTBepaxeHo: Big 6,0 no 7,0
3anponoHoBaHo: Big 4,5 oo 7,5

307.

NyNnbMOBPI3®

NOPOLLIOK ANA
oparnbHOi cycneHsi;
no 2 r NopoLLKy B
calue; no 10 a6o 20
calle y KapTOHHIN
ynakoBLji

TOB «MoBi
Xency

Ykpaina

CaBa Xenckea Jlta,
IHais; Meaiton
dapmacbtoTikan I1ta.,
YropwuHa

IHgis/
YropwuHa

BHECEHHS 3MiH 0 peecTpauiiHuX
matepianis: 3miHu | Tuny - 3mMiHK 3 sKoCTi.
[oToBWI Nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa y
NepBUHHIN yNakoBLi FOTOBOro NiKapCbKoro
3acoby (SIKiCHWI Ta KinbKicHUIA cknag) -
Teepai nikapcbki gopmm - 3miHa skicHoro Ta
KinNbKiCHOro cknagy matepiany nepBuHHOI
ynakoBku (calue), a came: 3aTBepaKEHO:
Printed polyglycinated paper;
B3anponoHoBaHo: 12/9/70 um PET/AL/PE
foil.

be3
peuenma

UA/10212/02/01

308.

PAMI
CAHOO3®

Tabnetku no 5 mr;
no 10 Tabnetok y
GnicTepi; no 3
6nictepu B
KapTOHHiI kopobui

CaHpo3s
dapmacbioTi
kans a.A.

CrnioBeHis

Jlex C. A, Monbwa
(BUPOBHMLTBO 32
NoBHUM Lukrom); ek C.
A., MNonbLua (nakyBaHHs,
BUWMYCK cepii)

Monblwa

BHECEHHS 3MiH IO peecTpaLiiHnX
MaTepianis: BUNpaBreHHs TeXHIYHOI
nomunku gonyuieHoi B MKA J13
(3aTBepmkeHi Hakasom MO3 Ne632 Big
11.04.2025): 3atBepmxeHo MKA N3:
Bupo6Huk gitouoi peyosuHu Aarti Industries
Limited, India. MponoHoBaHo MKA N3:
Bupo6Huk gitoyoi pevoBuHu Aarti

3a
peuenmom

UA/11299/01/02
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172 [TponoBkeHHs JoaaTKa 3
Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Pharmalabs Limited, India
309. | PAMINPUII- TabneTtku no 2,5 mr; TOB «TeBa YkpaiHa Mepkne 'mbX, Himeuumna BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/16689/01/01
TEBA no 10 Tabnetok y HimeuyunHa MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenmom
GnicTepi, no 3 abo 6 (BupobHuuTteo Ge3nekn/eekTMBHOCTI Ta hapmakoHarnsgy
6nictepis y kopobui HeposdacoBaHoro (iHWi 3MiHW). BHeceHo 3MiHW y TekcT
NPOAYKTY, A03BiN Ha MapKyBaHHS NEPBUHHOI (N. 2, 3, 4, 6) Ta
BUMNYCK cepii); Mepkne BTOPUWHHOI (N. 2, 11, 12, 17) ynakoBku
M6X, HimeuunHa nikapcbkoro 3acoby Ta 3pobneHo He3HauHi
(MepBuHHa Ta BTOPUHHA pefakUinHi NpaBky B iHWKX NYHKTaX TEKCTY
ynakoBka, KOHTPOmb MapKyBaHHs. BBeeHHsi 3MiH npoTarom 6-Tn
skocTi); HHAC Jlabop [- MicAUIB MiCNsa 3aTBEPAXEHHS
p Xoricnep MmM6X,
HimeuwunHa (JopaTkoBa
naboparopis, sika
npunMae yyactb y
KOHTpOni sIKOCTi)
310. | PAMINIPUN- Tabnetku no 5 mr; Ykpaina Mepkne 'mbX, HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/16689/01/02
TEBA no 10 Tabnetok y Himeyunna MaTepianis: 3miHn | Tuny - 3miHn Wwopo peuenmom
6nictepi, no 3 abo 6 (BrpobHuutBo 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
Gnictepis y Kopoobui Hepo3dacoBaHoro (iHWi 3MiHK). BHeceHo 3MiHW y TekcT
npoayKTy, 4O3BIN Ha MapKyBaHHS1 NepBUHHOI (n. 2, 3, 4, 6) Ta
BUMNYyCK cepii); Mepkne BTOPUWHHOI (n. 2, 11, 12, 17) ynakoBku
'mM6X, HimewunHa nikapcbkoro 3acoby Ta 3pobneHo He3HauHi
(MepBUHHa Ta BTOPUHHA pefakuinHi NpaBky B iHWMX MNYHKTaX TEKCTY
yrnakoBKa, KOHTPOIb MapKyBaHHs. BBeaeHHs 3MiH npoTarom 6-1n
sikocTi); HHAC Na6op [O- MicsLiB nicnsi 3aTBepOKEHHS
p Xowicnep 'mbX,
HimeuwunHa (JopaTkoBa
naboparopis, sika
npunMae yyactb y
KOHTPOIi SKOCTi)
311. | PAMINIPUN- Tabnetkv no 10 wr; TOB «TeBa Ykpaina Mepkne 'mbX, HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/16689/01/03
TEBA no 10 Tabnetok y HimeuunHa matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenmom
6nictepi, no 3 abo 6 (BrpobHuutBo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
GnicTepis y kopobui Hepo3dacoBaHoro (iHWi 3MiHW). BHeceHo 3MiHW y TekcT
NPOAYKTY, A03BiN Ha MapKyBaHHsi NepBUHHOI (. 2, 3, 4, 6) Ta
BUMNYyckK cepii); Mepkne BTOPUWHHOI (n. 2, 11, 12, 17) ynakoBku
'M6X, HimewunHa nikapcbkoro 3acoby Ta 3pobneHo He3HauHi
(MepBUHHa Ta BTOPUHHA pedakuinHi NpaBky B IHLWKX NyHKTaxX TeKCTy
ynakoBka, KOHTPOIb MapKyBaHHsl. BBejeHHsi 3MiH npoTsirom 6-Tn
skocti); HHAC Jlabop - MicALIB MiCNs 3aTBEPAXEHHS
p Xowicnep M'vbX,
HimeuwunHa (JopaTkoBa
naboparopis, sika
npuimae yyactb y
KOHTpOIi SKOCTi)
312. | PANTEHTENDb | renb1%;no40ry "Xemodapm Cepbist Bupo6Huk rotoBoro Cepbis BHECEHHS 3MiH IO peecTpaLiiHnX bes UA/1785/03/01
Ty6i; no 1 1y6i y " nikapcbkoro 3acoby, matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTI. peuenma
KapTOHHIN ynakoBLii nepBrYHHE, BTOPUHHE "oToBWI Nikapcbkuin 3aci6. KoHTponb
nakyBaHHSi, KOHTPOIb roTOBOrO fikapcbKoro 3acoby. 3miHa
cepii: "Xemodpapm" A, napamMeTpiB cneuudikauin Ta/abo
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Bpuwau, Bigain [OMNYyCTUMUX MEX rOTOBOrO NiKapCbKOro
BMPOOHMYa AinbHULSA 3acoby (iHwi 3miHwn) - JoaaBaHHsA
LLla6au, Cepbis; iHdbopMaUii Wwoao nepioanyHoOCTI
Bupo6HuK, TECTYBaHHS! 3@ NOKa3HMKOM SIKOCTI
BiAnNoBiganbHWi 3a «MiHimanbHe HanoBHeHHs» y cneundikauii
BUNYCK cepii: roTOBOrO JlikapcbKoro 3acoby.
«XeModpapmy» ALl MKA (Bepcis eCTD 0001).
Cepbisi
313. | PEMEAQIA TabneTkn, BKpUTI Cimnekc IHAis Cimnekc ®apma [MBT. IHpis BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/13896/01/02
obonoHkoto, no 500 dapwma lBT. Nra. MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenmom
Mr; no 5 abo no 10 JTa. Ge3nekn/eekTMBHOCTI Ta hapmakoHarnsgy
TabneTtok y Gnictepi; (iHWi 3miHK). 3MiHN BHECEHO B TEKCT
no 1 6nictepy B MapKyBaHHs1 yNakoBKM Nikapcbkoro 3acoby
KapTOHHIN ynakoBLii LLI0AO 3a3Ha4YeHHSA MDKHapOAHMX NO3HAYeHb
OAMHULb BUMIpIOBaHHS. BBeaeHHs 3MiH
NpoTSAromM 6-Tu MicsaUiB Nicnsa 3aTBEPAXEHHS.
314. | PEMEOIA TabneTkn, BKPUTI Cimnekc IHaisa Cimnekc ®apma [BT. IHgis BHECEHHS 3MiH 0O peecTpauiiHnx 3a UA/13896/01/01
o6onoHkoto, no 250 dapwma lMBT. Nra. MaTepianis: 3miHn | Tuny - 3miHn Wwopo peuenmom
mr; no 5 abo no 10 JTo. 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
TabneTtok y 6nictepi; (iHLWi 3MiHW). 3MiHM BHECEHO B TEKCT
no 1 6nictepy B MapKyBaHHs1 yNakoBKM NikapCbKoro 3acoby
KapTOHHIN ynakoBLii LLI0AO 3a3Ha4YeHHSA MDKHapOAHMX NO3HAYeHb
OAVHWLb BUMIpIOBaHHS. BBeaeHHs 3MiH
NpoTSAromM 6-Tu MicsaUiB Nicnsa 3aTBEPAXEHHS.
315. | PEMELIA TabneTkn, BKPUTI Cimnekc IHaisa Cimnekc ®apma [BT. IHgis BHECEHHS 3MiH 0O peecTpauiiHnx - UA/13897/01/01
obonoHkoto, no 250 ®dapwma lNBT. Nta. MaTepianis: 3miHn | Tuny - 3miHn Wwopo
mr, in bulk: no 5 Inra. 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsay
TabneTtok y 6nictepi (iHLWi 3MiHW). 3MiHK B TEKCTi MapKyBaHHS in
no 100 a6o no 200 bulk y 3BA3Ky 3 HEOOXiAHICTIO HAHECEHHS
GnicTepiB y BMMIpIOBaHb OANHULB Y hopmaTi cuctemu
Kopobkax; in bulk: no SI. Y 3BA3Ky 3 UMM 3MiHN BHOCHATBCH B
10 TabneTok y po3gin "MapkyBaHHsa" MKA J13. BBeaeHHs
6nictepi no 50 abo 3MiH NpOTHArom 6-Tu MicsLiB nicns
no 100 6nictepiB y 3aTBEPAKEHHS.
Kopobkax
316. | PEMEQIA TabneTkn, BKpUTI Cimnekc IHAis Cimnekc ®apma [MBT. IHpia BHECEHHS 3MiH 10 peecTpaLiiHnX - UA/13897/01/02
obonoHkoto, no 500 dapwma lMNBeT. Nta. MaTepianis: 3miHn | Tuny - 3miHn Wwopo
mr; in bulk: no 5 T, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
Tabnetok y 6nictepi (iHLWi 3MiHK). 3MiHK B TEKCTi MapKyBaHHsi in
no 100 a6o no 200 bulk y 3BA3Ky 3 HEOOXiAHICTIO HAHECEHHS
GnicTtepiB y BMMIipIOBaHb OAUHULIL Y hopmaTi cuctemm
kopobkax; in bulk: no Sl. Y 3BA3Ky 3 UMM 3MiHW BHOCSATBCS B
10 TabneTok y po3gin "MapkyBaHHsa" MKA J13. BBeaeHHs
6nictepi no 50 abo 3MiH MPOTAroM 6-Tu micsAuiB nicns
no 100 6nicTtepiB y 3aTBEPAXKEHHS.
Kopobkax
317. | PECUTAP TabneTku, BKPUTI AT "Apamepn Monbwa AT "Apamen ®apma" Monbla BHECEHHS 3MiH 10 peecTpauiiHuX be3 nionsieae UA/18471/01/01
NNiBKOBOIO dapma” matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTI. peuenma
obornoHkot, no 1,5 [oToBMI Nikapcbkui 3aci6. (iHLWi 3MiHW).
Mmr; no 50 TabneTtok BunpasneHHs pegakuinHoi NOMUIKK B
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
B BnicTepi; no 2 po3gini 3.2.P.1. Onuc i cknag nikapcbkoro
6nictepa B 3acoby, Wo nonsrae B 3amiHi Y1CNoBOro
KapTOHHil kopobui 3HaYeHHs B’A3KOCTi pedoBuHM Ninpomenoasa,
3 BignoBigHMMKM 3MiHaMu B po3ain «Cknaa»
MK#A N3. 3miHn BHeCeHO B iHCTPYKLUito Ans
MELMNYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby y po3gin «Cknagy» (4oNoMiKHi
PEeYoBMHW) 3 BiANOBIAHNMMM 3MiHAMMN B TEKCTI
MapKyBaHHSs1 yMakoBKU MikapcbKoro 3acoby.
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEPAKEHHS.
318. | PE®PAKTO A® niodpinisat gns Mdpaiizep CWA BUPOBHMLTBO Icnanis/ BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/15929/01/02
pPO34MHy Ang Eny.Ci.Mi. nioginizaty 3a NOBHUM Himeuumnna/ MaTepianis: 3miHu | Tuny - 3miHn Wopo peuenmom
iH ekuin no 500 MO, Kopnopewww LIMKITOM; KOHTPOIb be3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy
1 cdonakoH 3 H SAKOCTi PO3YMHHMKA (iHWi 3MiHK) - 3MiHWN BHECEHO Yy TEKCT

nioginizatom y
KOMMMeKTi 3 1
nonepeaHL0
HanoBHEHNM
LUNPULIOM 3
PO34MHHMKOM no 4
MmN (HaTpito xnopua,
(9 mr/mn), BOga ans
iH ekuin), 1
afanTtepom ans
dnakoHry, 1
cucTemoto Ans
iHOy3il, 2
TamnoHamu 3i
cnmpTom, 1
nnactupem Ta 1
MapreBot
noayLLIeYKoto B
KapTOHHiI kopobui

(okpim gocnigpkKeHHs
CWnK TepTS NOPLUHSA),
BTOPUHHE MaKyBaHHS
PO34MHHMKA Y Habip 3
npenapartom;
BigNOBiganbHUI 3a
BUMYCK cepii:
Baet ®apma C.A,,
IcnaHis;

anbTepHaTMBHa
nabopartopis ans
TECTyBaHHS npenapary
3a NOKasHUKOM
"CTepunbHicTb":
JNabopaTopis bionab,
C.J1., IcnaHis;

BUPOGHMLTBO
PO3YMHHMKA B LUNpULIAX,
KOHTPOMb SIKOCTI
PO34YMHHUKA:
Bettep ®apma-
PepTuryHr N'moX & Ko.
KI', HimeuuunHa;

BUPOGHULTBO
PO34MHHMKa B LUNpULAX,
KOHTPOSIb SIKOCTi
PO34MHHYMKa (OKpiM
[OCHNIAKEHHS
repMeTUYHOCTI):
Bettep ®apma-
PepTuryHr N'moX & Ko.
K, HimeyuunHa;

MapKyBaHHS1 NepBUHHOI (n. 4, 6) Ta
BTOPUHHOI (M. 3, 7, 8, 17) ynakoBku
nikapcbkoro 3acoby, a TakoXx BUITy4eHO
TEKCT MapKyBaHHA aAnga "ctukepa
YKPaiHCbKOK MOBOIO, LLIO HAHOCUTBCS Ha
KapTOHHY KOpobky". TepMiH BBEAEHHS 3MiH -
npoTsarom 12 micsuis nicnsa 3aTBEPOXKEHHS.
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

Bi3yanbHWU KOHTPOIb
PO3YMHHUKA, KOHTPOIb
AIKOCTi PO34YMHHUKA
(okpim gocnigpkeHHs
repMeTU4HOCTI, CUnu
TEPTS NOPLUHSA):
BeTttep ®apma-
®epTuryHr Mm6X & Ko.
KI", HimeuumHa;

Bi3yanbHWIN KOHTPOIb
PO34YMHHUKA, KOHTPOIb
AIKOCTi PO34YMHHUKA
(oocniopxeHHs
repMeTUYHOCTI, cunu
TEPTs NOPLUHSA)):
Bettep ®apma-
depTuryHr F'm6X & Ko.
KI', Himewynna

319.

PE®AKTO A®

niodpinizat gnsa
PO34mMHY Ans

iH ekuin no 1000
MO, 1 dprakoH 3
nioginizatom y
KoMnnekTi 3 1
nonepegHbo
HanoBHEHUM
LINPpULIOM 3
PO34YMHHMKOM MO 4
M (HaTpito xnopua
(9 mr/mn), BOAA onst
iH ekuin), 1
apganTepom Ansi
cdnakoHy, 1
cucTemoto ansi
iHOy3il, 2
TamnoHamu 3i
cnvpTtom, 1
nnactupem Ta 1
MapreBot
noAyLLEeyKoL B
KapTOHHiIl kopobui

Mdpanzep
Eny.Ci.NMi.
Kopnopenw
H

CLA

BMPOBHMLTBO
nioginisaty 3a NOBHUM
LIMKIIOM; KOHTPOIb
AKOCTi PO34YMHHUKA
(okpim gocnigpkKeHHs
CWnu TePTS NOPLLHS),
BTOPWHHE NaKyBaHHS
PO34MHHMKA Y Habip 3
npenapartom;
BignoBigansbHWi 3a
BUNYCK cepii:
Baet ®apma C.A,,
Icnais;

anbTepHaTUBHA
naboparopis ans
TECTyBaHHS npenapary
33 MOKa3HUKOM
"CTepurnbHicTb":
TNabopaTopis bionab,
C.N., IcnaHis;

BUPOGHULTBO
PO34YMHHMKA B LLNpULIAX,
KOHTPOJb SIKOCTI
PO3YMHHUKA:
Bettep ®apma-
PepTuryHr N'moX & Ko.
KI, HimeuunHa;

BUPOOHMLTBO
PO34YMHHMKA B LUNpULAX,

Icnanis/
Himeyunna

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHu | Tuny - 3miHn Wwopo
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHN BHECEHO Y TEKCT
MapKyBaHHS1 NePBUHHOI (n. 4, 6) Ta
BTOPUHHOI (M. 3, 7, 8, 17) ynakoBku
niKapcbKoro 3acoby, a TaKoX BUITy4EHO
TEKCT MapKyBaHHA Ans "CTukepa
YKpaiHCbKOK MOBOIO, LLIO HAHOCUTBCS Ha
KapTOHHY KOpOOKy". TepMiH BBEAEHHS 3MiH -
npoTarom 12 MicsiLiB nicnst 3aTBepOXeHHS.

3a
peuenmom

UA/15929/01/03




176

[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

KOHTPOMb SIKOCTI
PO34UHHMKA (OKpIM
[OCNIaKEeHH:A
repMeTUYHOCTI):
Bettep ®apma-
depTuryHr F'm6X & Ko.
KI, HimewunHa;

Bi3yanbHWU KOHTPOIb
PO34YMHHUKA, KOHTPOIb
AKOCTi PO34YMHHUKA
(okpim gocnigpkKeHHs
repMeTUYHOCTI, cunu
TepTHA NOpPLUHSA):
BeTttep dapma-
depTuryHr F'mM6X & Ko.
K, HimeyuunHa;

Bi3yanbHWU KOHTPOb
PO3YMHHUKA, KOHTPOIb
AIKOCTi PO34YMHHUKA
(oocniopKeHHs
repMeTUYHOCTI, CUnn
TEPTs NOPLUHSA)):
BeTttep dapma-
PepTuryHr N'moX & Ko.
KI', Himewynna

320.

PE®AKTO A®

niodpinizat ans
PO34MHy Anis

iH ekuin no 2000
MO; 1 cpnakoH 3
niodinizatom y
KoMnnekTi 3 1
nonepeaHL0
HarMoBHEHUM
LINPpULIOM 3
PO34MHHMKOM Mo 4
M1 (HaTpito xnopua
(9 mr/mn), BOAa onst
iH ekuii), 1
apanTepom Ans
dnakoHy, 1
cucTemoto Ans
iHdpysii, 2
TamnoHamu 3i
cnmpTom, 1
nnactipem Ta 1
MapreBot
NOAYLLEYKOI B
KapTOHHiI kopobLyi

Mdpanzep
Eny.Ci.NMi.
Kopnopeww
H

CLA

BUPOGHMLTBO
nioginiaaTy 3a NOBHUM
LIMKIIOM; KOHTPOIb
SIKOCTi PO34YMHHUKA
(okpim gocniopkeHHs
CWnu TepTs NOPLUHS),
BTOPWHHE NaKyBaHHS
PO34MHHMKA Y Habip 3
npenapartom;
BiANoOBiganbHUI 3a
BUWMYCK cepil:
Baet ®apma C.A,,
Icnanis;

anbTepHaTUBHa
nabopartopis ans
TECTyBaHHs npenapary
33 MOKa3HUKOM
"CTepunbHicTb":
JlabopaTopisa bionab,
C.N., IcnaHis;

BUPOOHMLTBO
PO34YMHHMKA B LUNpULAX,

Icnanis/
Himewumna

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3miHu | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHW) - 3MiHN BHECEHO Y TEKCT
MapKyBaHHsi MEpBUHHOI (. 4, 6) Ta
BTOPUWHHOI (n. 3, 7, 8, 17) ynakoBku
nikapcbkoro 3acoby, a TakoX BUIy4eHO
TEKCT MapKyBaHHA Ans "cTukepa
YKpaiHCbKOIO MOBOIO, L0 HAHOCUTLCA Ha
KapTOHHY kopobky". TepMiH BBeOEHHS 3MiH -
npoTsArom 12 MicsiLiB nicnsi 3aTBEpOXKEHHS.

3a
peuenmom

UA/15929/01/04
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KOHTPOJSIb SIKOCTi
PO3YMHHUKA:

BeTttep ®apma-
depTuryHr F'm6X & Ko.
KI, HimeuunHa;

BUPOBHMLTBO
PO3YMHHMKA B LUNpULIAX,
KOHTPOSb SIKOCTi
PO34YMHHMKA (OKPIM
[ocnigKeHHs
repMeTUYHOCTI):
BeTttep dapma-
PepTuryHr F'méX & Ko.
KI', HimewunHa;

Bi3yarnbHWI KOHTPOIb
PO34YMHHUKA, KOHTPOIb
SIKOCTi PO34YMHHUKA
(okpim gocnigpkeHHs
repMeTUYHOCTI, cunu
TEpTS NOPLUHSA):
Bettep ®apma-
depTuryHr F'm6X & Ko.
KI', HimeuuunHa;

Bi3yarnbHWUIA KOHTPOINb
PO3YMHHMKA, KOHTPOSb
AKOCTi PO34YMHHUKA
(mocnigxeHHs
repMeTUYHOCTI, CUnn
TepTH NOPLUHS)):
Bettep ®apma-
PepTuryHr N'moX & Ko.
KI, Hime4y4ynHa

321. | PE®QAKTO A® nioginisat ans Mdpanzep CLUIA KOHTPOIb SIKOCTi Npu Icnanisi/ BHECEHHS 3MiH 10 peecTpauiiHuX 3a UA/15929/01/05
PO34MHYy Ans Eny.Ci.Ni. BUMYCKY cepivi Ta npu HimeuyunHa matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenmom
iH ekuin no 3000 Kopnopewww [OCHioKEHHi 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
MO; 1 nonepegHbO H cTabinbHocTi, (iHLWi 3MiHW) - 3MiHN BHECEHO Y TEKCT
HaMoOBHEHWN LWNpuUy, MapKyBaHHS, BTOPUHHE MapKyBaHHsi IEPBUHHOI (. 4, 6) Ta
i3 niocpinizatom y nakyBaHHS, BUMYCK BTOPUWHHOI (n. 3, 7, 8, 17) ynakoBku
BEpPXHil kamepi Ta cepii: nikapcbkoro 3acoby, a TakoX BUIy4EHO
PO34YMHHUKOM MO 4 Baet ®apma C.A,, TEKCT MapKyBaHHA Ans "CTukepa
MIT Y HWXKHIi Kamepi, IcnaHis; YKpPaiHCHKOK MOBOIO, LLIO HAHOCUTBLCA Ha
1 wTtok nopuHs, 1 KapTOHHY kopobky". TepMiH BBeAEHHS 3MiH -
cuctema ans BUPOGHULTBO npoTArom 12 MicsiLiB nicnsi 3aTBepOXeHHS.
iHdpy3ii, 2 TamMnoHn nikapcbKkoro 3acoby,
3i cnupTtom, 1 KOHTPOrb SIKOCTi:
nnactup, 1 mapnesa Bettep ®apma-
nogyleyka Ta 1 PdepTuryHr F'm6X & Ko.

KOBMaYoK y KI', Himey4yunHa;
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

KapTOHHIl kopobui

Bi3yanbHWIN KOHTPOIb
nikapcbKkoro 3acoby,
KOHTPOMb SIKOCTI
nikapcbkoro 3acoby:
BeTttep ®apma-
depTuryHr F'm6X & Ko.
K, HimeuuunHa;

Bi3yanbHWU KOHTPOIb
nikapcbkoro 3acoby,
KOHTPOMb SIKOCTI
nikapcbkoro 3acoby:
Bettep ®apma-
depTuryHr F'mM6X & Ko.
KI', HimeuuunHa;

Bi3yanbHWU KOHTPOb
nikapcbkoro 3acoby:
Bettep ®apma-
depTuryHr F'm6X & Ko.
KI', Himewynna

322.

PE®AKTO A®

niodpinizat gna
PO34nHyY Ans
iH"ekuin no 250 MO,
1 dprakoH 3
niodpinizatom y
KoMnnekTi 3 1
nonepeaHLo
HanoBHEHNM
LUNpULOM 3
PO34YMHHMKOM MO 4
MmN (HaTpito xnopua,
(9 mr/mn), BOAa onst
iH ekuin), 1
afanTtepom ans
cdnakoHy, 1
cucTemoto Ang
iHOy3il, 2
TamnoHamu 3i
cnupTom, 1
nnactupem Ta 1
MapreBoto
NOAYLLEYKOIO B
KapTOHHiIl kopobui

Mdpanzep
Eny.Ci.NMi.
Kopnopenw
H

CLA

BMPOBHMLTBO
nioginizaty 3a NOBHUM
LIMKIIOM; KOHTPOIb
AKOCTi PO34YMHHUKA
(okpim gocnimKeHHst
CWnu TepTS NOPLUHS),
BTOPWHHE NaKyBaHHS
PO34MHHMKA Y Habip 3
npenapartom;
BianoBigansbHWi 3a
BUNYCK cepii:
Baet ®apma C.A,,
Icnais;

anbTepHaTUBHA
naboparopis ans
TECTyBaHHS npenapary
33 MOKa3HUKOM
"CTepunbHicTb":
JlabopaTopist bionab,
C.N., IcnaHis;

BUPOGHULTBO
PO34YMHHMKA B LLNpULIAX,
KOHTPOSb SIKOCTI
PO3YMHHUKA:
Bettep ®apma-
PepTuryHr N'moX & Ko.
KI', Hime4ynHa;

Icnanis/
Himeyunna

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
Ge3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHN BHECEHO Y TEKCT
MapKyBaHHsi epBUHHOI (. 4, 6) Ta
BTOPUWHHOI (n. 3, 7, 8, 17) ynakoBku
niKapcbKoro 3acoby, a TaKoX BUITy4YEHO
TEKCT MapKyBaHHA Ans "CTukepa
YKpaiHCbKOK MOBOIO, LLIO HAHOCUTBCS Ha
KapTOHHY KOpOoOKy". TepMiH BBEAEHHS 3MiH -
npoTsarom 12 MicsiLiB nicnst 3aTBepaXeHHS.

3a
peuenmom

UA/15929/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BMPOBOHMLTBO
PO34YMHHMKA B LLNpULAX,
KOHTPOMb SIKOCTI
PO34UHHMKA (OKpIM
[OCNIaKEeHH:A
repMeTUYHOCTI):
Bettep ®apma-
depTuryHr F'm6X & Ko.
KI", HimeuumHa;
Bi3yanbHWU KOHTPOIb
PO34YMHHUKA, KOHTPOIb
AKOCTi PO34YMHHUKA
(okpim gocnigpkKeHHs
repMeTUYHOCTI, cunu
TepTHA NOpPLUHSA):
BeTttep dapma-
depTuryHr F'mM6X & Ko.
K, HimeyuunHa;
Bi3yanbHWU KOHTPOb
PO3YMHHMKA, KOHTPOIb
AIKOCTi PO34YMHHUKA
(oocniopKeHHs
repMeTUYHOCTI, CUnn
TepTs NOPLUHSA)):
Bettep ®apma-
PepTuryHr N'moX & Ko.
KI', Himewynna
323. | PUHOMICTUH Kpanni HasanbHi, KHBMIM YkpaiHa BUWMNYCK cepil: YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHuX bes He UA/14094/01/01
® po3uumH, 0,05 %/0,01 "ICHA" TOB "BAJIAPTIH matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenma nidnsieae
% no 10 mny DAPMA", [oToBUMI Nikapcbkui 3aci6. 3MiHN y
rakoHi 3 YkpaiHa; BMPOGHMUTBI. 3MiHa iMnopTepa/3miHu, LWwo
KpanernbHuLeto, no BMPOGHMLTBO, CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOO
ofHoMmy cnakoHy B nakyBaHHsi, KOHTPOIb SIKOCTi FOTOBOIO fikapcbKkoro 3acoby (3amiHa
KapTOHHIN navui AKOCTI: abo gopaBaHHs BUPOGHMKa, Lo Bianosigae
AT "®APMAK", 3a BBe3eHHSA Ta/abo Bunyck cepii) - He
YkpaiHa BKI04AKUMN KOHTPOMb/BUNPoBYyBaHHS cepii -
3miHa BUpoOHuKa, Lo BiAMNOBIAA€E 3a BUNYCK
cepii M3 i3 AT «PAPMAK», YkpaiHa Ha
TOB "BAJTAPTIH ®APMA", YkpaiHa. Takox
po3nuncaHo byHKLUii 3aTBepaKEHOrO
BupobHuka AT «PAPMAKY», YkpaiHa
(BUPOBHULITBO, NaKyBaHHsI, KOHTPOIb
SIKOCTi). 3MiHM BHECEHO B po3ainu
"BupobHuK" Ta "MicLe3HaxomKeHHs
BMPOGHMWKa Ta agpeca Micus NpoBafKeHHs!
MNOro [isinbHOCTI" B IHCTPYKUilO Ans
MELNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby Ta siK HacnigokK - BiANOBIgHI 3MiHW y
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

TEKCTi MapKyBaHHs NepBUHHOI (M. 5) Ta
BTOPUWHHOI (n. 11, 17) ynakoBku nikapCbKkoro
3aco0y wopao BupobHuka. BBegeHHs 3miH

NPOTArom 6-Tu MiCAILB Micnsi 3aTBEPXKEHHS.

3minn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLi 3MiHWM) OHOBMNEHHS
BXE 3aTBEPAXEHUX METOLAIB KOHTPOHO
skocTi [T13, a came BUKNagEeHHS TEKCTY
Aep>XaBHOK MOBOH 3riJHO Cy4acH/UX BUMOT.

324.

PUHOMICTUH
®

Kpanni HasanbHi,
po3uuH, 0,1 %/0,01
%, no 10 mny
dnakoHi 3
KpanenbHuLet; no 1
cnakoHy B
KapTOHHIN navui

KHBMI
"ICHA"

Ykpaina

BMPOGHMLTBO,
nakyBaHHS, KOHTPOIb
SAKOCTI:

AT "©®APMAK", YkpaiHa;
BUMYCK cepii:

TOB "BANAPTIH
DAPMA", YkpaiHa

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnX
MaTepianis: 3miHu | Tuny - 3miHn Wopo

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

BeeageHHs abo 3MiHu [0 y3aranbHeHWX
OaHunx npo cuctemy chapmakoHarnsgy
(BBEOEHHSA y3aranbHEHVX AaHNX Npo
cuctemy cbapmakoHarnsgy, 3amiHa
yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
34iINCHEHHA dhapMakoHarnsiay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsaay 3asBHVKa A4S
30iNCHEHHs hapmakoHarnaay B YKpaii,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BignoBiganbHoi 3a 34iINCHEHHSA
dapmakoHarnsay (BKMHOYaKUmM KOHTaKTHI
naHi) Ta/abo 3MiHK y po3MiLLleHHi MacTep-
darna cucremn hapmakoHarnsgy) 3miHa
yMNOBHOBaXeHOoI 0cobu 3asiBHUKa,
BignosiganeHoi 3a hapMakoHarnsag.
[itova pepakuis: TkayeHko TeTsiHa
MeTpiBHa. MponoHoBaHa pedakuis:
CaByeHko Haranis BitaniiBHa. 3miHa
KOHTaKTHMX AaHNX YNOBHOBAXEHOi 0cobm
3asBHMKa, BiANoBiaanbHoI 3a
apmakoHarnsig. 3miHa Homepa macTep-
darina cuctemun hapmakoHarnsgy.

be3
peuenma

UA/14095/01/01

325.

PUHOMICTUH
®

Kpanni HasanbHi,
po3uuH, 0,05 %/0,01
% no 10 mny
rakoHi 3
KpanenbHuueto, No
ofHOMY bnakoHy B
KapTOHHIN navui

KHBMI
"ICHA"

YkpaiHa

Bunyck cepii: TOB
"BANTAPTIH ®APMA",
YkpaiHa; BUpobHMUTBO,
nakyBaHHsi, KOHTPOIb
akocTi: AT "OAPMAK",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | Tuny - 3MiHn Wwopno
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BeeneHHs abo 3MiHu [0 y3aranbHeHWX
OaHux npo cuctemMy cpapmMakoHarnsay
(BBEAEHHSA y3aranbHEHUX AaHUX Mpo
cuctemy hbapmakoHarnsgy, 3amiHa
yrnoBHOBaXeHoi ocobwu, BignoBiganbHoi 3a
3[iicHeHHs hapMakoHarnagy; KOHTaKTHOT
ocobu 3 hapmakoHarnagy 3asBHuUKa Ansi
34icHeHHs bapmakoHarnsagy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA
dapmakoHarnsay (BKMHOYaKymM KOHTaKTHI
naHi) Ta/abo 3MiHK y po3MiLLileHHi MacTep-
darina cuctemun chapmakoHarnsigy) 3miHa

be3
peuenma

UA/14094/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

YNOBHOBa)eHOI 0cobu 3asiBHMKA,
BignoBiganbHoI 3a hapMakoHarnsg.
[Litova pepakuis: TkadyeHko TeTsHa
MeTpiBHa. MNMponoHoBaHa pefakuis:
CaBueHko HaTtania BitaniiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi ocobu
3as1BHMKA, BianoBiganbHoI 3a
dapmakoHarnsag. 3miHa Homepa mactep-
panna cuctemu hapmakoHarnsgy.

326.

PUTMOKOP®

kancynu, no 12
Kancyn y énicrepi;
no 4 a6o 5 Gnictepis
y nadui; no 12
Kancyn y bnicrepi

TOB
"®apmaueBT
MYHa
KOMNaHis
"®apKoC"

YkpaiHa

TOB "dapmaueBTuyHa
komMmnaHis "®apKoC"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHuX
MaTepianis: 3miHu | Tuny - 3miHn Wwoao

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

BBeneHHs abo 3MiHu [0 y3aranbHeHWX
[aHuX Npo cuctemy hapMakoHarnsgy
(BBEOEHHSA y3aranbHEHVX AaHNX Npo
cuctemy papmakoHarnsgy, amiHa
YMOBHOBaXeHoi ocobw, BiANOBiAanbHOI 3a
34INCHEHHA dhapMakoHarnsay; KOHTaKkTHOI
ocobu 3 hapmakoHarnagy 3asBHuUKa st
3AiNCHEeHHA dhapmakoHarnsay B YkpaiHi,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKMIOYaUmM KOHTaKTHI
naHi) Ta/abo 3aMiHK y po3MiLLleHHi MacTep-
cavina cuctemu chapmakoHarnsgy) 3miHa
YMOBHOBaXeHOI 0cobu 3asiBHMKa,
BignosiganbHoi 3a hapMakoHarnsg.
[itoua pepakuisi: Tep-CapkicoBa Onbra
BarpartiBHa. MNponoHoBaHa pepakuis: KyTHsk
BikTop MaBnoBu4y. 3MiHa KOHTAKTHUX AaHUX
YMOBHOBaXeHOoI 0cobu 3asiBHUKa,
BiANoBiAanbHOI 3a dapmakoHarnag. 3miHa
MicLle3HaxomKeHHs MacTep-hanna cuctemm
hapmakoHarnsigy Ta oro Homepa. 3miHa
MicuS 3AiINCHEHHSI OCHOBHOI AOisiNbHOCTI 3
apmakoHarnsgy.

be3
peuenma

UA/3122/01/01

327.

PUTMOKOP®

PO34MH ANS iH'EKLN,
no 5 mn B amnyni;
no 5 amnyny
GnicTepi; no 2
Gnictepn y nayui 3
KapTOHY

TOB
"®apmaueBT
MYHa
KOMNaHis
"®apKoC"

YkpaiHa

BTOPWHHE NaKyBaHHS,
KOHTPOMb, BUMYCK Cepii:
TOB "®apmaueBTuYHa
komnaHist ®apKoC",
YkpaiHa; BUpobHMK in
bulk, nepsuHHe,
BTOPWHHE NaKyBaHHS,
KOHTPOMb Cepii:
[MpuBaTHe akuioHepHe
TOBapuUCTBO "Jlekxim-
XapkiB", YkpaiHa

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBepaeHHsA abo 3miHM A0 y3aranbHeHux
OaHux npo cuctemy chapmakoHarnsagy
(BBEAEHHSA y3aranbHEHUX AaHWX Npo
cuctemy hbapmakoHarnsgy, amiHa
YMOBHOBaXeHOi 0cobw, BignosigansHoi 3a
34iicHeHHs dhapmakoHarnagy; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asBHUKa Ans
3AiNCHEeHHSA dhapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA
bapmakoHarnsgy (BKMYaym KOHTaKTHi
[aHi) Ta/abo 3MiHU y po3MilLeHHi MacTep-

3a
peuenmom

UA/3122/02/01




Ne
n/n

Hasea
JliKapcbKo20

Popma sunycky
(nikapcbka ¢ghopma,

3aseHuUK

Kpaina

Bupo6Huk
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3acoby

ynakoeka)

3asieHUKa

eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu Peknam

Homep
eionycky yeaHHs1

peecmpayiliHo2o
noceio4yeHHs1

328.

PUTMOKOP®
®OPTE

Tabnetku; no 10

TOB

Ykpaina

TOB "dapmaueBTuyHa

YkpaiHa

canina cuctemu chapmakoHarnsgy) 3miHa
YMNOBHOBaXeHOI 0cobu 3asiBHUKA,
BignoBigansHoi 3a hapMakoHarnsag,.
[itoya pepakuin: Tep-CapkicoBa Onbra
BarpartiBHa. MNponoHosaHa peaakuis: KyTHsk
Biktop MNMaBnoBn4y. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBa)eHOI 0cobu 3asiBHMKA,
BiANoBiganbHOI 3a dapmakoHarnag. 3miHa
MicLe3HaxoaxXeHHa macTep-dainna cucTtemm
dapmakoHarnagy Ta noro Homepa. 3MiHa
Micus 34iINCHEHHSI OCHOBHOI isiNbHOCTI 3
dapmakoHarnagy.

329.

PULIMHOBA
oniAa

Tabnetok y bnictepi;
no 3 abo 5 GnicTepis
y nayui

onisi opanbHa no 30

"®apmaueBT
M4YHa

KOMNaHis

"®apKoC"

MPAT

YkpaiHa

komMmnaHis "®apKoC"

BiANoBiganbHUIA 3a

BHECEHHS 3MiH 4O peecTpauinHuX
MaTtepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BeeneHHs abo 3MiHu [0 y3aranbHeHWX
AaHunx npo cuctemy cpapmakoHarnsgy
(BBEOEHHSA y3aranbHEHVX AaHNX Npo
cuctemy papmakoHarnsgy, amiHa
yMOBHOBaXeHoi ocobw, BiANOBiAanbHOI 3a
34iINCHEHHA hapMakoHarnsiay; KOHTakTHOI
ocobu 3 hapmakoHarnagy 3asBHuUKa Ansi
3AiNCHEeHHA dhapmakoHarnsay B YkpaiHi,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKIOYaKymM KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3milLeHHi MacTep-
darina cuctemu chapmakoHarnsigy). 3miHa
YMOBHOBaXeHOoI 0cobu 3asiBHMKa,
BignosiganeHoi 3a hapmakoHarnsag. [itoya
pepakuis: Tep-CapkicoBa Onbra
BarpartiBHa. MNponoHoBaHa pepakuis: KyTHsk
BikTop MaBnoBu4y. 3MiHa KOHTAKTHUX AaHUX
yMNOBHOBaXeHOoI 0cobu 3asiBHUKa,
BiANoBiaanbHOI 3a dhapmakoHarnag. 3miHa
MicLle3HaxomKeHHs MacTep-hanna cuctemu
hapmakoHarnsigy Ta oro Homepa. 3miHa
Micu$S 3AiINCHEHHSI OCHOBHOI AOisiNbHOCTI 3
dapmakoHarnsigy

bes
peuenma

UA/3122/03/01

raéono 100ry
driakoHax

"OITOPAPM

BUPOOHMLTBO, NEPBUHHE
nakyBaHHsi, KOHTPOIb
SIKOCTi Ta BUMYCK cepii:
MPAT «®PITOPAPM»,
YkpaiHa;
BiANoOBiganbHUIA 3a
BUPOOHMLTBO, NEPBUHHE
nakyBaHHsi Ta KOHTPOIb
SAKOCTI:
TOB "dapma Yepkac"

YKpaiHa;

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3MiHu | TUNY - AOMiHICTpaTUBHI
3MiHU. 3MiHa HalMeHyBaHHsi Ta/abo agpecu
Micusi MpoBaMKEHHS AisiNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro nikapcbKoro
3acoby, BKMYa4m AinbHuUL BUNycky cepii
abo micLe NnpoBeeHHst KOHTPOIIO SIKOCTI.
(DisinbHiCTb, 3a Ky BigNoBinae
BMPOBHWMK/IMNOpTEp, He BKIOYaloun BUMYCK
cepii) - 3MiHa agpecu BupobHuka TOB
"dapma Yepkac", YkpaiHa, BignosigansHoro

6e3
peuenma

UA/9198/01/01

3a BVIpO6HVILI,TBO, nepBrHHE NakyBaHHA Ta
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BigNOBiganbHUM 3a

BWMYCK Cepil, He
BKIIIOYa04n

KOHTPOb/BUNPOOYBaHHS

cepii:

MNPAT "®ITOPAPM",

YkpaiHa

KOHTPOJb SIKOCTi, 6€3 3MiHN Micusi
BUPOGHMLTBA.

330.

PO3BATOP

TabneTku, BKPUTI
o6ornoHkoto no 20
Mr; no 7 TabneTok y
6nictepi, no 4
Gnictepu B
KapTOHHil kopobui

CaH
dapmacbloT
vkan
IHpacTpi3
Nimiten

IHAisA

CaHn ®apmacbloTukan

IHgacTpis Jlimiteq

IHaisa

BHECEHHS 3MiH 40 peecTpauifiHnX
mMaTtepianis: BUNpaBreHHs TeXHIYHOI
NMOMWIIKW, NMOB’SI3aHO 3 HEKOPEKTHUM

nepeHeceHHsAM iHcpopmalii 3 maTepianis

BMPOGHMKa 40 METOZIB KOHTPOIIO,

[OONYLLEHHS MOMWITKM Y NOKa3HWKY

«lpeHTudikauisi: Tutany giokemay» He
npaBuUIbHO BKa3aHa KMCMoTa, Lo A0AaETbCS
npu SKICHIN peakuii; gonywieHa noMunka y
nokasHuKy «lgeHtudikauia: 3anisa okeng» -

He NpaBwUbHO 3a3Ha4YeHuin 06’em

XITOPUCTOBOAHEBOI KMCITOTU KOHLEHTPOBAHOI
B SKICHIN peakuii Ha 3ani3o; gonyleHa
nomwurka y nokasHuky «Po34ymHeHHs» - He
npaBUMbHO 3a3HayYeHa HaBaxka TPUHATpIlo
unTpaTty avrigparty Anst NpuroTyBaHHs
cepenoBwLLa AMsi PO3YMHEHHS.

3a
peuenmom

UA/13374/01/02

331.

PO3BATOP

TabneTkn, BKpUTI
o6onoHkoto no 10
Mr; no 7 TabneTok y
6nicTepi, no 4
Gnictepu B
KapTOHHiI kopobui

CaH
dapmacbloT
vkan
IHpacTpi3
JlimiTen

IHAisA

CaHn ®apmacbloTukan

IHpacTpis Jliviten

IHais

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: BUNPaBreHHs TEXHIYHOI
NMOMWIIKW, NMOB’SI3aHO 3 HEKOPEKTHUM

nepeHeceHHAM iHcpopmalii 3 maTepianis

BMPOBHVKa 0 METOAIB KOHTPOIO,

[OONYLLEHHSI MOMWITKM Y NOKa3HUKY

«lpeHTudikauisi: Tutany giokemay» He
NpaBuibHO BKa3aHa KUCMNOTA, Lo A04AETHCS
npu SIKICHIM peakuii; gonyLieHa noMurka y
nokasHuKy «laoeHtudikauis: 3anisa okemgy -

He NpaBUMbHO 3a3Ha4yeHun 06’em

XNIOPUCTOBOAHEBOI KNCIOTU KOHLEHTPOBaHOI
B SIKICHIN peakuii Ha 3ani3o; gonylieHa
NMoMusKa y rnokasHuky «PO34MHEHHs» - He
npaBUMbHO 3a3HayYeHa HaBaxka TPUHATpIlo
uuTpaTy AvrigpaTty Ans NpuroTyBaHHS
cepefoBULLA Ansi PO3YMHEHHS.

3a
peuenmom

UA/13374/01/01

332.

CAriniae

Tabnetku no 1 mr,
no 10 tabnetok y
Gnictepi; no 3
Gnictepuy
KapTOHHiI kopobLyi

Mepnokemi
nTa

Kinp

BMPOGHMLTBO rOTOBOIO
nikapcbKoro 3acoby,
NepBUHHE Ta BTOPUHHE
nakyBaHHsi, KOHTPOIb
SIKOCTIi, BUNYCK cepii:
Megnokewmi Jlimiteq, Kinp;

BMPOGHMLTBO rOTOBOIO
nikapcbKoro 3acooy,
NepBMHHE Ta BTOPUHHE

Kinp/
MopTtyranis

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkuin 3aci6. 3MiHNM Y
BMPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSO
SIKOCTi rOTOBOTO flikapcbkoro 3acoby (3amiHa
abo gopgaBaHHS AinbHULI, Ha Sk
3[iNCHIOETLCS KOHTPOIbB/BUNPOOYBaHHS
cepii) - Ao4aBaHHA OinNbHUL, Ha SAKIN
3AINCHIOETBCA KOHTPOIb sikocTi Megokemi

3a
peuernmom

UA/18155/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nakyBaHHS, KOHTPOMb TlimiTen, Kinp. 3miHn | Tuny - 3miHn 3 AKOCTi.
AKOCTI: ['oTOBWI NiKapCbkWiA 3aci6. 3miHn y
Henopbic BMPOGHMUTBI. 3amiHa abo BBeAEHHS
dapmachktoTikanc 1T, [04aTKOBOI AinbHULI BUpOBHMUTBA Anst
Kinp; YacTuHM abo BCbOro BUPOGHMYOro npouecy
roToBOro MikapcbKoro 3acoby (AinbHUUSs, Ha
BUPOBHMLTBO rOTOBOIrO SKi NpoBoAsATLCA Byab-siki BUPOOHMYI
nikapcbkoro 3acoby, cTagii, 3@ BUHATKOM BUIMYCKY Cepii,
nepBUHHE Ta BTOPUHHE KOHTPOIO SIKOCTi, NEPBMHHOIO Ta
nakyBaHHSi, KOHTPOIb BTOPWHHOIO NaKyBaHHS, ANs HECTEPUIBbHUX
SAKOCTI: nikapcbkux 3acobiB) AoAaBaHHs AinbHULI
Ip6edhap - IHaacTpia Ons BUpoGHMLUTBA FOTOBOrO NiKapCbKoro
dapmacektoTika, C.A., 3acoby Mepgokewmi Jlimitea, Kinp.
MopTyranis
333. | CANIUUNOBA Ma3b 10 % no 25ry MpAT YkpaiHa MpAT dapmaueBTnyHa YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 UA/6683/01/03
MA3b KOHTenHepax; no 20 dapmauesT abpvika "Biona" marepianis: 3MiHu | Tuny - 3MiHn Wwono peuenma
rabo 25 ry Tybax; M4YHa 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
no20rabono25ry habpuka (iHWi 3MiHK) - 3MiHWN BHECEHO Yy TEKCT
Ty6i; mo 1 1y6i B "Biona" MapKyBaHHsi MEPBUHHOI (M. 17) Ta BTOPUHHOI
navui; no 20 r abo (n. 16, 17) ynakoBoOK nikapcbkoro 3acoby;
no 25 ry tybax TaKOX 3 TEKCTY MapKyBaHHSA BTOPUHHOI
namiHaTtHux; no 20 r YyMaKOBKU BUITy4EHO iH(hopMaLito, 3a3HavYeHy
abo no 25ry Ty6i POCICbKOIO MOBO. TepMiH BBEAEHHSA 3MiH
namiHaTHin; no 1 NPOTArom 6 MicsauiB Nicnst 3aTBEPIKEHHS.
Ty6i B navui
334. | CANIUUIIOBA Ma3b2 % no25ry MpAT Ykpaina MpAT ®apmaueBTn4Ha YkpaiHa BHECEHHS 3MiH 10 peecTpauifHmX bes UA/6683/01/01
MA3b KOHTenHepax; no 20 dPapmaueBT abpvika "Biona" marepianis: 3MiHu | Tuny - 3MiHn Wwoao peuenma
r abo 25 ry Tybax; nyHa 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
no20rabono25ry habpuka (iHWi 3MiHK) - 3MiHK BHECEHO Y TEKCT
Ty6i; mo 1 1y6i B "Biona" MapKyBaHHsi MEPBUHHOI (M. 17) Ta BTOPUHHOI
navui; no 20 r abo (n. 16, 17) ynakoBOK nikapcbkoro 3acoby;
no 25 ry tybax TaKoX 3 TEKCTY MapKyBaHHS BTOPUHHOI
namiHaTtHux; no 20 r yNaKkoBKU BUINYy4YeHO iHdbopMaLiito, 3a3HaveHy
abo no 25 ry Ty6i POCIICbKOIO MOBOIO. TEPMiH BBEAEHHS 3MiH
namiHaTHin; no 1 nNpoTSArom 6 MicsiLiB Nicns 3aTBEpPOXKEHHS.
Ty6i B nayui
335. | CANIUKNOBA Ma3b 5 %;no25ry MpAT YkpaiHa MpAT ®apmaueBTnYHa YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx be3 UA/6683/01/02
MA3b KOHTenHepax; no 20 dapmauesT abpuka "Biona" matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenma
rabo 25 ry Tybax; n4yHa 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy
no20rabono25ry habpvka (iHWi 3MiHW). 3MiHN BHECEHO Y TEKCT
Ty6i; no 1 1y6i B "Biona" MapKyBaHHsi NepBUHHOI (M. 17) Ta BTOPUHHOT
navui; no 20 r abo (n. 16, 17) ynakoBOK nikapcbkoro 3acoby;
25 ry tybax TaKoX 3 TEKCTY MapKyBaHHS BTOPUHHOI
namiHaTtHux; no 20 r yNaKoBKU BUINYy4YeHO iHhopMaLiito, 3a3HaveHy
abo no 25 ry Ty6i POCIICbKOIO MOBOI. TepMiH BBEAEHHS 3MiH -
namiHaHTHIi; no 1 npoTarom 6 micsAUiB nicns 3aTBEpAKEHHS.
Ty6i B nayui
336. | CAHAKCOH - NOpOLLOK ANg CeHc IHAis CeHc lNabopartopic lMBT. IHaisa BHECEHHS 3MiH [0 peecTpauiiHnx 3a UA/18011/01/01
1000 PO34MHy Anis JTabopaTopi Tt MaTtepianis: 3miHn | Tuny - 3miHn Wwopo peuenmom
iH ekuir, no 1000 mr, c MNeT. JITA. 6e3nekn/edekTMBHOCTI Ta dpapMakoHarnsigy




185

[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
no 1 donakoHy y (iHWi 3miHW). OHOBNEHHNA TEeKCTY
KapTOHHIN ynakoBLii MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
yNaKoBOK Nikapcbkoro 3acoby. TepMiH
BBEEHHS 3MiH - NpOTArom 6 MicsuiB nicnsi
3aTBPEPKEHHS.
337. | CAPOTEH TabneTtkn, BKPUTI JlyHoGek [anis BUPOBHMLTBO [aHis BHECEHHS1 3MiH 40 peecTpauiiHnx 3a He UA/2207/01/02
NniBKOBOO Ekcnopt A/C HeposdacoBaHoro marepianis: 3MiHu | Tuny - 3MiHn WwWoao peuenmom | niidnszae
obonoHkoto, no 25 npoayKTy, NepBuHHe Ta 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy
mr, no 100 TabneTtok BTOPUHHE MaKyBaHHS, (iHWi 3miHK) - 3MiHM BHECEHO B IHCTPYKLitO
y NNacT1KoBOMy BUnyck cepin: X. ANsi MEQUYHOTO 3aCTOCYBaHHS IikapCbKOro
KOHTeWHepi; no 1 Jlynn6ek A/C, OaHis; 3acoby Ao posainis "OcobnmeocTi
NnacTMKoBOMY BunpobyeaHHs 3a 3acTocyBaHHs" Ta "Mo6iyHi peakuii”
KOHTENHEpPY B NOKa3HUKOM BignoBigHo iHopmauii woao 6e3neku
KapTOHHIN kopobLi «MikpobionoriyHa 3aCTOCyBaHHS Ait040i PE4OBUHM 3riQHO
yunctota»: EypodiHc pexkomeHgauii PRAC. BeegeHHs 3MiH
Biodapma MNpogakt NPOTAromM 6-Tu MicAUiB MiCNa 3aTBEPAXKEHHS.
TecrTiHr Jenmapk A/C,
[aHia
338. | CUHTOMILUMH cynosuTopii MAT Ykpaina MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/0268/01/01
BariHanbHi Mo 0,25, | "MoHdapm" matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
no 5 cynosutopiis y ["oToBMI Nikapcbkmit 3aci6. KoHTporb
cTpwvni; no 2 ctpunu roTOBOrO fikapcbKoro 3acoby. 3miHa
B MayLi 3 KAPTOHY napameTpiB cneuudikadiv Ta/abo
[OMNYCTUMUX MEX rOTOBOTO NiKapCbKOro
3acoby (iHLWi 3MiHK) - BBEOEHHS
NepioANYHOCTI KOHTPOITIO 3@ NOKa3HUKOM
«MikpobionoriyHa YncToTa», a came
KKOHTPOSb A@HOro TECTY MPOBOAATL ANS
nepLUOi Ta KOXHOI HAaCTYMHOI AecAToi cepii,
ane He pigLe Hix 1 cepisi B pik»
339. | cupon BIg cupon, 1,5 mr/mn no ToBapucTBo YkpaiHa ToBapwucTtBo 3 YkpaiHa BHECEHHS 3MiH 0O peecTpauiiHnx be3 UA/16024/01/01
KALWIO 100 mn y corakoHi; 3 obmexeHo MaTepianis: 3miHn | Tuny - 3miHn Wwopo peuenma
nynbmo no 1 dnakoHy 3 obmexeHo BiAnoBiganbHicTo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
TIOXKKOI MipHOIO Y Bignosigans "®apmaueBTnyHa dipma (iHWi 3MiHM) - OHOBMNEHHSA TEKCTY
Kopoo6ui HiCTIO "BepTtekc"” MapKyBaHHS NEPBMHHOI Ta BTOPUHHOT
"®apmaueBT (BUpPOBOHULTBO 3 ynakoBOK Nikapcbkoro 3acoby, a came:
n4yHa cipma npoaykuii in bulk BUITyYeHO iHopMmaLito, 3a3Ha4yeHy
"Beptekc” ToBapucTsa 3 POCIICbKOK MOBOH; BHECEHO 3MiHU B TEKCT
obmexeHo MapKyBaHHsi NepBUHHOI (MYHKT 5, 6) Ta
BifNoOBIganbHicTO BTOPUHHOI (NyHKTK 4, 11, 13, 17) ynakoBok
"®apmaueBTnyHa nikapcbkoro 3acoby. BBegeHHs 3MmiH
KoMnaHisi "3aopos's”, NPOTArom 6-T1 MicsALIB NiCNs 3aTBEPOXKEHHS.
YkpaiHa)
340. | CIJIILEA ClNb Tabnetkn, no 80 Hoiive HimeyunHa [owiye Xomeonari-YHioH HimeuunHa BHECEHHS 3MiH 0O peecTpauiiHnx be3 UA/12237/01/01
OOKTOPA Tabnetok y pnakoHi; | Xomeonarti- OXY-ApuHaimitTTens matepianis: 3MiHu | Tuny - 3MiHK Wwono peuenma
LLUKOCCINEPA no 1 donakoHy y YHioH OXY- 'm6X & Ko. KI 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
Ne 11 KapTOHHiI kopobLyi ApuHanmitt (iHWwi 3MiHK). 3MiHKM BHeceHo y n. 17. IHLLE
enb Mv6X & TEKCTY MapKyBaHHS BTOPUHHOI YMaKOBK
Ko. KI NiKapCcbKoro 3acoby LLOAO0 BUITYYEHHSI
iHbopmaLlii MPO eKCKIM3UBHOIO
npeacTaBHMKa
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
341. | CONNAHTPA® kpeM, 10 mr/r; no 30 Fangepma LLIseniapis BupobHmuTBO, ®paHuia BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/16320/01/01
ry Ty6i; no 1 1y6i B CA nakyBaHHs, marepianis: 3MiHu | Tuny - 3MiHn Woao peuenmom
KapTOHHil kopobui MapKyBaHHS, 6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
BUNpobyBaHHSA 3MiHa YacToTn Ta/abo TepMiHiB NogaHHs
KOHTPOIIO SIKOCTI, perynsipHo OHOBIIOBaHWX 3BiTiB 3 6e3neku
BUNpobyBaHHsA nikapcbkunx 3acobis - 3MiHM y TepMiHax
cTabinbHoCTi Ta BUNYyCK noAaHHs peryrnsipHo OHOBIHOBAHOIO 3BITY 3
cepint: Gesneku.
NABOPATOPIi [Ditoya pepakuis: TepMiH1 noaaHHa
FANOEPMA, ®paHuis; perynsipHo OHOBJOBAHOTO 3BiTYy 3 6e3neku
BvinpobyBaHHs BignosigHo Ao Maswu V n. 3 nn. 2.1 Hakasy
ctabinbHocTi: AlIbBE[] MO3 Ykpainu Big 27 rpygHs 2006 poky Ne
MPOBAHC, ®paHuis 898 (y peaakuii Hakasy MO3 YkpaiHu Big 26
BepecHsi 2016 poky Ne 996) ans nia3siTHoro
nikapcbkoro 3acoby Bignosigae
cTaHgapTHomy rpacpiky. MNponoHoBaHa
pepakuis: KiHueBa gata Ans BKITHOYEHHS
naHux go PO3E - 22.04.2027 p. data
nogaHHa PO3B - 21.07.2027 p.
PekomeHnpoBaHo A0 3aTBEpPOKEHHSA
BiANOBIOHO A0 NEepioAMYHOCTI NOAAHHA
perynsipHoO OHOBIOBaHMWX 3BiTiB 3 6e3neku
nikapcbkux 3acobis y €C.
342. | COJIEH PO34MH Ans iHGY3in AHaHTa Benwka €Bponaiid Xentkeap IHais BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a He UA/18188/01/01
0,9 % no 100 mn y Megikeap BpuTaHis MeT. JITo. matepianis: 3MiHu | Tuny - 3MiHn Wwono peuenmom nidnsieae
KOHTelHepi, no 1 T, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
KOHTeWHepy B NniBLi (iHLWi 3MiHWK)
y Kopobui 3MiHM BHeceHO B |HCTpPyKLit0 Ans MEAUYHOTO
3acTocyBaHHS NikapCcbKoro 3acoby, 3okpema
NpoBeAeHO pedakuinHi NpaBky y posginax
"®apmakornorivyHi BnactusocTi”,
"MokasaHHs", "B3aemogis 3 iHWmun
nikapcbknuMu 3acobamu Ta iHWi B1uaun
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHSA y nepioa BariTHOCTi abo
rogyBaHHs rpyaak”, "Cnocib 3actocyBaHHs
Ta pgo3n", "Mepeno3yBaHHs" Ta "MobiyHi
peakuji”.
343. | cONI3MM® TabneTkn, BKpUTI AT YkpaiHa AT "BITAMIHL" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHuX bes UA/5184/01/01
060noHKot, "BITAMIHWN" matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenma

KMLUKOBOPO34MHHi MO
20000 NO; no 10
Tabnetok y 6nictepi,
no 2 abo 5 bnictepis
y nayuj 3 KapToHy

["oToBMI nikapcbkuit 3aci6. CTabinbHICTb.
3miHa y TepMiHax npuaaTHocTi abo ymoBax
36epiraHHs roTOBOro Nikapcbkoro 3acody
(3MiHa y 3aTBEpAXKEHOMY NMPOTOKOi
ctabinbHocTi) 3miHa y 3aTBEpHKEHOMY
npoTtokoni cTabinbHOCTI, Woao
NepioANYHOCTI 3AINCHEHHSA KOHTPOMIO N
Yyac BMBYEHHSA CTabinbHOCTI, 3 BiANOBiAHUMN
3MiHamu B p. 3.2.P.8. CtabinbHicTb
3aTBepakeHo: MNpoToKon BUBYEHHSI
cTabinbHocTi. YmoBu: (25+2)°C, (60+5%) RH
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

YactoTa: 1 pa3 B 3 micsiLi B nepLumi pik
36epiraHHs, 1 pa3 B 6 MicsLiB B Apyrui pik
36epiraHHs. 3anponoHoBaHo: [poTokon
BUBYEHHSI cTabinbHOCTI. YMoBu: (25+2)°C,
(60+5%) RH YacTtoTa: MokasHukn «Onncy,
«CepepaHs maca», «PosnagaHHs»,
«KinbkicHe BM3Ha4eHHs» i3 YyacToToto: 1 pa3
B nepLumii pik 36epiraHHs (12 micsuis), 1 pas
B 6 MicsLiB B gpyruii pik 36epiraHHs (18 mic.
Ta 24 wmic.). MNokasHuk «MikpobionoriyHa
ymucToTar: Ha noyatky (0 mic.) i micns
3akiHYeHHs1 nepiogy 36epiraHHs (24 mic.).

344.

CONNAAQEH
MIFPACTON

TabneTkn, BKPUTI
NniBKOBOKO
o6onoHkoto; no 10
TabneTtok y Gnictepi;
no 1 abo 2 6nictepu
y Kopobui

XaneoH KX
CAPI

LLisenuapis

damap Itanis C.n.A.

ITania

BHECEHHS 3MiH 4O peecTpauinHuX
MaTtepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKili XapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT 4NS MeQNYHOro 3aCTOCYBaHHS Ha
niacTaei perynsipHO OHOBMOBAHOIO 3BiTYy 3
6esneku nikapcbkoro 3acoby, abo
pocrnimpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby B nicnsipeecTpauiiHuii
nepiod, abo Sk pesynbTaT OUiHKK 3BITY 3
pocnigkeHb, NpoBeAEHMX BiAMNOBIOHO A0
nnaHy negiatpuyHmnx gocnigxeHs (PIP)
(3MiHy y3rogkeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHUM OpraHom) - 3MiHU BHECEHO
00 IHCTPYKUIT ANS MeanYHOro 3acToCyBaHHSA
nikapcbkoro 3acoby fo posgainis "B3aemopis
3 iHWKMK NikapcbknMK 3acobamu Ta iHLLi
Buau B3aemogin", "OcobnusocTi
3actocyBaHHs", "lMobivHi peakuii” BignoBigHO
[0 OHOBIEHOI iHbopMaLlii 3 6e3neku gitoyoi
peyoBUHYM (NapavueTamony) 3rigHo 3
pekomeHgauiasmn PRAC.

6e3
peuenma

nidnsieae

He

UA/9438/01/01

UA/4544/01/01

345.

CMNA3ro

Tabnetku; no 10
Tabnetok y 6nictepi;
no 1 a6o no 10
GnicTepis y kopobui

AHaHTa
Megikeap
Nnra.

Benwuka
BpuTaHis

dnamiHro
dapmacbtotukanc 14,
IHpis; AHaHTa Megikeap
NimiTen, IHaia

IHgia

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | Tuny - 3MiHn Wwopno
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynsipHoO OHOBMIOBAHOIO 3BITY 3
6e3neku nikapcbkoro 3acoby, abo
pocrimpkeHb 3 6e3nekn 3acTocyBaHHA
nikapcbkoro 3acoby B nicnsipeecTpauiiHni
nepio, abo sik pe3ynbTaT OUiHKK 3BITY 3
[ocnigpkeHb, NpoOBeAEHMX BigMNoBIAHO 0O
nnaHy negiaTpuyHux gocnimxkers (PIP)
(3MiHy y3rogXeHo 3 KOMMETEHTHUM
YMNOBHOBaXEHUM OpraHoMm)

3MiHM BHECEHO [0 IHCTPYKLUIii ANs MeAUYHOro

Ne 10 - 6e3
peuenma;
Ne 100 — 3a
peuenmom

nidnsieae
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3acTocyBaHHS NikapcbKoro 3acody Ao
posainie "B3aemogisi 3 iHWIMMM nikapCbKUMm
3acobamu Ta iHWi B1au B3aemonin",
"OcobnueocTi 3actocyBaHHs", "lMobiYHi
peakuii” BiANOBIiAHO A0 OHOBMEHOI
iH(bopMaLii 3 6e3nekn Lito4oi peyoBUHU
(napaueTtamony) 3rigHO 3 pekomeHAauisMu
PRAC. TepmiH BBEAEHHS 3MiH - npoTarom 3
MicaUiB Nicnsa 3aTBepAXeHHs

346.

CNIPOHOJAKT
OH

TabneTkn, BKPUTI
o6ornoHkoto, no 100
mr; no 10 TabneTtok
y bnicTepi; no 2 abo
no 3, abo no 5
GnicTepisB y nayui 3
KapTOHY

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHuX
MaTepianis: 3miHu | Tuny - 3miHn Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKili XapakTepucTumui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeaNYHOro 3aCTOCYBaHHS Ha
niacTaei perynsipHO OHOBMOBAHOIO 3BiTY 3
6esneku nikapcbkoro 3acoby, abo
pocrnigpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby B nicnsipeecTpauiiHuii
nepiod, abo Kk pesynbTaT OLiHKK 3BITY 3
pocnigkeHb, NpoBeAEHMX BiAMNOBIAHO A0
nnaHy negiatpuyHmnx gocnigxeHs (PIP)
(3MiHy y3rogeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHUM OpraHom) - 3MiHU BHECEHO
00 IHCTpYKUIT ANa MeanyHoro 3acTocyBaHHs
nikapcbkoro 3acoby oo posgainy "Bsaemogis
3 iHWK1MK NikapcbknMK 3acobamu Ta iHLLi
BMAN B3aemMogain" wono 6eaneku
3aCTOCYBaHHS [it040i PE4YOBUHM
CMipPOHOMAaKTOH BiANOBIAHO A0 pekoMeHAaLuin
PRAC.

3a
peuenmom

He
nidnsieae

UA/20352/01/03

347.

CMIPOHONAKT
OH

TabneTkn, BKpUTI
o6ornoHkKoto, no 25
mr; no 10 TabneTok
y 6nicTepi; no 2 abo
no 3, abo no 5
GnicTepiB y nayui 3
KapTOHY

MpAT
"TexHonor"

Ykpaina

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3MiHu | Tuny - 3MiHn Wwopno
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHSA Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHO OHOBIOBAHOTO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
focnimxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKkoro 3acoby B micrnspeecTpauiiHin
nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
pocnigkeHb, NpoBeAeHVX BignoBigHO 40
nnaHy negiatpuyHux gocnimkers (PIP)
(3MiHy y3rogXeHo 3 KOMMETEHTHUM
YNOBHOBa)X€HUM OpraHom) - 3MiHN BHECEHO
0o [HCTpyKUiT ANs MegUYHOro 3acToCyBaHHsI
nikapcbkoro 3acoby fo posainy "B3aemogist
3 iHWKMK NikapcbknMK 3acobamu Ta iHLLi
BMAM B3aemogin" wopao 6esneku
3aCTOCYBaHHS [it040i pe4oBUHMU

3a
peuenmom

He
nidnsieae

UA/20352/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
CNiPOHONAKTOH BiAMNOBIAHO A0 pekoMeHaaLin
PRAC.
348. | CNIPOHOJIAKT | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS1 3MiH 40 peecTpauiiHnx 3a He UA/20352/01/02
OH o6onoHkoto, no 50 "TexHonor" MaTepianis: 3miHn | Tuny - 3miHn Wwoao peuenmom nidnseae
mr; no 10 TabneTok 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
y BnicTepi; no 2 abo 3MiHa y KOpPOTKili XapaKTepucTumui
no 3, abo no 5 nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
6nicTepis y nayui 3 IHCTPYKUIT ANS MEAMYHOro 3aCTOCYBaHHS Ha
KapTOHY nigcTasi perynspHoO OHOBIOBAHOTO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
pocnimxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKkoro 3acoby B nicnsipeecTpauiiHuii
nepiog, abo sk pesynbTaT OLiHKM 3BITY 3
[ocnigpkeHb, NpOBEeAEHMX BiAMNOBIAHO OO
nnaHy negiatpuyHmnx gocrnigxeHs (PIP)
(3MiHY y3romkeHo 3 KOMNETEHTHUM
YMOBHOBaXXEHNM OpraHom) - 3MiHU BHECEHO
00 IHCTpYKUIT ANa MeanyHoro 3acTocyBaHHs
nikapcbkoro 3acoby o posginy "Baaemogis
3 iHWKMK NikapcbknMmn 3acobamu Ta iHLwi
BMAN B3aemogain" wono 6eaneku
3aCTOCYBaHHSA Aito40l pe4oBUHMU
CMiPOHONAaKTOH Bi4NOBIAHO A0 pekoMeHAaaLin
PRAC.
349. | CPIBNNO nnacTuHkn abo TOB "UcTok- Ykpaina JTABOPATOPIOC Icnanis BHECEHHS 3MiH [0 peecTpauiiHnX - UA/15161/01/01
KONOIQHE NMOPOLLIOK Mrroc” APTEHON C.J1. matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
(cybeTaHuis) y A®I. CtabinbHicTb. 3miHa nepiogy
nonieTuneHoBmx NOBTOPHUX BUNpobyBaHb/nepioay
Milwkax abo 30epiraHHst abo ymoB 36epiraHHst AdI (3a
nonieTMneHoBmnx BiJCYTHOCTi y 3aTBEpOXEHOMY [OChE
nnswkax ans cepTudpikaTta BiANOBIAHOCTI €BPONENChKin
dapmaLeBTU4HOro dapmakonei, Wo BKIoYae nepiof
3acTocyBaHHSA NOBTOPHOro BUNpobyBaHHs1) (nepioa
NOBTOPHOro BUNpobyBaHHs/nepios
30epiraHHst) - 3MEHLUEHHS — 3MEHLLEHHS
TepMmiHy nepekoHTponto APl 3 3 pokis oo 2
pokiB: 3aTBepaxeHo: TepMiH NepeKkoHTPOorno
3 pokn. 3anponoHoBaHo: TepMmiH
NEPEKOHTPOI0 2 POKK
350. | CTAMAPUN NMOPOLLIOK Ta CaHodi PpaHuis NMOBHUW LWKN ®paHuis BHECEHHS 3MiH IO peecTpaLiiHnX 3a UA/16354/01/01
BAKUWHA ONA | po3ynHHWK ons MacTep BUPOOHMUTBA, YropwumHa MaTepianis: 3miHn | Tuny - 3miHn Wwopo peuenmom
MNPO®INAKTUK | cycneHsii ans 3aMOBHEHHS, 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
M XXOBTOI iH’ ek, He MeHLLe niocpinizavis, nepeuHHe BBeneHHs abo 3MiHM 0O y3aranbHEHNxX
JINXOMAHKHA Hi>xx 1000 MO/po3a; - Ta BTOPWHHE NaKyBaHHS, OaHux npo cuctemy chapmakoHarnsgy
()KUBA no 1 gosi y donakoHi KOHTPOIb SIKOCTi, BUNYCK (BBEOEHHS y3aranbHEHWX AaHWUX Npo
ATEHYNOBAH Ta PO34YUHHUK cepii; NOBHWI LMKN cuctemy cbapmakoHarnsgy, amiHa
A) (HaTpito xropua, BMPOGHMLTBA, NepBUHHE YMOBHOBaXeHOi 0cobw, BignosigansHoi 3a

BOAa Ans iH'eKuin)
no0,5mny
nonepeaHLo
3anoBHEHOMY

Ta BTOPUHHE NaKyBaHHA,

KOHTPOb SKOCTi Ta
BUNYCK cepil
po34ynHHuka: CaHodi

34iicHeHHs dhapmakoHarnagy; KOHTakTHoT
ocobu 3 hapmakoHarnsaay 3asBHVKa A1

3AiNCHEeHHSA dhapmakoHarnsgy B YkpaiHi,

SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI




190 [TponoBkeHHs JoaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

wnpuuy 3 MacTep, PpaHuis; ocobu, BianoBiaanbHOT 3a 3AiNCHEHHS

NPUKPINMeHo nepBrvHHe Ta BTOPUHHE dapmakoHarnsay (BKMIOYaymM KOHTaKTHI

ronkoto; no 1 nakyBaHHSi, KOHTPOIb OaHi) Ta/abo 3MiHKM y po3milLeHHi MacTep-

dnakoHy 3 SIKOCTI, BUMYCK cepii; darina cuctemu hapmakoHarnsgy) - 3miHa

nopoLukom Ta 1 BTOPUHHE MaKyBaHHS, KOHTaKTHWX JaHUX YNOBHOBAaXEHOT 0cobu

nonepegHL0 BUMYCK cepii 3as1BHMKA, BianoBiganbHoI 3a

3anoBHEHOMY po3unHHUKa: CaHodi capmakoHarnsg. 3MiHa mMicLe3HaxomKeHHst

wnpuuy 3 Mactep, ®paHuis; macTtep-arnna cuctemu dpapmakoHarnagy.

NPUKPINNeHo
rOSIKOO B KAPTOHHIN
Kopo6ui; no 1
bnakoHy 3
nopotukom Ta 1
nonepeaHLo
3arnoBHEHOMY
wnpuuy 3
NPUKPINMEHO
ronkow B
cTaHgapTHO-
eKCMopTHIN
ynakoBLi, ka
MICTUTBCSH Y
KapTOHHIN kopobu,i 3
iHCTpyKUieto ons
Mean4Horo
3aCTOCYBaHHS; - N0
1 fosi y conakoHi Ta
PO3YMHHUK (HaTpito
Xropvga, Boga ans
iH’ekuin) no 0,5 mny
nonepeaHL0
3arMoBHEHOMY
wnpuuy 3 ogHieto
abo nsoma
OKPEMUMM ronKamu;
no 1 dnakoHy 3
nopotukom Ta 1
nonepeaHLo
3arMoBHEHOMY
wnpuuy 3 1 abo 2
OKpEMUMMU ronkamm
y 6nicTepi B
KapTOHHiII kopobuyj; -
no 1 fosi 'y nakoHi
Ta PO3YMHHUK
(HaTpito xnopua,
BOAA AN iH'eKUiN)
no0,5mny
nonepeaHLo
3arnoBHEHOMY
LUNPULY 3 OfHIED

BTOPWHHE NaKyBaHHS:
KioHe + Harenb K.,

YropLyuHa; BUnyck cepii:

CaHodi-ABeHTic 3pT.,
YropwuHa

3MiHa Micus 30iNCHEHHSI OCHOBHOT
isanbHOCTI 3 dhapMakoHarnsgy
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
abo asoma

OKPEMUMM ronkamu;
no 1 donakoHy 3
nopoLukom Ta 1
nonepeaHLo
3arnoBHEHOMY
wnpwuyy 3 1 abo 2
OKPEMUMM rofnkamm
y 6nicTepi B
cTaHfgapTHO-
eKCnopTHIN
ynakoBLi, ka
MICTUTBCSH Y
KapTOHHIN kopobu,i 3
iHCTpyKUieto ons
Mean4Horo
3aCTOCYBaHHS.
MapkyBaHHs
YKpPaiHCbKOK MOBOIO.
-no 1 posiy
cbnakoHi Ta
PO3YMHHUK (HaTpito
Xropva, Boga ans
iH’ekuin) no 0,5 mny
nonepeaHL0
3arMoBHEHOMY
wnpuuy 3
NpUKpinneHoto
ronkoto; rno 1
dnakoHy 3
nopotukom Ta 1
nonepeaHLo
3aMnoBHEHOMY
wnpuuy 3
NMPUKPINMeHo
TrOMKOI B KAPTOHHIN
Kopobui 3i cTukepom
YKPaiHCbKOK MOBOIO;
-no 1 posiy
dnakoHi Ta
PO3YMHHUK (HaTpito
Xropvga, Bogda ans
iH’ekuin) no 0,5 mny
nonepeaHL0
3arnoBHEHOMY
wnpuuy 3 ogHieto
abo aBoma
OKpPEMUMM TronKamu;
no 1 dnakoHy 3
nopotLukom Ta 1
nonepeaHL0




192

[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3arnoBHEHOMY
wnpuuy 3 1 abo 2
OKPEMUMMU ronKamm
y bnicTepi B
KapTOHHiI kopobui 3i
CTUKEPOM
YKpaiHCbKO MOBOH
351. | CTOOANB® cupon; no 200 mn y BYAPOH PpaHuis BYAPOH ®paHuis BHECEHHS 3MiH 40 peecTpauifiHnX bes UA/9346/01/01
cnakoHi; no 1 MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenma
bnakoHy 3 MipHOO 6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
YaLUKOo B MavLi (iHLWi 3MiHW) - 3MiHN BHECEHO Y TEKCT
MapKyBaHHS NePBMHHOI Ta BTOPUHHOI (. 3,
5, 8, 15, 17) ynakoBOK Nnikapcbkoro 3acoby
352. | CTOMATO- renb ans saced no 20 | TOBAPUCT YkpaiHa ToBapwucTtBo 3 YkpaiHa BHECEHHS 3MiH 0O peecTpauiiHnx bes3 UA/13651/01/01
FENb ry 1y6i; no 1 Ty6i y BO 3 obMexeHo MaTepianis: 3miHn | Tuny - 3miHn Wopo peuenma
3[00POB'A KOpoO6Li 3 KapTOHY OBMEXEH BiAMOBIAAMNbLHICTIO 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsay
Olo "®apmaueBTnyHa (iHWi 3MiHK) - OHOBMNEHHSA TEKCTY
BIOMOBIOA KoMnaHisi "3gopos's" MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
JIbHICTIO yMakoBOK MikapcbKoro 3acoby, a came:
«KOPIOPA BUITYY€eHO iHopMaLito, 3a3Ha4eHy
LA POCINCHKOK MOBOHK); BHECEHO 3MiHWN B TEKCT
«300POB’A MapKyBaHHS NEePBUHHOI (MyHKTW 2, 5, 6) Ta
» BTOPWHHOI (NyHKTKM 2, 4, 5, 11, 17) ynakoBok
nikapcbkoro 3acoby. BeegeHHst 3amMiH
NpoTArom 6 MicsiLiB Micnsi 3aTBEPAXKEHHS.
353. | CYMAMEO® NOPOLLIOK ANA TOB «TeBa Ykpaina MNIBA Xpsatcka f.0.0. XopsarTis BHECEHHS 3MiH 0 peecTpauiiHuX 3a UA/4612/01/01
oparnbHOi cycneHsii, YkpaiHa» matepianis: 3miHu | Tuny - 3miHK 3 sKoCTi. peuernmom
100 wmr/5 mn; no 1 CepTtudikat BignosigHocTi/E-cepTudikat
dnakoHy 3 BiZNOBIgHOCTI €BpONEenchKii
NOPOLLIKOM Ans dapmakonei/moHorpadii. MogaHHsa HoBoro
oparnbHOi cycneHsii abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
no 20 mn (400 mr) abo Buny4eHHst cepTudikaTta BignoBigHOCTI
pasoMm 3i LWNpULOM €Bponevicbkint bapmakonei: ana A®l; ons
058 0o3yBaHHA B BUXIQHOro MaTepiany/peareHTy/npoMixKHOro
Kopoo6ui NpoAYKTY, LLIO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI ADI; ANs 4ONOMiKHOI
peyoBUHM (CepTudikaTt BiANOBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTuddikat Bif yXe 3aTBEpA>KEHOrO
BMpOGHWKa - [MogaHHs OHOBMEHOro
cepTudikaTta BignoBigHOCTI €BpoNenchbkin
dapmakonei Ne CEP 2007-072 - Rev 03
(3aTBepmkeHo: R1-CEP 2007-072 - Rev 02)
onsa A®| AsutpomiumHy aurigparty Big
3aTBepgkeHoro BupobHuka PLIVA
CROATIA LTD. (Croatia), sikuin 3mMiHVUB Ha3By
Ha TAPI CROATIA INDUSTRIES LTD.
(Croatia).
354. | CYMAMEO® NMOPOLLIOK ANA TOB «TeBa YkpaiHa MNIBA Xpsatcka f.0.0. Xopsaris BHECEHHS 3MiH IO peecTpaLiiHnX 3a UA/15660/01/01
oparnbHoi cycneHsii YkpaiHa» matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
3i CMakoMm MonyHwui, CeptudikaTt BignosigHocTi/l E-ceptudikat




193 [TponoBkeHHs JoaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
100 mr/5 mnm; no 1 BiZNOBIgHOCTI €Bponenchkin
dnakoHy 3 dapmakonei/moHorpadii. MNoaaHHA HoBoro
NOPOLLKOM Ans abo OHOBMEHOro cepTudikaTta BigNoOBILHOCTI
oparnbHoi cycneHsii abo Buny4eHHs ceptudpikata BignoBigHOCTI
no 20 mn (400 mr) €sponewicbkin bapmakonei: ana A®l; gns
pasom 3i Wnpuuyom BUXIiQHOro matepiany/peareHTy/npoMixKHOro
Onsi 0o3yBaHHs B NpoAyKTY, L0 BUKOPUCTOBYHOTLCS Y
KopoOLi BUPOGHMUTBI ADI; AN 4ONOMiIXKHOI
peyoBUHM (CepTudikaT BiANOBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Big yxe 3aTBepaXeHoro
BUPOGHKKa - [MogaHHs OHOBMNEHOro
cepTuddikaTta BignoBigHOCTI €Bponenchkii
dapmakonei Ne CEP 2007-072 - Rev 03
(3aTBepakeHo: R1-CEP 2007-072 - Rev 02)
ans Al AsutpomiumHy aurigparty Big
3aTBepakeHoro BMpobHuka PLIVA
CROATIA LTD. (Croatia), sikuit 3MiHUB Ha3By
Ha TAPI CROATIA INDUSTRIES LTD.
(Croatia).
355. | CYMAMEO® TabneTkn, Wo TOB «TeBa YkpaiHa MNIBA XpBaTtcka 4.0.0. Xopsarisi BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/15994/01/01
aucnepryTbes, no YkpaiHa», matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
125 mr; no 6 YkpaiHa CeprudikaT BignosigHocTi/l E-cepTudikat
Tabnetok y Gnictepi; Bi4NOBIgHOCTI €Bponenchkin
no 1 Gnictepy B capmakonei/moHorpadii. MogaHHA HoBOrO
Kopoo6ui abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4eHHsi cepTudikaTta BignoBigHOCTI
€Bponevicbkint bapmakonei: ana A®l; ons
BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMiXKHOI
peyoBUHM (CepTudikaTt BiANOBIAHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHMI
cepTuddikat Bif yXe 3aTBEpA>KEHOrO
BMpOGHVKa - [MogaHHA OHOBMNEHOro
cepTudcpikaTa BignosigHoCTi €Bponenchkin
dapmakonei Ne CEP 2007-072 - Rev 03
(3aTBepokeHo: R1-CEP 2007-072 - Rev 02)
ansa A®| AsutpomiumHy aurigpaty Big
3aTBepakeHoro BMpobHuka PLIVA
CROATIA LTD. (Croatia), sikuin 3mMiHVUB Ha3By
Ha TAPI CROATIA INDUSTRIES LTD.
(Croatia).
356. | CYMAMEO® TabneTtku, LWo TOB «TeBa YkpaiHa MNIBA Xpsatcka f.0.0. Xopsaris BHECEHHS 3MiH IO peecTpaLiiHnX 3a UA/15994/01/02
aucnepryoTbes, o YkpaiHa» matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuernmom

250 mr; no 6
Tabnetok y 6nictepi;
no 1 6nictepy B
Kopoo6Li

CeptudikaT BignosigHocTi/lE-cepTudikat
BiZNOBIQHOCTI €BpONenchKin
dapmakonei/MmoHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4eHHst cepTudikaTta BignoBigHOCTI
€Bponevicbkint papmakonei: ana APl; ans
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUXIiQHOro matepiany/peareHTy/npoMixKHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCS Y
BUPOOHMLTBI ADI; onst ONOMKHOI

peyoBUHM (CepTudikaT BiANOBIAHOCTI
€sponelicbkin hbapmakonei) - OHoBReHWN
cepTudikaT Big yXXe 3aTBepAXeHoro
BMpOGHMKa - [MogaHHs OHOBMNEHOro
cepTudikaTta BignoBigHOCTI €BpONENnchbKiin
capmakonei Ne CEP 2007-072 - Rev 03
(3aTBepakeHo: R1-CEP 2007-072 - Rev 02)
ansa A®| AsutpomiumHy aurigpaty Big
3aTBepakeHoro BupobHuka PLIVA

CROATIA LTD. (Croatia), sikuit 3mMiHNB Ha3By

Ha TAPI CROATIA INDUSTRIES LTD.
(Croatia).

357.

CYMAMEO®

TabneTkn, Wo
avcnepryoTscs, no
500 mr; no 3
Tabnetkn y Gnictepi;
no 1 a6o no 2
Gnictepu B kOpoOLi

TOB «TeBa
YkpaiHa»

Ykpaina

MNIBA XpBatcka 4.0.0.

XopsarTisa

BHECEHHS 3MiH 4O peecTpauinHnX
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
CepTudikat BignosigHocTi/[E-cepTudikat

Bi4NOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MoaaHHA HoBOroO
abo oHoBMEeHoro cepTudikaTta BianNoOBILHOCTI
abo BuNy4YeHHs ceptudpikata BignosigHOCTI
€Bponenicbkin apmakonei: ana A®l; ans
BUXiQHOro matepiany/peareHTy/npomMiKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst 4ONOMDKHOI
peYoBMHM (CepTUdikaT BiaNOBIgHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepaKeHoro
BUPOGHKKa - [MogaHHs OHOBMNEHOro
cepTudcpikaTa BignosigHoCTi €Bponenchkin
dapmakonei Ne CEP 2007-072 - Rev 03
(3atBepokeHo: R1-CEP 2007-072 - Rev 02)
ansa A®| AsutpomiumHy aurigpaty Big
3aTBepakeHoro BMpobHuka PLIVA
CROATIA LTD. (Croatia), sikuin 3miHMB Ha3By
Ha TAPI CROATIA INDUSTRIES LTD.
(Croatia).

3a
peuenmom

UA/15994/01/03

358.

CYMAMEO®

TabneTkn, Wo
AMCNepryoThesl, No
1000 wmr; no 1
Tabnetui y 6nictepi;
no 1 abono 3
6nictepn B Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

MINIBA XpsaTtcka 4.0.0.

XopsarTist

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
CeprudikaT BignosigHocTi/l E-cepTudikat

BiQNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MoaaHHa HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI

€Bponeiicbkint hapmakonei: ana A®l; ons
BMXiAHOro Matepiany/peareHTy/NpOMiXKHOrO
NPOAYKTY, LLO BUKOPUCTOBYIOTLCH Y
BUPOGHMLUTBI ADI; Ans 4ONOMiIKHOI
peyvYoBUHM (CepTUdikaT BiAMoBIAHOCTI
€Bponelicbkiii hapmakonei) - OHoBNeHMI

3a
peuernmom

UA/15994/01/04
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

cepTudikaT Big yXXe 3aTBepAXeHoro
BUPOGHWKa - [MogaHHs OHOBMNEHOro
cepTudikaTta BignoBigHOCTI €Bponenchkiin
capmakonei Ne CEP 2007-072 - Rev 03
(3aTBepaxeHo: R1-CEP 2007-072 - Rev 02)
ans A®| AsutpomiumHy aurigparty Big
3aTBEepaKeHoro BupobHuka PLIVA
CROATIA LTD. (Croatia), sikuin 3miHMB Ha3By
Ha TAPI CROATIA INDUSTRIES LTD.
(Croatia).

359.

CYMAME®

TabneTku, BKPUTI
NniBKOBOKO
o6onoHkoto, no 500
Mmr: no 2 abo no 3
Tabnetkn y Gnictepi;
no 1 Gnicrepy y
KopobLi

TOB «TeBa
YkpaiHa»

Ykpaina

MNIBA Xpsatcka 4.0.0.

Xopsaris

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/E-cepTudikat

BiZNOBIgHOCTI €BpONEnChKii
capmakonei/moHorpadii. MogaHHA HOBOrO
abo oHoBMEeHoro cepTudikaTta BignNoOBIgHOCTI
abo Buny4eHHs cepTudikaTta BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BUXiQHOro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCA Y
BUPOGHMLTBI ADI; onst ONOMiKHOI
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkin hapmakonei) - OHoBNeHWN
cepTudikaT Big yxe 3aTBepAXeHOro
BUPOGHWKa - [MogaHHs OHOBMNEHOro
cepTudikaTta BignoBigHOCTI €EBpoONenchbKin
dapmakonei Ne CEP 2007-072 - Rev 03
(3atBepokeHo: R1-CEP 2007-072 - Rev 02)
ansa A®| AsutpomiumHy aurigparty Big
3aTBepgkeHoro BMpobHuka PLIVA
CROATIA LTD. (Croatia), sikuin 3miHMB Ha3By
Ha TAPI CROATIA INDUSTRIES LTD.
(Croatia).

3a
peuenmom

UA/2396/02/02

360.

CYMAMEO®

TabneTkn, BKpUTI
NniBKOBOO
obornoHkot, no 125
MF: no 6 TabneTok y
Gnictepi; no 1
GnicTepy y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

MINIBA XpsaTtcka 4.0.0.

XopsarTist

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
CeptudikaT BignosigHocTi/E-cepTudikat

BiQMNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4YeHHsi cepTudikaTta BignoBigHOCTI

€Bponeickkin papmakonei: gna A®l; ans
BUXiAHOro MaTtepiany/peareHTy/NpoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI
peyvoBUHYM (CepTUdikaT BiANOBIgHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepaKeHOro

BMPOOHYKa - MNogaHHs OHOBREHOro
cepTudpikaTa BignosigHOCTi EBponenchkin

capmaxkonei Ne CEP 2007-072 - Rev 03
(3aTBepakeHo: R1-CEP 2007-072 - Rev 02)

3a
peuenmom

UA/2396/02/01
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
ans A®| AsuTpomiumHy aurigparty Big
3aTBepakeHoro BupobHuka PLIVA
CROATIA LTD. (Croatia), sikuit 3MiHNB Ha3By
Ha TAPI CROATIA INDUSTRIES LTD.
(Croatia).
361. | CYMAMEO® NOPOLLIOK A411s TOB «TeBa YkpaiHa MNIBA XpeaTtcka 4.0.0. XopsarTis BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/15661/01/01
®OPTE oparnbHoi cycnersii YkpaiHa» matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
3i cmakom H6aHaHa, CeptudikaT BignosigHocTi/l E-ceptudikat
200 mr/5 mn; no 1 BiZNOBIgHOCTI €Bponenchkin
dnakoHy 3 capmakonei/moHorpadii. MogaHHA HOBOTO
NOPOLLIKOM Ans abo oHoBneHoro ceptudikaTta BigNoBIQHOCTI
oparnbHOI cycneHsii abo BuNy4YeHHs ceptudikata BignosigHOCTI
no 15 mn (600 mr) €Bponeickkin hapmakonei: gns A®l; ans
pasom 3i LWNpULom BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOro
Onst 0o3yBaHHs B NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
KopobLUi BUPOGHMLTBI ADI; onst ONOMiKHOI
peyoBUHM (CepTUdikaT BiANOBIAHOCTI
€Bponecbkin dhapmakonei) - OHoBNeHWi
cepTudikaT Big yxe 3aTBepAXeHOro
BMpOGHMKa - [ogaHHA OHOBMEHOTo
cepTuddikaTta BignoBigHOCTI €Bponenchkii
cdapmakonei Ne CEP 2007-072 - Rev 03
(3aTBepokeHo: R1-CEP 2007-072 - Rev 02)
ans Al AsutpomiumHy aurigparty Big
3aTBepaKeHoro BupobHuka PLIVA
CROATIA LTD. (Croatia), sikuin 3MiHVUB Ha3By
Ha TAPI CROATIA INDUSTRIES LTD.
(Croatia).
362. | CYMAMEO® NOPOLLIOK ANA TOB «TeBa Ykpaina MNIBA Xpsatcka f.0.0. XopsarTis BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/15663/01/01
®OPTE oparnbHOoi cycneHsii YkpaiHa» matepianis: 3miHu | Tuny - 3miHK 3 sKoCTiI. peuenmom
3i CMakoM nonyHwuLyj, CeptudikaT BignosigHocTi/lE-cepTudikat
200 mr/5 mn; no 1 BiZNOBIgHOCTI €BpONEenchKii
dnakoHy 3 dapmakonei/MmoHorpadii. MogaHHsa HoBoro
NOPOLLKOM Ans abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
oparnbHOi cycneHsii abo Buny4eHHs cepTudikaTta BignoBigHOCTI
no 30 mn (1200 wmr) €Bponevicbkint hapmakonei: ana A®l; ons
pasoMm 3i LWNpMLOM BUXiAHOro MaTtepiany/peareHTy/NpoMiXXHOro
ONs Ao3yBaHHS B NpoAYKTY, LLIO BUKOPUCTOBYHOTLCS Y
KopoobLi BUPOGHMUTBI ADI; Ans 4ONOMiXKHOI
peyvoBUHYM (CepTUdikaT BiANOBIgHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWI
cepTudikat Bif yxe 3aTBEpA>KEHOrO
BUPOGHYKa - [MogaHHs OHOBMNEHOro
cepTudikaTta BignoBigHOCTI €BpoNenchkin
dapmakonei Ne CEP 2007-072 - Rev 03
(3aTBepakeHo: R1-CEP 2007-072 - Rev 02)
onsa A®| AsutpomiumHy aurigparty Big
3aTBepgkeHoro BMpobHuka PLIVA
CROATIA LTD. (Croatia), sikuin 3miHVMB Ha3By
Ha TAPI CROATIA INDUSTRIES LTD.
(Croatia).
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
363. | CYMAMEO® NOPOLLIOK A411s TOB «TeBa YkpaiHa MNIBA XpeaTtcka 4.0.0. XopsarTis BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/4170/01/01
®OPTE oparnbHOi cycneHsii, YkpaiHa» matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peuenmom
200 mr/5 mn; no 1 CepTudikat BignosigHocTi/E-cepTudikat
nakoHy 3 BiZNOBIgHOCTI €Bponenchkin
NOPOLLKOM ANs apmaxkonei/moHorpadii. [MogaHHA HOBOrO
oparnbHoi cycneHsii abo OHOBMEHOro cepTudikaTta BignNoOBIgHOCTI
no 15 mn (600 wmr), abo Buny4eHHs ceptudpikata BignoBigHOCTI
abo no 30 mn (1200 €Bponewicbkin dapmakonei: ana A®l; ans
mr), abo no 37,5 mn BUXIiQHOro matepiany/peareHTy/npoMixKHOro
(1500 mr) pasom 3i NPOAYKTY, O BUKOPUCTOBYHOTLCA Y
wnpvuomM ans BUPOGHMUTBI ADI; AN 4ONOMiIXKHOI
[03yBaHHA B pevoBUHM (cepTudikaT BiANOBIAHOCTI
Kopobui €Bponecbkin dapmakonei) - OHoBNeHui
cepTudikaT Bifg ye 3aTBepaXeHOro
BUPOGHKKa - [MogaHHs OHOBMNEHOro
cepTuddikaTta BignoBigHOCTI €Bponenchkii
dapmakonei Ne CEP 2007-072 - Rev 03
(3aTBepakeHo: R1-CEP 2007-072 - Rev 02)
ans Al AsutpomiumHy aurigparty Big
3aTBepgkeHoro BMpobHuka PLIVA
CROATIA LTD. (Croatia), sikuit 3MiHNB Ha3By
Ha TAPI CROATIA INDUSTRIES LTD.
(Croatia).
364. | CYMAMEO® NOPOLLIOK A4S TOB «TeBa YkpaiHa MNIBA XpBaTtcka 4.0.0. Xopsarisi BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/15662/01/01
POPTE oparnbHOI cycneHsii YkpaiHa» maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
3i CMakom ManuiHu, CeprudikaT BignosigHocTi/lE-cepTudikat
200 mr/5 mn; no 1 BiQMNOBIAHOCTI €EBpONENChHKIl
dnakoHy 3 dapmakonei/moHorpadii. MogaHHsa HoBoro
NOPOLLIKOM Ansi abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
opanbHOoi cycneHsii abo Buny4eHHsi cepTudikaTta BignoBigHOCTI
no 37,5 mn (1500 €Bponevicbkint hapmakonei: ana A®l; ons
Mr) pa3om 3i BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOro
Linpuuom ansi NpoAyKTY, L0 BUKOPUCTOBYHOTLCS Y
[03yBaHHA B BUPOGHMUTBI ADI; ANs 4ONOMiKHOI
Kopoo6ui peyoBUHM (CepTudikaTt BiANOBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHMI
cepTuddikat Bif ye 3aTBEpAXKEHOrO
BUpOGHVKa - [MogaHHA OHOBMNEHOro
cepTudcpikaTa BignosigHoCTi EBponenchkin
dapmakonei Ne CEP 2007-072 - Rev 03
(3aTBepmkeHo: R1-CEP 2007-072 - Rev 02)
ansa A®| AsutpomiumHy gurigpaty Big
3aTBepgkeHoro BupobHuka PLIVA
CROATIA LTD. (Croatia), sikuin 3mMiHVMB Ha3By
Ha TAPI CROATIA INDUSTRIES LTD.
(Croatia).
365. | TAMIH Tabnetku no 50 wmr; HOBEN TypeuunHa HOBEN INAY CAHAI BE | TypeuuuHa BHECEHHS 3MiH [0 peecTpauiiHnx 3a He UA/20089/01/01
no 14 Tabnetok y INAY CAHAIT TIOXAPET A.LL. matepianis: 3MiHu | Tuny - 3MiHn Wwono peuenmom | nidnsizae
GnicTepi; no 2 abo 4 BE 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
Gnictepuny TIOXKAPET 3MiHM y KOPOTKili XapakTepucTuLi
KapTOHHIN ynakoBLj AL nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
IHCTPYKUiT ANS MEAWNYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpuaHnx/GionodibHUx
nikapcbkux 3acobiB Nicns BHECEHHS Tiel
caMoi 3MiHM Ha pedbepeHTHUI NpenapaT
(3miHa He noTpebye HagaHHS XOOHMX HOBUX
[o[aTkoByx AaHnx) 3MiHW BHECEHO A0
IHCTPYKUiT ANS MEAWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "Moka3aHHs",
"OcobnueocTi 3actocyBaHHs", "lMobiYHi
peakuii” 3rigHo 3 iHhopmalLieto Wwoao
ME[IMYHOrO 3aCTOCYBaHHS pedepeHTHOro
nikapcbkoro 3acoby (Galvus® 50 mg
tablets). BeegeHHs 3MiH NnpoTsirom 6-Tu
MicsLiB nicnsi 3aTBepAKEHHS
366. | TAO-600 NMOPOLLIOK Ta BIOME[IKA ITanis BIOMELOIKA ®OCKAMA ITania BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/20929/01/01
PO3YMHHUK NS SOCKAMA IHOACTPIA XIMIKO- MaTepiarnis: yTOMHEHHS HaNUCaHHA Ha3BU peuenmom
po3unHy ans iH'ekuin | IHOACTPIA DPAPMACBIOTIKA 3asiBHUKa (BUMpaBIeHHs rpamMmaTuyHoi
600 mr/4 mn; no 5 XIMIKO- C.N.A. nomunkn) B Hakasi MO3 YkpaiHuu Ne 1151
cbnakoHiB 3 DPAPMACbH BiAa 18.07.2025 B npoueci peecTpauii.
nopoLukom i 5 amnyn IOTIKA Pepakuisa B Hakasi - BIOMELIKA ®OCKAMA
3 PO3YUHHUKOM MO 4 C.MA. IHOACTPIA XIMIKO-®APMACHKOTIKA
My KOHTYPHIn C.MN.A., Itanis. BipHa peaakuis -
YapyHKOBIMN BIOMELIKA ®OCKAMA IHOACTPIA
ynakoBLUi, N0 OgHin XIMIKO-®APMACBIOTIKA C.M.A., Itanis
abo no ABi KOHTYPHI
YapyHKOBI yNaKkoBK/
y navui
367. | TABAMAKC NOPOLLIOK ANA Mictpan AHrnis Mitim C.p.n. ITanisa BHECEHHS 3MiH 0 peecTpauiiHuX 3a UA/19928/01/01
po34nHy Ans Kenitan marepianis: 3MiHu | TUNy - AgMiHICTpaTuUBHI peuenmom
iHdpysin, 4 r/500 wmr; MeHnepxmeH 3MiHW. BunyyeHHs BUpOGHMYOI AinbHULI
10 donakoHiB 3 T Nimiteq (Bkmrovaroum ainbHuui ana A®l, npomixxHoro

MOPOLLIKOM B NavLli

npoaykTy abo roToBoro nikapcbkoro 3acooy,
AiNbHWLI ANA NpoBeAeHHs NaKyBaHHS,
BMPOOHWKa, BiANOBiAaNbHOro 3a BUMYCK
cepiin, micLe NpoBeAeHHS KOHTPOO cepil)
abo nocTavanbHyKa BUXigHOrO Matepiany,
peareHTy abo JONOMIKHOT PEYOBUHM (SIKLLO
3a3Ha4YeHo Y JOCbE) - BUNyYEHHS
BMpo6HUMYOi AinbHuui LIOSINTEX S.R.L,
ITanis NpomibXHOro NPOAyKTy cTepurbHa
cyMmill ninepauuniHy HaTpito Ta Tazobaktamy
HaTpito (8:1). 3miHu | TNy - 3MiHM 3 siKOCTi.
[oToBWMI Nikapcbkuil 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMUX MeX, BCTAHOBIIEHUX Y
cneuudikauisx, nig 4ac BUpobHULTBa
rOTOBOIO MiKapCbKOro 3acoby (3BY)XEeHHS
OONYCTUMUX MEX) - 3BYXKEHHS OMyCTUMMUX
MeX, BCTAHOBMEHWX Yy cneumdikauisx, nig
yac BMPOOHMLITBA rOTOBOIO MiKapCbKOro
3acoby, a came B ONUCI KPUTUHHUX
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

napameTpiB. 3miHu | TMNy - 3MiHK 3 SIKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapCbKoro 3acoby. 3miHa y
mMeToAax BMNpobyBaHHS FOTOBOrO
nikapcbkoro 3acoby (HesHayHa 3miHa y
3aTBEPKEHNX MeToAax BUNPobyBaHHS) -
He3HayHa 3MiHa y 3aTBepAKeHOMy MeTogi
BMNpobyBaHHs Aomiwkn B (in-House HPLC
method C). 3miHu | Tuny - 3miHM 3 AKoCTi.
[oToBuMI nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6. 3miHa
OyAb-AKOT YaCTMHWU MaTepiany NepBUHHOI
YNaKoBKW, LLIO HE KOHTaKTY€e 3 FOTOBUM
nikapcbkuM 3acobom (Hanpuknag Konip
KPWLLIEYOK 3 KOHTPOMNEM MepLLOro BiAKPUTTS,
KONip KOAOBMX Kinewb Ha amnynax,
KOHTeWHepa Ans ronok (pisHi Buan
nnactmacwu) (3mMiHa, sika He BNNvMBae Ha
KOPOTKY XapaKTepuCTWKy NikapCbKoro
3acoby) - BHECEHHS 3MiH Ao po3ainy 3.2.P.7.
Cucrema KoHTeliHep/3aKynopioBanbHUi
3acib, a came JoaaHo AoAaTKOBUIN
TEXHIYHMIN Hanuc Ha Haknagkax Flip-off
(niameTp 20 mm i giameTp 32 Mm)
BUpoGHMLTBa Bormioli. 3miHn | Tuny - 3miHn
3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/MmoHorpadii. MogaHHsa HoBoro
abo oHoBneHoro ceptudikaTta BiANOBIQHOCTI
abo Buny4eHHsi cepTudikaTta BignoBigHOCTI
€Bponevicbkint bapmakonei: ana A®l; ons
BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOIo
NPOAYKTY, LLO BUKOPUCTOBYIOTLCA Y
BUPOGHMLUTBI ADI; ANs 4ONOMiKHOI
peyoBUHM (CepTudikaTt BiANOBIAHOCTI
€sponeicbkin bapmakonei) - Hosun
cepTudikart Big BXe 3aTBEpAXXEHOro
BUPOOHMKA - MOAAHHA HOBOTO cepTudikaTa
BiAMOBIAHOCTI €Bponencokin dapmakonei
CEP 2022-445-Rev 01 (Process Il) ana A®I
ninepauwurniHy MOHOTIApPaT Bif BXe
3aTBepakeHoro BupobHuka Shandong
Anshun Pharmaceutical Co., Ltd., China.

368.

TAKHI NOHI

Kancynm
NPOOHroBaHoi Aii
TBepai, no 0,5 mr; no
10 kancyn
NPOOHroBaHoi Aii
TBepaux y bnictepi;
no 5 Gnictepis y
antoMiHieBomy

TOB «TeBa
YkpaiHa»

YkpaiHa

AT dapmMaueBTUYHUNI
3aBog TeBa

YropwuHa

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3MiHu | Tuny - 3MiHn Wwono

6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.

3MiHa y KOpOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHO OHOBIOBaHOTO 3BiTY 3

6e3neku nikapcbkoro 3acoby, abo

3a
peuenmom

He
nidnsieae

UA/20185/01/01




200 [TponoBkeHHs JoaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nakeri, WO MiCTUTb pocrnimpkeHb 3 6e3nekn 3acTocyBaHHS
BOSOronornuHanymn nikapcbkoro 3acoby B nicnsapeecTpauinHuii
nakeTwuk; no 1 nepiod, abo sk pe3ynbTaT OUiHKK 3BITY 3
antoMiHieBoMy pocnigkeHb, NpoBeAeHVX BiANOBIOHO A0
nakeTy B KApTOHHIl nnaHy negiatpuynHmx gocnimkers (PIP) (iHwi
KopobLi 3MiHM) - 3MiHN BHeCeHO A0 IHCTpyKUii Ana
MELMNYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby Ao posainis "OcobnmeocTi
3acTtocyBaHHs" Ta "MobiyHi peakuii™
BiNoBIgHO 4O OHOBMEHOI iHhopmaLii Wwoao
6e3neky 3acTOCyBaHHsI [it040i PeHOBUHU.
TepmiH BBEAEHHA 3MiH NpoTAromM 6 micsauis
nicns 3aTBepAXKEHHs!
369. | TAKHI IOHI Kancynm TOB «TeBa Ykpaina AT dapmMaueBTUYHUNI YropwuHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a He UA/20185/01/02
NPOSOHroBaHoI Aii YkpaiHa» 3aBog TeBa MaTepianis: 3miHn | Tuny - 3miHn Wwopo peuenmom nidnsieae
TBepai, 1 mr; no 10 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
Kancyn 3MiHa y KOpPOTKili XapakTepucTuLi
NPOSOHroBaHoI Aii nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta
TBEpAMX y bnicTepi; IHCTPYKUIT ANS MeaNYHOro 3aCTOCYBaHHS Ha
no 5 GnictepiB y nigcTaBi perynsipHo OHOBMIOBAHOIO 3BITY 3
antomiHieBomy Ge3neku nikapcbkoro 3acoby, abo
nakerTi, WO MiCTUTb pocrnigpkeHb 3 6e3nekn 3acTocyBaHHs
BOJTOronorfvHanymn nikapcbKoro 3acoby B MicrnspeecTpauiiHin
nakeTuk; no 1 nepiog, abo sk pesynbTaT OLiHKM 3BITY 3
antoMiHieBoMy pocnigkeHb, NpoBeAEHMX BiAMNOBIAHO A0
nakeTy B KApTOHHIl nnaHy negiatpuyHmx gocnimpkers (PIP) (iHwi
KopoobLi 3MiHN) - 3MiHM BHeceHo Ao IHCTpykuii ans
MELMYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby ao posginis "OcobnmBocTi
3actocyBaHHs" Ta "lMobiyHi peakuii™
BiAMNoBIgHO 4O OHOBMEHOI iHpopmaLii Wwoao
6e3nekn 3aCToCyBaHHS Ail040i PEYOBUHM.
TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauis
nicns 3aTBEpAXKEHHS!
370. | TAKHI IOHI Kancynm TOB «TeBa Ykpaina AT dapmMaueBTUYHUNI YropwuHa BHECEHHS 3MiH 0 peecTpauiiHuX 3a He UA/20185/01/03
NPONOHroBaHoi Al YkpaiHa» 3aBog TeBa matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenmom nidnsieae

TBepAi, no 3 mr; no
10 kancyn
NPONOHroBaHoi Al
TBepaux y bnictepi;
no 5 Gnictepis y
antomiHieBomy
nakeTi, Wo MiCTUTb
BOJIOrONorfMHaKymmn
nakeTuk; no 1
antomiHieBomy
nakeTy B KApTOHHIl
KopooLi

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHoO OHOBIOBaHOTO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
focnimxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKkoro 3acoby B micrnspeecTpauiiHin
nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
pocnigkeHb, NpoBeAeHVX BignoBigHO 40
nnaHy negiatpuyHmx gocnigpkers (PIP) (iHwi
3MiHN) - 3MiHM BHeceHo A0 IHCTpykuii ans
MeaMYHOro 3aCTOCYBaHHSI NikapCbKoro
3acoby no posginis "OcobnmBocTi
3actocyBaHHs" Ta "MobiyHi peakuii”
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BigNoBigHO 4O OHOBMEHOI iHhopmaLii Wwoao
6e3neky 3acTOCyBaHHsI i040i PeHOBUHMU.
TepMmiH BBeAEHHS 3MiH NPOTAroM 6 micsauis
nicns 3aTBepAKEHHs!
371. | TAKHI IOHI Kancynm TOB «TeBa Ykpaina AT dapmaueBTUYHUI YropwuHa BHECEHHS 3MiH 40 peecTpauifiHnX 3a He UA/20185/01/04
NPOOHroBaHoi Aii YkpaiHa» 3aBog Tesa MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenmom nidnsieae
TBepai, no 5 mr; no 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
10 kancyn 3MiHa y KOpOTKili XapakTepucTuLi
NPOOHroBaHoi Aii nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
TBEpPAMX y bnicTepi; IHCTPYKUIT ANS MeAMYHOro 3acToCyBaHHS Ha
no 5 Gnictepis y nigcTaBi perynsipHo OHOBMIOBAHOIO 3BITY 3
antomiHieBomy Ge3neku nikapcbkoro 3acoby, abo
nakerTi, WO MiCTUTb pocrnimpkeHb 3 6e3nekn 3acTocyBaHHs
BOJTOronorfvHanymn nikapcbKkoro 3acoby B nicnspeecTpauiiHin
nakeTuk; no 1 nepiog, abo sk pesynbTaT OLiHKM 3BITY 3
antoMiHieBoMy pocnigkeHb, NpoBeAEHMX BiAMNOBIAHO A0
nakeTy B KApTOHHIl nnaHy negiatpuynHmx gocnimpkers (PIP) (iHwi
KopobLUi 3MiHM) - 3MiHN BHeceHo Ao IHCTpyKuii Ansa
MELMNYHOro 3aCTOCYBaHHS! NiKapCbKOro
3acoby ao posainis "OcobnmBocTi
3acTocyBaHHs" Ta "Mo6iyHi peakuii”
BiANOBIAHO 40 OHOBNEHOI iHGOopMaLiii Woao
6e3nekn 3aCToCyBaHHS Ail040i PEHOBUHM.
TepmiH BBEAEHHA 3MiH NpoTaromM 6 micauis
nicns 3aTBepAXKEHHs!
372. | TAKCOTEP® KOHLIeHTpaT Ans TOB Ykpaina CaHodi-ABeHTic HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/5488/01/02
PO34nHY Ans "CaHodi- Donunaxp MmeX matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenmom
iHdpysin, 20 mr/mn; ABeHTiC 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
Ne 1: no 4 mn (80 Ykpaina" BeeaeHHs abo 3MiHu [0 y3aranbHeHWX
Mr) y conakoHi; no 1 OaHuX Npo cuctemMy hapmMakoHarnsgy
hrnakoHy B (BBEAEHHS y3aranbHEHUX AaHWX NPO
KapTOHHIl kopoOLi cuctemy chapmakoHarnsigy, amiHa
yrnoBHOBaeHoi ocobu, BignoBifanbHoi 3a
34iicHeHHs dhapmakoHarnagy; KOHTakTHoT
ocobu 3 hapmakoHarnsaay 3asBHYKa A4S
3AicCHeHHs hapmakoHarnsagy B YKpaiHi,
SKLLO BOHA BigMiHHA Bif YNOBHOBaXEHO|
ocobu, BignoBiganbHoi 3a 34iINCHEHHS
dapmakoHarnsay (BKMOYaKUmM KOHTaKTHI
OaHi) Ta/abo 3MiHKM y po3milLleHHi MacTep-
havina cuctemu dhapmakoHarnsgy). 3miHa
MicLle3HaxomKeHHs MacTep-thanna cuctemm
dapmakoHarnsgy. 3miHa micusi 3AiNCHEHHS
OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsgy.
373. | TANNITOH® TabneTku no 6,25 3AT YropuuHa nepBUHHE NakyBaHHS, YropwuHa BHECEHHS 3MiH A0 peecTpauifiHmX 3a UA/0947/01/01
Mr; no 7 TabneTok y dapmaueBT BTOPUHHE MaKyBaHHS, marepianis: 3MiHu | TUNY - AOMiHICTpaTUBHI peuernmom
6nictepi; o 2 abo 4 | n4Hui 3aBog KOHTPOb, BUMYCK Cepii: 3MiHN. BunyyeHHs BUPOGHWYOI AinbHUL
Gnictepuy EriC 3AT dapmaueBTUYHUI (Bkntovaroum ainbHuui ana A®l, npomixHoro
KapTOHHIl kopoOLi 3aBog ElC, YropwmHa; npoaykTy abo roToBOro nikapcbkoro 3acooy,
NOBHUI LUUKN [inbHUL AN NPOBEAEHHS MaKyBaHHS,
BMPOGHMLTBA, BMPOGHWKa, BiAMNoBiAanbHOro 3a BUMycK
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BKJ10YaKOUM BUMYCK
cepii: 3AT
dapMaLleBTUYHUIA 3aBOf,
ETIC, YropwwuHa

cepin, MicLe NpoBeaeHHs KOHTPONKO cepii)
abo nocTavarnbHvKa BUXigHOrO MaTepiany,
peareHTy abo 4ONOMIKHOI pe4oBMHM (SKLLO
3a3HaYeHO Y OCbE) BUMYYEHHS
3aTBepAKeHOro BUpobHuKa Aitoyor
peyvoBuHK kapsegunon - Mylan Laboratories
Limited, India. 3MiHu | TUNY - 3MiHM 3 AKOCTiI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikaui Ta/abo
[OMNYCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco0by (iHwWi 3MiHK) BUNpaBNeHHs
HenpaBunbHO 3aTBEPKEHOT NEPIOANYHOCTI
KOHTPOIIO 3a nokasHukom «MikpobionoriyHa
unctoTta» B Cneundikadii [M3. Takox
BHOCWUTbCS YTOYHEHHST (hOpMyIntoBaHHS 4O
TYMC (3aTBEpAKEHO: «3aranbHe YNCno
rpmbiB»; 3aNpPONOHOBaHO: «3aranbHe YUCHo
OpbkooBux i nniceHeBux rpubis TYMC») Ta
popaetbesa (TAMC) oo «3aranbHe 4ncno
aepobHMX MikpoopraHiamiey», 6e3 3MiH
KpUTEpIito NPUIRHATHOCTI BignoBigHo oo €0,
5.1.4. BBeAeHHS 3MiH - NpOTArom 6-tu
MicsaLiB Micnsa 3aTBEPAXEHHS.

374.

TANNITOH®

Tabnetkn no 12,5
Mr; no 14 TabneTtok
y bnicTepi; no 1 abo
2 Bnictepu y
KapTOHHIN kopobLyi

3AT
dapmanesT
MYHUI 3aBOf,

EriC

YropwuHa

nepBUHHE NaKyBaHHS,
BTOPVHHE NaKyBaHHS,
KOHTPOSb, BUMYCK Cepii:
3AT dapmaueBTUHHUI
3aBog ElC, YropwmHa;
NOBHUN LMKIT
BMPOGHMLTBA,
BKITHOYAKOUU BUMYCK
cepii: 3AT
dapmaLeBTU4HUIA 3aBOS
ETIC, YropwwuHa

YropwmHa

BHECEHHS 3MiH 4O peecTpauinHnX
marepianis: 3MiHu | TUNy - AgMiHICTpaTuUBHI
3MiHW. BunyyeHHs BUPOGHMYOI AinbHUL
(Bkntovaroum ainbHuui ana A®l, npomixxHoro
npoaykTy abo roToBoro nikapcbkoro 3acooy,
AiNbHWLI ANA NpoBeAeHHs NaKyBaHHS,
BMPOOHWKa, BiANOBiAaNbHOro 3a BUMYCK
cepiin, micLe NpoBeAeHHS KOHTPOO cepil)
abo nocTavanbHyKa BUXigHOrO Matepiany,
peareHTy abo JONOMIKHOT PEYOBUHM (SIKLLO
3a3HaYeHo Y 4OCbE) BUMYYEHHS
3aTBepOKEeHOro BUpobHUKa Aitoyoi
peyoBuHU kapseaunon - Mylan Laboratories
Limited, India. 3miHu | TUNY - 3MiHM 3 AkoCTi.
oToBWI Nikapcbkuin 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo
A0MYyCTUMMX MEX roTOBOTrO NiKapCbKOro
3acoly (iHLLi 3MiHM) BUNpaBeHHS
HenpasuIbHO 3aTBEPAXKEHOI NepioANYHOCTI
KOHTpPOMHO 3a nokasHukom «MikpobionoriyHa
unctota» B Cneuudikauii MM3. Takox
BHOCWUTBCS YTOYHEHHSI (hopMyntoBaHHSA [0
TYMC (3aTBEpPOKEHO: «3ararnbHe YNCno
rpubiB»; 3aNpONOHOBAHO: «3ararnbHe YnCro
OPiKMKOBYMX i nriceHeBux rpnbis TYMC») Ta
nopaetbest (TAMC) go «3aranbHe Yucno

3a
peuenmom

UA/0947/01/02
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yeaHHs1
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noceio4yeHHs1

aepobHMX MikpoopraHiamiey», 6e3 3miH
KpUTEpIito NPUNHATHOCTI BiAMNOBIAHO A0 €,
5.1.4. BBegeHHs 3MiH - NpoTsarom 6-tm
MicsUiB Micnsa 3aTBepAXEHHS.

375.

TAINITOH®

TabneTtku no 25 wr;
no 14 tabnetok y
GnicTepi; no 1 abo 2
6nictepu y
KapTOHHIl kopobui

3AT
dapmanesT
WNYHMIA 3aBOA

EriC

YropwuHa

nepBUHHE NaKyBaHHS,
BTOPUHHE MaKyBaHHS,
KOHTPOMb, BUMYCK Cepii:
3AT dapmaueBTUYHUIA
3aBog ElC, YropwmHa;
NOBHUIN LWKIT
BMPOGHMLTBA,
BKITHOYAK04M BUMYCK
cepii: 3AT
dapmaLeBTUYHUIA 3aBOg
ETIC, YropwwuHa

YropwwmHa

BHECEHHS 3MiH 40 peecTpauifiHnX
MaTepianis: 3miHu | Tuny - AgMiHicTpaTuBHI
3MiHW. BunyyeHHs BUPOBHWYOI AinbHUL
(Bkntovaroum AinbHuui ans APl npoMixkHOro
npoaykTy abo roToBoro nikapcbkoro 3acooy,
AiNbHWLI ANs NPOBEeAEHHS NaKyBaHHS,
BMPOGHWKa, BiAMoBiAanNbHOro 3a BUMYCK
cepili, MicLe NpoBeaeHHs KOHTPONo cepii)
abo nocTayanbHKKa BUXIQHOrO matepiany,
peareHTy abo JONOMDKHOI PEYOBUHM (SKLLO
3a3HaYeHO Y OCbE) BUMYYEHHS
3aTBEpAKEHOro BUPOOHUKa Aito4oil
peyoBuHM kapseaunon - Mylan Laboratories
Limited, India. 3MiHu | TUNY - 3MiHM 3 sIKOCTI.
["oToBMI Nikapcbkmit 3aci6. KoHTporb
roTOBOrO fikapcbKoro 3acoby. 3miHa
napameTpie cneuudikadi Ta/abo
[OMNYCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco0y (iHLi 3MiHM) BUNpPaBneHHs
HenpaBunbHO 3aTBEPOKEHOT NEPIOANYHOCTI
KOHTPOIo 3a nokasHukom «MikpobionoriyHa
uuctoTta» B Cneuudpikadii [M13. Takox
BHOCWUTBCS YTOUYHEHHST (hOpMytOBaHHS 4O
TYMC (3aTBEpOKEHO: «3ararnbHe Y1Cno
rpmbiB»; 3aNPONOHOBaHO: «3aranbHe YYUCIo
ApixoKoBuMX i nniceHeBux rpndis TYMC») Ta
popaetbest (TAMC) po «3aranbHe Yucno
aepobHMX MikpoopraHiamiBy, 6e3 3miH
KpUTEpito NpUAHATHOCTI BiANoBIgHO Ao €,
5.1.4. BBegeHHsA 3MiH - NpoTsArom 6-tn
MiCSILiB Micnsi 3aTBEPAXKEHHS.

3a
peuenmom

UA/0947/01/03

376.

TAMICTON®

Cyno3unTopii no
0,015r,no 5
Cyno3unTopiiB y
6nicTepi, no 1 abo 2
Gnictepu B nayui

KHBMI
"ICHA"

YkpaiHa

MpAT "Ilekxim - Xapkis"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | Tuny - 3MiHn Wwopno
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BeeneHHs abo 3MiHu [0 y3aranbHeHWX
OaHux npo cuctemMy cpapmMakoHarnsay
(BBEAEHHSA y3aranbHEHUX AaHUX Mpo
cuctemy hbapmakoHarnsgy, 3amiHa
yrnoBHOBaXeHoi ocobwu, BignoBiganbHoi 3a
3[iicHeHHs hapMakoHarnagy; KOHTaKTHOT
ocobu 3 hapmakoHarnagy 3asBHuUKa Ansi
34icHeHHs bapmakoHarnsagy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA
dapmakoHarnsay (BKMHOYaKymM KOHTaKTHI
naHi) Ta/abo 3MiHK y po3MiLLileHHi MacTep-
darina cuctemun chapmakoHarnsigy). 3miHa

be3
peuenma

UA/13948/01/01
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peecmpayiliHo2o

noceio4yeHHs1

YNOBHOBa)eHOI 0cobu 3asiBHMKA,
BignoBiganbHoi 3a dpapmakoHarnag,.
[Litova pepakuis: TkadyeHko TeTsHa
MeTpiBHa. MNMponoHoBaHa pefakuis:
CaBueHko HaTtania BitaniiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOi ocobu
3as1BHMKA, BianoBiganbHoI 3a
dapmakoHarnsag. 3miHa Homepa mactep-
panna cuctemu hapmakoHarnsgy.

377.

TEKCAKAMHA

PO34MH AN§ iH'eKUin
100 mr/mn, no 5 mn
B amnynax, no 4
amnynu y 6nictepi,
no 1 6nictepy B
KapTOHHil kopobui

MaHkanHg
dapma
Nimiten

IHAisa

MaHkanng ®apma

Jlimiteq

IHgia

BHECEHHS 3MiH 4O peecTpauinHuX
MaTepianis: 3miHu | Tuny - 3miHn Wwoao

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

BBeneHHs abo 3MiHu [0 y3aranbHeHWX
[aHuX Npo cuctemy hapMakoHarnsgy
(BBEOEHHSA y3aranbHEHVX AaHNX Npo
cuctemy papmakoHarnsgy, amiHa
YMOBHOBaXeHoi ocobw, BiANOBiAanbHOI 3a
34INCHEHHA dhapMakoHarnsay; KOHTaKkTHOI
ocobu 3 hapmakoHarnagy 3asBHuUKa st
3AiNCHEeHHA dhapmakoHarnsay B YkpaiHi,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKMIOYaUmM KOHTaKTHI
naHi) Ta/abo 3aMiHK y po3MiLLleHHi MacTep-
cavina cuctemu chapmakoHarnsgy) 3miHa
YMOBHOBaXeHOI 0cobu 3asiBHMKa,
BignosiganbHoi 3a hapMakoHarnsg.
[itoua pepakuisi: Pagxat Cinran / Rajat
Singal. NponoHoBaHa peaakuis: Op. Hity
Cinxa / Dr. Nitu Sinha. 3mMiHa KOHTaKTHUX
[OaHnX yroBHOBaXeEHOi ocobu,
BignoBiganbHoi 3a dhapMakoHarnsg

3a
peuenmom

UA/18803/01/01

378.

TEO®EAPUH
IC®

Tabnetku; no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
nadui 3 KapToHy

ToBapucTBo
3
[08aTKOBOK
Bignosiganb
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapucTtBo 3
[00aTKOBOO

BiANOBIgANbHICTIO

"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | Tuny - 3MiHn Wwopno

6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.

3MiHa y KOpOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS Ha
niacTaBsi perynsipHO OHOBMOBAHOIO 3BITY 3
6e3neku nikapcbkoro 3acoby, abo
pocrimpkeHb 3 6e3nekn 3acTocyBaHHA
nikapcbkoro 3acoby B nicnsipeecTpauiiHvi
nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
[ocnigpkeHb, NpoBeAEHMX BigNoBiaHO 00
nnaHy negiatpuyHux gocnimxkers (PIP)
(3MiHy y3rogXeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHoM). 3MiHU BHECEHO
00 IHCTPYKUIT ANS MeanYHOro 3acTocyBaHHS
nikapcbkoro 3acoby Ao po3sainis "Baaemopis
3 iHWKMK NikapcbknMmM 3acobamu Ta iHLi
Buau B3aemogin", "OcobnusocTi

3a
peuenmom

He
nidnsieae

UA/9230/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3acTocyBaHHs", "lMo6ivHi peakuii” BignoeigHo
[0 OHOBIEHOI iHbopmalLii 3 6e3neku aitoyoi
peyoBMHYM (NapaveTamory) 3rigHo 3
pekomeHgauismm PRAC. TepMiH BBeAEHHS
3MiH NpoTSArom 6 MicsuiB nmicnsi
3aTBEPAKEHHS.
379. | TELEHTPUK® KOHLeHTpaT Ans TOB «Pouw Ykpaina Brpo6HuuTBO Himeuvumna/ BHECEHHS 3MiH 40 peecTpauifiHnX 3a He UA/15872/01/01
po3unHy Ans YkpaiHa» Hepo3dacosaHoi LLisenuapis matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom | niidnszae
iHdy3in no 1200 npoaykuii, nepBuHHe ADI. BupobHumuTBo. 3MiHM B npoueci
mMr/20 mn; no 20 mn nakyBaHHS, BUpobHMuTBa AD| (He3HayHa 3MiHa y
y donakoHi; no 1 BMNPOOYBaHHS npoueci BupobHuutea Adl)

cnakoHy y
KapTOHHil kopobui

KOHTPOSO AKOCTi: Pow
LiarHocTuke M6X,
HimeuumnHa;
Bupo6HuLTBO
Hepo3dgacoBaHoI
npoaykuii, nepBuHHe
nakyBaHHsi, BTOPUHHE
nakyBaHHs,
BUNpobyBaHHs
KOHTPOIMHO SIKOCTI,
BUMYCK cepii:
®.XodpdmaHH-Ns Pow
JIta, Weenuapis

HesHauHa 3miHa y npoueci BupobHuuTBa
A®l, a came BunyyYeHHss HTST
(BMCOKOTEMMEPATYPHOI KOPOTKOYACHOT
06pobku) sik 060B’sI3KOBOro MeToay
06pobkn. BBeaeHHst 3MiH npoTsirom 6
MicaUIB Micnsa 3aTBepMKeHHS. 3miHu | Tuny -
3MiHu 3 sikocTi. ADI. BupobHuuTBO. 3MiHM
BMNpobyBaHb abo AOMyCTUMUX MEX Y
npoueci BupobHuutea A®I, Lo BCTaHOBMEHI
y cneundikauisix (BUNy4YeHHs1 HECYTTEBOIO
BUNpobyBaHHs) BunyyeHHs BUNpoGyBaHHS
Ha nenTocnipy B npoueci BMpobHuuTea AdI.
BBefgeHHs 3MmiH npoTarom 6 micsuis nicns
3aTBEpPAKEHHS. 3MiHM | TUny -
AamiHicTpaTuBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AinbHULI (BKMHOYaYM AinbHULI
anst A®I, npomixxHoro npoaykTy abo
roToBOro MikapcbKoro 3acoby, AinbHWL ANS
NpoBeAEeHHS NakyBaHHs1, BUPOOHWKa,
BiANOBIganbsHOro 3a BUNYycK cepin, Micue
NPOBELEHHSA KOHTPOItO cepii) abo
nocTayanbHuKa BMXigHOro martepiany,
peareHTy abo JONOMIKHOT PEYOBUHM (SIKLLO
3a3HayeHo y Jocbe) BunyyeHHs ginbHULi
Genentech Inc., 1 DNA Way, South San
Francisco, CA, 94080, USA, sk AinbHULj
BiZNOBIgANbHOI 3@ KOHTPOSb B NPOLIECI
BMpo6HMUTBa ADI. BBEaEeHHSI 3MiH NpOTArom
6 micsuiB nicns 3aTBepaKeHHs. 3MiHu | Tuny
- AOMiHiCTpaTMBHI 3MiHW. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
nNpoBaXXeHHs AisinbHOCTI BUPOOHMKa
(BKrroyaroum, 3a HeobXigHOCTI, MicLe
NpOBEAEHHS KOHTPOJH SIKOCTi), abo
BracHvka macTep-ganna Ha A®l, abo
noctadanbHuka A®l/BuxigHoro
mMaTepiany/peareHTy/NpOMiXXHOTO NPOAYKTY,
LLIO 3aCTOCOBYOTbLCS Y BUPOGHMLTBI ADI
(SIKLLO 3a3HAYEHO Y AOCbE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTudikaTa
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep

n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o

3acoby ynakoeka) noceio4yeHHs1
BiZNOBIgHOCTI €Bponewnchkin hapmakonei y
3aTBEpOKEHOMY Aockbe, abo BUPOOHMKa
HOBOI JOMOMIDKHOI PEHOBUHM (SIKLLIO
3a3HayveHo y focbe) 3MiHa agpecu
(MowWTOBOrO iHAEKCY) AinNbHUL,
BignoBigansHoi 3a BUpobHMUTBO Ta
TECTYBaHHS1 KOHTPOJSIKO AKOCTi Aitoyoi
peyoBuHM aTe3onisymab F. Hoffman-La
Roche AG, Switzerland.
3artBepoxeHo: Grenzacherstrasse 124, 4070
Basel (CH-4070), Switzerland
3anponoHoBaHo: Grenzacherstrasse 124,
4058 Basel (CH-4058), Switzerland
BBeneHHs 3MiH npoTArom 6 MicsiLiB nmicnsi
3aTBEPKEHHS.

380. | TUFTANAHT TabneTkn, BKPUTI KPKA, a.4., CnoBeHis BMpobHMUTBO "in bulk", CnoBeHis BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/20338/01/01
NniBKOBOKO HoBo mecTO NnepBUHHE Ta BTOPUHHE MaTepianis: 3miHn | Tuny - 3miHn Wwopo peuenmom
o6onoHkoto, no 90 nakyBaHHS, KOHTPOMb 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
mr; no 14 TabneTtok cepii Ta BUNycK cepii: 3MiHa YacToTn Ta/abo TepMiHiB NogaHHs
y bnicTepi, no 4 KPKA, a.4., Hoeo mecTo, perynspHO OHOBIOBaHMX 3BITIB 3 6e3neku
Gnictepn B CnoBeHisi; KOHTPONb nikapcbkux 3acobis - 3MiHM y YacToTi Ta
KapTOHHiIl kopobui cepii (isnyHi Ta XimiyHi paTax nofaHHs perynspHo OHOBMOBAHOMO

METOAM KOHTPOSO): 3BiTYy 3 6e3neku.
HN30OX (HauioHanbHi [itoya pepakuis: YactoTta nogaHHs
nabopartopisi 3a 3gpas'e, perynsipHo OHOBIOBAHOrO 3BITY 3 6e3nekn 1
OKOJ€ iH XpaHo), pik. KiHLeBa gata ons BKIYEeHHS AaHux o
CroBeHist; KOHTPOIb POSB - 30.12.2018 p. aTta nogaHHs -
cepii (i3nyHi Ta XimMivHi 10.03.2019 p. NponoHoBaHa pedakuis:
MeTOAM KOHTPOSH): YacToTa nojaHHs perynsipHo OHOBJIHOBaHOIO
KeMincbki iHCTUTYT, 3BiTYy 3 6e3neku 3 poku. KiHueBa gata ans
LleHTp 3a Banigauivicke BKItOYeHHs faHux o PO3B - 31.12.2026 p.
TEXHOJIOXIE iH aHarmniTUKo Nata nopgaHHs - 31.03.2027 p.
(LUBTA), CnoseHisi; PekomeHpoBaHO [0 3aTBEpPOKEHHS
KOHTpOnb cepii (i3nyHi BiMNOBIAHO A0 NepioANYHOCTI NoAaHHS
Ta Ximi4Hi meToau perynspHO OHOBIOBaHMWX 3BiTIB 3 6e3neku
KOHTpornt): JlabeHa nikapcbkux 3acobiB y €C
n0.0.0., CrnoBeHis;
KOHTpOrb cepii (i3nyHi
Ta XiMi4Hi meToamn
KOHTpOTH0):
Keminab g.o.o.,
CnoBeHis

381. | TUFALUN NopoLLOK Ans Mcpanzep CLUIA BMPOGHMLTBO Npoaykuii ITanis BHECEHHS 3MiH 10 peecTpauiiHuX 3a UA/12347/01/01
po34nHy AnA Eny.Ci.Ni. in bulk, nepsrHHe matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuernmom
iHy3in no 50 mr; 10 | Kopnopenw nakyBaHHS, KOHTPOIb [oToBWMI Nikapcbkuii 3aci6. 3MiHN y
dnakoHiB 3 H sikocTi: [MNaTteoH ITanis BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo
NOPOLLKOM Y navui 3 C.n.A., lItanis; [ONYyCTUMUX MEX, BCTAHOBMEHUX Y
KapTOHY BMPOGHULTBO Npoaykuii cneuudikauisx, nig 4ac BUpobHUUTBa

in bulk, nepsuHHe Ta roTOBOrO fikapcbKoro 3acoby (AoaaBaHHs
BTOPVHHE NaKyBaHHS, HOBOro MeToAy BUNpPOOYBaHHS Ta
KOHTPOb SIKOCTi Ta O0NyCTMMMUX MeX) JoAaBaHHs ABOX
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUMYyCK cepii: BaeT
Ilegepne C.p.J1., ITanis;
LocnigxeHHs
cTepunbHocTi: KOpodiHc
- barionab C.p.n., Itanis

[04aTKoBKX TOYOK Bigbopy Ans TecTy
GioHaBaHTaXkeHHs Mif Yac npouecy
nepesipkn po3ynHy in bulk Ha eTanax
dinbTpauii.

382.

TIANPIJTAH®

Tabnetku; no 100 mr
no 20 Tabnetok y
GnicTepi; no 1 abo 3
Bnictepn y kopobui 3
KapTOHY

TOB "bayw
Xenc
Ykpaina"

YkpaiHa

[.J1. dapma M'm6X

ABCTpis

BHECEHHS 3MiH 4O peecTpauinHuX
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
A®I. BupobHuuTBo. 3MiHM B NpoLeci
BUpobHMuTBa AD| (He3HayHa 3MiHa y
3aKpuTIl YacTuHi macTep-garina Ha Adl) -
3MmiHa y npoueci BupobHuutea A®I Tianpuay
Big BMpobHuka ICROM, obymoBneHa
[oAaBaHHAM 0O4AaTKOBOI CTafii ouMLEeHHs
i30MponinoBMmM CIMPTOM Ta BOAOIO Ha
ocTaHHboMY eTani cuHTesy AdL. 3MiHun |
Tmny - 3MiHm 3 sikocTi. A®I. KoHTponb AdL.
3miHa y meToaax BunpobyBaHHa AD| abo
BUXiQHOro matepiany/npoMiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BUpobHmuTea AP| (He3HaYHi 3MiHN Y
3aTBEPKEHUX MeTofax BUNpobyBaHHs) -
npuBeAEeHHS NOTEHLOMETPUYHOTO MeToay
KifTbKICHOTO BM3HAYeHHs1 B cybCTaHLUil Bif
Bupo6Hmka ICROM fo BuMor €BponenceKoi
dapmakonei. Takox Gynn BHECEHI
peakuinHi 3MiHM B Taki 4YacTuHu: 3.2.5.3.2
Domiwkw, 3.2.S.4.1 Cneundikauis, 3.2.5.7.1
CrabinbHicTb(AP-ASMF Big BupoGHuka AdI
ICROM) Ta 3.2.S.3.2 Jomiwku, 3.2.5.4.4
AHani3 cepin, 3.2.S.5CtaHgapTHi 3pasku (Big
BUpOGHKKa roToBoro J13). 3aTBepaKeHo:
ASMF rev 03- Jan 2021, 3anponoHoBaHo:
ASMF rev 06- Oct 2022

3a
peuenmom

UA/10161/01/01

383.

TIBAPTIH-H

PO34nH Ans iHdYs3in,
42 mr/mn, no 100 mn
abo no 200 mny
cnakoHi, no 1
dnakoHy y nayui 3
KkapToHy; no 100 mn
abo no 200 mny
cdnakoHi, no 10
dnakoHiB y kopobui

TOB
«PAPMACE
I»

YkpaiHa

Bunyck cepii:
TOB «®APMACEN,
Ykpaina;
HepoadacoBaHuit
npoaykKT, NepBUHHA
ynakoBka, BTOPVUHHa
ynakoBKa, KOHTPOrb:
BIOCEP C.A.
NMAPEHTEPAN
CONOLWHC IHAACTPI,
Ipeuis

YkpaiHa/
Mpeuis

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
oToBWI nikapcbkuin 3aci6. CtabinbHicTb.

3miHa y TepMmiHax npuaaTHocTi abo ymoBax
36epiraHHsi rOTOBOrO MikapCbKoro 3acoby
(36inbLUeHHs TepMiHY NpuAaTHOCTI rOTOBOrO
nikapcbkoro 3acoby) - [nsi Toprosoi
YMakoBKM (NiATBEPAXYETbCA AAHUMMN
peanbHOro yacy) - 36inbLUeHHs TepMiHY
NpUAATHOCTI FOTOBOrO NikapcbKoro 3acoby
Ha OCHOBIi NMO3NTUBHWX pe3ynbTarTiB
[OBrOCTPOKOBUX AOCHiAXEHb CTaBinNbHOCTI y
peanbHoMy yaci: 3aTBepakeHo: TepMiH
npuaaTHOCTI - 2 pokK. 3anpornoHOBaHO:
TepmiH npuaaTtHocTi - 3 poku. 3MiHK
BHeCeHO B po3gin "TepMiH npugaTtHocTi" B
IHCTPYKUIil0 ANst MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby. BBegeHHs 3MiH

3a
peuenmom

He
nidnsieae

UA/19033/01/01
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nNpoTSArom 6-T1 MicsILiB Nicns 3aTBEPYKEHHS.
384. | TIOHEKC PO34MH ANs iH'EKLIN, 3AT JlntoBCcbka JIABOPATOPIO ITania BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/17110/01/01
2 Mr/mn; no 2 mn B «dapmnira» Pecnybnika OAPMALIEYTIKO C.T. MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenmom | nidnseae
amnyni; no 6 amnyn C.P.JL 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
B KOHTYPHIV 3MiHM y KOPOTKil XapakTepucTui
YapyHKoOBI nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
ynakosui; no 1 IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
KOHTYPHIW reHepuyYHUX/riopuaHmx/6ionoaioHUx
YapyHKOBI ynakoBLi nikapcbkux 3acobiB Nicns BHECEHHS Tiel
B navuj caMoi 3MiHM Ha pedbepeHTHUI NpenapaT
(3miHa He noTpebye HagaHHS XOOHMX HOBUX
[0[aTKoBMX AaHnx). 3MiHU BHECEHO [0
IHCTPYKUIi ANS MeanYHOro 3acTocyBaHHs
nikapcbKkoro 3acoby y po3ginu
"®apmakornorivyHi BnactusocTi”,
"MpoTunokasaHHs", "OcobnueocTi
3actocyBaHHs", "3acTocyBaHHs y nepioa
BariTHOCTi abo rogyBaHHs rpyaato”,
"3aaTHiCTb BNNMBATK Ha LWBMAKICTL peakuii
npu KepyBaHHi aBTOTpaHcnopTom abo
iHLWKMK MexaHiamamn”, "Mob6ivHi peakwii”
3rigHo 3 iHopmauieto Woao MeguyHoro
3aCcTOCyBaHHS pedepeHTHOro nikapcbKoro
3acoby (Muscoril, solution for injection
2mg/ml). BBeaeHHs1 3MiH NpoTsArom 6-Tu
MiCSILiB Micnsi 3aTBEPAXKEHHS.
385. | TIOHEKC TabneTkun no 8 wmr; 3AT JlntoBcbka BMPOGHMLTBO 32 NOBHUM Monbla BHECEHHS 3MiH 10 peecTpaLiiHuX 3a He UA/19133/01/01
no 14 Tabnetok y “®apwmnira“ Pecny6bnika uuknom: biodapm N4, marepianis: 3MiHu | Tuny - 3MiHn Wwoao peuyenmom | nidnseae

Gnictepi; no 1
Gnictepy y
KapTOHHIN kopobLyi

Monbuwa;
MikpobionoriqHui
KOHTporb: ®itocdhapm
Knenka C.A., MonbLya;
Mosfla6 Cn. 3 0.0.,
MNonblia

6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHW y KOPOTKili XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLUIT NS MeAWNYHOro 3aCTOCYBaHHSI
reHepu4HuX/ribpnaHnx/GionoaibHux
nikapcbkux 3acobiB nicnst BHECEHHs Tiel
camoi 3MiHM Ha pedepeHTHUI npenapar
(3miHa He noTpebye HagaHHS XOOHMX HOBUX
[o[aTKoBKX AaHnx) 3MiHW BHECEHO A0
IHCTPYKLUIT NS MeAWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu
"®apmakornorivyHi BnactusocTi”,
"MpoTunokasanHsa", "Baaemopgisa 3 iHLWMMK
nikapcbkuMu 3acobamu Ta iHWi BUuau
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHSA y nepioa BariTHOCTi abo
rogyBaHHs rpyaat”, "3aaTHicTs BNnuBaTtu
Ha WBMAKICTb peakuii Npu KepyBaHHI
aBTOTPaHCNOPTOM abo iHWMMK
mexaHriamamu", "MobiuHi peakuii” 3rigHo 3
iHdopMaUji€to WoA0 MeaNYHOro
3aCTOCyBaHHS pedepeHTHOro NnikapcbKoro
3acoby (MUSCORIL). BeegeHHsi 3miH
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
NPOTArom 6-Tu MiCAILB Micnsi 3aTBEPAKEHHS.
3MiHn | Trny - 3MiHK Woao
6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) 3MiHN BHECEHO A0 IHCTPYKUT
AN MEAUYHOTO 3aCTOCYBaHHS NikapCbKOro
3acoby y po3agin "MobiyHi peakuii" wono
3BiTyBaHHs1 Npo NobiyHi peakuii.
BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
3aTBEpAKEHHS
386. | TI®IM BI ®/ PO34MH Ans iH eKLin CaHodpi PdpaHuis Bupo6HMLTBO roTOBOrO PdpaHuis/ BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/13057/01/01
TYPHIM VI no 25 mkr/go3a; no Mactep HeposdacoBaHoro YropwuHa matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
BAKUWHA ONA | 0,5 mn (1 gos3a) y NPOAYKTY, BTOPUHHE A®I. KoHTponb A®I. 3miHa y meTogax
NMPO®IAKTUK | nonepeaHbo nakyBaHHs, KOHTPOIb BunpobyeaHHsA APl abo BMXigHOrO
W YEPEBHOIO | 3anoBHeHOMy SKOCTi Ta BUNYCK cepil: marepiany/npoMiXXHOro NpoayKTy/peareHTy,
TU®Y wnpuui 3 CaHodpi MNacrep, LLIO BUKOPMCTOBYETLCA Y NPOLECI
MNONICAXAPUL | npukpinneHoto ®paHuin; BropnHHe BUpoGHMUTBa ADI (iHWi 3MiHM Yy MeTogax
HA PIOKA ronkoto Ne1 B nakyBaHHS, BUMYCK BUNpoOyBaHHSA (BKNOYa4M 3amiHy abo
KapTOHHIl kopobui 3 cepii: CaHodi MacTep, ponoBHeHHs1) AD| abo
MapKyBaHHAM ®paHuin; BropnHHe BUXigHOro/MPoMiXKHOro NpoAykTy) 3miHa y
yKpaiHCbko abo nakyBaHHs1, BUMYCK meTofax BunpobysaHHA A®l abo BuxigHoro
aHrmincbKo cepii: CaHoi-ABEHTIC MaTepiany/npoMixXHOro NpoayKTy/peareHTy,
MoBamu, abo 3pT., YropuiuHa; LLIO BUKOPUCTOBYETLCSH Y MPOLECI
IHLLMMU iIHO3EMHVMMU HanosHeHHSs wnpuuis BMpo6HMUTBa ADI: I') iHWI 3MiHN Y MeToaax
moBamu; no 0,5 mn (BKrovatoumn BMNPOOYBaHHSA (BKMtoYaum 3amiHy abo
(1 go3a) y cTepunisytody ponoBHeHHs1) AD| abo
nornepegHL0 dinbTpauit) Ta ix BVXifHOro/npomixkHoro npoaykty, Tvn I, a
3aMnoBHEHOMY iHCneKTyBaHHs, Ccame BHECEHHS 3MiH 0 aHaniTU4YHoro
Lwnpuui 3 KOHTPOMb SIKOCTi 3a MeToay Ans TECTY Ha BU3HAYEHHS
NMPUKPINMeHo NOKa3HUKOM MOMEKYNAPHOro po3mipy. TepMiH BBeAEHHS
ronkoto Ne1 B cTepunbHicTb): CAHOOI 3MiH - )XoBTeHb 2026. 3MiHu | TUny - 3miHn 3
cTaHgapTHO- BIHTPOM IHOACTPIA, sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
eKCMopTHIN PpaHuis roTOBOrO flikapcbKoro 3acoby. 3miHa y
ynakoBLi, sika MeToAax BUNpobyBaHHS roTOBOro
MiCTUTBCA Y nikapcbkoro 3acoby (iHWi 3MiHM y meTodax
KapTOHHIl kopoOLi 3 BUNpoOyBaHb (BKIOYa4M 3amiHy abo
iHCTpyKUieto ans [OMNoBHEHHs1)) 3miHa y MeToaax
MeanYHoro BUNpPoOYyBaHHs rOTOBOrO NikapCbKoro 3acoby
3aCTOCYyBaHHS 3 r) iHWi 3MiHM y MeToaax BMnpobyBaHb
MapKyBaHHsIM (Bkntoyaroumn 3amiHy abo JONOBHEHHS), TUNM
YKpailHCbKOIO MOBOIO |B, a came BHeCeHHsi 3MiH O aHaniTUYHOro
meToay ANs TECTY Ha BU3HAYEHHS
MOMEKYMSIPHOro PO3Mipy Npuv BUMYCKY Ta
NPOTAroM TepMiHy npuaaTHocTi. TepmiH
BBEAEHHS 3MiH - ciyeHb 2026
387. | TOBPEKC® kpanni o4Hi, 0,3 %; Hosaprtic LLisenuapis AnkoH Kyepbop Benbrisa BHECEHHS 3MiH [0 peecTpauifHmX 3a UA/11364/01/01
no 5 mn y dpnakoHi- dapma Al matepianis: 3MiHu | Tuny - 3MiHn Wwono peuenmom

KpanenbHuui; no 1
dnakoHy-
KpanenbHuui y
KopobLi 3 KapTOHY

6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BBepaeHHs abo 3miHn A0 y3aranbHeHux
AaHux Npo cuctemy dhapmakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHWX NPO
cuctemy papmakoHarnsgy, amiHa
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

YyNOBHOBa)eHOI 0cobu, BignoeigansHoi 3a
3[iNCHEeHHs hapmakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHUKa 4
3aiicHeHHs hapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHO|
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
chapmakoHarnsgy (BKoYaym KOHTaKTHi
AaHi) Ta/abo 3MiHWM y po3MilLEeHHi MacTep-
darina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHMX JaHMX YNOBHOBaXeHOI ocobu,
BiANoBiganbHOI 3a dapmakoHarnag. 3miHa
MicLe3HaxoaXXeHHa macTep-daina cucTtemm
capmakoHarnsgy. 3MiHa micus 3ginCHEHHS
OCHOBHOI AiANbHOCTi 3 (hapmakoHarnsgy.

388.

TOXEO
COJIOCTAP

PO34MH NS iH'EKLiN,
300 Og./mn; Ne 1, Ne
3,Ne5:no1,5mny
KapTpuoxi,
BMOHTOBaHOMY B
0HOPa30BY LUNPUL-
pyyky; no 1, 3 abo 5
LLUNPUL-PYYOK B
KapTOHHIN kopobLi

CaHodi-
ABeHTIC
Honunang
mM6X

HimevuunHa

CaHodi-ABeHTic
Donunaxp MmoX

Himeyunna

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHu | Tuny - 3miHn Wopo
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
3MiHa YacToTu Ta/abo TepMiHiB NogaHHs
perynsipHo OHOBIOBaHMX 3BIiTiB 3 6e3neku
nikapcbkux 3acobis - 3MiHa YacToTn Ta
TEepPMiHy NogaHHs perynsipHO OHOBOBAHOMO
3BiTY 3 Ge3neku nikapcbkoro 3acoby Toxeo
ConoCrtap, po3uuH ans iH'ekuin, 300
Opa./mn; Ne 1, Ne 3, Ne 5: no 1,5 mny
KapTpumKi, BMOHTOBAHOMY B O4HOPA30BY
LWNpuU-pyyky; no 1, 3 abo 5 wnpuu-pyyok B
KapTOHHIN kopobui: [itoya pegakuisi:
YacroTa nogaHHa PO3B — 6 micsauis;
KiHueBa nata Ans BKMOYEHHS JaHUX 00
POS3B - 21.02.2018 p.; OdaTta nogaHHs —
01.05.2018 p. lNMponoHoBaHa pepakuis:
YactoTa nogaHHss PO3b6 — 3 poku; KiHueBa
paTta ans BknoYeHHs gaHux go PO36 —
21.04.2025p.; faTa nogaHHa — 20.07.2025
p. PekomeHayeTbCcsa [0 3aTBEPAKEHHS
Bi4NOBIAHO 4O NepioANYHOCTI NoAaHHS
perynsipHO OHOBIOBaHMWX 3BiTiB 3 6e3neku
nikapcbkux 3acobis y €C.

3a
peuenmom

UA/14720/01/01

389.

TOKKATA

PO34MH AN iH eKUiN;
no 1 mn B amnyni;
no 5 amnyny
GnicTepi; no 1 abo
no 2 6nictepun y
nayui

AT
«dapmak»

YkpaiHa

AT «dapmak»

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu Il Tuny - 3miHK 3 sKOCTI.
A®I. (iHwWi 3MmiHW) - MNogaHHSA OHOBNEHOIO
DMF ans gitovoi pevoBuHu Jligokainy
rigpoxnopuay MoHorigpar Bif Bxe
3aTBEPAKEHOrO BUPOOHUKA, SIKUIA 3MIHWB
Ha3By 3 Gufic Biosciences Limited, IHgis Ha
M/s Gufic Biosciences Limited, IHais
(3aTBepmkeHo: O-DMF/SLBDL-2021-01;
3anponoHoBaHo: O-DMF/SLBDL-2023-00).

3a
peuernmom

UA/16510/01/01

390.

TOTALEE® -
1000

NMOPOLLIOK A1sA
PO34MHY AnIs iH'eKLin
no 1000 wmr, no 1

MaHkalnHg,
dapma
TNimiten

IHAis

MaHkanng ®apma

Timiten

IHaisa

BHECEHHS 3MiH IO peecTpaLiiHnX
MaTtepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edPekTMBHOCTI Ta hapMakoHarnsigy.

3a
peuenmom

UA/9230/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nakoHy 3 BBepneHHs abo 3MiHM 0 y3aranbHEeHNxX
MOPOLLKOM Yy Kopobui AaHunx npo cuctemy cpapmakoHarnsgy
3 KapTOoHY (BBEOEHHS y3aranbHeHVX AaHNX Npo
cuctemy papmakoHarnsgy, 3amiHa
yNoBHOBaXKeHOi 0cobu, BiANoBiAanbHoI 3a
3fiicHeHHs dhapmakoHarnagy; KOHTakTHOT
ocobu 3 hapmakoHarnagy 3asBHuUKa Anst
3AiNCHEHHA apmakoHarnsay B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (BKMIOYaymM KOHTaKTHI
naHi) Ta/abo 3aMiHK y po3MiLLleHHi MacTep-
daiina cuctemu chapmakoHarnsgy). 3miHa
YMOBHOBaXeHOI 0cobu 3asiBHMKa,
BiANOBiganbHOI 3a hapMakoHarnag.
[itoya pepakuin: Pagpkat CiHran / Rajat
Singal. NponoHosaHa peaakuis: Op. Hity
Cinxa / Dr. Nitu Sinha. 3MiHa KOHTaKTHUX
[AaHnX YNoBHOBaXeHOI 0COOU 3asiBHWMKA,
BiANoBiAanbHOI 3a dhapmakoHarnag. 3miHa
MicLe3HaxoaXXeHHa macTep-dainna cucTtemm
capmakoHarnsgy. 3MiHa micus 3ginCHEHHS
OCHOBHOI AiANbHOCTi 3 (hapmakoHarnsgy.
391. | TPAKTOUMUN KOHLeHTpaT 4 deppiHr Himeyuunna BionosiganbHuii 3a Himeyumna/ BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/8850/01/01
pPO34MHy Ang mM6X BUPOBHMLUTBO, NEPBUHHE Yecbka MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenmom
iHdpysin, 7,5 mr/mm; nakyBaHHs, KOHTPOSb Pecnybnika 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay
no 5 mn y cpnakoHi; SIKOCTi Ta BUMYCK cepii (iHWi 3MiHWM) 3MiHN BHECEHO B TEKCT
no 1 dnakoHy B roTOBOro NPoAyKTy: MapKyBaHHsi NEPBUHHOI (MyHKT 3) Ta
KapTOHHIN kopobLyi ®eppiHr MM6X, BTOPWHHOI (NyHKTK 3, 17) ynakoBOK
HimeyumnHa; nikapcbkoro 3acoby.
BignosiganbHui 3a
BTOPVHHE NaKyBaHHS:
®eppiHr-lfleuunsa, a.c.,
Yecbka Pecnybnika
392. | TPAHEKCAMO | posuuH gns iH'ekuin, | TOBAPUCT Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHuX 3a UA/15252/01/02
BA KUCJIOTA- 50 mr/mn; no 5 mn B BO 3 obmexeHoto matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenmom
300POB'A amnyni; no 5 amnyn OBMEXXEH BiAMNOBIAANbHICTHO 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
y brictepi; no 1 abo (0],0) "®apmaueBTnyHa (iHLWi 3MiHW)
2 Bnictepu y BIAMNOBIOA KomnaHisi "3nopos'a” OHOBIEHHS TEKCTY MapKyBaHHsi NEPBUHHOT
KOpoOLi 3 KAPTOHY; JIbHICTIO Ta BTOPWHHOI YNakoBOK fikapcbkoro 3acoby,
no 5 mn B amnyni; «KOPIMNOPA a came:
no 5 abo 10 amnyny LA - BUIyYeHo iHdopMaLito, 3a3HaveHy
KapTOHHIN kopobui 3 | «300OPOB’'A POCIACbKOK MOBOIO;
neperopogkamu » - YTO4HEHO iHdhopMaLito Wwoao norotuny
3asiBHMKa Ta TEXHIYHOT iHbopmaLii;
- BHECEHO He3HauHi peJakuinHi npaBku B
TEKCT MapKyBaHHS YNaKoBOK NiKapCbKoro
3acoby.
TepmiH BBeQEHHS 3MiH NpOTAroM 6 micauis
nicns 3aTBepOXXeHHS.
393. | TPAHEKCAMO | posuuH ansi iH'ekui, | TOBAPUCT YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHuX 3a UA/15252/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BA KUCJIOTA- 100 mr/mn; no 5 mn BO 3 obmexeHoto MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenmom
300POB'A abo no 10 mn B OBMEXEH BiAMNOBIAAMNbLHICTIO 6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy
amnyni; no 5 a6o 10 (0],0) "papmaLeBTUYHa (iHWi 3miHW)
amnyrn y KapTOHHiW BIOMOBIOA KoMnaHisi "3gopos's" OHOBMEHHS TEKCTY MapKyBaHHS NEPBUHHOT
KopoOui 3 JIBHICTIO Ta BTOPVHHOI YNakoBOK fikapcbkoro 3acoby,
neperopogkamu; «KOPIMOPA a cawme:
no 5 mn a6o no 10 LA - BUIyYeHo iHdopMaLito, 3a3HaveHy
Mn B amnyni; no 5 «300POB’A POCINCLKOK MOBOIO;
amnyn y 6nictepi; no » - YTOYHEHO iHhopMaLito Wwoao norotmny
1 abo 2 Gnictepu y 3asiBHUKA Ta TEXHIYHOT iHcbopmaLii;
KOpOOGLi 3 KapTOHY - BHECEHO He3HauHi peJakuinHi npaBku B
TEKCT MapKyBaHHS YNaKoBOK NiKapCbKoro
3acoby.
TepmiH BBeOEHHA 3MiH NPOTAroM 6 micauis
nicnsi 3aTBepOXEHHS.
394. | TPULUINTPOH NOPOLLIOK A4S TOB YkpaiHa TOB "dapmaueBTuyHa YkpaiHa BHECEeHHs1 3MiH 40 peecTpauiiHnx 6e3 UA/19534/01/01
oparnbHOro posyunHy, | "®apmauesT komnaHis "®apKoC" marepianis: 3MiHu | Tuny - 3MiHn Wwono peuenma
no 10 a6o 30 cawe n4yHa 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
Y KapTOHHIl kopobui KOMMaHis BBeneHHs abo 3MiHM 00 y3aranbHEeHNxX
"®apKoC" AaHux npo cuctemy cpapmakoHarnsgy
(BBEOEHHSA y3aranbHEHVX AaHNX Npo
cuctemy papmakoHarnsgy, amiHa
yMOBHOBaXeHoi ocobw, BiANOBiAaNbHOI 3a
34iINCHEHHA dhapMakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnagy 3asBHuUKa Ansi
3AiNCHEeHHA dhapmakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif YNOBHOBaXEHO|
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKIOYaymM KOHTaKTHI
OaHi) Ta/abo 3MiHKM y po3milLeHHi MacTep-
darina cuctemu chapmakoHarnsigy) 3miHa
YMOBHOBaXeHOoI 0cobu 3asBHMKa,
BignosiganeHoi 3a hapMakoHarnsag.
[itoua pepakuisi: Tep-CapkicoBa Onbra
BarpartiBHa. MNponoHoBaHa pepakuis: KyTHsk
BikTop MaBnoBu4y. 3MiHa KOHTAKTHUX AaHUX
yMNOBHOBaXeHOoI 0cobu 3asiBHUKa,
BiANoBiAanbHOI 3a dhapmakoHarnag. 3miHa
MicLle3HaxomKeHHs MacTep-hanna cuctemu
hapmakoHarnsigy Ta oro Homepa. 3miHa
MicLS 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
hapmakoHarnsay.
395. | TPULUUTPOH NopoLLOK Ans TOB YkpaiHa TOB "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHuX bes UA/18162/01/01
EKCTPA oparnbHOro posyuHy; | "®apmaueBT KomnaHis "®apKoC" marepianis: 3MiHu | Tuny - 3MiHn Wwono peuenma
no 10 a6o 30 cawe n4Ha 6e3nekn/edpekTMBHOCTI Ta hbapMakoHarnsay.
Y KapTOHHiIl kopobui KOMNaHis BeeneHHs abo 3MiHU [0 y3aranbHeHWX
"®apKoC" [aHWX Npo cucteMy hapMakoHarnsgy

(BBEAEHHSA y3aranbHEHUX AaHWX Npo
cuctemy hbapmakoHarnsgy, amiHa
YMOBHOBaXeHOi 0cobw, BignosigansHoi 3a
34iicHeHHs dpapMakoHarnagy; KOHTakTHol
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ocobu 3 hapmakoHarnsay 3asBHUKa s
3AiNCHEHHA apmakoHarnsay B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (BKMIOYaymM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLileHHi MacTep-
canina cuctemn chapmakoHarnsgy). 3miHa
YMNOBHOBaXeHOI 0cobu 3asiBHUKA,
BignoBigansHoi 3a dhapmakoHarnsag,.
[itoya pepakuin: Tep-CapkicoBa Onbra
BarpartiBHa. MNponoHoBaHa peaakuis: KyTHsk
BikTop MaBnoBn4y. 3MiHa KOHTaKTHUX AaHUX
yNOBHOBa)eHOI 0cobu 3asiBHMKA,
BiANoBiAanbHOI 3a dhapmakoHarnag. 3miHa
MicLe3HaxoaXXeHHa macTep-danna cucTtemm
dapmakoHarnsgy Ta noro Homepa. 3MiHa
Micus 3A4iINCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy.

396.

DAMOKC

PO34MH NS iHDY3in,
400 mr/250 mni; no
250 mn y cbnakoHi,
no 1 conakoHy y
nayui

AT
"®apmak”

Ykpaina

NOBHUIN LKIT
BMpoOGHMUTBa: AT
"dapmak”, YkpaiHa;
BidyarnbHa iHcnekuis
hnakoHiB, MapKyBaHHS
(bnakoHiB Ta BTOPUHHE
nakyBaHHs:

MpAT "lHdysia", YkpaiHa

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKili XapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT 4NS MeQNYHOro 3aCcTOCYBaHHS Ha
niacTaei perynsipHO OHOBMOBAHOIO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
JocrnimpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpauiiHin
nepiog, abo K pesynbTaT OLiHKK 3BITY 3
pocnigkeHb, NpoBeAeHVX BignoBigHO 40
nnaHy negiatpuuHux gocnimxkers (PIP)
(3MiHy y3rogkeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHUM OpraHom) - 3MiHW BHECEHO
00 IHCTPYKUIT ANS MeanYHOro 3acTocyBaHHSA
nikapcbkoro 3acoby o po3sginy "MNoGiyHi
peakuii" BiANoBigHO A0 pekomeHaaLuin
PRAC. TepmiH BBeA€HHS 3MiH - NpoTarom 6
MicaUiB Micnsa 3aTBepmKeHHS. 3miHu | Tuny -
3miHun wopao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y kopoTkii
XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCyBaHHsI Ha MiACTaBi perynsipHo
OHOBJIIOBAHOIO 3BiTy 3 6€3Meku Nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauinHmn nepiod, abo sk
pe3ynbTart OLUiHKM 3BiTY 3 OCNIOKEHb,
NpoBeAeHWX BiANoBIiAHO A0 NnaHy
nepiaTpuyHux gocnigxens (PIP) (3Miny
Y3rO[DKEHO 3 KOMMNETEHTHUM

3a
peuenmom

He
nidnsieae

UA/20240/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
YNOBHOBaXXeHNM opraHom) - 3MiHU BHECEHO
00 IHCTPYKUIT ANS MeanYHOro 3acTocyBaHHSA
nikapcbkoro 3acoby oo posginis
"OcobnueocTi 3actocyBaHHs", "lMobiYHi
peakuii" BiANoBigHO A0 pekomeHaaLin
PRAC. TepmiH BeeaeHHst 3MiH npoTarom 6-
TN MICALIB NiCNs 3aTBEPIKEHHS.
397. | PAPMACYIIH PO34MH ANS iH'eKLN, AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/2318/01/01
®H 100 MO/mn; no 3 mn "dapmak” matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
y KapTpugxi; no 5 ADI. BupobHuuTBO. 3MiHa BUPOGHMKa
KapTpuoxXie y BMXifHOro/NnpoMmiXHOro NPoAyKTy/peareHTy,
Gnictepi; no 1 LLIO BUKOPUCTOBYIOTLCS Y BUPOBHMYOMY
Gnictepy B navui 3 npoueci A®l, abo 3miHa BUpoBOHUKa
KapTOHyY; Mo 5 mn (Bkrtovatoun, ae HeobXxigHo, micue
abono 10 mny NpoBeAeHHs KOHTponto sakocTi) AdI (3a
cnakoHi; no 1 BiACYTHOCTI cepTudikaTa BignoBigHOCTI
dnakoHy B nauui 3 €sponewicbkin bapmakonei y
KapTOHY 3aTBEpOKEHOMY [0ChE)(3anponoHOBaHUM
BUPOBHMK HanexuTb o Tiei camoi
BMPOBHMYOT rpynu MiANPUEMCTB, LLO 1
3aTBepAkeHnin) 3miHa NponoHye
BUKopucTaHHs 6yaisni 130 (B130) 3aBoay B
IHaiaHanonici sik anbTepHaTuem Oyaisni 132
(B132) 3aBoay B IHgiaHanonici ana npouecy
o4uLLEHHS Ta kpucTanisauii APl iHcyniHy
NOANHW.
398. | PAPMACYIIH cycneHsisa Ans AT YkpaiHa AT "®apmak" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/2319/01/01
® H 30/70 iH’ekuin, 100 MO/mn; "®apmak” matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peuenmom
no 3 mn B A®|. BupobHuuTteo. 3miHa BUpobHuKa
KapTpuoxi; no 5 BVXiHOro/npoMi>KHOro NPoAyKTy/peareHTy,
KapTpuaxis y LLLO BUKOPUCTOBYHOTLCS Y BUPOGHUYOMY
6nicTepi; no 1 npoueci A®l, abo 3miHa BUpobHUKa
6nicTepy B nauui 3 (Bkntovatoun, ge HeobXxigHo, micue
KapTOHY; No 5 mn npoBefeHHs1 KOHTponto sikocTi) APl (3a
abono 10 mny BiCYTHOCTi cepTudikaTta BignoBigHOCTI
cnakoHi; no 1 €Bponevicbkint hapmakonei y
dnakoHy B nauui 3 3aTBEpOKEHOMY [0ChE)(3anponoHOBaHUI
KapTOHY BMPOBHWK HanexuTb 4o Tiei camoi
BUPOGHMYOT rpynu MigNpUEMCTB, LLO 1
3aTBepOKeHuin). 3MiHa NponoHye
BUKopucTaHHs 6yaisni 130 (B130) 3aBogy B
IHaiaHanonici sik anbTepHaTmBm Byaisni 132
(B132) 3aBoay B IHgiaHanonici ans npouecy
oumnLLeHHs Ta kpucTtanisauii A®| iHcyniHy
NOAUHN.
399. | PAPMACYIIH cycrneHsig ans AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHnX 3a UA/2320/01/01
® HNP iH'ekuin, 100 MO/mn; "®dapmak” matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
no3 mne A®I. BupobHuuTBOo. 3MiHa BUpo6HMKa
KapTpumxi; no 5 BVXiHHOro/npoMmi>KHOro MPOAYKTy/peareHTy,
KapTpuaXis y LLIO BUKOPUCTOBYHOTLCS Y BUPOGHUYOMY
GnicTepi; no 1 npoueci A®l, abo 3miHa BUpobHUKa
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Gnictepy B nayui 3
KapTOHyY; Mo 5 mn
abono 10 mny
cnakoHi; no 1
dnakoHy B nauui 3
KapTOHY

(Bkntoyatoumn, oe HeobxigHo, micue
npoBeaeHHs KoHTponio sakocTi) APl (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI

€Bponewckkin dapmakonei y
3aTBEpAKEHOMY A0ChE)(3anponoHOBaHUI

BUPOBHMK HanexuTb o Tiei camoi
BUPOBHMYOI rpynu NianpuemcTs, Lo

3aTBepaKeHunin) 3MiHa NPOMNoHye
BUKopucTaHHs 6yaisni 130 (B130) 3aBogy B
IHaiaHanonici sik anbTepHaTuem Oyaisni 132
(B132) 3aBopy B IngiaHanonici ansa npouecy
ouuLLEHHS Ta kpucTanisauii APl iHcyniHy
NOAVHN.

400.

®EBJIOPIKA

TabneTkn, BKpUTI
NniBKOBOIO
o6ornoHkoto, no 40
mr; no 10 TabneTok
y 6nicTepi, no 3
Gnictepu B
KapTOHHIN kopobLi

MaHkanHg,
dapma
Nimiten

IHAisA

MaHkanng ®apma
Nimiten, OHiT-Il

IHais

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

BeeaeHHs abo 3MiHu [0 y3aranbHeHWX
OaHunx npo cuctemy chapmakoHarnsgy
(BBEOEHHSA y3aranbHEHVX AaHNX Npo
cuctemy cbapmakoHarnsagy, 3amiHa
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
34INCHEHHA dhapMakoHarnsay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsaay 3asBHVKa A4S
30iNCHEHHs hapmakoHarnaay B YKpaii,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BignoBiganbHoi 3a 34iINCHEHHS
dapmakoHarnsay (BKMHOYaKUmM KOHTaKTHI
OaHi) Ta/abo 3MiHKM y po3milLeHHi MacTep-
darina cucremn chapmakoHarnsgy). 3miHa
yMNOBHOBaXeHOoI 0cobu 3asiBHUKa,
BignosiganeHoi 3a hapMakoHarnsag.
[itova pepakuin: Papkat CiHran / Rajat
Singal. MNponoHoBaHa peaakuisi: Op. Hity
Cinxa / Dr. Nitu Sinha. 3MiHa KOHTaKTHUX
[aHUX YNOBHOBAaXEHOI ocobu,
BifgnoBigansHoi 3a dpapMakoHarnag.

3a
peuenmom

UA/20068/01/01

401.

®EBJIOPIKA

TabneTkn, BKpUTI
NniBKOBOO
o6onoHkoto, no 80
mr; no 10 TabneTok
y 6nicTepi, no 3
Gnictepu B
KapTOHHiIl kopobui

MaHkanHg
dapma
Nimiten

IHAis

MaHkanng ®apma
Nimitea, FOHIT-l

IHgia

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBepaeHHsA abo 3miHM A0 y3aranbHeHux
OaHux npo cuctemy chapmakoHarnsagy
(BBEAEHHSA y3aranbHEHUX AaHWX Npo
cuctemy hbapmakoHarnsgy, amiHa
YMOBHOBaXeHOi 0cobw, BignosigansHoi 3a
34iicHeHHs dhapmakoHarnagy; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asBHUKa Ans
3AiNCHEeHHSA dhapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA
bapmakoHarnsgy (BKMYaym KOHTaKTHi
[aHi) Ta/abo 3MiHU y po3MilLeHHi MacTep-

3a
peuenmom

UA/20068/01/02
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
canina cuctemn chapmakoHarnsgy). 3miHa
YMNOBHOBaXeHOI 0cobu 3asiBHUKA,
BignoBigansHoi 3a hapMakoHarnsag,.
[iroya pepakuin: Papkat CiHran / Rajat
Singal. NponoHosaHa peaakuis: Op. Hity
Cinxa / Dr. Nitu Sinha. 3MiHa KOHTaKTHUX
[aHUX YNOBHOBaXeHOoI ocobu,
BigNoBiganbHoi 3a papmakoHarnag.
402. | ®ENOAMN Tabnetkn 3 TOB «TeBa YkpaiHa BUPOBHMLTBO Himeyuunna BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/4378/01/02
MoaucbikoBaHUM YkpaiHa» Hepo3adacoBaHol matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuernmom
BVBINIbHEHHSAM M0 5 NPOAYKLIii, KOHTPOMb ['oTOBWI NiKapCbkWiA 3aci6. 3miHn y
mr; no 10 TabneTtok cepii: BUPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
y bnicTepi; no 3 abo Knoke ®apma-Cepsic CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSHO
no 10 6nictepiB y 'm6X, HimeuunHa; AKOCTi rOTOBOIO MikapcbKoro 3acoby (3amiHa
KopobLUi nepBMHHA Ta BTOPMHHA abo gopgaBaHHS AinbHULI, Ha Skl
ynakoBKa, KOHTPOSlb 3[iNCHIOETLCSI KOHTPOIbL/BUNPOBYBaHHS
cepii: cepii) AoaaBaHHsa YHKLUiT KOHTPONb cepii
Mepkne 'm6X, ans gineHudi Knoke ®apma-Cepsic M'M6X,
Hime4vuuHa; HimeuyunHa. Hapasi uei BUpoGHuMK
[03BiN Ha BUNYCK cepii: 3apeecTpoBaHni 3 PYHKLIED «BUPOOHULITBO
Mepkne 'm6X, HepoadacoBaHOl NPoAyKLii»
HimeuyunHa
403. | ®ENOAMUN TabneTkn 3 TOB «TeBa YkpaiHa BUPOBHMLTBO Himeyumna BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/4378/01/03
MoaMdikoBaHNM YkpaiHa» Hepo3dacoBaHoi matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peuenmom
BVBiNbHEHHAM no 10 NpoAyKLii, KOHTPOSb [oToBMI Nikapcbkuin 3aci6. 3MiHN Y
mr; no 10 TabneTok cepii: BMPOGHMUTBI. 3MiHa iMnopTepa/3miHu, Lo
y 6nictepi; no 3 abo Knoke ®apma-Cepsic CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSO
no 10 6nictepiB y 'm6X, HimeuunHa; AKOCTi rOTOBOIO fikapcbKoro 3acoby (3amiHa
KopoobLi nepBrvHHa Ta BTOPUHHA abo goagaBaHHS AinbHULI, Ha Skl
yrnakoBKa, KOHTPOIb 3[iNCHIOETLCS KOHTPOIbL/BUNPOGYBaHHSA
cepii: cepii) foaaBaHHsA YHKLUiT KOHTPONb cepil
Mepkne 'm6X, ans ginbHuui Knoke ®apma-Cepsic MM6X,
HimeyumnHa; HimeuunHa. Hapasi ueit BupobHuk
[03BiN Ha BUNYCK cepii: 3apeecTpoBaHni 3 PYHKLIED «BUPOOHULITBO
Mepkne M'mM6X, Hepo3adacoBaHOI NpoayKLii»
HimeuyunHa
404. | oENOOMN TabneTkn 3 TOB «TeBa YkpaiHa BUPOGHMLTBO Himeyumna BHECEHHS 3MiH 10 peecTpaLiiHuX 3a UA/4378/01/01
MoaMdikoBaHUM YkpaiHa» Hepo3dacoBaHoi matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuernmom
BVBINIlbHEHHAM MO NpoAyKLii, KOHTPOIb [oToBMI Nikapcbkuin 3aci6. 3MiHNM Y
2,5 mr; no 10 cepii: BMPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
TabneTtok y 6nictepi; Knoke ®apma-Cepsic CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIH
no 3 abo no 10 'm6X, HimeuunHa; AIKOCTi FOTOBOIO fiKapcbKoro 3acoby (3amiHa
GnicTepis y kopobui nepBrHHa Ta BTOPUHHA abo gogaBaHHS AinbHULI, Ha Skl
ynakoBKa, KOHTPOSb 3[iACHIOETBCS KOHTPOSL/BUNPOBYBaHHS
cepii: cepii) foaaBaHHsA YHKLii KOHTPONb cepii
Mepkne 'mbX, ans ainbHuui Knoke ®apma-Cepsic MM6X,
HimeuuunHa; HimeuunHa. Hapasi uen BupobHumk
[03BiN Ha BUNYCK cepii: 3apeecTpoBaHni 3 PYHKLIED «BUPOOHULITBO
Mepkne 'mM6X, HeposdacoBaHOoi NpoAyKLUii»
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
HimeuyunHa

405. | PEMOCTOH® TabneTtkn, BKpUTI AGGOTT Hioepnanamn AGGOTT Bionogxikana Higepnanam BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/4836/01/01
NNiBKOBOIO Xenckea B.B. matepianis: 3miHu | Tvny - 3MiHK 3 AKOCTI. peuenmom
0601n0HKo, Mo 1 Mr Mpopaktc A®I. KoHtponb A®I. 3miHa y meToaax
+ TabneTkn, BKPUTI B.B. BunpobyeaHHsA APl abo BMXigHOrO

NNiBKOBOIO
06onoHkoto, no 1
Mr/10 Mr; kombi-
ynakoBka Ne 28
(28x1); Ne 56 (28x2);
Ne 84 (28x3): 14
TabneTok, BKpUTMX
NniBKOBOKO
06ornoHkKoto, Ginoro
KONbOpy No 1 mr +
14 TabnerTok,
BKPUTMX NNiBKOBOIO
0060SOHKOL0, Ciporo
koneopy no 1 mr/10
Mry Gnictepi; no 1
abo 2, abo 3
Bnictepu B kOpobLi

marepiany/npoMiKHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCH Y NPOLEC
BUpobHMUTBa AD| (HE3HAYHI 3MIHN Y
3aTBEPKEHNX MeToAax BUNPobyBaHHS) -
HesHauHi 3miHW y 3aTBEpAXEHOMY
aHaniTm4Homy metogai «Headspace gas
chromatographic determination of
dichloromethane, and semi quantitative
determination of ethanol and methyl tertiary
butyl ether in dydrogesterone» ans gitoyoi
PEYOBVHY ANAPOreCTEPOH.
3MinHn | Tuny - 3MiHm 3 sikocTi. ADI.
KoHTponb A®l. 3miHa y napameTpax
crneundikauiv Ta/abo gonycTMMMUX MeXx,
BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
BUXiOHWUIA/MPOMDKHUIA NpoayKT/peareHT, Wwo
BVKOPVCTOBYIOTBCS Y NpoLeci BUpobHuLTBa
A®I (oonoBHEHHs cneumdikauii HOBUM
NOKa3HUKOM SIKOCTi Ta BignoBigHMM MEeTOAO0M
BMNpoOyBaHHs) - [lonoBHEHHs cnieumdikavii
A®I| gngporectepoHy HOBUM MOKa3HUKOM
Aomiwwku A 3 HopmyBaHHAM 0,10 % y
BignoBigHocTi MoHorpadii EP 2357
Dydrogesterone Ta OHOBNEHHS BignoBigHOro
aHanitnyHoro metoay (BEPX). 3minm | Tuny
- 3MmiHu 3 akocTi. ADI. KoHTponb A®I. 3miHa
y napameTpax cneuudikauin Ta/abo
[OMNYCTUMUX MeX, BUSHaYeHNX y
cneundikauisx Ha A®I, abo
BVXiAHWA/MPOMiXXHWI NpoayKT/pearexT, LWo
BMKOPUCTOBYIOTLCA Y MPOLIECi BUPOOHNLTBA
A (BUNYyYEHHSI HE3HAYHOTO MOKa3HMKa
AKOCTI (HanpvKknag BUNy4YeHHs 3acTapinoro
nokasHuka)) - BunyyenHs 3i cneumdikadii
A®| gupporectepoHy nokasHuka «UV
absorption». 3miHa 06ymoBneHa
npvBeAEHHAM Yy BianoBiaHOCTI BUMor EP.
3miHu | TUny - 3miHm 3 akocTi. API.
KoHTponb A®Il. 3MiHa y napameTpax
cneuudikauin Ta/abo oNyCTUMKUX MEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiAHWA/MPOMiXXHUIA NpoayKT/pearexT, LWo
BMKOPUCTOBYIOTLCS Y MPOLIECi BUPOOHNLTBA
A (BUNYyYEHHS] HE3HAYHOTO MOKa3HMKa
AKOCTi (HanpvKnazg BUIyYeHHs 3acTapinoro
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[TponoBkeHHs JoaaTKa 3

Ne

Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

nokasHuka)) - BunyuyeHHs 3i cneumdikauii
A®| guaporecTtepoHy Tecty «Specific
rotation». 3MiHa 06ymoBneHa NpuBeaeHHSIM
y BignoBigHocTi Bumor EP. 3miHn | Tuny -
3MmiHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikadin Ta/abo
AONYCTUMUX MEX, BUSHAYeHNX y
cneuudikauisix Ha Adl, abo
BUXiOHWIA/MPOMIDKHWIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y MPOLIECi BUPOOHNLTBA
A (BMNYYEHHSI HE3HAYHOTO MOKa3HMKa
AKOCTI (HanpvKknag BUNYYEHHs 3acTapinoro
nokasHuka)) - BunyyeHHs 3i cneumdikauii
A®I| gupporectepony Tecty «Clarity of a 5%
m/V solution in dichloromethane». 3miHa
obGyMoBIneHa NpuBeaEeHHsIM Y BiANOBIAHOCTI
Bumor EP. 3miHu | Tuny - 3miHun 3 skocTi.
A®I. KoHTponb AdI. 3miHa y napameTpax
crneundgikai Ta/abo gonycTMMmUX Mex,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BUXiOHWUIA/MPOMDKHUIA NpogyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y MPOLIECi BUPOBHNLTBA
A (BUNYyYEHHS] HE3HAYHOTO MOKa3HMKa
AKOCTI (HanpvKknag BUNYYeHHs 3acTapinoro
nokasHuka)) - BunyuyeHHs 3i cneumdikauii
A®| anpporectepoHy TecTy «Heavy metals».
HesHauHi pegakuinHi yTOYHEeHHs B
cneuudikauii Aito4oi pevoBuHNU. 3miHu | TUny
- 3MiHu 3 AkocTi. APl BupobHUUTBO (iHLi
3MiHW) - He3Ha4yHe OHOBREHHS po3ainy
3.2.S.2.2.0nuc BupobHuyoro npotecy Ta
Oro KOHTPOSO» AN Aik040i pe4OBUHN
AnaporecTepoH, npusedeHHs iHgopmadii y
BiANOBIAHICTb A0 haKTUYHOI iHopmaLii B
opuriHanbHMUX AOKyMeHTax BUPOBHWKa.
3miHu | TUny - 3miHm 3 akocTi. APl. Cuctema
KOHTeHep/3aKkynoptoBanbHUiA 3aci6 (iHLwi
3MiHM) - HesHa4He OHOBMEHHS po3Ainy
3.2.5.6.Cucrema
KOHTeWHep/3aKynoptoBarnbHuUiA 3acio,
npuBeaeHHs iHdopmaldii y BianoBigHicTb A0
dakTU4HOI iHdopMmaLii B opuriHanbHUX
[OKYMeHTax BUpoOHuKa. 3MiHu | Tuny -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HanMeHyBaHHs Ta/abo agpecu Micud
NpoBafXeHHs AisnbHOCTi BUPOOHWMKa
(BKrroyaro4m, 3a HeobXigHOCTI, MicLe
NPOBEAEHHST KOHTPOIIO SKOCTI), abo
BracHvka macTep-ganna Ha A®l, abo
noctadanbHuka A®l/BuxigHoro
marepiany/peareHTy/NpPOMiIXXHOTO NMPOAYKTY,
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

LLIO 3aCTOCOBYHOTLCA Y BUPOOHULTBI ADI
(SKLLIO 3a3HaYeHO y AOCbE Ha MiKapCbKun
3acib) 3a BiacyTHOCTI cepTudikata
BiNOBIgHOCTI €BponeWnchkin hapmakonei y
3aTBEpOKEHOMY Aockbe, abo BUPOOHMKa
HOBOI JOMOMIDKHOI PEHOBUHM (SIKLLIO
3a3HayeHo y Aocbe) - OHOBMEHHS Po3Ainy
3.2.S.2.1.BnpobHuk(-1) ans gitoyoi
PEYOBVHM ANAPOrecTepoH, a came
OHOBJEHHS Ha3BM BMPOOHMKa Proketal
(BMXigHWI MaTepian Ans Aitoyoi pe4oBUHM
angporectepoH) 3 Dishman Pharmaceuticals
and Chemicals Limited Ha Dishman
Carbogen Amcis Limited Ta OHOBNeHHs1
agpecu BUpobHuKa. Takox pefakuiiHve
YTOYHEHHS hopMaTy HanucaHHs agpecu
3aTBEpAKEeHNX BUPOOHUKIB AMOpOrecTepoHy
Jetpharma SA, Switzerland Ta Microchem
S.R.L,, ltaly.

406.

OEMOCTOH®

TabneTkn, BKpUTI
NniBKOBOKO
06OSI0HKOLO, MO 2 M
+ TabneTkun, BKpUTI
NniBKOBOKO
0060s0HKO10, Mo 2
Mr/10 mr; Kombi-
ynakoBka Ne 28
(28x1); Ne 56 (28x2);
Ne 84 (28x3): 14
TabneTok, BKpUTKX
NniBKOBOKO
0600HKOH,
LiernsiHo-4epBOHOrO
KOMbOpY Mo 2 Mmr +
14 TabnerTok,
BKPUTKX NIiBKOBOO
060SOHKO1,
>KOBTOrO KOMbOPY MO
2 mr/10 mry
GnicTepi; no 1 abo 2,
abo 3 brictepu B
KopoOGLi

ABGOTT
Xenckea
Mpopaktc

B.B.

Hinepnanan

AB60T1T Bionogxikan3a
B.B.

Hinepnanan

BHECEHHS 3MiH [0 peecTpauiiHnX
maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
A®l. KoHTponb A®L. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHOro
matepiany/npoMixXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y NPOLEC
BMPOGHMLUTBa AD| (HE3HaYHI 3MiHU Y
3aTBEPKEHNX MeToAax BUNPobyBaHHS) -
HesHauHi 3MiHM y 3aTBepaXeHOMY
aHaniTmyHoMy metoai «Headspace gas
chromatographic determination of
dichloromethane, and semi quantitative
determination of ethanol and methyl tertiary
butyl ether in dydrogesterone» ans gitoyori
PEeYOBUHY ANOPOreCcTEPOH.
3MmiHu | TUny - 3miHm 3 akocTi. API.
KoHTponb A®Il. 3MiHa y napameTpax
cneuudikauin Ta/abo JonycTUMNX MEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiAHWA/MPOMiXXHWI NpoayKT/pearexT, LWo
BMKOPUCTOBYIOTLCS Y MPOLIECi BUPOOHULTBA
A®I (oonoBHEHHSA cneumdikavii HOBUM
NOKa3HUKOM SIKOCTi Ta BignoBigHMM METOA0M
BUNpobyBaHHs) - [lonoBHEHHs cneumdikauii
A®| guaporecTtepoHy HOBMM MOKa3HUKOM
pomiwwku A 3 HopmyBaHHAM 0,10 % y
BignosigHocTi MoHorpadii EP 2357
Dydrogesterone Ta oHOBNEHHS BiANOBIAHOIO
aHanitnyHoro metoay (BEPX). 3minm | Tuny
- 3MiHu 3 sikocTi. ADI. KoHTponb A®I. 3miHa
y napameTpax cneuudikauin Ta/abo
AOMNYCTUMUX MeX, BUSHAYEHUX Y

3a
peuenmom

UA/4836/01/02
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

cneungikauisx Ha A®l, abo
BUXIOHWI/MPOMDKHWUIA NpOdYyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y MPOLIECi BUPOOHNLTBA
A®| (BUNYYEHHSA HE3HAYHOTO MOKa3HMKa
SAKOCTi (Hanpuknaz BUIyYeHHs 3acTapinoro
nokasHuka)) - BunyuyeHHs 3i cneumdikauii
A®I gnoporectepoHy nokasHuka «UV
absorption». 3miHa obymoBneHa
npuBefeHHaM y BignosigHocTi Bumor EP.
3MinHun | Tuny - 3MiHm 3 akocTi. ADI.
KoHTponb A®I. 3miHa y napameTtpax
crneundikai Ta/abo gonycTMMmUX Mex,
BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
BVXiAHWN/MPOMDKHUI NpOAyKT/pearexT, LWo
BMKOPUCTOBYIOTLCA Y MPOLIECi BUPOOHULTBA
A®| (BUNYYEHHSA HE3HAYHOTO NOKa3HMKa
SKOCTi (Hanpuknaz BUIyYeHHs 3acTapinoro
nokasHuka)) - BunyuyeHHs 3i cneumdikauii
A®I guoporectepoHy Tecty «Specific
rotation». 3miHa obymoBneHa npuseaeHHAM
y BignoBigHocTi BuMor EP. 3miHn | Tuny -
3MiHn 3 skocTi. A®I. KoHTponb A®I. 3miHa y
napametpax cneuudikauin Ta/abo
OONYCTUMUX MeX, BUSHAYeHNX y
cneungikauisx Ha A®l, abo
BVXiAHWN/MPOMDKHUI NpoayKT/pearexT, Lo
BMKOPUCTOBYIOTLCS Y MPOLIECi BUPOBHNLTBA
A (BUNYYEHHSI HE3HAYHOTO MOKa3HMKa
SIKOCTi (Hanpuknaz BUIyYeHHs 3acTapinoro
nokasHuka)) - BunyyeHHs 3i cneumdikadii
A®I| gupporectepoHy Tecty «Clarity of a 5%
m/V solution in dichloromethane». 3miHa
obymoBneHa NpuBeAeHHSIM Y BifMNOBiAHOCTI
Bumor EP. 3minHu | Tuny - 3miHun 3 sikocTi.
A®I. KoHTponb A®I. 3miHa y napameTpax
crneundikaiv Ta/abo JonycTMMmUX Mex,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BVXiAHWN/MPOMDKHUI NpoAyKT/pearexT, LWo
BMKOPVCTOBYIOTBCS Y NpoLieci BUpobHuLTBa
A (BUNYYEHHSI HE3HAYHOTO MOKa3HWKa
SIKOCTi (Hanpuknaz BUINyYeHHs 3acTapinoro
nokasHuka)) - BunyyeHHs 3i cneumdikadii
A®I guaporectepoHy TecTy «Heavy metals».
He3HauHi pegakuinHi yTOYHEHHSs B
cneuudikauii Aito4oi pevoBuHN. 3miHun | Tuny
- 3MiHu 3 sikocTi. ADI. BUpobHULTBO (iHLUi
3MiHM) - He3HayHe OHOBNEHHS po3ainy
3.2.S.2.2.0nuc BUpOoGHMYOro npoLiecy Ta
NOro KOHTPONO» ANs Aito40i pevoBUHU
OVAPOrecTepoH, NpUBEAEHHS iHopmaLii y
Bi4NOBIgHICTb A0 haKTUYHOI iHpopmalii B
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

407.

opuriHanbHUX AOKyMeHTax BUPOOHWMKa.
3MmiHu | TUny - 3miHm 3 akocTi. A®l. Cuctema
KOHTeWHep/3aKynoptoBanbHWiA 3aci6 (iHLi
3MiHM) - HeaHayHe OHOBNEHHS po3ainy
3.2.5.6.Cucrema
KOHTeNHep/3aKynoptoBanbHuUii 3acio,
npvBeAeHHs iHpopmalii y BignosigHicTb 4o
dakTn4HoI iHdopmaLii B opuriHanbHUX
[OKyMeHTax BUPOOHUKa. 3miHn | Tuny -
AOMiHicTpaTUBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
npoBaXXeHHs AisAnbHOCTi BUPOGHMKa
(BKntovarouun, 3a HeobxigHOCTI, Micue
NPOBEAEHHST KOHTPOIIO SIKOCTI), abo
BnacHuka mactep-aina Ha Adl, abo
noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/NPOMiIKHOIO NMPOAYKTY,
LLIO 3aCTOCOBYOTHCA Y BUPOOHULTBI ADI
(SIKLLO 3a3HaYeHO Y AOChE Ha MikapCbKuii
3acib) 3a BiacyTHOCTI cepTudikarta
BigNoOBIgHOCTI €BponeWnchkin hapmakonei y
3aTBepOKeHOMY Aockbe, abo BUPOOHWMKa
HOBOI AOMOMIDKHOI PEYOBMHM (SIKLLO
3a3HayeHo y Aocbe) - OHOBMNEHHS po3ainy
3.2.S.2.1.BMpoBHuK(-1) ons gitoyoi
PEYOBUHM AMOPOrecTEPOH, a came
OHOBIEHHs Ha3Bu BUpobHuka Proketal
(BuxigHWA MaTepian Ans Ailo4oi peyoBUHU
avnpporectepoH) 3 Dishman Pharmaceuticals
and Chemicals Limited Ha Dishman
Carbogen Amcis Limited Ta oHOBReHHs
agpecu BUpobHuKka. Takox pefakuiviHve
YTOYHEHHS hopMaTy HanucaHHs agpecu
3aTBEpOKEHMX BUPODBHUKIB AMOpOrecTepoHy
Jetpharma SA, Switzerland Ta Microchem
S.R.L,, ltaly.

®EMOCTOH®
KOHTI MIHI

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkoto, no 0,5
Mmr/2,5 mr; no 28
TabneTtok y 6nictepi;
no 1 abono 3
Gnictepu B
KapTOHHiI kopobLyi

AG6OTT
Xernckea
Mpopaktc

B.B.

HigepnaHnaun

AGGOTT Bionoaxikan3a

B.B.

Higepnanan

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
ADI. KoHTponb AdI. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHoro
marepiany/npoMixXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y NpoLeci
BUPOGHMLUTBA AD| (HE3HAYHI 3MiHU Y
3aTBEPYKEHNX MeToAax BUNPOGYBaHHS) -
He3HayHi 3MiHV B 3aTBEpHKEHOMY MeToai
«Headspace gas chromatographic
determination of dichloromethane, and semi
quantitative determination of ethanol and
methyl tertiary butyl ether in
dydrogesterone» ans gito4oi pe4yoBuHM
avaporectepoH. 3miHu | Tuny - 3MiHK 3

3a
peuenmom

UA/13464/01/01
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

skocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauin Ta/abo
OONyCTUMUX MEX, BU3HAYEHUX Y
cneungikauisx Ha A®l, abo
BUXIOHWI/MPOMDKHWIA NpOdyKT/peareHT, Wwo
BMKOPWCTOBYIOTBCS Y NpoLeci BUpobHuuTBa
A®I (oonoBHEHHS cneumdikauii HOBUM
NOKa3HUKOM SIKOCTi Ta BiAMNOBIAHMM METO40M
BUNPOOYBaHHS) - 4ONOBHEHHS crieumdikaLii
A®| guaporectepoHy HOBMM MOKa3HUKOM
Aomiwku A 3 HopmyBaHHAM 0,10 % y
BiANoBigHOCTI MOHorpadii EP 2357
Dydrogesterone Ta OHOBNEHHS BigNOBIAHOrO
aHanitnyHoro metoay (BEPX). 3minm | Tuny
- 3MiHu 3 akocTi. A®I. KoHTponb AdI. 3miHa
y napameTpax cneumdikauin Ta/abo
OONYCTUMUX MEX, BUSHAYEHUX Y
crneungikauisx Ha A®l, abo
BUXiOHWUIA/MPOMDKHWUIA NpoayKT/peareHT, Wwo
BVKOPVCTOBYIOTBCS Y npoLeci BUpobHuLTBa
A (BUNYyYEHHSI HE3HAYHOTO MOKa3HMKa
SIKOCTi (Hanpuknazg BUIyYEHHs 3acTapinoro
nokasHuKa)) - BUIy4YeHHs 3i cnieumdikauii
A®I guoporectepoHy Tecty «Clarity of a 5%
m/V solution in dichloromethane». 3miHa
obymMOBneHa NpMBeAEHHSIM Y BiAMOBIAHOCTI
Bumor EP. 3minHu | Tuny - 3miHK 3 sikocTi.
ADI. KoHTponb A®I. 3miHa y napameTpax
crneundikaLiv Ta/abo JonycTMMUX MeXx,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, Wo
BMKOPVCTOBYIOTBCS Y NpoLeci BUpobHuLTBa
A (BUNYYEHHSI HE3HAYHOTO MOKa3HMKa
SIKOCTi (Hanpuknazg BUIyYEHHs 3acTapinoro
rnokasHuka)) - BUry4YeHHs 3i cnieumdikavii
A®| gupporectepoHy Tecty «Specific
rotation». 3miHa oGymoBneHa npuBeaeHHAM
y BignosigHocTi Bumor EP. 3minu | Tvny -
3miHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y
napametpax cneuudikauin Ta/abo
OONYCTUMUX MeX, BUSHAYEHUX Y
crneundikauisx Ha A®l, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, LWo
BMKOPUCTOBYIOTLCS Y NpoLieci BUpOGHULTBa
A (BUNYyYEHHS] HE3HAYHOTO MOKa3HMKa
SIKOCTi (Hanpuknazg BUIyYEHHs 3acTapinoro
nokasHuka)) - BUIy4YeHHs 3i crnieumdikavii
A®I gupporectepoHy Tecty «Heavy metals».
He3HauHi pegakuinHi yTOYHEeHHs B
cneuudikauii Aito4oi pevoBuHN. 3miHn | Tuny
- 3miHu 3 skocTi. ADI. KoHTponb A®I. 3miHa
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

y napameTpax cneumdikauin Ta/abo
OONYyCTUMUX MEX, BUSHAYEHUX Y
cneungikauisx Ha A®l, abo
BUXiOHWIA/MPOMIDKHWUIA NpoayKT/peareHT, Wwo
BUKOPWCTOBYOTLCS Y NpoLeci BUpobHULTBa
A (BUNyYEHHSI HE3HAYHOTO MOKa3HMKa
SIKOCTi (Hanpuknaz BUIyYEHHs 3acTapinoro
nokasHuKa)) - BUIyYeHHs 3i cneumdikauii
A®I guoporectepoHy nokasHuka «UV
absorption». 3miHa obymoBneHa
NpVBEAEHHAM Yy BigNoBiAHOCTI BUMor EP.
3MinHn | Tuny - 3MiHm 3 sikocTi. ADI.
Bupo6HULTBO (iHLWi 3MiHK) - HE3HaYHe
OHOBMeHHsA po3giny 3.2.5.2.2.0nuc
BMPOGHMYOro NpoLEecy Ta NOro KOHTPOSIHO»
0N [iyoi peyvoBUHN AnaporecTePoH,
npuBeaeHHs iHdopmaldii y BianosigHiCTb A0
bakTnyHoI iHpopMaLii B opuriHanbHUX
[OKyMeHTax BUpPOOHUKa. 3miHu | Tuny -
3MiHu 3 skocTi. APl Cuctema
KOHTeWHep/3aKynoptoBanbHWiA 3acio (iHLi
3MiHW) - HE3HaYHEe OHOBMEHHS po3ainy
3.2.5.6.Cucrema
KOHTeNHep/3aKynoptoBanbHuii 3acio,
npuBefeHHs iHbopMaLlii y BiANoBIgHICTL A0
dakTn4HOI iHdopmaLii B opuriHanbHUX
[OKYMeHTax BUpoOHuKa. 3miHu | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
npoBafXXeHHs AisAnbHOCTI BUPOGHMKa
(Bkntovaroum, 3a HeobxigHoOCTI, Micue
NPOBEAEHHST KOHTPOIIO SIKOCTI), abo
BrnacHvka macTep-ganna Ha APl, abo
noctadanbHuka A®l/BuxigHoro
marepiany/peareHTy/NpOMiIKHOIO NMPOAYKTY,
LLIO 3aCTOCOBYOTECS Y BUPOGHMLTBI API
(SIKLLLO 3a3HaYeHO Y AOChE Ha MikapCbKui
3acib) 3a BiacyTHOCTI cepTudikarta
BiAMOBIAHOCTI €Bponencekii papmakonei y
3aTBepOKeHOMY Aockbe, abo BUPOOHMKa
HOBOI JOMOMIDKHOI PEYOBMHM (SIKLLO
3a3HaYeHo Y JOCbE) - OHOBIIEHHS po3ainy
3.2.S.2.1.BupobHuk(-1) ons girodoi
PEYOBVHM ANAPOrecTepoH, a came
OHOBIEeHHS Ha3Bu BUpobHuka Proketal
(BUXigHWIA MaTepian Ans Ailo4oi peyoBUHU
avpporectepoH) 3 Dishman Pharmaceuticals
and Chemicals Limited Ha Dishman
Carbogen Amcis Limited Ta oHOBReHHs
agpecu BUpobHuKa. Takox pepakuiive
YTOYHEHHS DOopMaTy HanMcaHHs agpecu
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3aTBepOKeHNX BUPOBHUKIB AnaporecTepoHy
Jetpharma SA, Switzerland Ta Microchem
S.R.L., ltaly.

408.

SOEHE®PUH
10%

Kpanni O4Hi, po34nH
10 % no 10 mny
bnakoHi-
KpanenbHuui; no 1
dnakoHy-
KpanenbHuui B
KapTOHHIl kopobui

TOB
"YHIME[
DAPMA"

CnoBaubka
Pecnybnika

TOB "YHIME[ ®APMA"

CnoBaubka
Pecny6nika

BHECEHHS 3MiH 40 peecTpauifiHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwoao
6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
BBepneHHs abo 3miHu A0 y3aranbHeHux
OaHuX Npo cuctemy hapMakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHNX Npo
cuctemy papmakoHarnsgy, 3amiHa
yNoBHOBaXKeHOi 0cobu, BiANoBiAanbHoI 3a
34iINCHEHHA dhapMakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnagy 3asBHuUKa st
3AiNCHEeHHA dhapmakoHarnsay B YkpaiHi,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKMIOYaUM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
daiina cuctemn chapmakoHarnsgy). 3miHa
KOHTAKTHOI 0COOM 3asiBHUKA, BiANoBiganbHoi
3a chapmakoHarnag B YKpaiHi.

[itoya pepakuis: Nypcbka Oapia OmutpisHa.
[MponoHoBaHa peaakuisa: BonowwvHa
AHacTacig AHaToniiBHa. 3MiHa KOHTaKTHMX
[OaHNX KOHTaKTHOI 0cobu 3asiBHUKA,
Bi4NoBiganbHoi 3a papMakoHarnsag B
YKpaiHi.

3a
peuenmom

UA/7546/01/01

409.

®EPBEKC AnA
LITEN

NOPOLLIOK ANA
0parnbHOro PO3YuHY;
8 calle y KapTOHHI
KopobLi

YMNCA CAC

DdpaHLuis

YMNCA CAC

®paHuia

BHECEHHS 3MiH 0 peecTpauiiHuX
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
A®I. (iHwWi 3miHW) MogaHHa NoBHOrO po3ainy
3.2.S. AKTUBHUI hapmaLeBTUYHUN
iHrpedieHT Ajtoyoi pevyoBuHN deHipamiHy
manearty BupobHuuTea Harika Drugs Private
Limited. 3minu | Tuny - AamiHicTpaTuBHiI
3MiHn. 3MiHa HanmeHyBaHHs Ta/abo agpecu
MicLsl NpOBadXXeHHS OisiNbHOCTI BUPOOHMKa
(Bkntovaroum, 3a HeobxigHoOCTI, Micue
NPOBEAEHHST KOHTPOIIO SIKOCTI), abo
BrnacHvka macTep-ganna Ha APl, abo
noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/NpPOMiXXHOIO NMPOAYKTY,
LLIO 3aCTOCOBYOTBLCS Y BUPOGHMLTBI ADI
(AKLLO 3a3HaYeHO Y AOCHLE Ha MiKapCbKuii
3acib) 3a BiacyTHOCTI cepTudikarta
BiANoBigHOCTI €Bponenchkiii papmakonei y
3aTBepAKeHOMy Aocbke, abo BUPOOHYKa
HOBOI JOMOMIDKHOI PEYOBMHM (SIKLLIO
3a3HayeHo y Agocbe) 3miHa agpecu
BUpoGHKKa AD| cbeHipamiHy maneaTy Harika
Drugs Private Limited, 6e3 3miHu micus
BMpo6HMUTBA. 3atBepmkeHo:Sy No 165/A

be3
peuenma

UA/7600/01/01
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&165/E, Gummadidala Village, Medak
District, Telangana State, INDIA
3anponoHoBaHo: Sy No 165/A &165/E,
Gummadidala Village, Sangareddy District,
Telangana State, INDIA. 3minu | Tvny -
3MiHu 3 skocTi. CepTudcikat
BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€sponewicbkin apmakonei/moHorpadii.
3MiHKM, noB'aA3aHi 3 HeobXiaHICTIO
NPVBEAEHHSN Y BiAMNOBIAHICTb 40 MoHorpadii
[®Y abo Esponeiicbkoi hapmakonei, abo
iHWOI HauioHanbHOI hapmakonei aepxasun
€C (3miHa y cneundikauisix, nop'sisaHa 3i
3miHamu B J®Y, abo €Bponencbkin
capmakonei, abo iHLWin HauioHanbHin
cdapmakonei aepxasu €C) MNpuBeaeHHs
cneumdikauin AN AitYoi PeYOBUHM
deHipamMiHy Maneary Big BUpo6Huka (Harika
Drugs Private Limited) Ta rotoBoro npogykty
(UPSA SAS) 0o BMMOT €BPONENCLKOi
MoHorpadii 1357 Ha gitovy pedoBuHy
beHipamiHy maneart. [logaBaHHsi nocunaHHs
Ha eBpOMericbKy MOHorpadito B
cneumaikauii 4nsa aitoyoi peyvoBuHM
deHipamiHy manearty (Harika Drugs Private
Limited Ta (UPSA SAS). 3miHn | Tuny -
3miHu 3 skocTi. A®Il. KoHTponb A®I. 3miHa y
napametpax cneuudikauin Ta/abo
OONYCTUMUX MeX, BUSHAYEHUX y
cneuudikauisx Ha AdI, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, Wo
BMKOPVCTOBYIOTBCS Y NpoLeci BUpobHuLTBa
A®I (3ByKEHHS OMYCTUMUX MEX,
BM3HAYEHUX Y cneundikadii) 3By>KeHHs
OOMNyCTUMKX MEX rNoka3Huka o-xylene 3
<2170 ppm go <200 ppm y cneuundikadii Ha
[itovy peyoBUHY deHipamiHy maneaTty
(Harika Drugs Private Limited).
3MmiHu | TUnYy - 3miHm 3 akocTi. API.
CrabinbHicTb. 3MiHa nepioy NOBTOPHUX
BunpobyBaHb/Nepiogy 36epiraHHa abo ymos
36epiraHHs APl (3a BigcyTHOCTI Y
3aTBEpOKEHOMY [0Cbe cepTudikata
BiAMOBiAHOCTI €Bponencekii hapmakone,
LLIO BKIOYa€e nepios NOBTOPHOroO
BUNpobyBaHHs1) (nepio NOBTOPHOrO
BunpobyBaHHs/nepion 36epiraHHs) -
36inbLweHHA abo BBeOeHHs nepiogy
NoBTOPHOro BUNpobyBaHHs/nepiony
36epiraHHs Ha OCHOBI pe3yrnbTaTiB
JocnigpkeHb y peanbHOMy Yaci - BBegeHHs
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nepiogy NoBTOpHOro BunpobysaHHsA 60
micauis (5 pokiB) Ana deHipamiHy maneaty
BMpobHMuTBa Harika Drugs Private Limited.

3MinHn | Tuny - 3MiHm 3 akocTi. ADI.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BunpobyBaHb/nepiody 36epiraHHst abo ymoB
36epiraHHs A®I (3a BigcyTHOCTI y
3aTBEpAKEHOMY AOCbe cepTudpikata
BiNOBIgHOCTI €Bponeinchkin thapmakoneri,
L0 BKIOYae nepios NOBTOPHOIO
BMNPOOYBaHHS) (iHLWi 3MiHW) BunyyeHHs
BHYTPILUHLOrO Nepioay NOBTOPHOTO
TectyBaHHs (UPSA) ans deHipamiHy
manear, wo cknagae 1 pik. 3MiHn | Tuny -
3MiHn 3 skocTi. ADI. (iHwi 3MiHK) OHOBNEHHS
po3ainy 3.2.S. AKTMBHUI (hapMaLeBTUYHUI
iHrpedieHT Ajtoyoi pevyoBuHN deHipamiHy
Maneaty BupobHuuTea Harika Drugs Private
Limited. 3anponoHoBaHi 3MiHK:

- po3ain 3.2.S.1.3: pogaHo AaHi Wwoao
PO3YMHHOCTI, JOCHIAKEHHSA FirPOCKONIYHOCTI,
NYHKT WOAO PO3Mipy YacToK;

- po3gin 3.2.S.3.2: pogaBaHHs NOTEHLIMHNX
reHOTOKCUYHUX ab0 iHWINX AOMILLIOK,
[ofaBaHHs pe3ynbTaTiB WoAo BMICTY
6eH3ony, 6eH3unxnopuay Ta
anmeTtunamiHoeTunxnopuay y deHipaminy
Maneari, JoAaBaHHs pe3yrnbTaTiB Woao
BMICTy efleMeHTapHUX JOMILLIOK Y
beHipaMiHy Maneari, JoAaBaHHSA OOMILLKN
NDMA;

- po3gin 3.2.S.4.3: pogaHo Banigauio
METOAVKM BU3HAYEHHS NipUANHY Ta
6eH3unxnopuay B 2-6eH3nnnipuanHi;
[04aHo Banigauiio METOAMKM BU3HAYEHHS
avMeTunaMiHoeTunxnopuay Ta
6eH3unxnopuay B deHipamiHy maneari;

- po3ain 3.2.S.4.5: pogaHo o6r'pyHTYBaHHS
LLIOAO HEBKIMIOYEHHS iHLIMX AOMILLIOK;

- po3ain 3.2.S.6: HoBI cepTudikaT aHaniay,
I4-3BiTK, 3BIT Npo BignosigHicTe EC 10/2011
Ta JodaBaHHsA cneumdikaLin onsa Miwkis
LDPE.
3miHu | TUnYy - 3miHm 3 akocTi. API.
KoHTpone A®I. 3miHa y napameTpax
cneuudikauin Ta/abo oNyCTUMKUX MEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BUXiOHWIA/MPOMDDKHUIA NPOJYKT/peareHT, Wwo
BMKOPUCTOBYOTBCS Y NpoLeci BUpobHULTBa
A®I (nonoBHEHHSA cneumdikauii HOBUM
NOKAa3HMKOM SIKOCTi Ta BiANOBIAHMM METOLOM
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BMNpoOyBaHHs) [logaBaHHsi BUNpobyBaHHS
Ha BMICT 3aNMLLKOBUX PO34YMHHUKIB 4O
cneundgikaii YINCA gns cdeHipaminy
Manearty. 3anponoHoBaHo: Residual solvent
content o-xylenea: <200 ppm Isopropyl
alcohola: <5000 ppm
410. | ®EPBEKC AN | nopotiok Ans YICA CAC PpaHuis YTCA CAC ®paHuis BHECEHHS 3MiH 40 peecTpauifiHnX bes UA/7741/01/01
AOPOCINX oparnbHOro Po34nHy; matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenma
A®I. (iHWi 3mMiHM) NogaHHS NOBHOrO po3giny

8 calue y KapTOHHIl
KopobLi

3.2.S. AKTUBHUI chapMaLeBTUYHMI
iHrpedieHT Ajitoyoi pevyoBuHN deHipamiHy
Maneaty BupobHuuTea Harika Drugs Private
Limited. - 3minHun | TMny - 3MiHK 3 sikocTi. ADL.
(iHwWi 3MiHW) OHOBREHHS po3ainy 3.2.S.
AKTUBHUI (hbapMaLEeBTUYHUIA iHrpedieHT
Lil040i peyoBuHU heHipamiHy maneaty
BnpobHuuTBa Harika Drugs Private Limited.
3anponoHoBaHi 3miHu: - po3gin 3.2.S.1.3:
[o4aHo AaHi Woao po3YnHHOCTI,
DOCNISKEHHSA TirPOCKOMIYHOCTI, MYHKT LW0A0
po3mipy YacTok; - po3gin 3.2.5.3.2:
OofaBaHHsi NOTEHLiIHMX FeHOTOKCUYHUX abo
iHLIMX OOMILLOK, AOAaBaHHA pe3ynbTaTiB
wopno Bmicty 6eHsony, 6eHaunxnopuay Ta
ammeTunamiHoeTunxnopuay y deHipamidy
mMarneari, [oAaBaHHA pe3yrnbTaTiB Woao
BMICTY efleMeHTapHNX AOMILLIOK Y
beHipaMiHy Maneari, JoAaBaHHA OOMILLKN
NDMA,; - po3ain 3.2.S.4.3: gpoaaHo
Banigauito MeTOANKMN BU3HAYEHHS NipUANHY
Ta 6eH3unxnopuay B 2-6eH3nnnipuauHi;
[o4aHo Banifauiio MeToaMKN BU3HAYEHHS
avMeTunaMiHoeTunxnopuay Ta
6eH3unxnopuay B eHipaMiHy maneari; -
po3gin 3.2.S.4.5: foaaHo obrpyHTyBaHHSA
OO0 HEBKITHOYEHHS iHLUMX AOMILLOK; -
po3gin 3.2.S.6: HoBi cepTudikaTn aHaniay,
I4-3BiTK, 3BIT Npo BignosigHicTe EC 10/2011
Ta godasaHHs cneumdikalin ons Miwkis
LDPE. - 3MmiHu | Tuny - 3miHn 3 sikocTi. ADI.
KoHTponb A®Il. 3miHa y napameTpax
cneuudikauin Ta/abo JonycTUMNX MEX,
BM3HaYeHUX y cneuudikauisx Ha Adl, abo
BUXiOHWIA/MPOMDDKHUIA NpOJYKT/peareHT, Wwo
BUKOPUCTOBYOTbCS Y NpoLeci BUpobHULTBa
ADI (3BY>KEHHS AONYCTUMUX MEX,
BU3HaYeHMX y cneuudikadlii) 3By>KeHHS
OOMNYyCTUMKX MEX MNoKasHUuKa o-xylene 3
<2170 ppm go <200 ppm y cneumdikauii Ha
Aitody peyoBuHY heHipamiHy maneaTty

(UPSA). - 3miHu | Tuny - 3MiHn 3 sikocTi. ADL.
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cneuudikauin Ta/abo JonycTUMmNX MEX,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXiOHWIA/MPOMIDKHWUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y NPOLIeCi BUPOOHULTBA
ADI| (3BY)KEHHS [ONYCTUMUX MEX,
BU3HAYEHMX Yy cneumdikauii) 3By)KeHHs
[OMYyCTUMKX MEeX MNokasHuka o-xylene 3
<2170 ppm go <200 ppm y cneumdikauii Ha
Jitoyy peyoBuHy deHipamiHy maneary
(Harika Drugs Private Limited). - 3miHn |
TMny - 3MiHK 3 akocTi. A®l. CTabinbHicTb.
3MiHa nepioay NOBTOPHMX
BunpobyBsaHb/nepioay 36epiraHHa abo ymos
36epiraHHs A®I (3a BigcyTHOCTI y
3aTBepOKEHOMY J0Chbe cepTudikata
BiZNOBIgHOCTI €Bponenchkin dapmakoneri,
Lo BKIOYaE Nepios NOBTOPHOMO
BUNpobyBaHHs) (nepiog NOBTOPHOrO
BunNpobyBaHHs/nepion 36epiraHHs) -
36inbleHHs abo BBeAeHHs nepiogy
NoBTOPHOro BUNpobyBaHHs/nepiogy
36epiraHHa Ha OCHOBI pe3ynbTaTiB
[OOCTifXeHb Y peanbHOMY Yaci BBeOEHHS
nepiogy NoBTOpHOro BUnpobysaHHsA 60
micauis (5 pokiB) Ans deHipamiHy maneaty
BUpo6HMUTBa Harika Drugs Private Limited. -
3MmiHu | TMNY - 3miHK 3 skocTi. API.
CrabinbHicTb. 3MiHa nepiofy NOBTOPHMX
BunpobyBaHb/nepioay 3bepiraHHs abo ymos
36epiraHHs APl (3a BigcyTHOCTI Y
3aTBEpAKEHOMY AOCbe cepTudpikata
BiQMNoBIigHOCTI €Bponenchkiii hapmakone,
LLIO BKIOYaE Nepios NOBTOPHOMO
BUNPOByBaHHS) (iHLLi 3MiHW) BUINyYEeHHS
BHYTPILUHLOrO NepioAy NOBTOPHOTO
TectyBaHHsa (UPSA) ans deHipamiy
manear, Wo cknagae 1 pik.
3artBepoxeHo:Re-test period: Internal retest
period (UPSA): 1 year. 3anponoHoBaHo: Re-
test period: 60 months (5 years)a a Please
refer to concomitant variation. - 3minu | TUnNy
- AoMiHicTpaTuBHI 3MiHWU. 3MiHa
HanMeHyBaHHs Ta/abo agpecu Micud
NPOBaXXEHHSs1 OiSANbHOCTI BUPOOHMKa
(Bkntovaroum, 3a HeobxigHoOCTI, Micue
NPOBEAEHHST KOHTPOIIO SKOCTI), abo
BnacHuKka macrep-ganna Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/NPOMIXXHOIO NMPOAYKTY,

LLIO 3aCTOCOBYIOTbCS Y BUPOGHMLTBI ADI

228
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KoHTponb A®l. 3miHa y napameTpax
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(SIKLLO 3a3HaYeHo y AOChE Ha MikapCbKui
3acib) 3a BigcyTHOCTI cepTudikata
BiNOBIgHOCTI €BponeWnchkin hapmakonei y
3aTBepOKeHOMy Aockbe, abo BUpPOOHWMKa
HOBOI AOMNOMIDKHOI PEYOBMHU (SIKLLO
3a3HayeHo y JOCbE) 3MiHa agpecu
BUpobHuka A®I cbeHipamiHy maneaTy Harika
Drugs Private Limited, 6e3 3miHu Micus
BMpobHMuTBa. 3aTtBepakeHo:Sy No 165/A
&165/E, Gummadidala Village, Medak
District, Telangana State, INDIA.
3anponoHoBaHo: Sy No 165/A &165/E,
Gummadidala Village, Sangareddy District,
Telangana State, INDIA.

UA/5060/01/01

411.

®EPE30N

piavHa HalukipHa no
15 r y onakoHu, no
1 cpnakoHy B nayui 3
KapTOHY

AT
"NMy6Hndap
et

Ykpaina

AT "Jly6Hudapm"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHu | Tuny - 3miHn Wopo
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK) - OHOBNEHO TEKCT MapKyBaHHSI
ynakoBKM Nikapcbkoro 3acoby, a came
BUITYY€eHO iHopMaLito, 3a3Ha4eHy
pociicbkoto MoBo. BBeaeHHS 3MiH
NpOTArom 6-Tu MicsLUiB Nicnsa 3aTBepAXeHHs

3a
peuenmom

UA/15804/01/01

412.

®EPOKCUA

PO34MH ANis iH'EKLIN,
no 20 mr/mn; no 5
Mn B amnyni; no 5
amnyn B navui 3
KapTOHY

M.BIOTEK
nMmITeq

Benwuka
BputaHia

XENnN C.A.

peuis

BHECEHHS 3MiH [0 peecTpauiiHnX
matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkui 3acib. KoHTponb
rOTOBOrO fikapCbKoro 3acoby (iHLi 3MiHW)
BHECEeHHS 3MiH B creumdikaLio Ta MeToam
KoHTporito M3 3a nokasHmkoM «MexaHiuHi
BKJTIOUEHHS: BUOVMI 4acTKu», a came
nocunaHHsa Ha 3aranbHy ctatTio Eur. Ph.
2.9.20 0ONOBHIOETLCA NOCUITAHHAM Ha Eur.
Ph. 5.17.2 Ta 3a3Ha4aeTbCA npumiTka:
«KoHTponb sikocTi Buaummx yactok
npoBoAMTbCS N Yac BUpobHUUTBA 3
BUKOPUCTAHHAM 06nagHaHHsi aBTOMaTUYHOI
BidyanbHoi iHcnekuii ans 100 % amnyn cepii,
a pesynbTaT NepeHocUTbLCs B cepTudikat
SIKOCTi MpW BUMYCKY 3rigHo Ao € 5.17.2».
3minu | Trny - 3miHu 3 sikocTi. MoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BUNpPoOYyBaHHS FOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepKEeHMX MeTofax
BUNPOOYBaHHS)BHECEHHSA HE3HAYHOT 3MiHU Y
3aTBepOKeHi MeToan BUNpobyBaHHS 3a
NOKas3HUKOM «MeXaHi4Hi BKIIOYEHHS;
HEeBUANMI YaCTKM» LLIOAO HEObXiaHOCTI
YTOYHEHHs1 NpoboniaroToBkM
BMNpoboByBaHOro 3paska, a came
iHdpopmauis wopo noro 10 kpaTHoOro
pO3BeAEHHS.

3a
peuenmom
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3acoby ynakoeka) noceio4yeHHs1
413. | ®EPPYM Tabnetku; no 80 Loinue Himeyuunna Donye Xomeonarti-YHioH Himeyuunna BHECEHHS1 3MiH 40 peecTpauiiHnx be3 UA/12252/01/01
DOCDOPUKYM | Tabnetok y chnakoHi; | Xomeonari- OXY-ApuHanmittens marepianis: 3MiHu | Tuny - 3MiHn Woao peuenma
Clllb no 1 donakoHy B YHioH OXY- 'M6X & Ko. KI 6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy
OOKTOPA KapTOHHil kopobui ApLHaUMITT (iHWi 3miHK). 3MiHKM BHeceHo y n. 17. IHLWE
LUKOCCNEPA enb 'M6X & TEKCTYy MapKyBaHHSA BTOPUHHOI yNaKoBKN
Ne 3 Ko.KI nikapcbkoro 3acoby LWoa0 BUMYYEHHS
iHdbopMaLii Npo ecko3MBHOMO
npeAcTaBHuKa.
414. | ®IBPUTA NMOPOLLIOK Ta OkTagapma ABCTpis Bupo6HuK, LLseuis/ BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/18890/01/01
PO3YMHHUK ANg dapmanesT BignoBsiganbHWn 3a AscTpis/ matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
po3unHy Ans nKa NepBUHHY YMNaKoBKy, HimeyunHa 3MiHn [0 peecTpauiiHOro NocBiAYeHHs
iH'ekuin/iHdpy3in no 1 MpoaykTioHc KOHTPOIb SKOCTI, BUMYCK BHACHNIAOK iHWMX PErynsaTopHUX npoueayp.
r; Mo 1 I NOPOLLKY y rec. m.6.X. cepii: Oktacpapma Ab, NMMV®/BA3® (macTep-carin Ha

CKINAHOMY (prIaKoHi;
no 50 mn
po34nHHKKa (BoAa
ans iH’ekuin) y
CKNAHOMY (PraKoHi;
no 1 conakoHy 3
nopoLLKoMm, no 1
bnakoHy 3
PO34YMHHUKOM, MO 1
npuctpoto Octajet
ans nepeHocy, no 1
iNbTPY B KAPTOHHIN
KopobLi

LLIseuisi; BUpo6HuK,
BigNOBiganbHUIM 3a
BUpoGHMUTBO in bulk,
NepBUHHY Ta BTOPUHHY
yNakoBKy, MapKyBaHHS1,
BidyarbHy iHCNeKLito,
KOHTPOIb SIKOCTi, BUMYCK
cepii: Oktachapma
dapmaneBTuka
MpopaykTioHcrec. m.6.X.,
ABCTpist; BUPOGHUK,
BigNOBiganbHUI 3a
BidyanbHWI KOHTPONb,
MapKyBaHHs1, BTOPUHHY
ynakoBky: Oktachapma
Oeccay 'm6X,
HimeuyumHa; BupoGHuUK,
BiANoOBiganbHUI 3a
BMPOBHMLTBO
po34MHHUKa (Boda Ans
iH’ekuin): b. BpayH
MencyHnreH AT,
HimeuyumHa; BupoGHuUK,
BiANoOBiganbHUI 3a
BMPOBHMLTBO
po34MHHUKa (Boda Ans
iH’ekuin): Contochapm
PapmavonTiLe
EpuoiirHicce Mv6X,
HimeuunHa

nnasmy/3aranbHui ann Ha BakUMHHWUIA
aHTWreH). BknioveHHs HOBOro, OHOBMEHOIO
abo 3miHeHoro mactep-anina Ha nnasmy y
peecTpaLiiHe AOCbe Ha Nikapcbkuii 3acio
(npoueaypa 2-ro etany ans NMMo)
(BKIOYEHHSA OHOBMNEHOro/3MiHEHOro MacTep-
darna Ha nnasmy, SKWo 3MiHW He
BNIMBAIOTb Ha BNacTMBOCTi FOTOBOrO
nikapcbkoro 3acoby) BkrntoyeHHs
OHOBMEHOro mactep-anna Ha nrnasmy y
peecTpauiiHe fOCbe Ha nikapcbkuii 3acib:
PMF Certificate no:
EMEA/H/PMF/000008/05/AU/030/G. 3miHwu |
Tuny - 3MiHK 3 sikocTi. 3MiHM fo
peecTpaLiiHoro NocBig4eHHA BHACNigoK
iHWKX perynaTtopHux npoueayp. NM®/BA3®
(macTep-thaiin Ha nnasmy/3aranbHumn gann
Ha BaKUMHHWIA aHTUreH). BknoyeHHs HOBOrO,
OHOBMeHoro abo 3miHeHoro mactep-cavina
Ha nna3my y peecTpauiiiHe AOCbE Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany
ans NM®) (BkntoyeHHs
OHOBIEHOro/3amMiHeHoro mactep-gainna Ha
nnasmy, SKLWO 3MiHW He BNMBalOTb Ha
BIIACTMBOCTi FOTOBOTO fikapcbKoro 3acoby)
BkntoyeHHsi oHOBREeHoro mactep-ganna Ha
nnasmy y peectpauinHe 4OCbE Ha
nikapcbkuii 3aci6: PMF Certificate no:
EMEA/H/PMF/000008/05/11/031/G. 3MiHu |
Tuny - 3MiHK 3 sikoCTi. [O0TOBMIA Nikapcbkui
3aci6. KoHTponb roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB cneumdikaLin
Ta/abo [onyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (BHECEHHSs 3MiH 40
[00CbE NiCns OHOBIEHHS 3aranbHOi CTaTTi Ha
roToBy nikapcbky opmy y
[dY/Esponeickkint apmakonei) - 3mMiHu Jo
cneun@ikaLii Ha CTepUnbHUN PO3YUHHMK
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3acoby ynakoeka) noceio4yeHHs1
(BOOa Anst iH’eKLin) 3 METO NPUBELEHHS Y
BiANOBIQHICTb 4O OHOBIEHOI MOHOrpadii
0169 "CtepunbHa Boga 4ns iH'ekuin”
€BponencbKoi hapmakonei, 3okpema: -
BUIyYeHHs noka3HukiB "KncnoTHicte abo
NyxHicTe", "Xnopugun", "Hitpatn",
"Cynbatn”, "AMoHin", "Kanbuin Ta marsin"
415. | ®IBPUTA NOpOLLIOK Ta Oxkradapma AscTpis BnpobHuK, LWsewis/ BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/18890/01/01
PO3YMHHUK ANg dapmanesT BignoBsiganbHWn 3a AscTpis/ matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
PO34MHY Ans nKa NepBUHHY YMaKoBKY, HimeyumHa MeauyHi npucTpoi. 3miHa npucTpois Ans
iH'exuin/iHdysivi no 1 | lMpoaykTioHC KOHTPOIb SKOCTi, BUMYCK BMMIpIOBaHHS 4031 abo BBEAEHHS
r; Mo 1 I NOPOLLKY Y rec. m.6.X. cepii: Oktacdpapma Ab, nikapcbkoro 3acoby (gogasaHHs abo 3amiHa
CKNAHOMY (braKoHi; LLIseuisi; BUpoGHuK, NPUCTPOLO, KNI HE € HEBIO'EMHOIO
no 50 mn BiAMOBiAanbHWIA 3a YaCTUHOIO NEePBUHHOI ynakoBku) - MpucTpin,
pPO34MHHUKa (Boda BUpoGHMUTBO in bulk, skui mae CE-mapkyBaHHs1 - OHOBMEHHS!
ans iv'ekuin) y NEpPBUHHY Ta BTOPUHHY OOKyMeHTaUi LWoao MeanyHoro Bupoby
CKINAHOMY (prIaKoHi; yNaKoBKy, MapKyBaHHS, "®inbTp ANs wnpuua" y 38'A3Ky 3i 3MiHO
no 1 conakoHy 3 BidyarbHy iHCNeKLito, YNOBHOBAXXEHOro OpraHy, Lo NpoBoanTb
NopoLLKOM, Mo 1 KOHTPOIb SKOCTI, BUMYCK cepTudikauito Ta BignoBiAHO OHOBEHHS
dnakoHy 3 cepii: Okrachapma ceptudpikaty CE
PO34YMHHUKOM, MO 1 dapmaueBTrKa
npuctpoto Octajet MpopgykTioHcrec. M.6.X.,
ans nepeHocy, no 1 ABCTpist; BUpoGHWK,
iNbTPY B KAPTOHHIN BignoBsiganbHWin 3a
KopobLUi Bi3yarnbHWUIA KOHTPOSb,
MapKyBaHHS!, BTOPUHHY
ynakoBky: Oktacpapma
Heccay 'M6X,
HimeyunHa; BUpobHuK,
BiANoOBiganbHUI 3a
BUPOGHMLTBO
po34MHHKKa (Boda Ans
iH’ekuin): b. BpayH
MencyHreH AT,
HimeyunHa; BUpobHuK,
BiANoOBiganbHUI 3a
BUPOGHMLTBO
po34MHHKKa (Boda Ans
iH’ekuin): Contochapm
dapmavonTiwe
EpuoirHicce Tm6X,
HimeyunHa
416. | POKCEPO® NOPOLLIOK AN AJTKANOIA, Pecny6bnika TToniH JlimiTen, IHAis IHgis/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/15271/02/01
oparbHOi cycneHsii, A[l Ckon’e MiBHiYHa (BMPOBHMLTBO Pecnybnika matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuernmom
40 mr/5 mn; 1 MakepoHis Hepo3dpacoBaHoro MiBHiYHA ADI. KoHTponb AdI. 3miHa y meToaax
riakoH 3 NOPOLLKOM npoayKTy, NepBUHHE MakepnoHis BunpobysaHHa APl abo BuxigHoro
B KapTOHHIl kopobui nakyBaHHs, BTOPUHHE marepiany/npoMixXHOro NpoayKTy/peareHTy,
nakysaHHs); ANKANOIN LLIO BUKOPUCTOBYETLCS Y NpoLeci
Al Ckon’e, Pecny6nika BUPOGHMUTBA AD| (HE3HAYHI 3MiHU Y
MiBHiuHa MakenoHis 3aTBepoKEeHVX MeTofax BUNpobyBaHHS)
(BTOpVHHE NaKyBaHHS; 3MiHa npunagy y aHaniTuyHin Metogmui
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3acoby ynakoeka) noceio4yeHHs1
BUWMNYCK Cepii) «Posnogin yactok» 3 Malvern mastersizer
2000 Ha Malvern mastersizer 3000. Mexi
cneundikauii PSD He 3MiHIOIOTbCS.
417. | ®OKCEPO® TabneTku, BKpUTI ANKANOIL Pecny6nika | ANKANOIO-AL Ckor'e, Pecny6nika BHECEHHS! 3MiH [10 PEECTPALIINHNX 3a UA/15271/01/02
NniBKOBOO A[l Ckor’e MiBHIYHa Pecnybnika MNigHiuHa lMiBHiYHa matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
obonoHkoto, no 100 MakepoHis MakenoHisi (BTOpUHHE MakepnoHis/ A®I. KoHTponb A®I. 3miHa y meTogax
mr; no 10 TabneTtok nakysaHHs); AlIKANOIO- IHgis BunpobysaHHa A®l abo BuxigHoro
y 6nictepi; no 1 abo AL Ckon'e, Pecnybnika marepiany/npoMiKHOro NpoayKTy/peareHTy,
2 6nictepu B MiBHiYHa MakeoHis LLIO BUKOPUCTOBYETLCA Y NPOLECI
KapTOHHIl kopobui (Bunyck cepii); JTonin BUpobHMUTBa AD| (HE3HAYHI 3MIHN Y
Nimiten, IHaia 3aTBEpAKEHUX MeToAax BUNPobyBaHHs)
(BUPOBHMLTBO 3MiHa nNpunagy y aHaniTUyHin metoauui
Hepo3dacoBaHOro «Po3anogain yactok» 3 Malvern mastersizer
npoayKTy, NEPBUHHE 2000 Ha Malvern mastersizer 3000. Mexi
nakyBaHHs, BTOPUHHE cneumndikauii PSD He 3aMiHIOIOTbCS.
nakyBaHHs1)
418. | ®OKCEPO® TabneTku, BKpUTI AJKANOIL Pecny6nika | AJNKANOIO-AL Ckor'e, Pecny6nika BHECEHHS 3MiH [10 PEECTPALINHNX 3a UA/15271/01/01
NniBKOBOKO ALl Ckon’e MiBHi4YHa Pecny6nika MNiBHiYHa MiBHiYHa maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
obornoHkoto, no 200 MakepoHis MakenoHis (BTOpuHHE Makepnonis/ A®I. KoHTponb A®I. 3miHa y meTogax
mr; no 10 TabneTtok nakyeaHHs); AJIKANOIO- IHgis BunpobyBaHHsA APl abo BMXigHOrO
y bnicTepi; no 1 abo Al Ckon'e, Pecny6nika MaTepiany/npoMixXHOro NpoayKTy/peareHTy,
2 6nictepn B MiBHiyHa MakenoHisa LLIO BUKOPUCTOBYETLCS Y NPOLEC
KapTOHHIN kopobLi (Bunyck cepii); IToniH BMPOGHMLUTBA AD| (HE3HaYHI 3MiHN Y
NimiTeq, IHaia 3aTBEpAKEHNX MeToaax BUNpobyBaHHS)
(BpOBHMLTBO 3MiHa Npunaay y aHaniTMyHin meToauui
Hepo3dpacoBaHoro «Posnogin yactok» 3 Malvern mastersizer
npoayKTy, NepBUHHE 2000 Ha Malvern mastersizer 3000. Mexi
nakyBaHHS, BTOPUHHE cneundikauii PSD He 3MiHIOIOTbCSA.
nakyBaHHs)
419. | ®OPIHEKC® crpen HasanbHui, AT YkpaiHa AT “®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHuX 3a UA/14953/01/01
cycneHsis, 50 "®apmak” (nakyBaHHS i3 dopmu in matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
MKr/gosy; no 140 bulk dipMun-BrpobHmKa [oToBWI Nikapcbkui 3aci6. Cuctema
003y donakoHi 3 Anotekc IHk., KaHaga) KOHTeWHep/3aKkynoptoBanbHUiA 3aci6 (iHLwi
HacocoM-03aTOPOM 3MiHWN) BHECEHHS 3MiHW Y NEePBUHHE
3 po3nuIoBayem nakyBaHHsl, @ came fofaBaHHs
HasanbHOro anbTepHaTMBHOMO Hacoca Jo3aTtopa 3
NPU3HAYEHHS; HiTpunosoto Bknaakoto (VP3/93F CS20
no 1 cnakoHy y Silver Metering Nasal Pump: 20 mm; Dip-
nauui Tube Length - 27 mm to 29 mm; (with Nitrile
405 for Floating Gasket & Stem Gasket), 3
BHECEHHSAM BiAMOBIAHMX 3MiH 0 po3ainy
3.2.P.7. 3atBepmxeHo: Pump VP3/93F
CS20 Metering Nasal Pump: 20 mm (Dip-
Tube Length - 27 mm to 29 mm (with Nitrile
404 E for Floating Gasket & Stem Gasket);
3anponoHoBaHo: Pump VP3/93F CS20
Metering Nasal Pump: 20 mm (Dip-Tube
Length - 27 mm to 29 mm (with Nitrile 404 E
for Floating Gasket & Stem Gasket);
VP3/93F CS20 Silver Metering Nasal Pump:
20 mm; Dip-Tube Length - 27 mm to 29 mm;
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(with Nitrile 405 for Floating Gasket & Stem
Gasket)
420. | ®OPCAOO Kancynuv Teepai no O-p Pegai'c IHAis O-p Pegpic IHpis BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/19194/01/01
0,5 wmr, no 7 kancyn JlabopaTopi Jla6opaTopic Jltg, PTO- matepianis: 3miHu | Tvny - 3MiHK 3 AKOCTI. peuenmom
y 6nictepi; no 4 chta 7 CeptudikaT BignosigHocTi/l E-ceptudikat
Gnictepn B BiZNOBIQHOCTI €Bponenchkin
KapTOHHiI kopobuyj; dapmakonei/moHorpadii. MNoaaHHA HoBoro
no 10 kancyny abo oHoBneHoro ceptudikaTta BigNoBIQHOCTI
Gnictepi; no 3 abo Buny4eHHs ceptucpikata BignoBigHOCTI
Gnictepn B €Bponenckkin hapmakonei: gns A®l; ans
KapTOHHiI kopobuyi BUXIiQHOro matepiany/peareHTy/npoMixXHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMiKHOI
peyoBUHM (CepTUdikaT BiAMOBIAHOCTI
€Bponeiickkin thapmakonei) - Hosui
cepTudikaT Bif BXe 3aTBepaKEHOro
BUpPOOHMKa - — nogaHHs HoBoro CEP R1-
CEP 2020-156-Rev 02 Big 3aTBEpOKEHOTO
BnpobHmka A®I BIOCON LIMITED, IHgis.
(3aTBepmpreHo: ASMF; 3anponoHoBaHo:
CEP R1-CEP 2020-156-Rev 02)
421. | XENNEKC® obnonickyBay Ans Mosi Xenc LLisenuapis Hesa XongwuHr A.C. TypeyunHa BHECEHHS 3MiH [0 peecTpauiiHnX bes UA/18887/02/01
NAP ropna, po3yvH rno m6X matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peuenma
200 Mn po34nHy y [oToBwMI nikapcbkuii 3acib. Cuctema
nnawui; no 1 nnawui KOHTeWHep/3aKynoptoBanbHui 3aci6. 3miHa
3 MipHUM napameTpiB cneuudikadiv Ta/abo
CTakaH4MKOM y OOMNYCTUMUX MEX NEPBUHHOT YMaKOBKM
KapTOHHI kopobLyi rOTOBOrO fikapCbKOro 3acoby (iHLi 3MiHW)
OHOBIEHHSA cneuudikaLii NepBUHHOI
yNakoBKM (CKMSHOI NISILLKM) BiANOBIAHO A0
BMMOT YMHHUX MoHorpadin Eur. Ph. 3.2.1
Glass containers for pharmaceutical use Ta
USP-NF Containers-Glass ans
3aTBepakeHoro (Sisecam Cam Ambalaj,
TypeuumnHa) Ta anbTepHaTnBHoro (Bormioli
Pharma s. p. a., Itanis) Bupo6Hukis
NepPBUHHOI YNaKOBKM.
422. | XNOPTrEKCuA PO34unH ANS MPAT Ykpaina BiAMOBiAanNbHWIA 3a YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHuX bes UA/18022/01/01
UH 30BHILUHLOrO "®ITOPAPM BUPOGHMLTBO, NEPBUHHE matepianis: 3MiHu | TUNy - AgMiHiCTpaTuBHiI peuenma
3acrocyBaHHs, 0,05 " nakyBaHHSi, KOHTPOIb 3MiHN. 3MiHa HanMeHyBaHHs Ta/abo agpecu
% no 100 mn abo SAKOCTI: MiCList MPOBAKEHHS AisiNbHOCTI
200 mny MPAT "®ITODPAPM", BMPOGHMWKa/imnopTepa roToBoro nikapcbkoro
noniMepHmnx YkpaiHa; 3aco0y, BKIOYa4m AinbHULL BUNYCKy cepii
cdnakoHax 3 BiAnoBiganbHUI 3a abo micLe NpoBeaeHHS KOHTPOIHO SIKOCTI.
Hacagkot ans BUPOGHULTBO, NEPBUHHE (misnbHicTb, 3a AKy Bignoeigae
CnpsIMOBaHOro nakyBaHHs Ta KOHTPOb BMPOBHMK/IMNOPTEP, HE BKIOYAKOYM BUMYCK
BBeJEHHS SIKOCTI: cepint) - 3miHa agpecu BMpobHuka TOB
nikapcbkoro 3acoby TOB "d®apma Yepkac", "®apma Yepkac", BignosiganbHoro 3a
YkpaiHa; BMPOGHMLTBO, NEPBUHHE NaKyBaHHA Ta
BignoBigansHui 3a KOHTPOIb SIKOCTi, 6€3 3MiHWN hakTUYHOro
BUPOGHMLUTBO, NEPBUHHE MicLsl po3TallyBaHHs. BBeeHHs 3MiH
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

nakyBaHHsi Ta KOHTPOIb
SIKOCTI:

Mn "Kinadhd",
YkpaiHa;
BiAnNoBiganbHWi 3a
BUNYyCK cepii, He
BKIOYA0UN
KOHTPONb/BUNPOBYBaHHSI
cepii:

MPAT "®ITOPAPM",
YKpaiHa

NpOTArom 6-T MicsLB NiCNs 3aTBEPKEHHS.

423.

XNOPOBYTAH
ONMAPAT

NOPOLLIOK
KpUcTaniyHmm
(cybeTaHuis) y
MilLKax 3 nniBkK
nonietTuneHoBoi abo
namiHarty ons
BUpPOGHMUTBA
CTEPUNBHUX i
HECTEPUINbHNUX
nikapCcbknx hopm

AT «Onda»

JlatBia

AT «Onda»

JartBia

BHECEHHS 3MiH 4O peecTpauinHnX
maTepianis: yTOYHEHHS1 HanUcaHHA
ynakoBku B Haka3i MO3 Ykpainu Ne 2128
Bia 01.10.2021 B npoueci BHeCeHHs 3MiH
(3MiHM | TUNY - NPONOHYETLCS A0AaTKOBUI
anbTepHaTMBHWUIA TN NEPBUHHOI yMaKoBKK, a
came: «CybcTaHUmIo yNakoBbIBAKOT B MELLOK
13 NamuHaTa, KOTopbIi 3anansaioT ¢
NOMOLLbIO cneLunanbHoro obopyaoBaHus 6e3
Bakyyma. OTUKETKY NPUKPENNAOT K MELLKY
13 namviHaTta, obkneviBasi Npo3pa4Hoi
neHTon. MeLuok nomeLuaoT B
NONVUITUNEHOBBIN MW MOMUMNPONUIEHOBBIN
KOHTeNHep, KOTOPbIN NIIOTHO 3aKpbIBaOT
KpbILIKOW. Ha KoHTenHep npukpennsaoT
ATUKETKY»; 3MiHU | TURY - 3MiHK OO
cneundikauii Ta meToaiB KoHTpornio AdI 3a
nokasHukamu: -po3gin «lgeHtudikauis», a
came metog A.,B.,C AkicHa peakuis
3aMiHeHo Ha MeTop BunNpobyBaHHs IK-
CneKTp BignoBigHo Ao sumor Ph.Eur.
monograph «Chlorobutanol hemihydrate» -
3MiHa Ha3BM po3ainy «3anuLKoBi OpraHiyHi
PO3YMHHMKM» Ha po3ain «[domiwkun A iB» Ta
NpVBEAEHHS KpUTEPIN NPUAHATHOCTI
BignosigHo Ao Bumor Ph.Eur. monograph
«Chlorobutanol hemihydrate»). Hakazom Ne
2128 Big 01.10.2021 BBeaeHoO
[oAaTKOBUW anbTepHaTUBHUM TUN
NepBUHHOI yNakoBKWU. Pefakuis B Hakasi - y
MilLKax 3 nniBkK nonieTuneHosoi. BipHa
peAakuif - y milikax 3 nniBku
nonieTuneHoBoi abo namiHary.

UA/6787/01/01

424,

LIEPEBPOKYP
NH®

PO34MH Ans iH'eKLIN,
2 mr/mn no 0,5mn B
amnyni; no 5 amnyn
y kopobLji 3 KapToHY
3 noniMepHoIo
YapyHKOBOK
BKMagKow; o 2 Mi B

TOB "HIP"

YkpaiHa

TOB "HIP"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTI.
"oToBWI Nikapcbkuin 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHsi FOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHM y meTogax
BMNpobyBaHb (BKNOYakoym 3amMiHy abo

3a
peuenmom

UA/7516/01/01




235 [TponoBkeHHs JoaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1

amnyni; no 5 aéo 10
amnyn y kopob6ui 3
KapTOHy 3
noniMepHo
YapyHKOBOIO
BKIaKo

[OOMOBHEHHS)), 3MiHW B 3aTBEPAXKEHIN
mMeToauLi BUNpobyBaHHS 3a NOKa3HUKOM
«KinbkicHe BM3Ha4eHHs. XiHo3on» (OPY

2.2.25). 3MiHun | Tuny - 3MiHM 3 AKOCTI.

['oToBWI Nikapcbkuii 3aci6. KoHTponb

roToBOrO fikapCbKoro 3acoby. 3miHa y

mMeToAax BMNpobyBaHHS FOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHWM y MeTofax

BMNpOOyBaHb (BKItoYa4M 3amiHy abo

[OMOBHEHHS)) 3MiHWN B 3aTBEPOKEHIN
mMeToauLi BUNpobyBaHHS 3@ NOKa3HUKOM
«KinbkicHe BU3Ha4eHHs. LlepeGpokypuH»

(AdY 2.2.25). 3miHn | TMNY - 3MiHK 3 AKOCTI.

[oToBMI Nikapcbkui 3acib. KoHTponb

roToBOro fikapcbKkoro 3acoby. 3miHa y

mMeToAax BuNpobyBaHHS FOTOBOrO

nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEpAKEHNX MeToAAax BUNPoOyBaHHS)
BHECEHHS YTOYHEHHSI B METOZ, KOHTPOSIO

skocTi 113 3a nokasHukom «lgeHTudikauis.
XiHo305» (3aTBEepAXeHo: po3ynH 3anisa (l11)
xnopug P, 3anponoHoBaHoO: po3yvH 3anisa

(1) xnopua P2). 3miku | Tvny - 3miHm 3

siKkocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roToBOro fikapcbKkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo

AO0MYyCTUMMX MEX roTOBOrO NiKapCbKoro
3aco0y (iHLWi 3MiHW), BHECEHHSI HE3HAYHOT
3MiHM 0O nokasHuka «BigHocHa ryctuHay (

n.3 MKA, Ody* n.2.2.5, N, meTtog 1), a
came BUINyYeHHS OAMHULb BUMiPIOBaHHS,

OCKiNnbku Lie 6e3po3mipHa BenmynHa. 3MiHu
Il Tuny - 3MmiHwK 3 sikocTi. FOTOBMIA NiKapCbKUiA
3aci6. 3MiHu y BUPOGHMUTBI. 3MiHN Y
npotieci BUPOGHMLTBA rOTOBOTO NiKapCbKOro
3aco0y, BKIKOYa4m NPOMDKHUI NPOAYKT,

LL|O 3aCTOCOBYETHCS MPU BUPOOHULTBI

roTOBOrO MikapCbKoro 3acoby (cyTTeBa 3MiHa
y npoLeci BUPOOGHMLITBA, Sika MOXe MaTuh
iCTOTHWI BNMB Ha sKicTb, 6e3neky Ta
e eKTBHICTb Nikapcbkoro 3acoby) 3miHa y
TexHornoriyHomMy npoteci J13, 3okpema 3miHa
y inbTpyBanbHOMY enemMeHTi Ha cTagii
npoTeonisy. 3miHu Il Tuny - 3miHn 3 AKoCTi.
["oToBMI Nikapcbkuin 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo
[0MYyCTUMMX MEX roTOBOIO NiKapChKOro
3acoby (3miHa 3HaxoauTbCs nosa
3aTBEpPAKEHUMMN [ONYCTUMUMUN MEXAMU
cneuudikauin)
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[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3MiHa KpUTEpIto NPUNHATHOCTI B
cneundikadii M3 3a nokasHnkom «Cyxui
3anuwok» . 3atBepaKeHo: He MeHwe 16,0
mr/mn.
3anponoHosaHo: Big 9,00 mr/mn go 18,00
mr/mn. 3minun |l Tuny - 3MiHK 3 SIKOCTI.
["oToBMI Nikapcbkmin 3aci6. KoHTporb
roToBOro fnikapcbKkoro 3acoby. 3miHa
napameTpiB cneuudikaui Ta/abo
[OMNYCTUMUX MEX rOTOBOTO NiKapCbKOro
3acoby (3miHa 3HaxoauTbes nosa
3aTBEPAKEHMMU AOMYCTUMUMU MEXaMMn
cneuundikaLin), aMiHa KpuTepito
NPUAHATHOCTI B cneumdikadii M3 3a
NOKa3HUKOM «pH».
3artBepoxeHo: Big 6,1 4o 7,2
3anponoHoBaHo: Big 4,5 0o 7,5
425. | LE®ENIM NOpOLLOK ANng MpuBaTHe Ykpaina [NpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 4O peecTpauinHnX 3a UA/13564/01/01
PO34MHY ANg iH'eKUin | akuioHepHe TOBapPUCTBO "Jlekxim- matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
no1,0r; 1 ab6o 5, TOBapUCTBO XapkiB", YkpaiHa [oToBMI Nikapcbkui 3acib. KoHTponb
ab6o 50 dpnakoHiB 3 "Nekxim- (nakyBaHHS i3 hopMM in roToBOro flikapcbkoro 3acoby. 3miHa y
NOPOLLKOM Yy nadui 3 Xapkis" bulk chipmn-BUpOGHUMKa MeToAax BUNpoGyBaHHSI rOTOBOMO
KapToHy; 1 abo 5 Keiny ®apmaueyTikan nikapcbKkoro 3acoby (He3HayHa 3MiHa y
crakoHiB 3 Ko., Ilta., Kutain); TOB 3aTBEPMAKEHNX MeTodax BUNPOOYBaHHS) -
NOPOLLKOM Y "Nekxim-Obyxis", BHeceHHs He3Ha4yHoi 3MiHN 40 MeToay
6nicTepi; no 1 YkpaiHa (nakyBaHHs i3 BunpobyBaHHs 13 3a nokasHWKoM
GnicTepy y nauui 3 dopmu in bulk dpipmu- «ApriHiH» (®.CLUA <621>), wo crocyeTbcs
KapTOHy; 1 donakoH 3 BMpOGHUKa KBiny NpUroTyBaHHs1 BUNPOGOBYBAHOrO PO3YUHY
nopoLukom Ta 1 PapmaueyTikan Ko., Ta, K HacnigokK, kopuryBaHHA hopmynm
amnyna 3 Nra, Kutan) pO3paxyHKy BMICTY apriHiHy, KOpUryBaHHs
po34nHHMKoM no 10 nokasHuWKa BifHOCHOro CTaHO4apTHOro
mn (Boga 4ns BiOXWIIEHHS B MPUAATHOCTI
iH ekuin) y 6nicTepi; XpomaTorpadiyHoi cuctemu.
no 1 6nictepy y
nayui 3 KapTOHy
426. | LE®ENIM NOPOLLIOK ANs MpusaTHe YkpaiHa Ksiny ®apmaueyTikan Kutan BHECEHHS 3MiH 40 peecTpauiiHnx - UA/13348/01/01
PO34MHY Ans iH'eKUin | akuioHepHe Ko., IlTa. matepianis: 3miHu | Tuny - 3miHK 3 sKOCTi.
no 1,0 r; in bulk: 50 TOBapucTBo [oToBMI Nikapcbkuin 3aci6. KoHTponb
cdrakoHiB 3 «Jlekxim- roTOBOrO fikapcbkoro 3acoby. 3miHa y
NOPOLLKOM Y KopobLi XapkiB» MeToax BUNpobyBaHHS roTOBOrO

nikapcbKkoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNPobyBaHHS) -
BHeceHHs1 He3Ha4HOI 3MiHM 40 MeToay
BunpobyBaHHs 13 3a nokasHuKom
«ApriHiH» (©.CLUA <621>), wo crocyeTbes
NpUroTyBaHHs BUNPOBOBYBaHOMO PO3YMHY,
Ta, SIK HacnigokK, KopuryBaHHsA hopmynm
pO3paxyHKy BMICTY apriHiHy, KOpUryBaHHs
nokasHvKa BiJHOCHOrO CTaHAapPTHOrO
BiAXWIIEHHS B MPUAATHOCTI
XpomaTorpadiyHoi cucTemu.
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

427.

LE®EMNIM

NOpOLLOK ANs
PO34MHY Ans iH exuUin
no 1000 mr; no 1
a6o 10 dpnakoHiB 3
MOPOLLIKOM Y
KapTOHHIl kopobui

AAP
DAPMA 3-
nnc

O6'eqHaHi
Apabcbki
Ewmipatu

3elicc Papmac’toTikenc
Met. N14.

IHgia

BHECEHHS 3MiH 4O peecTpauinHuX
MaTepianis: 3miHn | Tuny - 3miHn Wwoao
6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
BeeneHHs abo 3MiHu [0 y3aranbHeHWX
OaHuX Npo cuctemy apMakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHNX Npo
cuctemy papmakoHarnsgy, 3amiHa
yNoBHOBaXKeHOi 0cobu, BiANoBiaanbHoI 3a
3piicHeHHs hapmakoHarnagy; KOHTakTHOT
ocobu 3 hapmakoHarnagy 3asBHuUKa ANnst
3AiNCHEHHA apmakoHarnsgy B YkpaiHi,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKMIOYaUM KOHTaKTHI
naHi) Ta/abo 3MiHK y po3MiLLleHHi MacTep-
daiina cuctemu hapmakoHarnsgy) - 3MiHa
KOHTaKTHMX AaHNX YNOBHOBAXEHOi 0cobm
3asBHMKa, BiANoBiganbHoOI 3a
capmakoHarnsg. 3MiHa MicLe3HaxoaKeHHst
macTtep-anna cuctemu papmakoHarnsgy
Ta noro Homepa. 3MiHa Micus 34iACHEHHS
OCHOBHOI AiiNbHOCTI 3 hapMakoHarnagy

3a
peuenmom

UA/17538/01/01

428.

LLE®OMNEPA30
H KOMBI

NMOpPOLLOK Ans
PO34MHY ANg iH'eKUin
no 1000 mr/1000 wmr;
1 abo no 10
drakoHiB y
KapTOHHiI kopobui

TOB
"ACTPA®A
PM"

Ykpaina,

TOB "ACTPAGAPM"
(nakyBaHHS i3 hopMM in
bulk: HCINC Xeben
XyamiH ®apmacbtoTikan

Komnani Iimiten, Kutain)

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHu | Tuny - AgMiHicTpaTuBHI
3MiHW. 3MiHa HallMeHyBaHHS Ta/abo agpecu

3asiBHMKA (BNacHUKa peecTpauiiHoro
noceigyeHHs1) - 3MiHa agpecu 3asiBHUKa
'N3. BeeaeHHs 3miH npoTsrom 3-x micsauis
nicns 3aTBepaXeHHs. 3MiHn | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaXXEHHS OiSANbHOCTI
BMPOGHMWKa/imnopTepa roToBoro nikapcbKoro
3acoby, BKMYa4m AinbHuUL BUNycky cepii
abo micLe npoBeAeHHS KOHTPOHO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHWK/IMNOPTEP, BKINOYAKOUN BUMYCK
cepin) - 3miHa agpecu BMpobHuka M3.
3MiHM BHeCEHO B po3ain
"Micue3HaxogXeHHs1 BUpOOHMKa Ta oro
agpeca Micus NPOBaMKEHHN AisnbHOCTI" B
iHCTpYKLUIil0 Ans MeguyHOro 3acTocyBaHHs Ta
SIK HACMIOK - Y TEKCT MapKyBaHHS YrNaKkoBKu
nikapcbkoro 3acoby. BBegeHHs 3MmiH
npoTsArom 3-X MicAUiB Nicns 3aTBEPAXEHHS.

3a
peuenmom

He
nidnsieae

UA/18511/01/01

429.

LE®TAINONM

MOpOLLOK AN
PO34MHY Ans iH eKUin
no 1000 wmr; no 1
abo 10 dnakoHiB 3
MOPOLLKOM Y
KapTOHHI kopobui

AAP
PAPMA O3-
nnc

O6'egHaHi
Apabcbki
Emipatun

3eiicc Papmac’ioTikenc
MeT. N0,

IHAina

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTtepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy.
BeeneHHs abo 3MiHU [0 y3aranbHeHWX
[aHWX Npo cucteMy hapMakoHarnsgy
(BBEEHHS Y3aranbHEHWX AaHWUX Npo

3a
peuernmom

UA/17514/01/01
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

cuctemy papmakoHarnsgy, 3amiHa
yNoBHOBaXKeHOi 0cobu, BiANoBiaanbHoI 3a
3fiicHeHHs hapmakoHarnagy; KOHTaKTHOT
ocobu 3 hapmakoHarnagy 3asBHuUKa Anst
3AiNCHEHHA hapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKMIOYaymM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLieHHi MacTep-
canina cuctemn chapmakoHarnsgy). 3miHa
KOHTaKTHWX JaHUX YNOBHOBAaXEHOT 0cobu
3asBHMKa, BiANoBiganbHoOI 3a
thapmakoHarnag.3miHa mMicLe3HaxoaKeHHs!
macTtep-anna cuctemu papmakoHarnsgy
Ta noro Homepa. 3MiHa Micus 30iACHEHHS
OCHOBHOI isiNbHOCTi 3 dhapmakoHarnsgy.

430.

LEDTA3NONM

NMOpOLLOK A1
PO34MHY ANg iH'eKuUin
no 1,0r; 1 abo 5,
abo 50 dpnakoHiB 3
MOPOLLKOM Yy nauli 3
KkapToHy; 1 abo 5
dnakoHiB 3
MOPOLLKOM Y
Gnictepi; no 1
6nictepy B nauui 3
KapToHy; 1 cprnakoH 3
nopotukom Ta 1
amnyna 3
PO34MHHUKOM (BOAa
ans in’ekuin no 10
MI B amnyni) y
6nicTepi; no 1
6nicTepy B nauui 3
KapTOHY

MpuBaTHe
akuioHepHe
TOBapUCTBO

«Jlekxim-
XapkiB»

Ykpaina

lMpuBaTHe akuioHepHe
TOBapUCTBO «J1ekxim-
XapkiB», YkpaiHa
(nakyBaHHS i3 dhopmu in
bulk chipmn-BUpOGHHMKa
Keiny ®apmaueyTikan
Ko., N7A., Kutan);
TOB "Nekxim-O6yxis",
YkpaiHa (nakyBaHHS i3
dopmu in bulk cpipmu-
BMpOGHUKa KBiny
dapmaueyTikan Ko.,
JIto., Kntan)

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHu | Tuny - 3miHn Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKili XapakTepucTuLi
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT 4NS MeQNYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHO OHOBIOBAHOTO 3BiTY 3
Ge3neku nikapcbkoro 3acoby, abo
pocrnimpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby B micrnspeecTpauiiHin
nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
pocnigkeHb, NpoBeAeHVX BignoBigHO 40
nnaHy negiatpuyHux gocnimkers (PIP)
(3MiHY y3romkeHo 3 KOMNETEHTHUM
YMNOBHOBaXXEHVM OpraHom)
3MiHVM BHECEHO [0 iHCTPYKLUii ANst MEANYHOrO
3aCTOCyBaHHs1 Nikapcbkoro 3acoby B po3ainu
"OcobnusocTi 3actocyBaHHs", "MobiuHi
peakuii" Bi4NoBigHO 10 OHOBMEHOI
iHcpopmalii 3 6e3neku giroyoi
peyoBuHU.CynyTHs 3MiHa - 3MiHU LWoao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BHeceHHs1 abo 3miHa(u) fo 3060B'A3aHb Ta
YMOB BuAaui peecTpauinHoro noceigyeHHs,
BKkItoYatoum MnaH ynpaeniHHA pusnkamm
(3acTocyBaHHS TEKCTY, SIKUI NOTOMKEHUI 3
KOMMETEHTHUM OopraHoMm). 3asiBHUKOM
HafaHo oHoBneHwn MNnaH ynpaeniHHA
pu3ukamu Bepcis 1.1. 3MiHM BHeceHo Ao
yacTtuH: | «3aranbHa iHdopmauis», V
«3axoau 3 MiHimisauii pusukie», VI «Pestome
nnaHy ynpasniHHSA puankamuy», VIl
«[dogaTkny y 3B’A3Ky 3 JONOBHEHHAM
NPOEKTY iIHCTPYKLi AN MeguyHoro
3aCTOCYBaHHsSI OHOBIEHNMM AaHUMU 3

3a
peuenmom

He
nidnsieae

UA/13768/01/01
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

Gesneku gitoy4oi pevoBuHU. Pestome MnaHy
ynpasniHHA pu3nkamu Bepcis 1.1
nogaetbes. 3MiHu | Tuny - 3MiHK 3 AKOCTi.
["oToBMI nikapcbkuit 3aci6. CTabinbHICTb.
3MiHa y TepmiHax npugaTHoOCTi abo ymoBax
36epiraHHs roTOBOro Nikapcbkoro 3acoby
(iHWi 3miHW)
peaakuinHi 3MiHv B po3aini « TepmiH
npuaaTHoCTI», 6e3 3MiHM hakTU4Horo
TepPMiHy NpUAATHOCTI FOTOBOrO NiKapCbKOoro
3acoby, a came goaaBaHHs dpasu: « TepMiH
npuaaTHOCTI KiHLEeBOro npenapary
BM3HAYa€ETbCsl BiAHOCHO TOrO KOMMOHEHTa
(mopoLuok abo pO3YMHHMK), TEPMIH
NPUAATHOCTI SIKOrO 3aKiHYYETbCA paHille.»
[Litoya pepakuis NMponoHoBaHa pegakuis.
TEPMIH MPUOATHOCTI - UedTasmagum,
NMOPOLLIOK A1 PO34YMHY Ans iH'ekuiino 1,01 -
2 poku (3 gatn BUpobHMLTBa chopmu in
bulk). Boga ans iH'ekuii, pO34MHHUK Ans
napeHTepanbHOro 3acTocyBaHHs, no 10 mn
B amnyni - 4 pokn. TEPMIH MPUOATHOCTI.
LledTasnamm, nopoLwok AN po3vnHy Ans
iH'ekuii no 1,0 r - 2 poku (3 gatn
BUpoGHMLTBa chopmu in bulk). Boga gns
iH'EKLiN, PO3YMHHUK NS MapeHTeparbHOro
3acTtocyBaHHs, no 10 mn B amnyni - 4 poku.
TepMiH NnpyuaaTHOCTI KiHLEBOro npenapary
BM3HAYaETbCS BiAHOCHO TOrO KOMMOHEHTA
(nopoLuok abo po34MHHKK), TEPMIH
NPVUAATHOCTI SKOro 3aKiHYYETLCS paHilLe.
3MiHM BHECEHO [0 iHCTPYKLUii ANst MEANYHOTO
3acTocyBaHHS NikapcbKoro 3acoby B po3gin
"TepmiH npugaTtHocTi".

431.

LLE®TATIM-
1000

NOPOLLIOK ANA
PO34MHY AnS iH'eKLin
no 1000 mr, 1

(NaKoH 3 MOPOLLKOM
Y KapTOHHIl kopobui

MaHkanHg,
dapma
Nimiten

IHAin

MaHkanng ®apma

Nimiten

IHaisa

BHECEHHS 3MiH [0 peecTpauiiHnX
matepianis: 3MiHu | Tuny - 3MiHn Wwopno
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHNxX
AaHux Npo cuctemy hapmakoHarnagy
(BBEAEHHSA y3aranbHEHUX AaHWX Npo
cuctemy cbapmakoHarnsagy, amiHa
yrnoBHOBaXeHoi ocobwu, BignoBiganbHoi 3a
34iicHeHHs dapmakoHarnagy; KOHTakTHoT
ocobu 3 hapmakoHarnsaay 3asBHMKa 41s
34icHeHHs bapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXEHOI
ocobwu, BignoBifanbHOi 3a 34iNCHEHHS
apmMakoHarnagy (BKMYarym KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3MmilLLeHHi MacTep-
chanina cuctemu dhapmakoHarnsgy) 3miHa
YMNOBHOBaXeEHOI 0cobu 3asiBHUKA,

3a
peuenmom

UA/18512/01/01
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[TponoBkeHHs JoaaTKa 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

BignoBigansHoi 3a hapMakoHarnsag,.
[itova pepakuia: Papkat CiHran / Rajat
Singal. MNponoHoBaHa peaakuis: Op. Hity
Cinxa / Dr. Nitu Sinha. 3miHa KOHTaKTHUX

[OaHuX YroBHOBaXXEHOI 0cobu,

BignoBigansHoi 3a dhapMakoHarnag.

432.

LLE®TPUAKCO
H

NMOpOLLOK Ans
PO34MHY AN iH eKuUin
no 1000 mr; 1 abo
10 chnakoHis 3
MOPOLLIKOM Y
KapTOHHil kopobui

AAP
DAPMA 3-
nnc

O6'eaHaHi
Apabcbki
Emipatu

3encc Papmac’ioTikenc
Met. N14.

IHais

BHECEHHS 3MiH 40 peecTpauifiHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwoao
6e3nekn/eheKTMBHOCTI Ta hapmakoHarnsgy.
BeeneHHs abo 3MiHu [0 y3aranbHeHWX
OaHuX Npo cuctemy hapMakoHarnsgy
(BBEOEHHSA y3aranbHEHVX AaHNX Npo
cuctemy papmakoHarnsgy, amiHa
yMOBHOBaXeHoi ocobw, BiANOBiAanbHOI 3a
34iINCHEHHA dhapMakoHarnsiay; KOHTaKkTHOI
ocobu 3 hapmakoHarnagy 3asBHuUKa Ansi
3AiNCHEeHHA dhapmakoHarnsay B YkpaiHi,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKMIOYaUM KOHTaKTHI
naHi) Ta/abo 3MiHK y po3MiLLleHHi MacTep-
daiina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHMX AaHNX YNOBHOBAXEHOi 0cobm
3asBHMKa, BiAMNoBiaanbHoOI 3a
dapmakoHarnsg. 3MiHa mMicLe3HaxoaKeHHst
mMacTep-danina cuctemu papmakoHarnsgy
Ta /ioro Homepa. 3miHa micus 3AiNCHEHHS
OCHOBHOI AisiNbHOCTI 3 dhapMakoHarnsgy.

3a
peuenmom

UA/17571/01/01

433.

LLE®YPOKCUM
15T

NMOpPOLLOK Ans
PO34MHY AN iH eKUin
no 1500 wmr; 1 abo
10 donakoHiB y
KapTOHHiI kopobui

AAP
SAPMA O3-
Jnc

O6'egHaHi
Apabchbki
EmipaTn

3elicc Papmac’toTikenc
MeT. IlTo.

IHaisa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3MiHu | Tuny - 3MiHn Wwopno
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
BBeneHHs abo 3MiHM 00 y3aranbHEHNxX
OaHunx npo cuctemy chapmakoHarnsgy
(BBEOEHHSA y3aranbHEHWX AaHWUX Npo
cuctemy cbapmakoHarnsagy, amiHa
yrnoBHOBaXeHoi ocobu, BignoBifanbHoi 3a
34iicHeHHs dhapMakoHarnagy; KOHTakTHoT
ocobu 3 hapmakoHarnsaay 3asBHVKa A4S
3AicHeHHs hapmakoHarnsagy B YKpaiHi,
SKLLO BOHA BigMiHHA Bif YNOBHOBaXEHOI
ocobwu, BigNoBifanbHOI 3a 34iNCHEHHS
dapmakoHarnsay (BKMHOYaKUmM KOHTaKTHI
[OaHi) Ta/abo 3MiHKM y po3milLleHHi MacTep-
havina cuctemu dhapmakoHarnsgy). 3miHa
KOHTaKTHMX JaHWUX YNOBHOBaXEHOi 0cobu
3asBHMKa, BiAnNoBiaanbHoOI 3a
cbapmakoHarnsg. 3MiHa MicLe3HaxomKeHHst
macTep-anna cuctemu papmakoHarnsgy
Ta noro Homepa.
3MiHa Micus 3aiNCHEHHSI OCHOBHOT
[isNbHOCTI 3 hapmakoHarnsay.

3a
peuenmom

UA/17488/01/01




241 [TponoBkeHHs JoaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
434. | LE®YPOKCUM | nopoluok ans AAP O6'eqHaHi 3elicc Papmac’toTikenc IHpis BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/17542/01/01
750 MI" posuunHy ans iv’exkuin | PAPMA ®3- Apabcbki Mer. lTA. marepianis: 3MiHu | Tuny - 3MiHn Woao peuenmom
no 750 mr; no 1 abo ninc Emipatn 6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
10 chnakoHis 3 BBepneHHs abo 3MiHM 0 y3aranbHEeHNxX
NOPOLLIKOM Y OaHunx npo cuctemy cpapmMakoHarnsiay
KapTOHHiI kopobuyi (BBEOEHHS y3aranbHeHVX AaHNX Npo
cuctemy papmakoHarnsgy, 3amiHa
yNoBHOBaXKeHOi 0cobu, BiANoBiaanbHoI 3a
3piicHeHHs hapmakoHarnagy; KOHTakTHOT
ocobu 3 hapmakoHarnagy 3asBHuUKa ANnst
3AiNCHEHHA apmakoHarnsgy B YkpaiHi,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKMIOYaUM KOHTaKTHI
naHi) Ta/abo 3MiHK y po3MiLLleHHi MacTep-
cavina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHMX AaHNX YNOBHOBAXEHOi 0cobm
3asBHMKa, BiANoBiganbHoOI 3a
capmakoHarnsg. 3MiHa MicLe3HaxoaKeHHst
macTtep-anna cuctemu papmakoHarnsgy
Ta noro Homepa. 3MiHa Micus 34iACHEHHS
OCHOBHOI isiNIbHOCTi 3 dhapmakoHarnsgy.
435. | UMNPUHON® TabneTkn, BKpUTI KPKA, o.4., CnoBeHis BMPOGHMLTBO "in bulk", CnoseHis BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/0678/02/01
NniBKOBOKO HoBo mecTo NnepBUHHE Ta BTOPUHHE maTepianis: 3minu |l Tuny - 3miHn Wwopo peuenmom

obornoHkot, no 750
mr; no 10 TabneTok
y bnicTepi; no 1 abo
2 6nictepu B
KapTOHHIN kopobLyi

NakyBaHHs1, KOHTPOJSIb Ta
Bunyck cepii: KPKA,
n.a., Hoso mecTo,
CroBeHisi; KOHTpOIb
cepii:

KPKA, a.a., HoBo mecTo,
CroBeHisi; KOHTpOIb
cepii: HN30X
(HauioHanbHi
nabopartopis 3a 3gpas'e,
OKOIE iH XpaHo),
CnogBeHisi

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

BHeceHHs1 abo 3miHa(u) Ao 3060B'A3aHb Ta
YMOB BuAaui peecTpauinHoro noceigyeHHs,
BKMtoyatoum MNnaH ynpasniHHS puankamm
(3acTtocyBaHHSA 3miH(n), Aki(a) BUMaraTb(€)
nofanbLIoro o6rpyHTyBaHHA HOBUMM
[04aTKOBUM AaHUMW, O MaloTb
HafaBaTMCH KOMMNETEHTHVUM OpraHom,
OCKiNbKW BUMaraeTbCsi CyTTEBa OLjiHKa
KOMMNETEHTHWUM OpraHom) - 3asBHUKOM
HafaHo oHoBneHwn MNnaH ynpasniHHA
pusmkamu Bepcis 2.2
3MiHV BHECEHO [0 YaCTuH:
| «3aranbHa iHdopmauis»

Il «Cneundikauisi 3 6e3neku»

Il «MnaH 3 dhapmakoHarnsgy»

IV «[MnaHn wopno nicnsipeectpauiiHnx
pocnigpkeHb eheKTUBHOCTI»

V «3axoau 3 MiHiMi3aLii pu3ukiB»

VI «Pestome nnaHy ynpasniHHA pusnkaMmm»
VIl «dopatkuy
y 3B’A13Ky 3 BpaxyBaHHAM OHOBIEHOI
iHdbopMmalii 3 6e3neku fjtoyoi pevyoBuHY Ta
OHOBIEHO hopMaT AOKYMEHTY BiANoBiAHO
no GVP Module V EMA rev 2.
Pestome MNnaHy ynpasniHHA pusnkamu
Bepcis 2.2 4oAaeTbCs.




242

[TponoBkeHHs JoaaTKa 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
436. | ULUNPO®IIOKC | Ttabnetku, BKpUTI TOBAPUCT YkpaiHa BCi cTagii BUpobHMLTBA, YkpaiHa BHECEHHS1 3MiH 40 peecTpauiiHnx 3a He UA/4759/02/01
ALUUH o6onoHkot, no 250 BO 3 KOHTPOIb SKOCTi, BUMYCK marepianis: 3MiHu | Tuny - 3MiHn Woao peuenmom | niidnszae
mr no 10 TabneTok y OBMEXEH cepii: 6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
Gnictepi; no 1 (0],0) ToBapwucTBoO 3 3MiHa y KOpPOTKili XapaKTepucTumui
6nictepy B kopobui BIAMOBIOA obmexeHo nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
JNIBHICTIO BiAnoBiganbHICTIO IHCTPYKUIT ANS MeAMYHOro 3acTOCyBaHHS Ha
«KOPIMOPA "papmaLeBTUYHa niacTasi perynspHoO OHOBIOBAHOIO 3BITY 3
LA KomnaHis "3gopos's"”, 6e3nekw nikapcbkoro 3acoby, abo
«300POB’A YkpaiHa; pocnigpkeHb 3 6e3nekn 3acTocyBaHHs
» BCi cTagii BUpobHMLTBA, nikapcbkoro 3acoby B nicnspeecTpauiiHin
KOHTPOIb SKOCTi, BUMYCK nepiog, abo sik pe3ynbTaT OLiHKM 3BITYy 3
cepii: pocnigkeHb, NpoBeAEHMX BiAMNOBIOHO A0
ToBapucTtBeo 3 nnaHy negiatpuyHmnx gocrnigxeHs (PIP)
obmexeHo (3MiHYy y3romkeHo 3 KOMNETEHTHUM
BiANOBIgANbHICTIO YNOBHOBa)KEHUM OpraHoMm)
"[locnigHui 3aBop 3MiHV BHeceHo Ao IHCTpyKLUii gns
"THUJIC", YkpaiHa MeOMYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby Ao po3giny "MobiyHi peakuii” woao
6e3nekn 3acTocyBaHHS il040i pe4OBUHU
umnpodnokcauuH BiANoOBIAHO A0
pekomeHgauin PRAC.
437. | ULUTPAMOH- Tabnetkn, no 10 AT YkpaiHa AT "Jly6Hndapm", YkpaiHa BHECEeHHs1 3MiH 40 peecTpauiiHnx Ne 10 - 6e3 He UA/12823/01/01
®OPTE Tabnetok y "Ny6Hndap marepianis: 3MiHu | Tuny - 3MiHn Wwono peuenma; nionszae
Gnictepax; no 10 m" 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy Ne 100 - 3a
Tabnetok y Gnictepi; (iHWi 3miHK) peuenmom

no 10 6nictepiB y
navui

3MiHM BHECEHO [0 TEKCTY MapKyBaHHS
YNaKoBOK flikapCbKoro 3acoby (BUyYeHHs
iHdbopMaLlii poCiiCbKOI0 MOBOIO Ta
peparyBaHHs TekCTy). TepmiH BBEAEHHS
3MiH - NpoTSArom 6 MicsAuis nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3miHn wopao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS Ha
niacTaBsi perynsipHO OHOBMOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
AocrimpkeHb 3 6esnekn 3acTocyBaHHA
nikapcbkoro 3acoby B nicnsipeecTpauiiHvn
nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
[ocnigpkeHb, NpoBeAEHMX BigNoBiaHO 00
nnaHy negiatpuyHux gocnimxkers (PIP)
(3MiHy y3rogXeHo 3 KOMMETEHTHUM
YMOBHOBaXEHNM OpraHoM). 3MiHV BHECEHO B
HCTpPYKLUil0 AN MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3sainis "Baaemopis
3 iHWKMK NikapcbknMKM 3acobamu Ta iHLwi
Buau B3aemogin", "OcobnusocTi
3actocyBaHHs" Ta "MobiyHi peakuii”
BiJMNOBIQHO 4O OHOBMEHOI iHhopmaLii Wwoao
6e3nekn 3acTocyBaHHs Ailo40i peYoBUHM
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n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asi8HUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

438.

3rigHo 3 pekomeHaauieto PRAC. TepmiH
BBEAEHHS 3MiH - NpOTArom 6 Micauis nicns
3aTBEPAKEHHS.

439.

LINOKCAH®

Kpanni o4Hi/BYyLLHI
0,35 %; no5mny
bnakoHi-
KpanenbHuui; no 1
bnakoHy B kopobui
3 KapTOHY

Hogapric
dapma Al

LLsevinapisa

AnkoH KyBpbop

Benbrisa

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/E-cepTudikat

BiNOBIQHOCTI €BpONEenchbKiin
dapmakonei/moHorpadii. 3mMiHW, Nos'a3aHi 3
HeoOXiaHICTIO NpuBeaeHHs Yy BigNoBIgHICTb
0o MoHorpadii PY abo €BponencobKoi
hapmakonei, abo iHLOoi HalioHanbHOT
dapmakonei gepxaeu €C (3MiHa y
cneumdikauisx, nos'asaHa 3i 3amiHamu B
[dY, abo €sponencekivi papmakonei, abo
iHLWIiM HauioHanbHIK dhapmakonei aepxasun
€C) npuBeaeHHsi cneuudikadii AdI
umnpodpriokcauuHy rigpoxnopugy Ao
MoHorpagii 0888 €¢ 11.0.

3a
peuenmom

UA/8565/01/01

LINOKCAH®

Kpanni O4Hi/BYLLHI
0,35%; no 5mny
bnakoHi-
KpanenbHu1ui; no 1
dnakoHy B kopobui
3 KapTOHY

HoBapric
dapma Al

LLiseninapisa

AnkoH KyBpbop

Benbrisa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTtepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BeeaeHHs abo 3MiHu [0 y3aranbHeHWX
AaHunx npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3aranbHEeHUX AaHWX Npo
cuctemy cbapmakoHarnsgy, 3amiHa
YNOBHOBAXeEHOI 0cobu, BignosigansHoi 3a
34iicHeHHs dhapMakoHarnagy; KOHTakTHoT
ocobu 3 hapmakoHarnsaay 3asBHVKa 41
3AiNCHEeHHA dhapmakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bi YNOBHOBaXEHO|
ocobwu, BigNoBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnsaay (BKIOYaymM KOHTaKTHI
OaHi) Ta/abo 3MiHKM y po3milLeHHi MacTep-
anna cuctemu cpapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXEHOI 0cobu,
BignoBiganbHoI 3a hapmakoHarnsg. 3miHa
MicLle3HaxomKeHHs MacTep-hanna cuctemu
bapmakoHarnagy. 3MiHa micus 30iNCHEHHS
OCHOBHOI AiaNbHOCTI 3 dapmMakoHarnsgy

3a
peuenmom

UA/8565/01/01

440.

IOMNEPIO

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 100
Mr; no 14 TabneTok
y 6nicTepi; no 2 abo
4 6nictepu B
KapTOHHiI kopobLyi

HoBapric
dPapma
Cepsice3 Al'

LLiBenuapis

BUPOBHMLUTBO, KOHTPOSb
SIKOCTi, NEPBUHHE Ta
BTOPWHHE NaKyBaHHS,
BUMNyck cepii: HoBapTic
dapma C.n.A., lITanis;
KOHTPOMb SIKOCTi 3a
NMOKa3HUKOM
«MikpobionoriyHa
yuctoTax: Jlek
dapmacbtloTukanc g.a.,
CnoBeHis;

BUPOGHULITBO, KOHTPOIb

ITanis/
CnoBeHisi

BHECEHHS 3MiH IO peecTpaLiiHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3miHa yacToTu Ta/abo TepMmiHiB nogaHHA
perynsipHo OHOBJOBAHMX 3BITiB 3 6e3neku
nikapcbkux 3acobiB - 3MiHK y YacToTi Ta
AaTax NoAaHHsi perynspHoO OHOBIIOBAHOIO
3BiTYy 3 besneku.

[itova pepakuis: MNogaHHs perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku 3
nepiognYHICTIO BignoBiaHo ao Mopsaky

34iCHeHHs bapmakoHarnsay,

3a
peuernmom

UA/16691/01/02
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
SKOCTi OKpiM NOKa3HMKa 3aTBepakeHoro Hakasom MiHicTepcTBa
«MikpobionoriuHa OXOPOHW 340POB’A YKpaiHu BiA 27 rpyAHs
unctoTa»: HoeapTic 2006 poky Ne 898 (y penakuii Hakasy
dapmacktoTrkan MiHicTepcTBa OXOpPOHM 300P0B'A YKpaiHu Big
Manrydaktypinr J1J1C, 26 BepecHs 2016 poky Ne 996).
CnoBeHisi; nepB1MHHE [MponoHoBaHa pepakuis: YactoTa nogaHHs
nakyBaHHsi, BTOPUHHE perynsipHoO OHOBIOBaHOrO 3BiTy 3 6e3nekn 2
nakyBaHHS, BUNYCK poku. KiHueBa fata Ans BKMHOYEHHS AaHWX
cepii: Ilek 0o PO3b6 - 31.07.2026 p. [lata nogaHHs -
dapmacbtoTukanc g.4., 29.10.2026 p.
CroBeHisi; KOHTPOIb PekomeHpgoBaHo A0 3aTBEPOKEHHS
SAKOCTi 3@ NOKa3HNKOM BiANOBIQHO A0 NEepioAMYHOCTI NOAAHHA
"MikpobionoriyHa perynsipHo OHOBIOBaHMX 3BIiTiB 3 6e3neku
unctoTa": HauioHanbHa nikapcbkux 3acobis y €C.
nabopaTopisi 300poB's
HaBkonuwHboro
cepefoBuLLa Ta ixi,
CnoBeHis
441. | ONEPIO TabneTkn, BKPUTI Hoeapric LLiseniLapis BUPOBHMUTBO, KOHTPOSIb ITanis/ BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/16691/01/03
NniBKOBOIO dapma AKOCTi, NEepPBUHHE Ta CnoseHis marepianis: 3MiHu | Tuny - 3MiHn Wwono peuenmom
o6onoHkoto, no 200 Cepsices Al BTOPWHHE NaKyBaHHS, 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
mr; no 14 TabneTtok BUNYyCK cepii: HoBapTic 3MiHa YacToTu Ta/abo TepMiHiB NogaHHs
y bnicTepi; no 2 abo dapwma C.n.A,, Itanis; perynspHO OHOBIOBaHMX 3BITIB 3 6e3neku
4 6nictepu B KOHTPOIb AKOCTi 3a nikapcbkux 3acobis - 3MiHM y YacToTi Ta
KapTOHHI kopobui NOKa3HUKOM AaTax nofaHHsi peryrnsipHo OHOBIOBAHOIO
«MikpobionoriyHa 3BiTYy 3 besneku.
yuctoTay: Jlek [itova pepakuis: MNogaHHs perynspHo
dapmacbtoTukanc g.a., OHOBMIOBAHOTO 3BiTYy 3 6e3neku 3
CrnoBeHis; nepioguyHicTo BignoBiaHo ao Mopsaky
BMPOGHMLUTBO, KOHTPOIb 30iACHEHHS (hapmakoHarnsgy,
SIKOCTi OKpiM MoKa3HuKa 3aTBepaKeHoro Hakazom MiHicTepcTBa
«MikpobionoriyHa OXOPOHM 3[0POB’A YKpaiHu BiA 27 rpyAHs
yuctoTa»: HosapTic 2006 poky Ne 898 (y penakuii Hakasy
dapmacbioTmkan MiHicTepcTBa OXOpPOHM 300pOB'A YKpaiHu Big
Manydaktypinr J1J1C, 26 BepecHsa 2016 poky Ne 996).
CnoBeHisi; NnepBUHHE [MponoHoBaHa pepakuis: YactoTa nogaHHA
nakyBaHHsi, BTOPUHHE perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3nekn 2
nakyBaHHS, BUMYCK poku. KiHueBa gata onst BKIMOYEHHS AaHUX
cepii: INek po POSB - 31.07.2026 p. aTta nogaHHs -
dapmacbtoTukanc g.a., 29.10.2026 p.
CroBeHisi; KOHTPOIb PekomeHpoBaHo [0 3aTBEpPOKEHHS
SIKOCTi 3@ NOKa3HNKOM BigNoBIgHO 40 NepioANYHOCTI NoAaHHS
"MikpobionoriyHa perynsipHo OHOBIOBaHMX 3BiTIB 3 6e3neku
ynctoTta": HauioHanbHa nikapcbkux 3acobis y €C.
nabopaTopis 300poB's
HaBkonuwHboro
cepefoBuLLa Ta ixi,
CnoBeHis
442. | OMEPIO TabneTku, BKPUTI HoBaprTic LLisenuapis BMPOGHMLTBO, KOHTPOIb ITanis/ BHECEHHS 3MiH 10 peecTpauiiHuX 3a UA/16691/01/01
NniBKOBOKO dapma SIKOCTi, NEPBUHHE Ta CnogBeHisi MaTtepianis: 3miHn | Tuny - 3miHn Wwopo peuenmom
obonoHkot, no 50 Cepsices Al BTOPUHHE MaKyBaHHS, 6e3nekn/edPekTMBHOCTI Ta hapMakoHarnsigy.
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BUNyck cepii: HoBaprtic 3MiHa YacToTn Ta/abo TepMiHiB NogaHHs
perynsipHo OHOBIIOBaHUX 3BiTiB 3 6e3neku

Mr; no 14 TabneTok
y 6nictepi; no 2 abo
4 6nictepu B
KapTOHHil kopobui

dapma C.n.A., ITanis;
KOHTPOMb SIKOCTi 3a
NOKa3HWKOM
«MikpobionoriuHa
yuctoTax: Jlek
dapmacbtoTukanc a.a.,
CnoBeHis;
BMPOGHMLTBO, KOHTPOIb
SAKOCTi OKpiM NOKa3HuKa
«MikpobionoriuHa
yncTtoTa»: HoapTic
dapmackioTrkan
Manrydakrypinr J1J1C,
CnoBeHisi; NnepBUHHE
nakyBaHHsi, BTOPUHHE
nakyBaHHs, BUNYCK
cepil: Jlek
dapmacbtoTukanc g.a.,
CroBeHisi; KOHTPOIb
SIKOCTi 3@ NOKa3HUKOM
"MikpobionoriyHa
unctoTa": HauioHanbHa
nabopaTopisi 300poB's
HaBkonuwHboro
cepefoBuLLa Ta ixi,

CnoseHis

nikapcbkunx 3acobis - 3MiHM y YacToTi Ta
AaTax NnofaHHsi perynsipHo OHOBIOBAHOIO
3BiTYy 3 Gesneku.
[itoya pepakuis: lNogaHHa perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku 3
nepiognyHicTo BignoBsiaHo Ao Mopsaky
30iNCHEHHs hapmakoHarnsaay,
3aTBepaKeHoro Hakasom MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu Big 27 rpyAHs
2006 poky Ne 898 (y penakuii Hakasy
MiHicTepcTBa OXOpPOHU 300pOB'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996).
[MponoHoBaHa pepakuis: YactoTa nogaHHs
perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3nekn 2
poku. KiHueBa gata ons BKIMOYEHHS AaHUX
0o PO3B6 - 31.07.2026 p. lata nogaHHs -
29.10.2026 p.
PekomeHnpoBaHo A0 3aTBEpPOKEHHSA
BiANOBIOHO A0 NEepioAMYHOCTI NOAAHHA
perynsipHoO OHOBIOBaHMWX 3BiTiB 3 6e3neku
nikapcbkux 3acobis y €C.

*y pa3i éHeceHHs1 3MiH Ao iHCMpPYKUii Npo MeduyHe 3acmocyeaHHs

B.o. HayaaLHUKA

dapmaneBTUHYHOI0 YNIPABJIiHHSA

Ouaexcanap I'PINEHKO




