Jonarox 3

a0 Haka3y MinicTepcTBa 0X0poHH
3n0poB’s Ykpainu «IIpo nep:xaBny
peecTpauiio (mepepeectpaiiio) JikapcbKuX
3ac00iB (MeANYHUX IMYHOOi0JIOrTYHMX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpauiiiHux MartepiajiB»

Bi 13 Bepecns 2024 poxky Ne 1589

ITEPEJIIK
JIKAPCbKHUX 3ACOBIB (MEAUYHUX IMYHOBIOJIOI'TYHHUX ITPEITAPATIB), IOJO SIKUX bYJIM BHECEHI
3MIHMU JO PEECTPAIHIMHUX MATEPIAJIIB, SIKI BHOCATBHCA 10 JEPKABHOI'O PEECTPY JIHIKAPCBKHUX

3ACOBIB YKPAIHHA

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknamyes Homep
n/n JNikapcbKo2o | (nikapcbka ¢hopma, 3asieHUKa eupobHuKa eionycky aHHA peecmpayiliHo2o
3acoby ynakoeka) noceio4yeHHs1
1. | ABI3ON PO34uH oparnbHuii 1 HOBEN IJTAY TypeuunHa HOBET IJTAY TypeydnHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a He UA/16417/02/01
mr/mn, no 150 mn CAHAI BE CAHAI BE 3MmiHm | Tuny - 3MiHKn Wwoao peuenmom nidnszae
PO34YMHY Y (OIIaKOHi, TIOXAPET TIOXKAPET A.LL 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
no ogHOMy biakoHy A.Ll 3MiHM y KOPOTKi XapaKTepUCTULi NiKapCbKoro
3 MipHUM 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
CTaKaH4yMKoM Ta MeAMNYHOro 3acTOCYBaHHS
LLNPULIOM- reHepu4HNX/riopnaHNx/6ionoAibHNX nikapcbkmx
[03aTOpOM Y 3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
KapTOHHIN ynakoBLji pedepeHTHUIA Npenapar (3miHa He noTpebye
Ha[aHHS KOAHWUX HOBMX J0AATKOBUX AaHMWX).
MiHW BHECEHO A0 iHCTPYKLIT ANA MeguyHoro
3acTocyBaHHS fnikapcbKkoro 3acoby y posainu:
"®apmakornorivyHi BnactueocTi”, "Baaemogis 3
iHLWMMK nikapcbkuMy 3acobamu Ta iHLWi Buam
B3aemogin", "OcobnmeocTi 3acTocyBaHHs",
"Cnoci6 3actocyBaHHsi Ta go3u", "Oitn", "MobiyHi
peakuii” BignoBigHo Ao iHpopmalii Wwoao
MeAMnYHOro 3acToCyBaHHsS pedepeHTHOro
nikapcbkoro 3acoby (Abilify, oral solution, 1
mg/mL). BBeeHHs1 3mMiH npoTsarom 6-tu micsuis
nicns saTBepaXeHHs!.
2. | ABEUUH-H PO34uH ANS iHAY3in, TOB YkpaiHa HepoadacosaHui peuis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3a He UA/20053/01/01
400 mr/250 mn, no "®APMACES" npoayKT, YkpaiHa 3MiHu | TUny - AQMiHICTpaTUBHI 3MiHW. peuenmom nidnsizae
250 Mn y donakoHi; nepBuHHa Buny4yeHHs1 BUpOGHMYOI AinbHULI (BKMHOYa4M
no 1 cpnakoHy B ynakoBKa, AinbHUUi ansa A®l, npomixkHoro npogykTy abo
nayui 3 kapToHy abo BTOPWHHA roTOBOrO fikapCbKoro 3acoby, AinbHuLi Ans
no 10 cnakoHiB y ynakoBka, npoBeAeHHSs NakyBaHHsI, BUPOOHNKa,
Kopobui KOHTPOIb: BinoBigansHOro 3a BMNycK cepin, Micue
BIOCEP C.A. NpoBeAEHHS! KOHTPOTo cepii) abo
MAPEHTEPAN nocrayanbHWKa BUXiAHOrO MaTepiany, peareHTy
CONKLWwHC abo [OMOMIXKHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
IHOACTPI, Mpeuis [0Cbe) BUMYYEHHS (yHKLUIT "KOHTponb" ans
BMpoGHuKa TOB "®APMACEN", YkpaiHa.
Bunyck cepii: PDyHKUiI0 "KOHTPONb" BUKOHYE 3aTBEPOKEHUN
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
TOB Bupo6HuK BIOCEP C.A. MAPEHTEPAI
"®APMACEN", COJTIOWHC IHOACTPI, peuis.
YkpaiHa 3MiHM BHECEHO B iHCTPYKLiO A1S1 MEAUYHOMO
3acTOCyBaHHsI Nikapcbkoro 3acoby y po3ain
"Bupo6HMK" 3 BiANOBIAHMMUN 3MiHAMW B TEKCTI
MapKyBaHHS1 ynakoBoK. BBeeHHS 3MiH NpoTsrom
6-TW MicsILiB Micnsi 3aTBEPOKEHHS.
3. | ASAPIrA® Kpanni o4Hi no 5 mn Hosaprtic LLisenuapis AnkoH Kyspbop Benebrisa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/10400/01/01
y cbrakoHi- dapma Al 3MminHun | TMNy - 3MiHK Woao peuenmom
KpanenbHuui; no 1 6e3nekn/ecbekTUBHOCTI Ta hapmakoHarnsay
dnakoHy- (iHLWi 3MiHW). 3MiHN BHECEHO B TEKCT
KpanenbHuui y MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI YNaKkoBOK
KOpoO6Li 3 KapTOHY nikapcbkoro 3acoby y po3ain «IHWE».
4. | AIPTEK aepos3orb Ans "meHmapk IHAis neHmapk IHAisa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/13755/01/01
iHranauin dapmacbloThK dapmacbkoTrkana 3MinHn | TMny - 3MiHK Woao peuyenmom
[o3oBaHun, 25/125 ans NTa. INro. 6esnekn/edeKTMBHOCTI Ta bapMakoHarnsagy.
MKr/go3y, no 120 BBeneHHst abo 3miHM 0O y3aranbHEHUX AaHNX
403 B antoMiHieBoMy npo cucteMy chapmakoHarnsgy (BBeeHHs
KOHTENHepi 3 y3ararbHeHuX AaHuX npo cuctemy
[03Yo4nM dapmakoHarnsgy, 3MiHa YroBHOBaXXeHOI ocobu,
KrianaHom i BiQNOBiganbHOI 3a 3AiNCHEHHS
PO3MUITOYO0 bapmakoHarnsgy; KOHTakTHOi ocobu 3
Hacazkolo 3 dapmakoHarnsay 3asiBHVKa ANs 34iNCHEHHS
3aXUCHUM hbapmakoHarnsgy B YKpaiHi, Ko BoHa
KOBMa4ykom; no 1 BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
KOHTEViHepy B BiAMOBiAanbHOI 3a 3aiNCHeHHs hapmakoHarnagy
KapTOHHiI kopobui (BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MmilLieHHI MacTep-anna cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXXeHOI 0cobu
3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
Litoua pegakuis: YTe XodpHep / Ute Hoeffner.
MponoHoBaKra pepakuis: MNoHTep MapTeHmariep /
Dr. med. Gunter Gartenmaier.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXEHOI 0cobu,
BiAMoOBiAanbHOI 3a dpapmakoHarnsg. 3MiHa
Micus 30iMCHEHHS OCHOBHOI AisiNbHOCTI 3
hapmakoHarnsigy. 3miHa mMicLe3Haxo4KeHHs
MacTep-canna cuctemy dhapmakoHarnsagy.
5. | AIPTEK aepo3orb Ans "menmapk IHais nmenmapk IHais BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a UA/13754/01/01
iHranauin dapmacbrThK dapmackloTrkana 3MminHn | TMny - 3miHK Woao peuenmom
[o3oBaHui, 25/50 ans Na. INro. 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.

Mkr/go3sy, no 120
03 B antoMiHieBoMy
KOHTENHepi 3
[03y4nM
KrnanaHom i
PO3NUIIOIYO0I
Hacakoto 3
3aXMCHUM
KoBMavkom; no 1
KOHTENHepy B

BBeneHHs abo 3miHM [0 y3aranbHeHUX AaHnx
npo cucteMy hapMakoHarnagy (BBeeHHs
y3aranbHeHUX AaHux Npo cUcTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeEHOI 0cobu,
BiANOBIgANbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay; KOHTaKkTHoOi ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30inCHeHHs
cbapmakoHarnagy B YKpaiHi, SKLL0 BOHa
BigMiHHA Bif YNOBHOBaXXeHOI ocobu,
Bi4NoBiganbHoi 3a 34iMCHEHHSA dhapMakoHarnsay
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
KapTOHHiI kopooLi (BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHM y
pO3MiLLieHHI MacTep-hanna cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXkeHOI 0cobu
3asiBHMKa, BignoBiganbHoi 3a hapmakoHarnsg.
Hitoua pepakuis: YTe XodHep / Ute Hoeffner.
MponoHoBaHa pepakuis: MNoHTep MNapTeHmariep /
Dr. med. Gunter Gartenmaier.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAaXEHOT 0coby,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
MicLS 30iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy. 3miHa MicLe3HaXOMKEHHs
MacTtep-channa cuctemu papmakoHarnagy.

6. | AIPTEK aeposonb Ang 'meHmapk IHAis meHmapk IHgia BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3a UA/13756/01/01
iHransauin dapmMacboTUK dapmacbioTukana 3miHu | Tvny - 3miln wopo peuernmom
[o3oBaHuin, 25/250 ans3 JlTa. JTo. 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.

MKr/go3y, no 120 BBeneHHst abo 3miHM 4o y3aranbHEHUX AaHnx
403 B anioMiHieBOMy npo cuctemMy papmakoHarnagy (BBeAeHHs
KOHTEWHepi 3 y3aranbHeHVX JaHnX Npo cucTemy
[03YI04MM dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
KnanaHom i BiANOBIgANbHOI 3@ 34iNCHEHHS
PO3MUIOHYO0 dapmakoHarnsgy; KOHTaKkTHoi ocobu 3
Hacagkoto 3 dapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
3aX1CHUM apmakoHarnsagy B YKpaiHi, KO BOHA
KOBMa4koMm; no 1 BiAMiHHa Big yNnoBHOBaxeHOi ocobu,
KOHTelnHepy B BiANoBiganbHOI 3a 3AiMCHEHHSA dhapMakoHarnsay
KapTOHHiIN kopobui (BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-hanna cuctemm
apmakoHarnsgy). 3miHa ynoBHoBaxeHoi ocobu
3asiBHUKA, BiANOBiAanbHOI 3a hapmakoHarnsg.
Ditoya pepakuis: YTe XodHep / Ute Hoeffner.
MponoHoBaHa pepakuis: MNoHTep MapTeHmariep /
Dr. med. Gunter Gartenmaier.
3MiHa KOHTaKTHMX aHnX YNOBHOBaXEHOI 0cobu,
BigMNoBiganbHoi 3a hapmakoHarnag. 3MiHa
MicLS 30iNCHEHHSI OCHOBHOT AisiNbHOCTI 3
hapmakoHarnsgy. 3miHa mMicLe3Haxo4XKeHHs
MacTep-canna cucteMmu dpapmakoHarnsgy.

7. | AMNIA® PO34MH Ans iH'ekuin, Bariep Al Himeyuunna BUPOBHMLUTBO Himeyuunna/ BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a He UA/12600/01/01
40 mr/mn; no 0,165 (Bkntovatoun CLWIA 3miHu | TMny - 3miHn WwWoao peuenmom nionsieae
My nonepeaHbo CTEepPUNbHY 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3anoBHeEHOMY dinbTpaLito, 3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKoro
wnpwui; no 1 HaMoBHEHHS - 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
Lwnpuuy (3anasHomy nepBUHHA MEAMNYHOrO 3aCTOCYBaHHsI Ha MiACcTaBi
y bnictep) y ynakoBka), perynsipHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku
KapTOHHIN ynakoBLi; BTOPUHHA nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
no 0,278 mny ynakoBka, 3acTocyBaHHs nikapcbkoro 3acoby B
CKINSIHOMY cpriakoHi; KOHTpOnb cepii, nicnspeecTpauinHuii nepiof, abo sk pedynbtat
no 1 pnakoHy 3 BignoBsiganbHUN OL|iHKM 3BITY 3 AoCHigKeHb, NpoBeaeHUX

PiNbLTPyBanbHOW
ronkoto 18 Gy
KapTOHHIN ynakoBLi

3a BMNyCK cepil
ans onakoHiB,
MapKyBaHHS1,

BigMNOBIAHO 40 MnaHy negiaTpuyHUX AochigXeHb
(PIP) (3miHy y3rog»KeHo 3 KOMMNeTEHTHUM
YNOBHOBaXEHWUM OpraHom)
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[TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
onictepHa 3MiHM BHeceHo [0 [HCTpyKUii ons MegnyHoro
ynakoBka, 3aCTOCYBaHHS nikapcbkoro 3acoby Ao po3Aini
cTepuvnisadiq, "3acTocyBaHHs y nepiog BariTHOCTi abo
BTOPMHHA rogyBaHHs rpy4ar” BignoBigHO 40 OHOBMEHOT
ynakoBka, iHcbopmauii Wwoao 6e3nekn 3acTocyBaHHs Aito4oi
BUPOBHMYMIA peyvoBuHN. BBeaeHHs 3MiH NpoTsarom 4-x micsuis
KOHTPOIb, nicnsi 3aTBepaXKEeHHS
KOHTPOMb SIKOCTI,
BignoBiganbHUn

3a BUNycK cepii
Ans nonepeaHe0
3aMoBHEHNX
wnpuuis: banep
AT, HimeuyunHa,
BepniH,
HimeuumnHa;
BMPOBHMLTBO
Hepo3dgacoBaHoI
npoaykuii,
KOHTPOIb AKOCTI
Hepo3dgacoBaHoI
npoaykuii:
PepxeHepoH
dapmachbioTikanc,
IHk., CLUA;
KOHTPOIb AKOCTI
Hepo3sdacoBaHol
npoayKui:
€BpodiHC
ITaHkacTep
TNabopaTopis, IHk.,
CLUA;
BMPOGHMLUTBO
(Bkntovatoun
CTEpUnbHY
dinbTpaLito,
HamnoBHEHHS -
nepBUHHA
ynakoBka),
BUPOGHWYMIA
KOHTPOIb,
KOHTPOMb SIKOCTI,
BidyarnbHa
iHCcnekuis ansa
brakoHiB;
BUPOGHWYMIA
KOHTpPO~b,
KOHTPONb SIKOCTI,
BidyanbHa
iHCnekuis ans
nonepeaHbL0
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep

n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o

3acoby ynakoeka) noceid4yeHHs1
3anoBHEHNX
wnpuuis: Bettep
dapma-depTiryHr
mMBX i Ko. KT,
Himeuumnha;
KOHTPOMb AKOCTI:
Bawnep AT,
Hime4umnha,
Bynneptans,
Himeuumnna;
KOHTPOIb AKOCTI
AnsA nonepeaHL0
3anoBHEHNX
wnpuuis,
KOHTPOb AKOCTI
(TiNbKM TECT Ha
MeXaHiYHi
BKITHOYEHHS) A4S
cbnakoHiB: banep
AT, HimeuyunHa,
JleBepky3eH,
HimeyunHa
8. | AKOM-BIONIK | cycneHsis gns TOB "BIOJIIK YkpaiHa AT "BIOJTIK" YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/13006/01/01
iH'ekuin; no 0,5 mn OAPMA" 3MiHu | TUny - AQMiHICTpaTUBHI 3MiHW. peuenmom
(1 po3a) abo 1 mn (2 BunyueHHs BUpOGHMYOT AinbHULI (BKMHOYa4M
[031) B amnyni; no ainbHUUi ana A®l, npomixkHoro npogykty abo
10 amnyn y nayui roTOBOro nikapcbKoro 3acoby, AinbHWLi Ans
npoBeAeHHs NakyBaHHS, BUPOOHUKa,
BignoBigansHOro 3a BMMNycK cepin, Mmicue
npoBeAeHHSs! KOHTpOrto cepii) abo
nocravanbHWKa BUXiAHOrO MaTepiany, peareHty
abo [OMOMIXKHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
nocbe). BunyyeHHs BupobHuka AT "biomen" im.
1.I. MeuHukoBa, Pociricbka ®egepadis,
BignNoBAanbHOro 3a BUpobHuLTBO ADI
KaLUoKoBa CyneHsis, AU TepinHUA aHaTOKCUH
Ta npasLeBUI aHaTOKCUH. 3MiHa BNMBaE Ha
MKA (pospin "Cknag") Ta Ha po3gain
peecTpauinHoro gocke 3.2.S.2.1. BupobHuk(n)

9. | AIBOBAK NOpPOLLOK AN MicTtpan AHmMia JlabopaTopio Peir Icnania BHECEHHS 3MiH 40 peecTpauinHnMx maTtepianis: 3a He UA/13141/01/01
po34nHy Ans Kenitan XKodppe, C.A. 3miHu | TNy - 3miHn wWopo peuernmom nidnsizae
iH'ekuin, no 1r, 1 MeHepXmeHT 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
nakoH 3 NOPOLLKOM Nimiteq 3MiHa y KOpOTKili XapakTepucTuLL nikapcbKoro
y nayui 3 KapTOHY 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans

MeAMYHOro 3acTOCyBaHHs Ha niacTasi
perynsipHO OHOBIOBAHOIO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHS fikapcbKoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
OLliHKM 3BITY 3 AOCHigKEHb, NPOBEAEHMX

BigNOBIAHO 40 MnaHy nefiaTpuyHUX AocnigXeHb
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
(PIP) (3miHy y3rog»keHo 3 KOMMNeTEHTHUM
YMNOBHOBaXEHNM OpraHoM)
3MiHM BHECEHO [0 iHCTPYKLiT Ans MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii”
BigNOBIOHO 4O OHOBMEHOI iHpopmaLii 3 6e3neku
niroYoi pevoBmHWU. BBegeHHs 3MiH NpoTsarom 6-tu
MicsLiB nicns 3aTBepAKEHHS
10. | AIINYHA TabneTkn, BKpUTI Awmakca Jltg Benwka BUPOOBHMLTBO 3a LLIseniapis BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 6e3 UA/11711/01/01
nniBKOBOK BpuTtaHia MOBHUM LINKIOM: 3MminHn | TMNy - 3MiHK Woao peuenma
obornoHkoto; no 10 Makc Liennep 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
TabneTtok y 6nicrepi; 3boHe Arl', BBeneHHs abo 3MiHM [0 y3aranbHEHUX AaHnxX
no 1 a6o 3 6nictepu LBenuapis; npo cucteMy dapmMakoHarnsgy (BBeaeHHs
B KapTOHHIN kopobui nepBuHHe y3aranbHeHUX JaHnX Npo cuctemy
nakyBaHHs dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
(cbacyBaHHs), BiANOBIgANbHOI 3a 34iNCHEHHS
BTOPUHHE hapmakoHarnsay; KOHTaKTHOi ocobu 3
nakyBaHHs, dapmakoHarnsay 3asiBHUKa Ans 30iNnCHEeHHS
MapkyBaHHsi: Coro tbapmakoHarnagy B YkpaiHi, AKLO BOHa
dnopaic BiMiHHa Bif, YNOBHOBa)eHOi ocobu,
IHTEepHeLwHnN BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
Caitaepneng CA, (BKINOYAOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
LLisenuapis; pO3MiLLieHHI MacTep-hanna cuctemm
KOHTPOMb SIKOCTI: hapmakoHarnsgy). 3miHa ynoBHoBaxeHoi ocobu
INa6op LlonniHrep 3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
AT, Weenuapis; [itoya pepakuis: bapariscbkuin Mukona
KOHTPOMb SIKOCTI: OnekciioBny. MponoHoBaHa pepakuisi:
IHTepnabop Benn KapaueBuesa Haranist BonogumupisHa. 3MiHa
AT, Wsenuapisa KOHTAKTHMX JAHMX YNOBHOBaXXeHOi 0cobu
3asBHWKa, BignoBigansHoi 3a hapmMakoHarnsg.
YTOYHEHHS LWOAO agpecu MicLls 34iNCHEHHS
OCHOBHOI AiANbHOCTI 3 dhapmakoHarnsay.
YTOUHEHHS OO0 afpecu MicLie3HaX04XKeHHS
MacTep-canna cuctemMu dapmakoHarnsgy.
11. | AliIbBYBEH pO34uH ANs iHdy3in TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a UA/15875/01/02
20 %; no 50 mn, 100 "BIOPAPMA MIA3SMA", 3miHu | TUny - 3miHm 3 sikocTi. API. Cuctema  |peuenmom
My donakoHi; no 1 MNA3MA" YkpaiHa KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6 (iHwi 3mMiHK)
nakoHy y nauui 3 (BUPOBHMLTBO, [onaBaHHA anbTepHaTMBHUX NaKeTIB
KapTOHY nepBuUHHE Ta BUpo6HuUTBa PALL Corporation (PALL) Ta
BTOPUHHE STRUBL GmbH & Co. ans 36epiraHHs
nakyBaHHs, NPOMIXKHOrO MPOAYKTY - ocaay dpakuii V.

KOHTPOJSIb SIKOCTI,
BUWMYCK Cepiit)

CynyTHs 3miHa - 3MiHK 3 sikocTi. ADL. Cuctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHu
napameTpiB cneuudikadiv Ta/abo gonycTummx
MeX, 3a3HaveHux y cneumdikauisx, ans
6e3nocepeaHboi ynakoBku APl (4ONOBHEHHSI
crneungikaLii HOBUM MOKa3HMKOM Ta
BiANOBIgHMM MeTo4OM BUNPOBYBaHHS) -
[opaBaHHs nokasHuka «Matepian» oo
cneungikaLii nakeTiB NOMieTUNEHOBUX, a TaKoX
YTOYHEHHS (POPMYIIOBAHHS KpUTEPIto
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
NPUNHATHOCTI 4N NOKa3HMKa «30BHILLHIN
BUMMSO»
12. | AiIbbYBEH PO34MH Ans iHdysin TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/15875/01/01
10 %; no 50 mn, 100 "BIOPAPMA MNA3MA", 3minHn | Trny - 3miHun 3 sikocTi. A®Il. Cnuctema peuenmom
MmNy donakoHi; no 1 MNA3MA" Ykpaina KOHTenHep/3akynoptoBanbHuUi 3aci6 (iHLwi 3miHu)
chnakoHy y nayui 3 (BUPOBHMLTBO, [JonaBaHHA anbTepHATUBHUX NakeTiB
KapToHy nepBuHHe Ta BMpobHuuTBa PALL Corporation (PALL) Ta
BTOPUHHE STRUBL GmbH & Co. ans 36epiraHHs
nakyBaHHS, NPOMIXXKHOTO NPOAZYKTY - ocagy dpakuii V.
KOHTPOSb SIKOCTI, CynyTHS 3MiHa - 3MiHK 3 sikocTi. ADl. Cuctema
BWMYCK Cepiit) KOHTeWHep/3akynoptoBanbHui 3aci6. 3miHn
napameTpie cneuudikaui Ta/abo gonycTummx
MEeX, 3a3Ha4YeHnx y cneumdikauisx, gns
6e3nocepenHboi ynakoBkn AD| (JONOBHEHHS
cneumaikauii HOBMM NOKa3HUKOM Ta
BiANOBIAHWM METOAOM BUNPOBYBaHHS) -
[opaBaHHs nokasHuka «Matepian» oo
cneumaikauii nakeTiB NOMNIETUNEHOBMX, @ TaKOX
YTOYHEHHS (hOPMYMIOBaHHS KpUTEpito
NPUNHATHOCTI A1 MOKa3HMKa «30BHILLHIN
BUrMSO»
13. | AlIbTAH MOPOLLIOK My6niyne YkpaiHa My6niyre YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: - UA/12482/01/01
(cybeTaHuin) y akuioHepHe akuioHepHe 3minn | Tvny - 3miHun 3 sikocTi. A®Il. Cnctema
NOABINHMX NakeTax TOBapuCTBO TOBapuCTBO KOHTelHep/3aKkynoptoBanbHuii 3aci6. 3miHa y
ans "HaykoBo- "HaykoBo- 6e3nocepenHint ynakosui AP (iHWi 3MiHN)
hapmaLeBTU4HOro BVPOGHWYMIA BMPOGHWYMIA BBEJEHHS HOBOI BTOPVMHHOI YNakoBku, a came
3acToCyBaHHS LeHTp LeHTp nakeTy 3 noniMepH1x MaTepianis i3 antoMiHiEBUM
"Bopuiariscbk "BopLuariBcbkuii NOKPUTTAM B SIKOCTi 30BHILLHBOrO nakety, 6e3
Ui XimiKko- Ximiko- 3MiHW NEPBUHHOIO NaKyBaHHS (BHYTPILLHLOIO
dapmaueBTuy dapmaueBTU4HUI NnonieTUNEHOBOrO NaKeTy), sIke Mae
HWIA 3aBog” 3aBog” ©6e3nocepesHilnt KOHTaKT 3 MPOAYKTOM, 3
BigNoOBIigHMMM 3MiHaMK [0 p. «YnakoBka» MKA
I13. 3atBepaxeHo: CybcTaHLjo NakyTb y
nakeTu noagiviHi NoNieTUNEeHoBI.
B3anponoHoBaHo: CybCcTaHLito NakyoTb Y
noaBinHi NakeTn. BHyTpIiLWHIN — nakeT
nonieTMneHoBMN NPO30PUNA.
30BHILLHI — MaKeT 3 NoniMepHNX maTtepianis i3
arntoMiHiEBUM MOKPUTTAM. BHYTPILLHINA i
30BHILLHIV NakeTu TEPMO3BaApPHOIOTh.
14. | AMBPOJIEKC | po3uuH Ans iH'ekuin, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3a UA/12750/01/01
7,5 mr/mn, no 2 mn B «®APMACEN «®APMACEI/» 3miHu | TMny - 3miHn WwWoao peuenmom

amnyni; no 5 amnyn
y nayui 3 KapTOHY

»

6e3nekn/edekTMBHOCTI Ta bapMakoHarnsagy.
BBeneHHs abo 3MiHU 40 y3aranbHeHVX faHux
npo cucteMy chapmakoHarnsay (BBeAeHHs
y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS

dapmakoHarnsaay; KOHTaKkTHoOi ocobu 3

chapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
apmakoHarnagy B YKpaiHi, KO BOHa




8

[TponoBkeHHs noaarka 3

Homep

Ne
n/n

Hasea
JliKapcbK020

®Popma sunycky
(nikapcbka ¢ghopma,

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

peecmpayiliHo2o
noceid4yeHHs1

3acoby

ynakoeka)

Bi4NOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay

chapmakoHarnsgy). 3miHa ynoBHoBaxeHoi ocobu

[itoua pegakuis: boray TetssHa OnekcaHgpiBHa.

BigMiHHA Big yNOBHOBaXXeHOI ocobu,

(BKINOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHu y
PO3MiLLEeHHI MacTep-danna cuctemm

3asiBHMKa, BignoBiganbHoi 3a hapmakoHarnsg.

MponoHoBaHa peaakuis: boray Bonogmmup
Bonogmmuposuny

UA/4585/01/01

15.

AMIHOBEH
IH®AHT 10 %

PO34MH AN iHysin
no 100 mn abo no
250 mn y donakoHax

dpeseHiyc
Kabi

LonunaHg
mM6X

HimevuunHa

®peseHiyc Kabi
ABcTpis TM6X

ABCTpis

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3miHu | Tvny - 3minm 3 AkocTi. CepTudikart
BignosigHocTi/ME-cepTudikaT BiANOBIgHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsa HoBOro abo oHoBMEHOro cepTudikara
BignoBigHoCTi a6o BUNy4YeHHs cepTudikara
BigNoBigHOCTI €Bponeichkin dhapmakonei: ons
A®I; onsa BuxigHoro
marepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, L0
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4voBUHN (cepTudikat
BiNOBIgHOCTI €Bponeinchkin hapmakonei) -
OHoBReHWI cepTudikaT Bif y)Ke 3aTBEpAXEHOro
BUPOOHMKA, NOAaHHS OHOBMEHOro cepTudikara
BignosigHocTi €Bponeicbkint papmakonei Ne R1-
CEP 1998-109-Rev 05 (3aTtBepaxeHo: R1-CEP
1998-109-Rev 04) ang [jtoyoi pe4oBUHMN
Arginine Big Bxe 3aTBEpAXEHOro BUPOOHUKa
KYOWA HAKKO BIO CO., LTD. Ak Hacnigok,
npuBeaAeHHs Ha3BM BUPOOHWMKA Ait040i PeHOBUHM
B p. «Cknag» MKA N3 y signosigHicte go CEP
(3aTBepokeHo: Kitoa Xakko bio Ko. Jlta.;
3anponoHoBaHo: Kinosa Xakko bio Ko., NlT4.,
Xodpy MnaHT). 3minm | TNy - 3MiHKM 3 sKoCTi.
CeprtudikaT BignosigHocTi/lE-cepTudikat
BigNOBIOHOCTI €BponewnchbKii
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHoro cepTudikaTta BignosigHocTi abo
BUITy4YeHHSA cepTudikaTa BignoBigHOCTI
€Bponevicbkint hapmakonei: ans A®l; ons
BUXigHOro MaTtepiany/peareHTy/NpoMiXKHOIO
NpoAyKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI
ADIl; ona oonoMmixkHOI pe4oBUHM (cepTudikaTt
BigNoOBigHOCTI EBponeichkin hapmakonei) -
OHoBREHWI cepTUIKaT Bif, y>Ke 3aTBEPAXKEHOrO
BUPOGHWKa, MOAaHHS OHOBMEHOro cepTudikata
BignosigHocTi €Bponeicbkint papmakonei Ne R1-
CEP 2013-179-Rev 01 (3atBepmxeHo: R1-CEP
2013-179-Rev 00) ans gitoyoi pevoBuHu Glycine
BiJ BXe 3aTBEpAXKEHOro BUPOGHMKa Amino
GmbH. o oHoBneHoro CEP gogaHo nepiog

3a
peyenmom

NoBTOPHOro BUNpoboByBaHHS Ha 4 poku. 3MiHu |
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[TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1

TMny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/E-cepTudikaT BiANOBIgHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BianosigHocTi abo BMNyYeHHsi cepTudikaTta
Bi4NOBIgHOCTI €Bponenchkin dapmakonei: ons
A®I; ansa suxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, O
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHuI cepTudikaT Bif y>ke 3aTBepAXeHOoro
BMPOGHWMKA, MOAaHHS OHOBMEHOro cepTudikaTa
BignoBigHOCTi €Bponencekini papmakonei Ne R1-
CEP 1999-027-Rev 04 (3atBepmxeHo: R1-CEP
1999-027-Rev 03) gns gito4oi pevyoBuHM
Histidine Bif Bxe 3aTBEpAXeHOro BUpobHuKa
KYOWA HAKKO BIO CO., LTD. Ak Hacnigok,
NnpvBeAeHHs Ha3BM BUPOBOHUKA Aito40i pevyoBMHM
B p. «Cknag» MKA J13 y BignosigHicte go CEP
(3aTBepmkeHo: KitoBa Xakko bio Ko. Jltg;
3anponoHoBaHo: Kinoea Xakko bio Ko., Jita.,
Xodpy MNnaHT).
3miHu | TUny - 3minm 3 sikocTi. CepTudpikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTI
€Bponelicbkinn hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBNEHOro cepTudikaTta
BigNoBigHOCTI abo BUNy4eHHs cepTudikata
Bi4NOBIigHOCTI €Bponenchkin dapmakonei: ons
A®Il; ansa BuxigHoro
maTepiany/peareHTy/NpOMiXHOrO NMPOAYKTY, L0
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; ans
[OOMOMiXHOT peqoBuHU (cepTudikat
BigNoOBigHOCTI €Bponercbkin hapmakonei) -
OHoBneHnn cepTudikar Bif yxke 3aTBepaXeHOro
BUPOOHMKA, NOAAHHS OHOBMEHOro cepTudikara
BignoBigHocTi €Bponeiickkini papmakonei Ne R1-
CEP 2010-155-Rev 02 (3aTtBepmxeHo: Ne R1-
CEP 2010-155-Rev 01) ans gito4oi peqyoBuHM
Lysine acetate Big BXe 3aTBEpAXEeHOro
Bupo6Huka EVONIK REXIM S.A.S., ®paHuis.
3miHu | TNy - 3miHm 3 AkocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkinn hapmakonei/moHorpadii.
MopaHHsa HoBOro abo OHoBMEHOro cepTudikara
BigNoBigHOCTI abo BUNyYeHHs1 cepTudikata
BiZNOBIgHOCTI €Bponenchkin dapmakonei: ons
A®l; ansa suxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans

[OMOMIDKHOI pe4oBUHM (cepTudikaT
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1

BifNOBIgHOCTI €Bponeinchkin dapmakonei) -
OHoBneHnn cepTudikar Big yxe 3aTBepaXXeHoro
BMPOGHKMKaA, MOAaHHSA OHOBIEHOro cepTudikaTa
BignoBigHocTi €Bponeickkin hapmakonei Ne R1-
CEP 1999-136-Rev 08 (3atBepmxeHo: R1-CEP
1999-136-Rev 07) gnsa gito4oi pevyoBuHM
Methionine Big yxxe 3aTBepkeHOro BUpobHMKa
SEKISUI MEDICAL CO., LTD., Japan. 3Mmixu |
TMny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/FE-cepTudikaT BiANoOBIgHOCTI
€sponelicbkin hapmakonei/moHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BignoBigHoCTI a6o BUNy4YeHHs cepTudikara
Bi4NOBIigHOCTI €Bponencokin dapmakonei: ons
A®l; onsa BuxigHoro
maTepiany/peareHTy/NpOMiIXHOIO NPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ansi
[OMOMIDKHOI peyoBUHM (cepTudikaT
BiNOBIgHOCTI €Bponeichkin thapmakonei) -
OHoBneHnn cepTudikar Bif yxe 3aTBepaXeHoro
BMPOGHKMKa, MOAaHHS OHOBMEHOro cepTudikaTta
BignoBigHocTi €Bponeickkin hapmakonei Ne R1-
CEP 2007-019 - Rev 02 (3atBepaxeHo: R1-CEP
2007-019 - Rev 01) ansa Aito4oi pe4oBUHM
Proline Big y>xe 3aTBepmxeHoro BUpobHvka
EVONIK REXIM S.A.S., ®paHuis. 3miHu | Tuny -
3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBiaHOCTI EBpONENCHKiIl
capmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBRMEHoro cepTudikaTta BignoBigHocTi abo
BUNyYeHHs cepTuddikarta BiANoBiAHOCTI
€Bponeicbkin papmakonei: ana A®l; ans
BUXigHOro MaTtepiany/peareHTy/NpOMiXXHOro
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI
AQ®I; ona 4ONOMiIXKHOI pe4yoBMHM (cepTudikaTt
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHWIn cepTudikar Bif yke 3aTBEpOKEHOIO
BMPOGHVKa, MOAaHHSA OHOBIEHOTo cepTudikaTa
BignoBigHocCTi €Bponeincekii hapmakonei Ne R1-
CEP 2016-137-Rev 00 (3atBepmxeHo: RO-CEP
2016-137-Rev 00) gns gitoyoi pevoBuHu Valine
Bifl y)Xe 3aTBepmKxeHoro BupobHuka Amino
GmbH, HimewyunHa. 3miHn | Tuny - 3miHn 3
skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BiaNOBIAHOCTI €BpONENCHKI
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHOro cepTudikarta BignosigHocTi abo
BUITy4eHHSA cepTudikaTa BignoBigHOCTI
€sponevicbkint bapmakonei: ana A®l; ons
BUXIQHOrO MaTepiany/peareHTy/npoMiXKHOro
NpoAyKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

A®I; ona gonomixkHOT pe4yoBuHM (cepTudikat
Bi4NoBigHOCTI €Bponencokin dapmakonei) -
OHoBReHWI cepTudikaT Bif y)Ke 3aTBEPAKEHOro
BMPOGHKMKa, MOAaHHSA OHOBIEHOro cepTudikaTa
BignoBigHOCTi €Bponencokin hapmakonei Ne R1-
CEP 2007-351-Rev 01 (3aTBepmxeHo: R1-CEP
2007-351-Rev 00) gns gitoyoi pevoBuHu Alanine
Bif yxe 3aTBepmxeHoro BupobHuka SHANGHAI
KYOWA AMINO ACID CO., LTD., China. Ak
Hacnigok, NpuBeAeHHs Ha3Bu BUPOBHMKa Aitoyoi
peyoBuHYM B p. «Cknag» MKA N3 y BignosigHicTb
no CEP (3atBepakeHo: LLaHxai KiioBa AMiHO
Aung Ko. J1Ta.; 3anponoHoBaHo: WaHxan Kinosa
AwmiHo Auug Ko, JIta.). 3mivm | Tuny - 3MiHm 3
sikocTi. CepTudikat BignosigHocTi/l'E-
cepTudikat BignoBigHOCTI €BpoNeEnchbKin
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignosigHoCTi abo
BUNYYEHHS cepTudpikaTta BignoBIgHOCTI
€Bponevickkin dapmakonei: ana A®l; ans
BUXigHOro Matepiany/peareHTy/npoMiKHOro
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUPOBHULTBI
AQ®I; ona 4ONOMiIXKHOI pe4oBMHM (cepTudikaTt
BigNOBigHOCTI E€Bponenchkin hapmakonei) -
OHoBneHun cepTudikar Bif y>ke 3aTBEpOAKEHOIO
BUPOOHMKA, NOAAHHS OHOBMEHOro cepTudikara
BignosigHocTi €Bponeicbkini papmakonei Ne R1-
CEP 2016-114 - Rev 00 (3aTBepaxeHo: RO-CEP
2016-114 - Rev 01) ans Aitlo4oi pevoBrHK
Histidine Big yxe 3aTBepaxeHoro BUpobHuka
AMINO GmbH. 3minu | Tuny - 3miHK 3 siKOCTiI.
CeprudikaT BignosigHocTi/lE-cepTudikat
BignoBigHOCTi €Bponencokin
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUIMyYeHHA cepTudikaTa BignoBigHOCTI
€Bponevicbkint bapmakonei: ana A®l; ons
BMXiAHOro Martepiany/peareHTy/npOMiKHOro
NpoAyKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI
ADI; ona oonomixkHOI pe4oBUHM (cepTudikaTt
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBREHWI cepTuUiIkaT Bif y>Ke 3aTBEPAXKEHOrO
BUPOGHYMKa, MOAaHHS OHOBMEHOro cepTudikaTta
BignoBigHocCTi €Bponeincekini hapmakonei Ne R1-
CEP 1999-189-Rev 03 (3atBepmxeHo: R1-CEP
1999-189-Rev 02) ons fjito4oi pe4oBUHM
Tryptophan Big Bxe 3aTBepmxeHoro BUpobHuka
KYOWA HAKKO BIO CO., LTD. Ak Hacninok,
npuBEAEHHS Ha3BW BUPOOHWKA Aik040i pe4HOoBUHM
B p. «Cknag» MKA 13 y BignosigHicte go CEP
(3aTBepakeHo: KiioBa Xakko bio Ko. Jitg;
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
3anponoHoBaHo: Kinoea Xakko bio Ko., JIta.,

Xodpy MNnanT). 3minm | Trny - AgMiHiCTpaTuBHI
3MiHW. BunyyeHHs BUpoGHMYOT ginbHUL
(BKkntoyaroun ginbHuui gns APl npomixkHOro
npoaykTy abo rotoBoro nikapcbkoro 3acoby,
OiNbHWL ONSt NPOBEAEHHS NaKyBaHHS,
BUPOGHMKA, BignoBigansHOro 3a BUMyCK cepin,
MicLie NpoBeAEHHS! KOHTPOTO cepii) abo
nocravanbHuKa BMUXigHOTO MaTtepiany, peareHty
abo JOMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y
[OCbE), BUIYyYEeHHS BUPOBHMKa Ailo40i pevoBUHN
Alanine - KYOWA HAKKO BIO CO. LTD.,
Anonist (CEP Ne R1-CEP 1999-013-Rev 02).
3MiHn | TUny - 3miHn 3 akocTi. APl. KoHTponb
Ad®l. 3miHa y meTogax BunpobyBaHHs ADI abo
BUXiQHOIO MaTepiany/npoMiHOro
NPOAYKTY/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea API (iHwWi 3MiHK y
MeToAax BUNpobyBaHHS (BKIHOYaAKUM 3aMiHy
abo pgonoBHeHHs1) AD| abo
BUXiZHOTO/NPOMIXKHOIO NPOAYKTY), 3MiHa
aHaniTMYHOro MeToay B 3aKPUTIN Ta BiAKPUTIN
yactuHi ASMF gns gitoyoi pevoBuHu Taurine
3aTBepakeHoro BupobHuka SEKISUI MEDICAL
CO., LTD., Japan. (noTo4Huit metog Keenbpansi
3aMiHEHO Ha MeTOA NOTEHLIOMETPUYHOTO
TUTpyBaHHs). 3aTBepakeHo: ASMF: Taurine-
1I/AP/1501 Rev 02/kBiTeHb 2017 poky (MeToa
Keenbpans) 3anponoHosaHo: ASMF: Taurine-
11/AP/1501 Rev 02/ntotuii 2022 poky
(Bkntovaroum gopatok Big 1 cepnHsa 2020 p.)
(MeToA NOTEHLIOMETPUYHOIO TUTPYBAaHHS
onuncaHuin y MoHorpadii AnoHcekol hapmakonei
ans Taurine). 3miHu | Tuny - 3miHK 3 sikocTi. ADI.
KoHTponb A®Il. 3miHa y napameTpax
cneundikaiv Ta/abo JonyCTUMNX MEX,
BM3HaYeHUX y cneuudikauisx Ha Adl, abo
BUXIZHWUI/MPOMIDKHUIA NPOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTBCS Y npoLieci BupobHuutea AdI
(3BY)XEHHSI ONYCTUMUX MEX, BU3HAYEHUX Y
cneuudikauii), 3By>KeHHS AOMYCTUMUX MEX Y
cneundikanii ASMF ans gito4oi pe4oBrHU
Taurine 3atBepaxeHoro BupobHuka SEKISUI
MEDICAL CO., LTD., Japan gns nokasHuka
«KinbkicHe BU3Ha4YeHHsA» (3aTBEpOKEHO: Bif,
98,5 no 101,0 %; 3anponoHoBaHo; Big 99,0 oo
101,0%) y 3B'A3Ky i3 3MiHOK aHANITUYHOIO
MeToay Ha MeToZ NOTEHLOMETPUYHOIO
TUTPYyBaHHS. 3MiHu | Tuny - 3miHn 3 sikocTi. ADL.
Bupo6bHuLTBO. 3MiHM BUNpobyBaHb abo

OONyCTUMMX MeX Y npoueci BUpobHuuytea AP,
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
LLIO BCTAHOBIEHI y crneumdikalisx (3By)KEHHsI
OONYCTUMUX MEX), 3BY>KEHHS OMYCTUMMX MEX Y
npoueci BupobHMLUTBa Aitoyoi peyoBuHM Taurine
3aTBepakeHoro BmpobHuka SEKISUI MEDICAL
CO,, LTD., Japan (3akputa yactuHa ASMF) y
3B’A3KY i3 MOCIiAOBHOK 3MiHOI - 3BY>KEHHSAM
OonycTUMMX Mex y cneumdikadii. Kpim Toro, y
BMPOBHMYY crnieuudikaLito BHECEHO He3HaYHi
npaBku.
16. | AMOKCUKNA | nopouiok ans Canpos CnoBeHis CaHpgos 'mM6X - ABCTpis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/7064/02/01
B® opanbHOi CycneHsii dapmacbioTika BupobHnya 3MiHW | Tuny - 3miHn 3 skocTi. [oToBMI peuernmom nionszae
(250 mr/62,5 mrB 5 n3 a.o. ninbHUUS nikapcbkuii 3aci6. CtabinbHiCTb. 3miHa y
mn), no 15,8 r AHTUIHDEKLNHI TepMiHax npuagaTHOCTi abo ymoBax 36epiraHHs
MOPOLLKY Y (ONaKOHi M3 ta XimiyvHi roTOBOrO fikapcbKoro 3acoby (36inbLUeHHst
(ans 100 mn Onepauii KyHanb TEPMiHY NpMAATHOCTI FOTOBOrO NiKapCbKoro
cycneHsii), no 1 (AIXO N3 3acoby) - [1na ToproBoi ynakoBku
hnakoHy pasom 3 KyHanb) (niaTBEPAXYETLCS AaHMMKN peanbHOro Yyacy)
MipHO NOXKOK abo 306inbLUeHHs TepMiHY NpuaaTHOCTI 3 2 pokKiB A0
MipHMM LUNPULIEM B 36 micsauis.
KapTOHHiIN kopobui 3MiHN BHECEHO B IHCTPYKLIiO ANt MEAUYHOTO
3aCTOCyBaHHs! Nikapcbkoro 3acoby y po3ain
"TepMmiH npuaaTHocTi". BBEAEeHHSA 3MiH NpoTarom
6-TK MicAaUiB nicnsa 3aTBEPAXKEHHS
17. | AHANBbIOOE | po3uunH ans iH'ekuin Crepun-[xeH IHAis Crepun-[xeH IHpia BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3a He UA/19104/01/01
KC 25 mr/mn; no 2 mn B Jand Jland CarieHcus 3MmiHn | TMny - 3miHK Woao peuenmom nionsizae
amnyni, no 5 amnyn CarieHcms (M) (M Nt ©e3nekn/epeKTMBHOCTI Ta hapmakoHarnsaay.
Y KOHTYpHIN Inra. 3MiHa y KOpOTKili XapakTepucTuLL NnikapcbKoro
ynakosuj, o 1 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
KOHTYPHIi ynakoBLj MEeOUYHOro 3aCTOCYyBaHHs Ha niacTa.i
Y KapTOHHilA kopobui perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHS nikapcbKoro 3acofdy B
nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
OL|iHKM 3BITY 3 AoChigKeHb, NPOBEeAEHUX
BiMNOBIQHO 4O MnaHy nefiaTpuyHuX AOCHiaXeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YMNOBHOBaXEHNM OpraHoM)
3MiHM BHeCeHO [0 [HCTpyKUii ona MeguyHoro
3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3ainy
"8acTocyBaHHs1 y nepio BariTHocTi abo
rogyBaHHsa rpyaar” wono 6esnekn
3acToCyBaHHS Aito40i pe4oBUHM BIAMOBIAHO OO0
pekomeHaauii PRAC.
18. | AYTMEHTUH NMOPOLLOK Ans nakcoCmiTKn Benuka CwmiTKnsiH Bivem Benuka BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a He UA/0987/05/02
oparnbHOI cycneHsii, anH Ekcnopt BpuTaHis dapmacbioTukanc, BpuTanis/ 3MiHu | TUNY - AgMmiHiCTpaTuBHI 3MiHW. 3MiHa peuenmom nionsizae
400 mr/57 mrB 5 mn, Timiteq Benuka bpuTanis ®paHuis Ha3BM nikapcbKkoro 3acoby. 3MiHa Ha3Bu

MOPOLLIOK ANS
npurotyBaHHs 70 mn
cycneHsii y
dnakoHax 3
npo30poro ckna 3

nakco Bennkom
MpogakLuH,
®paHuis

nikapcbkoro 3acoby. SATBEPIXKEHO:

AYITMEHTUH™. 3AMPOMOHOBAHO:
AYTMEHTWH. BBegeHHs 3MiH npoTsromM 6-1u
MicsiLiB nicnsi 3aTBepaKeHHsA. 3MiHu | Tuny -

3miHu woao 6e3nekn/edpeKTMBHOCTI Ta




14 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
MeTanesow dapmakoHarnagy (iHwi 3amiHu). 3mMiHM BHECEHO B
KPULLIKOIO, LLIO TEKCT MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOT
3arBUMHYyeTbCS (3 ynaKkoBOK fikapcbKoro 3acoby y posginu «JATA
KOHTpOSieM nNepLuoro 3AKIHYEHHA TEPMIHY NPUOATHOCTI» Ta
BiOKPUTTSA i «IHLWE».
noniMepHo BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
nniBKoOto, WO 3aTBEepMKEHHS. 3MiHK | Tuny - 3MiHM 3 SKOCTI.
MiCTUTbCSA [oToBMI Nikapcbkuii 3aci6. KoHTponb roToBoro
BCepeauHi) pasom 3 nikapcbkoro 3acoby (iHwi 3MiHM). OHOBMEHHS
[03Y04MM LINPULOM BXE 3aTBEPAXEHUX METOAIB KOHTPOIIO SIKOCTI
abo mMipHUM nikapcbkoro 3acoby, a came: BUKNageHHs TEKCTY
koBnaykom, abo Oep>XaBHOK MOBOH 3riHO Cy4aCHUX BUMOT.
MIPHOHO NOXKOHO, BeneHHst aMiH npoTsirom 6-Tu Micsauis nicns
MOMiLLIeHWI B 3aTBEPIKEHHS.
KapTOHHY KOpObKy
abo 3 KPULLKOLO i3
3axMCTOM Big
BiOKPUTTA OiTbMMN
pa3oM 3 J03yH4nM
wnpuuom abo
MIPHOHO NOXKOHO,
NOMiLLEHUI B
KapTOHHY KOpObKy
19. | A®IHITOP TabneTku no 5 wmr, HoBapric LLiseniuapis BMPOGHMLUTBO 3a LLiseniuapis BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3a UA/11439/01/01
no 10 TabneTok y dapma Al MOBHUM LINKIOM: 3MmiHu | TMny - 3miln wWoao peuenmom
6nictepi; no 3 Hosaptic ®apma 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
Gnictepu B LWTenH AT, BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnxX
KapTOHHiI kopobui LLisenuapis; npo cucteMy chapmakoHarnsgy (BBeeHHs
KOHTPOIb SKOCTI y3aranbHEeHNX 4aHNX Npo CUCTEMY
(3a BUHATKOM hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi 0cobu,
Tecty BiQNOBiganbHOI 3a 3AiNCHEHHS
MikpobionoriyHa bapmakoHarnsgy; KOHTakTHOI ocobu 3
yucToTa): dapmakoHarnsay 3asiBHVKa Ans 34iNCHEeHHS
dapmaHanituka hbapmakoHarnsagy B YkpaiHi, Ko BoHa
CA, Leenuapis BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANoBiganbHOI 3a 3AiNCHEHHSA hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
PO3MilLieHHI MacTep-thanna cuctemm
hbapmakoHarnsigy) - 3MiHa ynoBHOBaXXeHOT
ocobu 3aaBHMKA, BiANoBiganbHoi 3a
dapmakoHarnag,.
Litoya pepakuisi: David J Lewis, B. Sc (Hons),
Ph.D. NponoHoBaHa peaakuis: Dr. Justin
Daniels, Ph.D. 3miHa KOHTaKTHUX AaHUX
YNOBHOBaXeHOI 0cobu 3asiBHUKA,
BigNoBiganbHoi 3a hapmakoHarnsg. 3MiHa
MicLLe3HaxooKeHHS MacTep-channa cuctemm
hapmakoHarnsigy. 3miHa micus 3fiNCHeHHs
OCHOBHOI AisNbHOCTI 3 dhapMakoHarnsay.
20. | A®IHITOP Tabnetku no 10 mr; HoBapric LLIserinapis BUPOOHMLTBO 3a LLIseninapis BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/11439/01/02
no 10 TabneTok y dapma Al MOBHUM LINKINOM: 3MmiHu | TMny - 3MiHK Wwoao peuyenmom
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
6nictepi; no 3 Hosaprtic ®apma 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
Gnictepu B LWtenH AT, BBeneHHs abo 3miHM [0 y3aranbHeHNX AaHnxX
KapTOHHiIN kopooLi LLBsenuapis; npo cucteMy dapMakoHarnagy (BBeaeHHs
KOHTPOIb SKOCTI y3aranbHeHVX JaHnX Npo cucTemy
(3a BUHATKOM chapmakoHarnsgy, amiHa ynoBHoBaXeHoi ocobu,
Tecty BiANOBiganbHOI 3a 30iNCHEHHS
MikpoGionoriyHa chapmakoHarnsgy; KOHTakTHoOi ocobu 3
yucTorTa): apmakoHarnsay 3asiBHUKa ANs 34iNCHEHHS
dapmaHanituka capmakoHarnsgy B YkpaiHi, AKwo BoHa
CA, Lsenuapis BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-tanna cuctemm
dapmakoHarnsgy) - 3MiHa yNnoBHOBaXXEHOT
ocobu 3asBHMKA, BiANOBiganbHOI 3a
chapmakoHarnsag,.
Litova pepakuisi: David J Lewis, B. Sc (Hons),
Ph.D. NponoHoBaHa peaakuis: Dr. Justin
Daniels, Ph.D. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXeHOI 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnag. 3miHa
MicLe3HaxXoMKeHHA macTep-danna cucTtemm
dapmakoHarnagy. 3miHa micus 34iNCHEHHs!
OCHOBHOI AisNbHOCTI 3 dhapMakoHarnsgy.

21. | A®IHITOP TabneTku no 2,5 wr; HoBapric LLiseniuapis BMPOGHMLUTBO 3a LLiseniuapis BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis: 3a UA/11439/01/03
no 10 Tabnetok y dapma Al MOBHUM LINKIOM: 3MmiHn | TMny - 3miHK Woao peuenmom
6nictepi; no 3 HosapTic ®apma 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.

Gnictepu B LWTenH AT, BBeneHHs abo 3miHM A0 y3aranbHEHWUX AaHnxX
KapTOHHIN kopobui LLisenuapis; npo cuctemMy chapmakoHarnagy (BBeAeHHs
KOHTPOIb SIKOCTI y3aranbHeHVX JaHuX Npo cucTtemy
(3a BUHSATKOM hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi 0cobu,
Tecty BiZNOBIganNbHOI 3a 34iMCHEHHS
MikpobionoriyHa dapmakoHarnsay; KOHTaKkTHoi ocobu 3
yucToTa): dapmakoHarnsay 3asiBHVKa Ans 30inCHEeHHS
dapmaHanitika dapmakoHarnsagy B YkpaiHi, AKLO BOHA
CA, Weewiuapis BiAMiHHa Big yNOBHOBaxeHOi ocobu,
BiA4NoBiganbHoI 3a 34iNCHEHHSA hapMakoHarnsay
(BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemu
hapmakoHarnsigy) - 3MiHa ynoBHOBaXXeHOT
ocobu 3asBHMKA, BiANOBIAanbHOI 3a
dapmakoHarnsag,.
Litoya pepakuisi: David J Lewis, B. Sc (Hons),
Ph.D. MNponoHoBaHa peaakuis: Dr. Justin
Daniels, Ph.D. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXeHOI 0cobu 3asiBHUKA,
BiAMoOBiAanbHOI 3a dapmakoHarnag. 3MiHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
hapmakoHarnsgy. 3miHa micusi 34iNCHEHHS
OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsgy.
22. | BEPNINPUN® | Ttabnetkn no 10 mr BEPJIIH-XEMI HimeuumnHa MakyBaHHS: HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3a He UA/7553/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
10 no 10 Tabnetok y Al MeHapiHi-PoH 3MmiHu Il Tuny - 3miHm Wwopo peuenmom nidnsieae
6nictepi; no 3 XengeH M'vbX, 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
Gnictepn y HimeyuuuHa; 3MiHM Y KOPOTKilA XapaKTepUCTULi NikapcbKoro
KapTOHHiI kopooLi BEPJIIH-XEMI AT, 3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii ans
Himeuumna; Knoke MEANYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
depnakyHrec- [aHUMW 3 AKOCTi, AOKMIHIYHUMM, KNiHIYHUMU
Cepsic 'mbX, OaHMMK Ta JaHuMK 3 chapMakoHarnsgy. 3miHu
HimeuuuHa; BHECEeHO A0 [HCTpyKLUii Ana MmeanmyHoro
Bupo6bHmuTBO "in 3aCTOCyBaHHSA Nikapcbkoro 3acoby 4o po3ainis
bulk" Ta KOHTpONb "B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta
cepin: BEPIIH- iHWi BMAau B3aemogain"”, "MNobiyHi peakuii”.
XEMI AT, BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
Hime4vumHa; Knoke 3aTBEPAKEHHS.
dapma-Cepsic
MM6X, HimewumHa;
KoHTponb Ta
BUWMYCK Cepilt:
BEPNIH-XEMI AT,
HimeyumHa
23. | BEPNINPUN® | Tabnetkn no 10 mr BEPNIH-XEMI HimeyunHa MakyBaHHs: HimeyunHa BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3a UA/7553/01/01
10 no 10 Tabnetok y Al MeHapiHi-PoH 3MminHun | TMny - 3MiHK Woao peuenmom
6nictepi; no 3 XenpeH Mm6X, 6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy
6nictepn y Himeyuunha; (iHLWi 3MiHW) 3MiHN BHECEHO Y TEKCT MapKyBaHHSA
KapTOHHiI kopobui BEPIIIH-XEMI AT, NepBUHHOI YNakoBKM Nikapcbkoro 3acoby B n. 3.
HimeuuunHa; Knoke "Homep cepii nikapcbkoro 3acoby"”, n. 4. "Oarta
PepnakyHrc- 3aKiH4YeHHs TepMiHy npugatHocTi", n.6."[HLIE"
Cepgic N'v6X, Ta y TEKCT MapKyBaHHS BTOPUHHOI yNakoBKU B M.
Himeuumnna; 17. "IHWE". TepMiH BBEAEHHS 3MiH NPOTArom 6
BupobHuuTBO "in MiCSILIiB Micnsi 3aTBEPOXKEHHS.
bulk" Ta kOHTpOnb
cepin: BEPIIH-
XEMI AT,
HimeuuunHa; Knoke
dapma-Cepsic
'M6X, HimeyunHa
; KoHTponb Ta
BUNYCK Cepin:
BEPNIH-XEMI AT,
HimeyunHa
24. | BEPOTEK®H aepo3orb BepiHrep HimeuunHa BepiHrep HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a He UA/3123/01/01
pososanuin, 100 IHrenbxanm IHrenbxanm 3MminHn | TMny - 3miHK Woao peuenmom nionsieae
MKr/iHransito; no 10 IHTepHeLHn dapma Mm6X i Ko. 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
mn (200 iHransuin) y 6X Kl 3MiHa y KOpOTKili XapakTepucTuLL nikapcbkoro

MeTaneBomy
GanoH4unky 3
[03YH04MM
knanaHom; no 1
GanoH4nky y
KapTOHHI kopobui

3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MEAMNYHOrO 3aCTOCYBaHHsI Ha MiACcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku

nikapcbkoro 3acoby, abo gocnimpkeHs 3 6e3neku
3acTocyBaHHS nikapcbkoro 3acoby B

nicnsipeecTpauinHuii nepiod, abo sk pesynbTat

OL}iHKM 3BITY 3 AOCHiOKEHb, NPOBEAEHMX
BigNOBIAHO 40 MnaHy nefiaTpuyHUX AocnigXeHb
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep

peecmpayiliHo2o

noceid4yeHHs1

(PIP) (3miHYy y3rog»keHo 3 KOMMNEeTEHTHUM
YMNOBHOBaXEHNM OpraHoM)
3MiHM BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby 4o po3giny
"OcobnuBocTi 3acTocyBaHHs" BiANOBIAHO A0
pekomeHgauin PRAC.

25.

BAHKOBAH

niodpinizat ans
pO34uHy Ans
iHdy3in no 500 wmr;
bnakoH CKNsiHUR, No
1 donakoHy B
KapTOHHiIN kopoOLi

MicTtpan
Kenitan
MeHemKmeHT
Nimiten

AHrnis

BEM Inay CaH. Be

Tik. A.C.

TypeyunHa

BHECEHHS 3MiH [0 peecTpauiiHnx martepianis:
3MiHW | Tuny - 3MiHK 3 skocTi. FoToBMI
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax

BMNpobyBaHHSA rOTOBOrO NikapCbKoro 3acoby

(iHWi 3miHK y MmeTogax BunpobyBaHb
(BKntovatoum 3amiHy abo 4onoBHeHHS)). CynyTHS
3MiHa- 3MiHu 3 gKocTi. [oToBUIA NiKapCbKui
3aci6. KoHTporsib roToBOro fikapcbkoro 3acofy.
3miHa napameTpiB cneundikaui Ta/abo
[OMyCTMMUX MEX rOTOBOrO MikapCbKoro 3acoby
(nonoBHeHHs1 abo 3amiHa NokasHuKa

cneumdikauii 3a pesynbTatamy 4OCNILXKEHDb 3

6e3nekn abo AKOCTi (3a BUHATKOM NiKapCbKUX
3acobiB 6ionoriyHoro/iMyHonori4Horo

NOXOMKEHHS))
npuseaeHHs cneuudikauii Ta MeToAiB KOHTPOO
sikocTi M3 y BignosigHicTb 4O maTepianis
BMPOGHMWKa, a came 3a nokasHukom «Onuc.
BigHOBREHWI po34MH» - BUNPaBIEHO MOMUIIKY B
nepeknagi KpuTepito NPURHATHOCTI, 3a
nokasHukom «pH. BigHOBREHWUI PO34UHY -
[OMNOBHEHO ONWUC METOAMKM BUNPOBYBaHHS, 3a
nokasHukom «KinbkicHe BU3Ha4YeHHS
BaHkomiuunHy B» - BUNpaBneHHs B
pO3paxyHKoBin dopmyni.

3a
peyenmom

UA/18898/01/01

26.

BAHKOBAH

niodpinizat ans
PO34MHY Ans
iHcpysin no 1000 mr;
dnakoH CKNSAHUIA, NO
1 donakoHy B
KapTOHHiIN kopobui

MicTtpan
Kenitan
MeHemXMeHT
Nimiten

AHrnia

BEM Inay CaH. Be

Tik. A.C.

TypeyunHa

BHECEHHS 3MiH [0 peecTpauinHuxX maTtepianis:
3MiHu | Tuny - 3MiHn 3 sikocTi. oToBWMI
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax

BMNPOBYBaHHS roToBOro nikapcbkoro 3acoby

(iHWi 3MiHM y meTofax BUNpobyBaHb
(Bkntovatoum 3amiHy abo AonoBHEHHS)). CynyTHs
3MiHa- 3MiHu 3 sikocTi. FoToBMIA Nikapcbkui
3aci6. KoHTporb roToBoro nikapcbkoro 3acofy.
3miHa napameTpiB cneuudikauin Ta/abo
[0NYyCTUMKX MEX roTOBOro fnikapcbkoro 3acoby
(nonoBHeHHst abo 3amiHa nokasHuka

cneundikadii 3a pesynbTatamu gocnigxeHb 3

6e3nekn abo SIKOCTi (3a BUHATKOM NiKapCbK1X
3acobiB 6ionoriYHoOro/iMyHoNorivyHOro

NMOXOXKEHHS1))
npvBeaeHHs cneuudikadii Ta MeTogiB KOHTPOMO
sikocTi 13 y BignoBigHicTb 4o MaTepianis
BMPOOHWMKa, a came 3a nokasHvkoM «Onuc.

3a
peuerimom

UA/18898/01/02




18 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
BigHOBNEHWMM po34mH» - BUNpaBneHO NOMUIIKY B
nepeknagi KpUTepito NPUNHATHOCTI, 3a
nokasHuKoM «pH. BigHOBNEHWI pO34YnH» -
[OOMOBHEHO ONWUC METOAMKM BUNPOBYBaHHS, 3a
nokasHukom «KinbkicHe BU3Ha4YeHHS
BaHkomiuuHy B» - BunpaBneHHs B
PO3paxyHKoBin hopmyini.
27. | BEC-HOPMA | rpaHynuno 101 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: bes UA/3812/01/01
rpaHyn y neHani «HauioHanbHa «HauioHanbHa 3MminHun | TMNy - 3MiHK Woao peuenma
nonimepHomy; no 1 [omeonaTuyH [omeonaTnyHa 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
neHany B nadui 3 a Cninka» Cninka» BBeneHHs abo 3miHM 0O y3aranbHEHUX AaHNX
KapToHy abo no 5r npo cucteMy chapmakoHarnagy (BBeeHHs
rpaHyn y KOHTenHepi y3aranbHeHVX JaHnX Npo cuctemy
3 J03yBaHHSAM; Mo 2 dapmakoHarnsgy, 3MiHa YroBHOBaXXeHOi ocobu,
KOHTENHEPU B Navui BiQNOBiganbHOI 3a 3AiNCHEHHS
3 KapTOHY chapmakoHarnsigy; KOHTakTHOI ocobu 3
bapmakoHarnsgy 3asiBHMKa Ans 30inCHEHHS
bapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-thanna cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXXeHOI 0cobun
3asBHVKa, BignoBiganbHoi 3a papmMakoHarnsg.
[Hitoua pepakuisi: bBagbst OneHa AHaTtoniiBHa.
lMponoHoBaHa pepakuisi: TkayeHko TeTsiHa
MeTpiBHa.
28. | BIBUH® Kpanni OYHi, po34nH MakHin AHrnis AHcceH Benebriga BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: bes UA/11541/01/01
KNACUYHUA 0,05% no 15 mny Mpopaktc dapmareBTuKa 3MmiHn | TMny - 3miHK Woao peuenma
dnakoHi 3 Nimiteq HB 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.

nonieTuneHy 3
KpanensHuueto; no 1
dnakoHy B
KapTOHHIN ynakoBLi

BBeneHHs abo 3miHM 0O y3aranbHEHUX AaHnX
npo cucteMy papmakoHarnagy (BBeaeHHs
y3aranbHeHUX AaHWX Npo cucTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi 0cobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30inCHEHHsS
cbapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHa Bi# yNnoBHOBaxeHOi ocobu,
BiA4NoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay
(BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
hapmakoHarnsigy). 3miHa KOHTaKkTHOI ocobu
3asiBHMKA, BignoBiganbHoi 3a papmMakoHarnsg B
YkpaiHi.

[itoya pepakuisi: HaropHa KatepuHa IBaHisHa /
Nahorna Kateryna lvanivna. lMponoHoBaHa
pepakuis: YarapHa Hatanis CepriiHa /
Chagarna Natalia Serhiivna. 3MiHa KOHTaKTHUX
[OaHNX KOHTaKTHOI 0CObU 3asiBHUKA,
BignosiganbHoi 3a apMakoHarnsag B YKpaiHi.
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
29. | BISBUH® Kpansi O4Hi, po34nH MakHin AHrnia Bupo6bHmuTBO, Benbris/Hig BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 UA/20055/01/01
KOM®OPT 0,5 mr/mn, no 15 mn Mpopaktc TeCTyBaHHs, epnaHamn 3minu | Tvny - 3miln wopo peuenma
PO34MHY Y hnakoHi 3 JlimiTen nepBuHHE Ta 6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
HaKOHEYHUKOM- BTOPUHHE BBeneHHs abo 3miHM J0 y3aranbHeHUX gaHnx
[03aTopoM i nakyBaHHs, npo cuctemy chapmakoHarnagy (BBeAeHHs
KPULLIKOIO i3 KOHTpOMb cepii, y3aranbHeHVX AaHnX Npo cucTemy
3axXuUCTOM Bif BUMYCK cepii dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
PO3KPUTTS OiTbMMU; niKkapcbKoro Bi4NOBIganbHOI 3a 34iNCHEHHS
no 1 conakoHy B 3acoby, chapmakoHarnsgy; KOHTakTHoOI ocobu 3
KapTOHHIN ynakoBLi BUNpoOyBaHHA Ta (bapmakoHarnagy 3asiBHMKa ANg 30iMCHEHHSA
BUIMYCK CUPOBUHMA apmakoHarnsay B YKpaiHi, AKLO BOHA
Ta KOMMOHEHTIB BigMiHHA Big yNOBHOBaXXeHOI ocobu,
ynaKkoBKW, BiANOBIgAnNbHOI 3a 34iNCHEHHS hapMakoHarnsgy
36epiraHHs Ta (BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
BMNPOOYBaHHSA PO3MiLLEHHI MacTep-danna cuctemm
3paskiB Ha dapmakoHarnagy). 3MiHa KOHTaKTHOI ocobu
cTabinbHiCTb: 3asiBHUKA, BiANOBiAanbHOI 3a hapmakoHarnsg B
AHcceH YkpaiHi.
dapmaneBTrKa [itoua pegakuisi: HaropHa KatepuHa IBaHiBHa /
HB, benbris; Nahorna Kateryna lvanivna. NponoHoBaHa
[amma- penakuisi: YarapHa Hatanis CepriiBHa /
onpomiHoBanbHa Chagarna Natalia Serhiivna. 3miHa KOHTaKTHMX
cTepunisauis [AaHNX KOHTAKTHOI 0cobu 3asBHMKA,
NepBUHHNX BignosiganeHoi 3a hapMakoHarnsg B YKpaiHi.
KOMMOHEHTIB
YMaKoBKM:
CuHepoxu Xenc
Epne B.B.,
HigepnaHaw;
lamma-
onpomiHoBansHa
cTepunisauis
NepBUHHKX
KOMMOHEHTIB
YMaKoBKM:
CuHepaxu Xenc
Ene B.B.,
Higepnangm
30. | BIMI3UM KOHUeHTpaT ans BioMapuH Ipnangia BMPOGHMLUTBO Himeuumnna/ BHECEHHS 3MiH [0 peecTpauinHMX maTepianis: 3a UA/14547/01/01
pO34MHy Ans IHTepHeLHn Hepo3sdacoBaHol Ipnangis 3miHu | TMny - 3miHn WwWoao peuenmom
iHdpysin, 1 mr/mn; no Timiteq npoaykKuii, 6e3nekn/edeKTMBHOCTI Ta bapMakoHarnsagy.
5 mMn y dnakoHi; no nepBuHHe BBeneHHs abo 3miHM [0 y3aranbHEHUX AaHnx
1 donakoHy B nakyBaHHs Ta npo cucteMy cpapmakoHarnsay (BBeeHHs
KapTOHHiIl kopobuyi KOHTpOIb y3aranbHeHUX AaHux npo cuctemy
CTEPUNbHOCTI: hapmakoHarnsigy, 3MiHa yroBHOBaXeEHOI 0cobu,

Bettep ®apma-
PepTiryHr TM6X i

BiOQNoOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsaay; KOHTaKkTHoOi ocobu 3

Ko. KT, hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
HimeuumnHa; hapmakoHarnagy B YKpaiHi, Ko BOHa
MapKyBaHHS Ta BigMiHHA Bif YNOBHOBaXXeHOI ocobu,
BTOpUHHE Bi4NoBiganbHoi 3a 34iMCHEHHS dhapMakoHarnsay




20 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
nakyBaHHsi: (BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHM y
AHpepcoHbpekoH pO3MiLLieHHI MacTep-hanna cuctemm
(FOK) Nimitep, dapmakoHarnagy). 3MiHa ynoBHOBaXkeHOI 0cobu
Benukobputanis; 3asiBHMKA, BignoBiganbHoi 3a hapmakoHarnsg.
KOHTpOIb [Hitoya pepakuis: hxenmc Hikkac / James
CTEpPUNbHOCTI: Nickas. MNponoHoBaHa peaakuisi: CiozaHHa
Bettep dapma- XelnHoHeH / Susanna Heinonen. 3miHa
DepTiryHr TM6X i KOHTaKTHMX JaHNX YNOBHOBaXEHOi 0cobu
Ko. KT, 3asiBHMKA, BignoBiganbHoi 3a hapmakoHarnsg.
HimeuyumHa; 3MiHa KOHTaKTHOI ocobu 3asiBHUKa,
MapKyBaHHSA Ta BiANoOBiAanbHOI 3a hapmakoHarnag B YKpaiHi.
BTOPUHHE [Litova pepakuis: MNopinuk Aptem
nakyBaHHs, Bonogvmuposuy MNponoHoBaHa pegakuis:
BUPOOHMK, Xinbko €reHis OnekcaHgpiBHa.
BignoBsiganbHUN 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocooun
3a BUNYCK cepil: 3asBHMKa, BiaNOBIAanNbHOI 3a hapmakoHarnag B
BioMapwuH YkpaiHi. 3miHa MicLe3HaxooXeHHs macTep-
IHTEepHeLwWwHnN hanna cuctemu chapmakoHarnagy.
JlimiTeq, Ipnangis
31. | BIPTAH renb oyHun, 1,5 mr/r; | JTABOPATYA DdpaHLuis dapwmina — Tea ITanis BHECEHHS 3MiH 10 peecTpauinHMX maTepianis: 3a UA/9379/01/01
no5ryTy6ia P TEA dapmaveyTiui 3MiHu | TUny - AgmiHicTpaTuBHiI 3amiHW. 3MiHa  |peuenmom
HaKOHEYHWUKOM, LLIO C.n.A. HalMeHyBaHHs Ta/abo agpecu micus
3arBUHYYETHLCSA NpoBaAXeHHS AiANbHOCTI BUPOGHMKa/imnopTepa
koBnaykom; no 1 roTOBOro MikapcbKoro 3acoby, BkMo4aoym
Ty6i B KAPTOHHIN AinbHWL BUNYycKy cepii abo micue npoBeagHHs
Kopooui KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3a AKy Bignosifae
BUPOGHWMK/IMNOPTEP, HE BKIOYAKYM BUMYCK
cepii) - AOMiHicTpaTMBHa 3MiHa y 3B’A3KY 3i
3MiHOI Ha3BW BMPOBHMKA, BiAMOBIAANLHOIO 3a
CcTepuni3aLito KOMNOHEHTIB MEPBUHHOI YNaKOBKN.
32. | BONNbTAPEH | Tabnetku HoBaprtic LLisenuapis Hosaprtic Carnik, TypeydnHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a UA/9383/02/02
® racTpoOpe3nCTEHTHI dapma Al lna Be Tapim 3miHu | TNy - 3miln wopo peuernmom
no 50 mr; no 10 YpyHnepi CaH. Be 6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
TabneTok y 6nictepi; Tik. A.C. BBeneHHs abo 3miHM [0 y3aranbHeHNUX AaHnx

no 2 6nictepu B
KopoOLli 3 KapTOHY

npo cucteMy papmakoHarnagy (BBegeHHs
y3aranbHeHVX JaHnX Npo cucTtemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeEHOI 0cobu,
BiANOBIOANbHOI 3a 3AiNCHEHHS
dapmakoHarnsify; KOHTaKTHoi ocobu 3
bapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
chapmakoHarnsgy B YKpaiHi, siKLo BoHa
BiAMiHHa Bi# ynoBHOBaxeHOi ocobu,
BiA4NoBiganbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHW y
po3MilLieHHi MacTep-hanna cuctemu
hapmakoHarnsigy) - 3MiHa ynoBHOBaXXeHOT
ocobu 3asBHMKA, BiaANOBIAanbHOI 3a
dapmakoHarnsag,.
Litoya pepakuisi: David J Lewis, B. Sc (Hons),
Ph.D. - NMponoHoBaHa pegakuisi: Dr. Justin
Daniels, Ph.D. 3MiHa KOHTaKTHUX AaHNX




21
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep

peecmpayiliHo2o
noceid4yeHHs1

YNOBHOBa)EHOI 0CObM 3asiBHMKA,
BignoBiganbHoi 3a papMakoHarnsag. 3miHa
MicLe3HaxoMKeHHa macTep-dainna cucrtemm
dapmakoHarnagy. 3miHa micus 34inCHEHHs!
OCHOBHOI AisiNbHOCTI 3 (hapmakoHarnsgy.

33.

BONbTAPEH
®

TabneTku
racTpope3nCTEHTHI
no 25 mr; no 10
TabneTtok y 6nicrepi;
no 3 Gnictepu B
KopoOLi 3 KapTOHY

HosapTic
dapma Al

LLisenuapis

Hosapric Carnik,
lpoa Be Tapim
YpyHnepi CaH. Be
Tik. A.C.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLiiHux maTepianis:
3MmiHn | Trny - 3MiHK Woao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHnx
npo cucteMy chapmakoHarnagy (BBeaeHHs
y3aranbHEeHNX AaHNX Npo CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiQNOBiganbHOI 3a 34iNCHEHHS
apmakoHarnsay; KOHTaKTHOi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iNCHEHHSA
tbapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa BiJ YNOBHOBaXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKINOYAOYM KOHTAKTHI gaHi) Ta/abo 3MiHu y
po3MmiLLieHHI MacTep-anna cuctemm
dapmakoHarnagy) - 3miHa ynoBHoBa)eHoi
ocobu 3asBHMKA, BiANoBiganbHOI 3a
dapmakoHarnag,.

Litoywa pepakuis: David J Lewis, B. Sc (Hons),
Ph.D. - MNMponoHoBaHa pepakuis: Dr. Justin
Daniels, Ph.D. 3MiHa KOHTaKTHMUX AaHux
YNOBHOBaXeHOI 0cobu 3asiBHUKa,
BigMNoBiganbHoi 3a hapmakoHarnag. 3MiHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
hapmakoHarnsgy. 3miHa micus 3giNcCHeHHs
OCHOBHOI AisNbHOCTI 3 dhapMakoHarnsay.

3a
peyenmom

UA/9383/02/01

34.

BOJIbTAPEH
® PAMNIA

TabneTkn, BKpUTI
LIyKPOBOIO
obornoHkoto, no 50
mr; no 10 TabneTok
y bnicTtepi; no 1 abo
2 6nictepu y
KOpoO6Li 3 KapTOHY

Hosapric
dapma Al

LLIserinapisa

Hoeapric Carnik,
lpa Be Tapim
YpyHnepi CaH. Be
Tik. A.C.

TypeydnHa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3miHu | TMny - 3miHn wWoao
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsay.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
npo cucteMy chapmakoHarnagy (BBeAeHHs
y3aranbHeHVX JaHuX npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOoi ocobu,
BiQNoBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsifly; KOHTaKTHoi ocobu 3
bapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
bapmakoHarnagy B YKpaiHi, SKLLO BOHa
BiAMiHHa Bi# yNnoBHOBaxeHOi ocobu,
BiNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-hanna cuctemm
dapmakoHarnsay) - 3MiHa ynoBHOBaXXeHOT
ocobu 3aaBHMKA, BiANoBiganbHoi 3a
dapmakoHarnsag,.

Litoua pegakuis: David J Lewis, B. Sc (Hons),
Ph.D. NponoHoBaHa peaakuis: Dr. Justin

3a
peuerimom

UA/0310/04/02
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
Daniels, Ph.D. 3MiHa KOHTaKTHMX AaHnX
YNOBHOBaXEHOI 0CObM 3asiBHUKA,
BignoBiganbHoi 3a hapmakoHarnag. 3miHa
MicLe3HaxoMKeHHa macTep-daina cucremm
dapmakoHarnagy. 3miHa micus 34iNCHEHHs1
OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsgy.
35. | BONIbTAPEH | Tabnetku, BKpuTI Hosaprtic LLisenuapis Hosaprtic Carnik, TypeyunHa BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis: 3a UA/0310/04/01
® PANIA LLlyKpOBOIO dapma Al lpoa Be Tapim 3MmiHn | Trny - 3MiHK Woao peuenmom
o6onoHkoto, no 25 YpyHnepi CaH. Be 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
mr; no 10 TabneTok Tik. A.C., BBepneHHst abo 3MiHM 40 y3aranbHEHUX AaHnX
y 6nicTepi; no 3 TypeyumHa npo cucteMmy papmakoHarnagy (BBe4eHHS
6nictepu y Kopobui 3 y3aranbHeHVX JaHnX Npo cucTemy
KapTOHYy dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iNCHEHHSA
apmakoHarnsay B YKpaiHi, AKLWO BOHA
BigMiHHA Big, yNoBHOBaXxeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEHHI MacTep-thanna cuctemm
dapmakoHarnagy) - 3miHa ynoBHoBa)eHoil
ocobu 3asBHMKA, BiANOBIAanNbHOI 3a
dapmakoHarnag,.
Litoywa pepakuis: David J Lewis, B. Sc (Hons),
Ph.D. NponoHoBaHa peaakuis: Dr. Justin
Daniels, Ph.D. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXeHOI 0cobu 3asiBHUKa,
BiAMOBiAanbHOI 3a dapmakoHarnsg. 3MiHa
MicLle3HaxooKeHHs MacTep-channa cuctemu
hapmakoHarnsgy. 3miHa micusi 34iNCHEHHS
OCHOBHOI AiiNbHOCTI 3 (hbapMakoHarnsay.
36. | BOPUKOHA3 | nopoluok ans 3eHTiBa, K.C. Yecbka BTOPUHHE Mpeuis BHECEHHS! 3MiH 10 peecTpauiiHnX maTepianis: 3a UA/15524/01/01
Oon 3EHTIBA pO34uHy aAns Pecnybnika nakyBaHHs1, 3miHu | TUny - 3miHm 3 sikocTi. CepTudpikat peuenmom
iHdy3in no 200 wmr, 1 KOHTPOrb cepii, BignosigHocTi/lE-cepTudikaT BiANoBIigHOCTI
nakoH 3 NOPOLLKOM Bignosigae 3a €Bponelicbkint hapmakonei/MoHorpadii.
B KApTOHHIN nayui BUMYCK cepii: MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta
SAPMATEH C.A., BiNOBIgHOCTI abo BUNy4eHHs ceptudikara
[peuis; BTOpUHHE BiANOBIAHOCTI €Bponeickkin chapmakonei: aons
nakyBaHHs, AQI; ans BuxigHoro
KOHTPOMb Cepii: marepiany/peareHTy/NpPOMIKHOIO NMPOAYKTY, LLO
DPAPMATEH BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ansi
IHTEPHELLUHN [OOMOMDXHOT peqoBUHU (cepTudikaT
CA, Npeuis; BiAMOBIAHOCTI €Bponenchkin hapmakonei) -
BUPOGHMLUTBO "in HoBui ceptudikat Ha HecTepunbHu A®I, sk
bulk", nepsuHHe Gyae BMKOPUCTOBYBATUCS A5t BUPOOHMLTBA
Ta BTOPVHHE CTEpUIbHOTO NikapcbKoro 3acoby, SKLLo BoAa
nakyBaHHs1, BUKOPUCTOBYETLCS HA OCTaHHIX eTanax CUHTe3y
KOHTPO-b cepii, Ta MaTepian He BinbHUIA Big GakTepianbHuX
Bignosigae 3a €HOO0TOKCWHIB, NOAAHHS HOBOrO cepTudikata
BUNYCK cepii: BignoBigHOCTi €Bponencokini papmakonei Ne R1-
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Ymoeu

Peknamye

Homep

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

eidnycky

aHHA

peecmpayiliHo2o
noceid4yeHHs1

AHdapm Ennac
C.A,, Ipeuis

CEP 2013-306 - Rev 00 gns gito4oi peqoBuHM
Voriconazole Big HoBoro Bupo6Huka LEE
PHARMA LIMITED, IHgis (aonoBHeHHs1). 3MiHu |
TMny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/E-cepTudikaT BiANoOBIigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsa HoBOro abo oHoBreHoro cepTudikara
BianosigHocTi abo BMNyYeHHsi cepTudikata
Bi4NoOBIigHOCTI €Bponenchkin dapmakonei: ons
A®l; ansa suxigHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, O
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT
Bi4NOBIgHOCTI €Bponencokin dapmakonei) -
OHoBReHWI cepTudikaT Bif y)Ke 3aTBEpAXEeHOro
BUPOGHKMKaA, MOAaHHS OHOBMEHOro cepTudikaTta
BignoBigHOCTi €Bponencekin hapmakonei Ne R1-
CEP 2013-306 - Rev 01 gns gito4oi pe4oBuHM
Voriconazole Bupo6Huka LEE PHARMA
LIMITED, Ingis.

UA/16529/01/01

37.

FAJTIAPA

Karncynu TBepai, no
75 wmr; no 14 kancyn
y 6nictepi; no 1 abo
2 6nictepu B
KapTOHHiI kopobui

TOB "YOPIA
MEOWLINH"

YkpaiHa

yorng
MEOVLINH INAY
CAH. BE TIIX.
AL

TypeyunHa

BHECEHHS 3MiH O peecTpauiiHuX maTepianis:
3MiHu | TUny - 3MiHK Wwoao
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
3MiHUM y KOPOTKili XapakTepucTuL nikapcbkoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLii Ans
ME[NYHOro 3aCTOCYBaHHS
reHepu4HUX/ribpuaHnx/GionoAibHNX nikapcbkmx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUI Npenapar (3MiHa He NoTpebdye
HafaHHS! )KOAHWNX HOBMX J0OATKOBUX AaHMX).
3MiHU BHECEeHO A0 IHCTPYKLUii AN MeauyHoro
3aCTOCYBaHHS NikapCbKoro 3acoby y posainu:
"®apmakoTepaneBTuyHa rpyna. Kog ATX"
(3aTBepokeHo: MNpoTueninenTnyHi 3acobu. IHwi
npotueninenTuyHi 3acobu. Kog ATX NO3A X16;
3anponoHOBaHO: AHanbreTukuy. IHLWi
aHanbreTuky Ta aHTUnipeTukn. MabaneHTuHoOIaN.
Mpera6aniH. Kog ATX N02B F02), "OcobnuBocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog
BariTHocTi abo rogyBaHHs rpyaa”, "MobivHi
peakuii” BignoBigHo Ao iHpopmalii woao
ME[MYHOro 3aCTOCyBaHHs pedepeHTHOro
nikapcbkoro 3acoby (NIIPUKA, kancynu, 75 wr,
150 mr ). BBeaeHHs1 3mMiH npoTarom 6-tu micsauis
nicnsi 3aTBEpPAXKEHHS

3a
peuerimom

He
nidnsieae

UA/16529/01/02

38.

FAJTAPA

Kancynuv TBepai, no
150 mr; no 14
Kancyn y 6nictepi;
no 1 abo 2 6nictepu
B KAPTOHHI Kopobui

TOB "YOPIA
MEOMLNH"

YkpaiHa

YOPI
MELMLIMH INAY
CAH. BE TIIDK.

ALl

TypeyunHa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MiHUM y KOPOTKili XapakTepucTULL Nnikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns

3a
peuenmom

Megun4HOro 3aCTtocyBaHHsA

He
nionsieae
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
reHepUYHMX/ribpuaHnX/6ionofibHMX nikapcbknx
3acobiB nicns BHECEHHS Tiei camoi 3MiHN Ha
pedepeHTHMIN NpenapaT (3MiHa He NoTpebye
HaJaHHS XOOHUX HOBUX 40AATKOBMX AAHUX).
3MiHN BHECEHO A0 IHCTPYKUIT ANS MEeANYHOro
3aCTOCyBaHHSA fikapcbKoro 3acoby y posainu:
"®apmakoTepaneBTuyHa rpyna. Kog ATX"
(3aTBepmkeHo: MNpoTueninenTnyHi 3acobu. IHwi
npoTueninentuyHi 3acobu. Kog ATX NO3A X16;
3anponoHOBaHO: AHanbreTuku. IHLWi
aHanbreTukn Ta aHTunipeTnku. MabaneHTnHoOION.
Mpera6aniH. Kog ATX N02B F02), "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog
BariTHocTi abo rogyBaHHs rpyaar”, "IMobiyHi
peakuii” BiaNoBIigHO Ao iHopmalii woao
MeAMnYHOro 3acToCyBaHHs pedepeHTHOro
nikapcbkoro 3acoby (NNIPUKA, kancynu, 75 wr,
150 mr ). BBegeHHsi 3mMiH npoTsroMm 6-t1 micsuis
nicnsa 3aTBepmXXeHHs
39. | TEKCAKCUM cycneHsis ans CaHodi PpaHuis BMPOGHMLTBO ®paHuis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a UA/13080/01/01
® / HEXAXIM iH’ekuin; no 0,5 mn MacTep roToBOro YropwuHa 3MmiHu Il Tuny - 3miHm 3 akocTi. A®L. Cuctema  |peuenmom
BAKLUMHA (1 po3a) B Hepo3adacoBaHOro KOHTelHep/3aKynoptoBanbHuii 3aci6. 3MiHa y
ana nonepeaHLo nNpoayKTy, 6es3nocepepnHin ynakoui APl (skicHi Ta/abo
MPO®INAKT 3aMOBHEHNX BTOPUHHE KiNbKICHI 3MiHW cknagy Ansi CTepUnbHUX Ta
UKH wnpuuax 3 1-eto nakyBaHHs He3zamopoxeHux AdD|
OUOTEPII, (abo 2-ma) (wnpwvuw), 6ionori4yHoro/iMmyHONOr4YHOro NOXOAXKEHHS).
NPABLA, OKpeMumu ronkamu, KOHTPOMb SIKOCTI, [opaBaHHS anbTepHaTUBHUX OAHOPa30BUX
KALLITIOKY no 1 wnpuvuy B BUNYCK Cepin: nnacTUKoBMX MiLLKiB (single-use plastic bags)
(ALIENIONAP | kapTOHHIN ynakoBLi; CaHodi MacTep, Ans 36epiraHHst CTEPUIBHOIO 2-KOMMOHEHTHOTO
HUN no 0,5 mn (1 posa) B dpaHLis; OYMLLIEHOTO KaLLOKOBOro aHaTokeuHy (Acellular
KOMMNOHEHT | nonepegHbo BMPOGHMLUTBO Pertussis DS). 3minu Il Tuny - 3miHm 3 sikocTi.
), TENATUTY 3anoBHEHNX roToBOro [oToBMI Nikapcbkuin 3aci6. 3MiHNM Y
B wnpuuax 3 1-eto Hepo3adacoBaHOro BMPOGHMUTBI. 3MiHM y NpoLieci BUpobHMLTBa
PEKOMBIHA (abo 2-ma) npoaykTy, roTOBOro MikapcbKoro 3acoby, BkIo4aoym
HTHA, OKPEMWUMMU rofkamu, 3arnoBHEHHS, NPOMIXXHUI NPOAYKT, L0 3aCTOCOBYETLCHA NpU
noniomieni no 1 wnpuuy B BTOPUHHE BMPOGHMUTBI FOTOBOrO NikapcbKoro 3acoby
TY cTaHdapTHO- nakyBaHHs1, (cytTeBa 3miHa y npoueci BUpOGHULITBA, SKa
IHAKTUBOBA | ekcnopTHil KOHTPOMb SIKOCTI, MOXe MaTu iCTOTHMI BMMB Ha sKiCTb, 6e3neky Ta
HATA ynakoBLi, sika BUNYCK Cepin: e eKTUBHICTb nikapcbkoro 3acoby). [lonaBaHHs
3AXBOPIOB MiCTUTBCS Y CaHodi MacTep, KPUTUYHKX napameTpis npouecy (Critical
AHb, KapTOHHiIN kopobLi 3 PdpaHuis; Process Parameters (CPP)) ons MoHiTOpuHry
CMPUYUHEH | iHcTpykuieto ans BTOPUHHE eTany nepemillyBaHHS 2-KOMMNOHEHTHOIO
nx Meau4yHoro nakyBaHHs, OYMLLIEHOTO KaLLIOKOBOro aHaTokeuHy (Acellular
HAEMOPHIL 3aCTOCYBaHHS; No BUNYCK Cepint: Pertussis DS) Ha cTagii Hepo3adacoBaHoro
us Tuny B 0,5 mn (1 go3a) B CaHodi-ABeHTic NpoaykTy, WO 36epiraeTbcs y anbTepHaTUBHUX
KOH'IOFOBA | nonepenHbo 3pT., YropwimHa 0HOPa30BUX MMACTUKOBUX MiLLKaX.
HA, 3anoBHEHNX
AOCOPBOBA | wnpuuax 3 1-et0
HA, PIOKA (abo 2-ma)

OKPeMMMU rofikamu,
no 10 wnpwuuis B
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
KapTOHHIN ynakoBLyj;
no 0,5 mn (1 gosa) B
nonepegHL0
3arnoBHEHNX
wnpuuax 3 1-e10
(abo 2-ma)
OKpEMUMU rorkamu,
no 10 wnpwuuis B
cTaHgapTHO-
EeKCNOPTHIN
ynakoBLi, sika
MICTUTBCS Y
KapTOHHiI kopobLi 3
iHCTpyKLUi€eto ans
MeANYHOro
3aCTOCYBaHHsi; Mo
0,5wmn (1 po3a) y
c¢nakoHax, no 10
dnakoHiB y
KapTOHHIN ynakoBLi;
no 0,5 mn (1 go3a) y
c¢nakoHax, no 10
dnakoHiB B
cTaHgapTHO-
€KCMopTHIN
ynakoBLji, sika
MiCTUTBCS Y
KapTOHHiIN kopobui
40. | TEHTAMIUWH | posunH ans iH'exuin, MAT YkpaiHa MAT "Tannudapm” YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a He UA/7197/01/01
Y CYNb®AT 40 mr/mn no 2 mn B "Mannydapm” 3miHu | TUny - 3miHn wWoao peuenmom nionsizae
amnyni; no 10 amnyn 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
Y KOHTYpHi# 3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKoro
YapyHKOBIN 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
ynakosui; no 1 MeON4YHOro 3acTocyBaHHs Ha nigcTasi
KOHTYPHIl perynspHoO OHOBIOBaHOrO 3BiTy 3 6e3nekn
YapyHKOBIN ynakoBLi nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
B nayui; no 2 mn B 3acTocyBaHHs nikapcbkoro 3acoby B
amnyni; no 10 amnyn nicnspeecTpauinHuii nepiof, abo sk pedynbtat
Y KOHTYpHIn OL|iHKM 3BITY 3 JOCHigKeHb, NPOBEeAEHUX
YapyHKOBIN BigMNOBIQHO 40 MnaHy nefiaTpuyHUX AoChigXeHb
ynakoBLii, 3anasHi (PIP) (3miHy y3rog»eHo 3 KOMMNEeTEHTHUM
nanepom YMNOBHOBaXEHNM OpraHoM)
3MiHU BHECEHO A0 IHCTPYKLUii AN MeauyHoro
3aCTOCyBaHHS NikapcbKkoro 3acoby o posainy
"OcobnuBocTi 3acTocyBaHHS" BiANOBIAHO A0
OHOBIeHoI iHdopMaLii woao 6esneku
3acToCcyBaHHS Aito40i pevyoBuHU. TepMiH
BBeAEHHS 3MiH NpoTSArom 6 micsuis nicns
3aTBEPKEHHS.
41. | TENTPAN® TabneTku AG60TT HimeyunHa A668i C.p.n. ITanis BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/6993/01/02
KMLLKOBOPO34MHHI N0 JlabopaTopis TexHiyHa nomurnka (3rigHo Hakasy MOS Big peuyenmom
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

500 wr; no 10
TabneTok y 6nicTepi;
no 2 Gnictepny
KapTOHHiI kopooLi

mM6X

23.07.2015 Ne 460) BunpaBneHHst TEXHIYHOIT
nomwunkw, 3rigHo n.2.4. nn.5 posainy VI Hakasy
MOS YkpaiHu Big 26.08.2005 p. Ne 426 (y
penakuii Hakaszy MOS Ykpainu Big 23.07.2015 p.
Ne 460) B 3atBepaxeHnx MKA 13 3a
NoKa3HWKOM «laeHTudpikauisi, BU3Ha4yeHHA
KifIbKICHOrO BMIiCTY ajeMEeTIOHIHY | BU3Ha4YeHHs
BMICTYy NpoAyKTiB po3nagy (kpim FomocepuHy i 2-
amiHo-4-0yT1pPOnaKkTOHY)» CTOCOBHO
HeBIANoBIgHOCTI iHbopMaLii (pisHOUNTaHHS) Y
MeXax 0QHOro AOKyMEHTa, a came B
po3LWmMdpyBaHHI YMOBHUX NO3HAYEHb Nig
pO3paxyHKOBOK (DOPMYIIO ANs BUSHAYEHHS
BMICTy aAeMeTiOHiHy abo Byab-sKOro Bigomoro
abo HeBigOMOro NpoayKTy po3nagy y 3-mMy psiaKy
3aMicTb no3HaveHHs «lISctaHg.» 6yno BkazaHo
«l1S3pas.», Wo € HEKOPEKTHMUM, OCKiNbKM AaHe
No3HaYeHHs! BiAHOCUTbCS 40 CTaHAapTHOro
PO34MHY (nNnowa niky nypuHy Ha BianoBiaHin
XpomaTtorpami CTaH4apTHOIrO PO34uHY).
3a3HayeHe BUNpaBreHHs Bignosigae
MaTepianam peecTpauiiHoro Aocee.

42.

FENTPAN®

MOPOLLIOK
niodpinizoBaHun Ans
PO34MHY AN iH'eKUin
no 500 mr, 5
CKISIHMX ¢prakoHiB 3
MOPOLLKOM
nioginizoBaHum Ta 5
amnyn 3
PO34MHHUKOM (L-
ni3vH, HaTpito
rigpokena, Boga Ans
iH’ekuin) no 5 mn B
KOHTYPHIl
YapyHKOBIN
ynakoBLi,
3anevaraHin
arntoMmiHieBoro
donbroto; no 1
KOHTYPHIl
YapyHKOBIN yrnakoBLi
Y KapTOHHIlA kopobuUi

ABGoTT
JlabopaTopis
mMGEX

Himevuunna

BMPOBHMLTBO,
nepBuHHE
nakyBaHHs1,
KOHTpPOIb AKOCTI
Ta BMNYCK cepin
PO34MHHMKA in
bulk: ®amap
A.B.E., lpeuis;
BUPOGHMLTBO,
nepBuHHE
nakyBaHHs Ta
KOHTPOIb AKOCTI
PO3YMHHWKA:
Bionopxici ITanis
JlabopaTopis
C.P.N., Itania
BUPOGHMLTBO,
nepBuHHE
nakyBaHHs Ta
KOHTPOIb AKOCTI
nopotuka
nioginizoBaHoro;
BTOPWHHE
nakyBaHHs1,
KOHTPOMb SIKOCTI
Ta BUNYyCK cepin
roToBOro
niKapcbkoro
3acoby:

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
TexHiuHa nomwrnka (3rigHo Hakazy MO3 Big
23.07.2015 Ne 460). BunpaBneHHs1 TEXHIYHOT
nomunkw, 3rigHo n.2.4. nn.5 po3giny VI Hakasy
MO3 Ykpainu Big 26.08.2005p. Ne 426 (y
pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p.
Ne 460) B 3atBepmxeHnx MKA 13 3a
NoKasHUKOM «laeHTudikaLis, BU3Ha4YeHHS
KiNbKiCHOrO BMICTY afieMeTIOHIHY i BU3HaYeHHS
BMICTYy NpoAyKTiB po3naay (kpim lomocepuHy i 2-
aMmiHo-4-6yT1PONaKTOHY)» CTOCOBHO
HeBiANoBIAHOCTI iIHopMaLii (pi3HOYUTaHHST) Y
Mexax Of4HOro JOKyMeHTa, a came B
po3LwmdpyBaHHi YMOBHUX NMO3HaYeHb nig
pO3paxyHKOBOK POPMYIO ANs BUSHAYEHHS
BMICTY aJeMeTIiOHiHy abo Oyab-AKoro Bijomoro
abo HesigoMOro nNpoaykTy posnagy y 3-my psiaky
3aMmicTb Nno3HaveHHs «lISctana.» 6yno BkazaHo
«11S3pas.», Wo € HEKOPEKTHMUM, OCKiNbKM AaHe
NO3HaYeHHs BiAHOCUTLCA A0 CTaHAAPTHOro
pO34uHy (nroLua niky NypyHy Ha BiANOBIgHI
XpomaTorpami CTaHAapTHOIO PO34UHY).
3asHaveHe BUNpaBreHHs Bianosigae
MaTepianam peecTpauiiHoro 4ocbe

3a
peuerimom

UA/6993/02/02




27 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
Bionogxici ITanis
JlabopaTopis
C.P.J1, Itanis;
Hendapm CeH
Pewmi, ®paHuis
43. | TIAPOKCUKA | kancynu no 500 mr, MicTtpan AHrnia [esa XongiHr TypeydnHa BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3a UA/18217/01/01
PBAMIA- no 10 kancyn y Kenitan A.LL. 3MiHn | TMnY - 3miHK 3 AkocTi. FoToBUI peuernmom
BICTA 6nictepi; no 10 MeHepKmMeHT nikapcbkuit 3aci6. KoHTpornb AOMOMiIXXHUX
GnictepiB y JlimiTen peyoBUH. 3MiHa NapameTpiB crneumdikauin

KapTOHHiI kopooLi

Ta/abo [oNyCTUMUX MEX AN AOMOMKHOT
peyoBUHY (iHLWIi 3MiHW) 3MiHa NapameTpiB
cneumaikauii NOPOXHIX TBEPANX XKeNaTUHOBUX
Kancyn y TecTi «laeHTudikauis TutaHy giokengy»
3 “a yellow-orange colour develops” Ha “an
orange-red colour is formed”, a Takox y TecTi
«MB4» BunpaBneHo apykapcbKi MOMUIKA Y
HanucaHHi Ha3Bu Staphylococcus aureus,
[o4aHo nponyLieHy Ha3By 6akTepii
Pseudomonas aeruginosa Ta BigkopuryBaHo
ApyKapCbKy MOMUIKY napameTpy creumdikauii
“Absent/10g” gns Salmonella species 3rigHo
paHilwe 3aTBepAXeHnx MmaTtepianis. 3miHu | Tuny
- 3MiHK 3 akocTi. FoToBUIA Nikapcbkui 3acid.
KoHTponb A0NOMiKHUX peyoBUH. 3MiHa y
MeToax BUNpoOyBaHHSA AOMOMIXKHOI pe4OBUHM
(He3HayHi 3MiHW y 3aTBEppKEHNX MeToAax
BUNPobyBaHb) He3HayYHa 3MiHa Yy 3aTBEPAXKEHUX
MeToAax BUNpobyBaHHSA NOPOXHIX TBEPANX
XenaTuHOBUX Kancyrn, a came y MeTofi
BUNpobyBaHHS «laeHTudikalia TutaHy
aiokenay», y 38’A3Ky 3i 3MiHOIO napameTpis
cneuudikaLii MOPOXHIX TBEPANX XeNnaTUHOBKX
Kancyn y TecTi «lgeHTudikauis TutaHy
giokeuay». 3miHu | Tuny - 3miHKM 3 gKocTi.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Y
BMPOGHMUTBI. 3MiHa po3Mipy cepii (BkMtoYa4m
fiana3oH po3mipy cepii) roToBoro nikapcbkoro
3aco0y (36inbweHHst Ao 10 pasiB NOPIBHSAHO i3
3aTBEPAKEHUM PO3MIPOM) BBEAEHHS
anbTepHaTUBHOro po3mipy cepii 113 go Bxe
3aTBepakeHoro. 3atBepmxeHo: Po3mip cepii:
150 000 TBepawmx kancyn (104 000 «r) -
3anponoHoBaHo: Po3wmip cepii:

150 000 TBepamx kancyn (104 000 «r) - 250 000
TBepaux kancyn (174 000 kr) - 3miHu | TNy -
3MiHu 3 sKkocTi. FoToBMIA Nikapcbkui 3acib.
CucrtemMa KOHTenHep/3akynopoBanbHuin 3acid.
3MiHa y NepBUHHIN yNakoBLi rOTOBOro
nikapcbkoro 3acoby (Tvn KoHTelHepa abo
[oJaBaHHS HOBOTO KOHTeMHepa) - Teepai, M'ski
Ta HeCTepwnbHI pigki nikapcbki opMm
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

[ofaBaHHs anbTepHaTUBHOIO NEPBUHHOIO
nakysanbHoro matepiany (PA/Alu/PVC Blister +
Aluminium Foil) o Bxe 3aTBepaXeHoro.
3areepmkeHo: PVC/Aclar film, sealed with
aluminium foil 3anponoHosaHo: PVC/Aclar film,
sealed with aluminium foil PA/Alu/PVC, sealed
with aluminium foil

44.

rAPOKCUKA
PBAMIO-
BICTA

kancynu no 500 mr
no 10 kancyn y
6nictepi; no 10
6nictepi y
KapTOHHiIN kopoOLi

MicTtpan
Kenitan
MeHemKmeHT
JlimiTen

AHrnis

Lesa XongiHr
A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3minn | TMny - 3miHn 3 akocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BiANoBIigHOCTI
€Bponelicbkin hapmakonei/moHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BignoBigHocTi abo BUNy4YeHHs cepTudgikata
Bi4NOBIgHOCTI €Bponenchkin dapmakonei: ons
A®l; ona BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ansi
ponomixxHoi pedoBuHm (FE-cepTudpikat
BignoBigHOCTI €Bponeiickki hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMiKHOro
npoaykTy abo AonoMiXHOT pedoBuHK) - Hoeuia
cepTudikat Ansa BUXigHOro
marepiany/peareHTy/npOMDKHOIO NPoAyKTy abo
[OOMOMiXXHOT peqyoBUHU Big HOBOro abo Bxe
3aTBepAKeHoro BUpobHuka. MogaHHa HoBOro
[E-cepTudikaTa BignosigHOCTI €BpONencoki
dapmakonei Ne R1-CEP 2008-048-Rev 00 ans
»)enaTtuHy Big HoBoro Bupo6Huka PIONEER
JELLICE INDIA PRIVATE LIMITED, IHgis. 3MiHn
| Tuny - 3MmiHn 3 sikocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkin hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBEHOro cepTudikaTta
BigNoBigHOCTI abo BUNyYeHHs cepTudikaTa
Bi4NoOBIigHOCTI €Bponenchkin dapmakonei: ons
A®Il; ansa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBI A®I; ans
ponomixHoi pevoBuHu (ME-cepTudikat
BianoBigHOCTi €Bponenchkii hapmakonei ans
A®l/BuxigHoro matepiany/peareHTy/NpPOMiXXHOIO
npoaykTy abo JONOMiIXXHOI pe4oBUHU) -
OHoBMeHWI cepTudikaT Big BXe 3aTBEPAYKEHOIO
BMpo6HuKa. MNopgaHHsA oHoBneHoro ME-
cepTudpikaTa BignoBigHoOCTi EBponenchkin
dapmakonei Ne R1-CEP 2000-029 Rev 06
(3aTBepakeHo: R1-CEP 2000-029 Rev 05) ans
XenaTuHy Bif 3aTBEPAXEHOro BUPOOHMKa
ROUSSELOT, Higepnangu

3a
peuyerimom

UA/18217/01/01

45.

FMEMOHT
TABJIETKHU

TabneTku XyBasnbHi
no 4 mr; no 10

"meHmapk
dapmacbloTmK

IHgis

meHmapk
dapmacbioTmkan3

IHais

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHu | TMny - 3MiHK Wwoao

3a

peuenmom

UA/13872/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

XYBAJIbHI

TabneTtok y 6nicrepi;
no 3 bnictepu B
KapTOHHiI kopooLi

ans3 JlTa.

JTo.

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHUX AaHnx
npo cucteMy chapmakoHarnagy (BBedeHHs
y3aranbHeHVX JaHnX Npo cucTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiANOBiganbHOI 3a 30iNCHEHHS
chapmakoHarnsgy; KOHTakTHoOI ocobu 3
bapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHS
capmakoHarnsgy B YkpaiHi, AKLwo BoHa
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKINOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-tanna cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXXeHOI 0cobun
3asBHMKa, BigNOBiganbHOI 3a hapmakoHarnag.
[itoya pepakuin: OHiaHewsap ApiyH CaHan / Dr.
Dnyaneshwar Sanap. NponoHoBaHa peagakuis:
loHTep MapTeHmariep / Dr. med. Gunter
Gartenmaier. 3MiHa KOHTaKTHUX AaHUX
yMoBHOBaXeHoi ocobu, BignosiganbHoi 3a
chapmakoHarnsag.

46.

FMMEMOHT
TABJETKHN
XYBAIJbHI

TabneTku XyBanbHi
no 5 wmr; no 10
TabneTok y 6nictepi;
no 3 6nictepu B
KapTOHHiIN kopobui

'meHmapk
dapmMacboTUK
an3 JlTo.

IHAis

meHmapk
dapmacbioTukan3
T,

IHgia

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MmiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnx
npo cucteMy papmakoHarnagy (BBeeHHs
y3aranbHeHVX JaHnX Npo cuctemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI 0cobu,
BiANOBIgANbHOI 3a 3A4iNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiAMiHHa Big yNnOBHOBaxeHOi ocobu,
BiANoBiganbHOI 3a 34iMCHEHH:A hapMakoHarnagy
(BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemm
hapmakoHarnsigy). 3miHa yrnoBHoBaxeHoi ocobu
3as1BHMKa, BignoBigansHoi 3a hapmakoHarnsa.
[Hitoua pepakuisi: OHiaHewsap ApiyH Caxan / Dr.
Dnyaneshwar Sanap. NponoHoBaHa peaakuis:
loHTep MapTteHmanep / Dr. med. Gunter
Gartenmaier. 3MiHa KOHTaKTHUX AaHUX
yMNOBHOBaXeHOI ocobu, BignosigansHoi 3a
dapmakoHarnag.

3a
peuenmom

UA/13872/01/02

47.

FMEHBEKAP

aepo3orb Ans
iHranauin,
no3soBaHuin, 200
Mkr/go3sy; no 200
003 B KOHTEWHepi 3
003Y4nM
KnanaHom i

"menmapk
dapmacbloThK
ans Nta.

IHAis

nmenmapk
PapmacbioTvkana
Nra.

IHaisa

BHECEHHS 3MiH 0 peecTpauinHX maTtepianis:
3miHu | TUny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy.
BBepneHHsa abo 3MiHn 40 y3aranbHeHVX fgaHux
npo cuctemy capmMakoHarnsgy (BBeAeHHs
y3aranbHeHUX AaHnX Npo cucTemy
hapmakoHarnsiay, 3MiHa yrnoBHOBaXeHOI ocobu,

3a
peuerimom

UA/14496/01/02
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
PO3MUIOKYOL0 BiANoBiganbHOI 3a 3AiNCHEHHS
Hacagkot Ta hapmakoHarnsify; KOHTaKTHoi ocobu 3
3aXMCHUM dapmakoHarnsaay 3asiBHUKa Ans 34iNCHEeHHS
koBnaykom; no 1 dapmakoHarnsagy B YkpaiHi, KO BOHa
KOHTEeNHepy B BiAMiHHa BiA YNOBHOBaXeHOi ocobu,
KapTOHHiI kopooLi BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
pO3MiLLieHHI MacTep-hanna cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXkeHOI 0cobu
3asiBHMKa, BignoBiganbHoi 3a hapmakoHarnsg.
Litova pegakuis: YTe XodpHep / Ute Hoeffner.
MponoHoBaHa pepakuis: MoHTep MapTeHmariep /
Dr. med. Gunter Gartenmaier.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXXEHOI ocobu,
BignoBiganbHoi 3a hapmakoHarnag. 3miHa
Micus 30iMCHEHHSA OCHOBHOI OisiNbHOCTI 3
dapmakoHarnagy. 3miHa MicLe3HaxXOmMKEeHHSs
MacTtep-channa cuctemu papmakoHarnagy.
48. | TMEHBEKAP aeposonb Ang 'meHmapk IHAis meHmapk IHgia BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3a UA/14496/01/03
iHransauin, dapmacbrThK dapmacbioTrkana 3minn | TMny - 3MiHK Woao peuenmom
nosoBaHun, 100 ans JlTo. JTo. 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
MKr/go3y; no 200 BBepneHHs abo 3miHM 40 y3aranbHEHUX AaHnx
403 B KOHTENHepi 3 npo cuctemMy hapmakoHarnagy (BBeAeHHs
[03Y04nM y3aranbHeHVX JaHnX Npo cuctemy
KnanaHom i hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi 0cobu,
PO3MUITOYOI0 BiZNOBIganNbHOI 3a 34iNCHEHHS
Hacagkow Ta dapmakoHarnsay; KOHTaKkTHoi ocobu 3
3aXUCHUM dapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
KOBMa4kom; no 1 cbapmakoHarnsgy B YKpaiHi, KO BOHA
KOHTenHepy B BiAMiHHa Big ynoBHOBaxeHOi ocobu,
KapTOHHiI kopobui BiANoBiganbHOI 3a 3AiNCHEHHSA hapMakoHarnsay
(BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-hanna cuctemu
apmakoHarnsgy). 3miHa ynoBHoBaxeHoi ocobu
3asiBHUKA, BiANOBiAanbHOI 3a hapmakoHarnsa.
Litoya pepakuis: YTe XodHep / Ute Hoeffner.
MponoHoBaHa pepakuis: MNoHTep MapTeHmariep /
Dr. med. Gunter Gartenmaier.
3MiHa KOHTaKTHMX JaHNX YNOBHOBaXEHOI 0cobu,
BiANoOBiganbHoi 3a hapmakoHarnag. 3MiHa
MicLS 30iMCHEHHS] OCHOBHOI AisiNbHOCTI 3
hapmakoHarnsigy. 3miHa mMicLe3Haxo4KeHHs
MacTep-canna cuctemu dpapmakoHarnsgy.
49. | TMMEHBEKAP aepo3orb Ans neHmapk IHAis "neHmapk IHAis BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3a UA/14496/01/04
iHransauin, dapmacbloThK dapmacbioTmkana 3miHu | TMny - 3miHn WwWoao peuenmom
no3oBaHun, 50 ans JlTa. T, 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.

MKr/go3y; no 200
003 B KOHTEWHepi 3
[03y4nM
KrnanaHom i
PO3MUIIOHYO

BBeneHHs abo 3amiHM [0 y3aranbHeHNX AaHnx
npo cucteMy chapmakoHarnsgy (BBeeHHs
y3aranbHeHUX JaHnX npo cucTtemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
Hacapgkoto Ta dapmakoHarnsay; KOHTaKkTHoi ocobu 3
3aX1CHUM apmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
koBnaykom; no 1 dapmakoHarnsagy B YkpaiHi, KO BOHa
KOHTENHepy B BigMiHHA Big yNOBHOBaXXeHOI ocobu,
KapTOHHiN kopobui BiAMNOBiAanbHOI 3a 3aiNcHeHHs hbapmakoHarnsaay
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLEeHHI MacTep-danna cuctemm
chapmakoHarnsgy). 3miHa ynoBHoBaxeHoi ocobu
3asiBHMKa, BignoBiganbHoi 3a hapmakoHarnsg.
[itova pegakuis: YTe XodHep / Ute Hoeffner.
MponoHoBaKra pepakuis: MNoHTep MapTeHmariep /
Dr. med. Gunter Gartenmaier.
3MiHa KOHTaKTHMX JaHMX YNIOBHOBaXeHOi ocobu,
BiAMOBiAanbHOI 3a dapmakoHarnag. 3MiHa
Micus 30iMCHEHHSA OCHOBHOI OisiNbHOCTI 3
tapmakoHarnagy. 3MiHa micLe3HaxomKeHHs
macTtep-dainna cuctemu dapmakoHarnagy.
50. | FMEHBEKAP aeposonb Ang 'meHmapk IHAis meHmapk IHgia BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3a UA/14496/01/01
iHranauin, dapmacbkloThK dapmacbkoTrkana 3MinHun | TMNy - 3MiHK Woao peuyenmom
Ao3oBaHui, 250 ans NTa. INro. 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
MKr/go3y; no 200 BBeneHHs abo 3miHM [0 y3aranbHEHUX AaHnx
[03 B KOHTENHepi 3 npo cucteMy chapmakoHarnagy (BBeeHHs
[03y04nM y3aranbHeHVX AaHnX Npo CUcTemy
KrnanaHom i hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi 0cobu,
PO3NUIIOIY0I0 BiOQNOBiganbHOI 3a 3AiNCHEHHS
HacafgKow Ta bapmakoHarnsgy; KOHTakTHOI ocobu 3
3aXUCHUM dapmakoHarnsay 3asiBHVKa Ans 30iNCHEeHHS
KoBMa4kom; no 1 hapmakoHarnsgy B YkpaiHi, Ko BoHa
KOHTeNHepy B BiAMiHHa Bif, YNOBHOBa)XeHOI 0cobm,
KapTOHHiI kopobui BiAnNoBiganbHOI 3a 3AiMCHEHHSA hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MmilLieHHI MacTep-anna cuctemm
apmakoHarnsgy). 3miHa ynoBHoBaxeHoi ocobu
3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
Litova pepakuis: YTe XodpHep / Ute Hoeffner.
MponoHoBaHa pepakuis: MNoHTep MapTeHmariep /
Dr. med. Gunter Gartenmaier.
3MiHa KOHTaKTHMX JaHWX YNIOBHOBaXXeHOI 0cobu,
BiANoBiganbHoi 3a hapmakoHarnag. 3MiHa
Micus 30iMCHEHHS OCHOBHOI OisiNbHOCTI 3
hapmakoHarnagy. 3miHa MicLe3HaxXOmMKeHHs
MacTep-canna cuctemu dpapmakoHarnsgy.
51. | TMIMENIPUA- | TabneTku no 2 wr; TOB «TeBa YkpaiHa TeBa I13painb/ BHECEHHS 3MiH 10 peecTpaLiiHnx maTepianis: 3a He UA/7800/01/01
TEBA no 10 Tabnetok y YkpaiHa» dapmaueBTikan YropwuHa 3MiHu | TMny - 3MiHK Wwoao peuenmom nionsizae
6nicTepi; no 3 IHgacTpis JTa., 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
Gnictepu y kopobui I3painb; AT 3MiHU y KOPOTKili XapakTepucTuLL NnikapcbKoro
dapmaLeBTUYHWIA 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
3aBog TeBa, MELMYHOrO 3aCTOCYBaHHS
YropwuHa reHepu4HUX/ribpuaHNx/GionoAibHNX nikapcbkmx

3acobiB nicns BHECEHHS TiEl camoi 3MiHU Ha
pedepeHTHUIA Npenapar (3mMiHa He noTpebye
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

HaZaHHS! XXOAHWUX HOBMX J0OATKOBUX AaHMX).
3MiHN BHECEHO A0 IHCTPYKUIii AN MeANYHOro
3aCTOCyBaHHS! NikapCcbKoro 3acoby y po3ainu:
"®apmakoTepaneBTuyHa rpyna. Kog ATX"
(yTOYHEHHs iHdopmaLlii 6e3 3miHu koay
ATX),"dapmakonoriyHi BlacTneocTi",
"MpoTunokasaHHs", "B3aaemogis 3 iHwumn
nikapcbkuMu 3acobamu Ta iHLi BUAK
B3aemogin", "OcobnueocTi 3acTtocyBaHHNA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "3gatHicTb BnvBaTu Ha
LBMAKICTb peakuii Npy kepyBaHHi
aBTOTpaHCNoOpTOM abo iHWKMMKM MexaHiamamn',
"Cnocib 3actocyBaHHsi Ta go3n", "Oitn",
"Mepeno3syBaHHs", "MobiyHi peakuii” BianoBigHO
00 iHhopmaUii LWoAo MeAMYHOro 3acToCyBaHHA
pedepeHTHOro nikapcekoro 3acoby (AMAPWUIT, 2
mr, 3 mr, 4 mr).
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBEPAKEHHS.

52.

rmiMEnIPUA-
TEBA

TabneTku no 3 wmr;
no 10 TabneTtok y
6nictepi; no 3
Gnictepu y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

TeBa
dapmauesTikan
IHpacTpis JiTa.,
I3paine; AT
dapmaLeBTUHHUIA
3aBof TeBa,
YropwuHa

I3paine/
YropwmHa

BHECEHHS 3MiH O peecTpauiiHuX maTepianis:
3MiHu | TUnYy - 3MiHK Wwoao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsaay.
3MiHM y KOPOTKili XapakTepucTuLL NnikapcbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
ME[NYHOro 3aCTOCYBaHHS
reHepu4HUX/ribpuaHNx/GionodibHNX nikapcbkmx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUI Npenapart (3MiHa He NoTpebye
HaZaHHS! )KOAHWUX HOBMX J04ATKOBUX AaHMX).
3MiHU BHECEHO A0 IHCTPYKLUii NS MeauyHoro
3aCTOCYBaHHS NikapCbKoro 3acoby y posainu:
"®apmakoTepaneBTuyHa rpyna. Kog ATX"
(yTOYHeHHs iHdopmaulii 6e3 3miHu koay
ATX),"®apmakonoriyHi BnactueocTi”,
"MpoTunokasaHHs", "B3aemopais 3 iHWMMK
nikapcbknuMu 3acobamu Ta iHWi B1uau
B3aemogin", "OcobnmBocTi 3acTocyBaHHA",
"8acTocyBaHHs1 y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "3aaTHicTe BNNMBaTK Ha
LUBWAKICTb peakLii Mpy KepyBaHHi
aBTOTpaHCcnopToM abo iHWMMKU MexaHismamu",
"Cnoci6 3actocyBaHHs Ta go3u", "Oitn",
"MepenosyBaHHs", "MobiyHi peakuii” BianoBigHO
00 iHdopMauii Woao MeanuyHOro 3aCToCyBaHHS
pedepeHTHOro nikapcbkoro 3acoby (AMAPUII, 2
Mmr, 3 mr, 4 mr).

BBegeHHs 3MiH npoTArom 6-Tu MicsuiB nicns
3aTBEPKEHHS.

3a
peuerimom

He
nidnsieae

UA/7800/01/02

53.

rnmiMeniPna-

TabneTtku no 4 wmr;

TEBA

no 10 TabneTok y

TOB «TeBa
YkpaiHa»

YkpaiHa

TeBa
dapmaleBTikan

I3paine/

YropwwmHa

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:

3a

3MiHu | TMny - 3MiHKM Wwoao

peuenmom

He

nidnsieae

UA/7800/01/03
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PeecmpauyitiHa npoyedypa

Ymoeu

Peknamye

Homep

Ne
n/n

Hasea
JliKapcbK020

®Popma sunycky
(nikapcbka ¢ghopma,

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

eidnycky

aHHA

peecmpayiliHo2o
noceid4yeHHs1

3acoby

ynakoeka)
6nictepi; no 3
6nictepu y kopobui

IHgacTpis JlTa.,
I3painb; AT
dapmaueBTUYHUIA
3aBog TeBa,
YropwwmHa

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHU y KOPOTKiVi XapakTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MELMNYHOro 3aCTOCYBaHHs
reHepuyHUX/ribpnaHnx/6ionoaibHUX Nikapcbkux
3acobiB nicns BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHMIN NpenapaT (3MiHa He NoTpebye
HaflaHHS! )KOAHWX HOBMX J0OATKOBUX AaHUX).
3MiHM BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
3aCcTOCyBaHHS NiKapCbKoro 3acoby y po3ainu:
"®apmakoTepanesTuyHa rpyna. Kog ATX"
(yTO4HEeHHs iHdopmaLii 6e3 amiHn koay
ATX),"®apmakornoriyHi BnactusocTi”,
"MpoTunokasanHsa", "Baaemopgisa 3 iHWMMK
nikapcbkumm 3acob6amu Ta iHWi BUam
B3aemogin", "OcobnueocTi 3actocyBaHHsA",
"3acTocyBaHHA y nepioa BariTHOCTi abo
rogyBaHHs rpyaaro”, "3gaTHicTb BnMBaT Ha
LUBMAKICTb peakuii Npy kepyBaHHi
aBTOTPaHCNOPTOM abo iHWKMMK MexaHiamamn”,
"Cnocib 3actocyBaHHsi Ta goan", "Litn",
"Mepeno3syBaHHs", "MobiyHi peakuii” BiaNoBigHO
00 iHdopMaLii Woao MeanMYHOro 3aCTOCyBaHHSA
pedepeHTHOro nikapcbkoro 3acoby (AMAPUII, 2
mr, 3 mr, 4 mr).
BBeneHHs 3MiH NpoTArom 6-Tv MicsiLiB nmicnsi
3aTBEPKEHHS.

3a

UA/14536/01/01

54.

rMIATOH®

Kancynu m’siki no
400 mr, no 10
kancyn y 6nicrepi;
no 3 abo 6 GnicTepis
y nayui

AT "dapmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHn | TUny - 3miHn 3 akocTi. APl. KoHTponb
A®I. 3miHa y meTogax BunpobyBaHHsa AD| abo
BMXigHOro MaTtepiany/npoMiHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BUpobHMuTea APD| (He3HaYHI 3MiHK Y
3aTBEPAKEHNX MeToAax BUNPobyBaHHS)
HesHauHi 3miHM y 3aTBepaXeHnX meTofax
BunpobyBaHHsa Ha APl XoniHy anbgocuepar, a
came — Yepe3 AonyLUeHy HEeTOYHICTb B METOAUL
(mpykapcbka noMurika) 3a NokasHUKOM

«HeopraHiyHi gomiwkn. AuetaTn» 3aMiHEHO
MOMeKynsApHY Macy ioHy, L0 PO3paxoBYETLCS 3
67 Ha 59,04. Banipauito gaHoi aHaniTu4Hoi
MeTOAMKM NPOBEAEHO 3 BUKOPUCTAHHAM
aHaniTM4HOT METOANKM, B SIKili 3a3HA4YEHO
MOMEeKynsApHy Macy iOHy, L0 PO3paxoBYETbCS —
59,04. 3minHu Il Tuny - 3miHuM 3 sikocTi. ADI. (iHLwi
3MiHn). OHoBneHHst maTtepianu DMF Ha AdI
XoniHy anbgocLepaT, BUpObHMLTBA KOMNaHii
Vav Lipids PVT LTD, IHgis 3 Bepcii
DMF/LECIVA/MAR/2023/Ver Ne 07 Ha Bepcito
DMF/LECIVA-GPCH/009, Revision 08, y 3B’a3ky

peyernmom

3 HaCcTyNHUMK 3miHamu: -3.2.S.4.1
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aHHs1

Homep

peecmpayiliHo2o

noceid4yeHHs1

Cneundikadisi, 3.2.S.4.2 AHaniTU4HI METOLUKM-
BHECEHO 3MiHM 3a nokasHukom «MikpobionoriyHa
yncToTar, a came- goaaHo «paMHeraTMBHUX
OaKTepiin ToNepaHTHUX 40 >KOBUi 3 KpUTEPIEM
NpUAHATHOCTI He Binbwe 100 KYO/mn» -
3.2.5.4.3 Banigaujis aHaniTU4HNX MeToauk- oo
po3ainy aogaHo 3BiT no Bepudikauii Report for
verification of pathogens test for Bile tolerant
gram negative bacteria -3.2.S.4.4 AHani3s cepin —
B cepTudikaTi AKOCTi 3MIHEHO TEPMIH
nepekoHTponto 36 micauiB Ha TepMiH
npugaTHocTi 48 micsuis -3.2.S.6.2 Cuctema
yrnakoBKa/3aKynoptoBaribHui 3acib
(Cneumdpikauis Ha nakyBanbHWin MaTepian) —
3MIiHEHO KpUTEPIN NPUIRHATHOCTI 3a N. «Bara
Tapu» 3 1,55-1,65 kr Ha 1,95-2,05 kr

55.

rMIOKO3A

PO34uH ANS iHAY3in,
50 mr/mn, no 250 mn
abo 500 mny
CKIISIHUX MAisiLKax

LIAKO
BIOGAPMAY
EYTIYI C.P.JI.

ITanis

LIAKO

BIO®PAPMAYEYTI

4l C.P.JI.

ITanis

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MinHn | TMny - 3MiHK Woao
6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM 0O y3aranbHEHUX AaHNX
npo cucteMy chapmakoHarnsgy (BBegeHHs
y3aranbHeHVX JaHnX Npo cuctemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa ONs 30iNCHEHHSA
bapmakoHarnagy B YKpaiHi, KO BOHa
BiAMiHHa Big yNnoBHOBaxeHOi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXXeHOI 0cobu
3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
[itoya pepakuisi: Binbma CabariHi.
lMponoHoBaHa pepakuia: Yonunk AHaTonin
OMnTpoBuY. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXeHOI 0cobu 3asiBHUKa,
BiAMoBiAanbHOI 3a dapmakoHarnsg. 3MiHa
MicLle3HaxooXeHHs MacTep-thanna cuctemm
hapmakoHarnsigy Ta oro Homepa. 3MiHa MicLs
3[]iNCHEHHSA OCHOBHOI [isiNbHOCTI 3
dapmakoHarnsgy.

3a
peuerimom

UA/17939/01/01

56.

rPUN-rPAH

rpaHynu no 10 ry
nexani abo y
hNaKkoHi 3 KPULLIKOIO;
no 1 neHany a6o
nakoHy B nayi 3
KapToHy; no 51
rpaHyn y KOHTenHepi
3 [03yBaHHAM; MO 2
KOHTEeHepu B navui

MpAT
"HauioHanbHa
[omeonaTuyH

a Cninka"

YkpaiHa

MpAT
"HauioHanbHa
[omeonaTuyHa

Cninka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MminHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BBepneHHsa abo 3mMiHM 40 y3aranbHeHVX fgaHux
npo cucteMy hapmakoHarnagy (BBeeHHS
y3aranbHeHUX AaHWX Npo cucTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeEHOI 0cobu,
BiANOBiAaNbHOI 3a 3AINCHEHHS
dapmakoHarnsifly; KOHTaKTHoi ocobu 3

6e3
peuyenma

UA/8300/01/01
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3 KapTOHY

(bapmakoHarnagy 3asiBHUKa ANg 30iMCHEHHSA
dapmakoHarnsay B YKpaiHi, AKLO BOHA
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsgy
(BKNtOYAKOYMN KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MiLLEeHHI MacTep-danna cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXkeHOI 0cobu
3asiBHMKA, BiANOBiAanNbHOI 3a hapmakoHarnsa.
[itoya pepakuin: bagbs OneHa AHaToniiBHa.
[MponoHoBaHa pepakuis: TkavyeHko TeTsHa
MeTpiBHa.

57.

FYTTAJNIAKC®
NIKOCYIb®
AT

Kpanni, 7,5 mr/mn no
15 mn a6o 30 mny
donakoHi; no 1

dnakoHy y
KapTOHHiIN kopoOLi

TOB "Onenna
Xenckea
YkpaiHa"

YkpaiHa

IcTiTyTO AIE
Anxeni C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis:
3MinHun | TMNy - 3MiHK Wopao
be3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK). 3MiHK BHECEHO B iHCTPYKLUIitO Ans
MeaunyHoro ao po3giny "OcobnueocTi
3acTocyBaHHA" BigNoOBiAHO 4O OHOBIEHOI
iHdopMauii woao 6e3nekn 3acTocyBaHHS
[OMOMIDKHOT peYoBUMHU Ta, K Hacnigok, Ao
TEKCTY MapKyBaHHS1 yMaKOBKU NiKapCbKoro
3acoby. BeeaeHHsi 3mMiH npoTarom 6-Tn micsuis
nicns 3aTBepAXEHHs!

6e3
peuenma

nidnsiecae

UA/0832/01/01

58.

FYTTAJNTAKC®
NIKOCYIb®
AT

kpanni, 7,5 mr/mn no
15 mn a6o 30 mny
dnakoHi; no 1

hnakoHy y
KapTOHHiI kopobui

TOB "Onenna
Xenckea
YkpaiHa"

YkpaiHa

IcTiTyTO DIE
Awrxeni C.p.n.

ITanis

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3miHu | TMny - 3miHn wWoao
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK). 3MiHN BHECEHO Y TEKCT MapKyBaHHSA
yNakoBKM fikapcbkoro 3acoby, a came y n.n. «3.
MEPENIK AOMNOMPKHUX PEYOBWH», "7. IHLLI
OCOBVBI BACTEPEXEHHA", «8. OATA
3AKIHYEHHA TEPMIHY NPUBATHOCTI», «15.
OnA NIKAPCbKMX 3ACOBIB, AKI
MPU3HAYEHI ANt CAMOCTIMHOIO
NIKYBAHHA — IHPOPMALIA LLLOAO
3ACTOCYBAHHAy, «17. IHWE» TekcTy
MapKyBaHHSI BTOPVMHHOI YNaKOBKW fikapCbKOro
3acoby Tay n.n. «4. JATA 3AKIHYEHHA
TEPMIHY MPUAATHOCTI», «6. IHLWE» TekcTy
MapKyBaHHS MEPBUHHO| YNaKOBKU JTikapCbKoro
3acoby. BBeaeHHsi 3MiH npoTsirom 6-Tu micsauis
nicnsa 3aTBepmXeHHs

6e3
peuenma

UA/0832/01/01

59.

OEKCAMETA
30H

PO34MH Anst iH'ekuin,
4 mr/mn, no 1 mMn B
amnyni; no 5 amnyn
y 6nicTepi; no 5
GnictepiB y
KapTOHHiIl kopobuyi

KPKA, o.4.,
HoBo mecto

CrnioBeHis

BupobHuuTBO "in
bulk", nepsuHHe
Ta BTOPVHHE
nakyBaHHs1,
KOHTPOMb Ta
BUNYCK cepii:
KPKA, a.a., Hoso
mecTo, CroBeHis;
KoHTponb cepii:
KPKA, a.4., Hoso

mecTo, CroBeHisi;

CrnioBeHis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3miHu | TUny - 3miHm 3 sikocTi. CepTudpikat
BignosigHocTi/ME-cepTudikaT BiANoOBIigHOCTI
€Bponelicbkint hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta
BiNoBigHOCTI abo BUNy4eHHs ceptudikara
Bi4NOBIgHOCTI €Bponenchkin dapmakonei: ons
ADI; ans BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
OOMOMIDKHOI pe4OBUHM (cepTudikaT

3a
peuerimom

UA/8538/01/01
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KoHTponb cepii:
HN30X
(HauioHanbHi
nabopatopis 3a
34paB'e, OKONE iH
xpaHo), CnoBeHist

BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHnn cepTudikar Bifg yxe 3aTBepaXeHoro
BUpOGHMKA. NogaHHA oHOBREHoro cepTudikarta
BignoBigHocTi €Bponerickkin hapmakonei Ne R2-
CEP 1992-014 - Rev 07 (3atBepaxeHo: CEP Ne

R2 — CEP 1992-014-Rev 06) gns Adl
[eKcaMeTasoHy Bif yXe 3aTBepaXEHOro
BupobHrka EUROAPI FRANCE, ®paHuist.
OHoBneHHs gaHoro CEP nos’sizaHo i3
nepenmeHyBaHHSIM BUPOOHMKA Ta YTOYHEHHAM
appecu Holder A®I. 3minu | TUny - 3miHm 3
sikocTi. CepTudikat BignosigHocTi/l'E-
cepTudikaT BiaNoBIAHOCTI €BpoONenchbKin
dapmakonei/moHorpadii. MogaHHa HoBoro abo

OHOBJIEHOTrO cepTudikaTa BignosigHoCTi abo

BUNYYEHHS cepTudpikaTta BignoBIgHOCTI
€Bponenicbkin apmakonei: ana A®l; ans

BUXigHOro Matepiany/peareHTy/npoMiKHOro
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI

AQ®I; ona 4ONOMiIXKHOI pe4oBMHM (cepTudikart

BiNOBIgHOCTI €Bponeinchkin dapmakonei) -
OHoBReHuI cepTudikaT Bif y>Ke 3aTBEpAXEHOro

BUpOOHMKa. [NogaHHA oHOBREHoro cepTudikara
BignoBigHocTi €Bponelickkin hapmakonei Ne R1
— CEP 2008-026-Rev 01 (3aTBepmkeHo: CEP Ne
R1 — CEP 2008-026-Rev 00) gns AdI
[eKcaMeTasoHy Bif yXe 3aTBEPAXEHOro
BupobHuka CURIA SPAIN S.A.U., ®paHuis.
OHoBneHHst aaHoro CEP noe’azaHo i3
nepenmeHyBaHHsIM BUPOOHUKA Ta YTOYHEHHSAM
agpecu Holder A®I. 3miHu | TUny - 3miHu 3
skocTi. [oToBMI Nikapcbkui 3aci6. KoHTpornb
rOTOBOrO fikapcbKoro 3acoby (iHLi 3MiHu).
OHOBIEHHS BXe 3aTBEPIKEHUX METOLIB
KOHTPOIMIO SIKOCTi Mikapcbkoro 3acoby, a came:
BUKINAJEHHS TEKCTY AEPXKABHO MOBOH) 3riIHO
Cy4yacHux BUMor. BBeeHHs1 3MiH NpoTAaroM 6-tu
MicsLB Micnsi 3aTBEpPOKEHHS.

60.

OEKCMEOET
OoMIgnH
KAJILEKC

KOHLieHTpaT Ans
PO34MHy Ans
iHcpy3in, 100 mkr/mn
no 2 Mn B amnyni;
no 5 amnyny
KOHTYPHIl
YapyHKOBIN
ynakoBuj; no 1 abo 5
KOHTYPHUX
YapyHKOBMX
yNakoBOK B NavLi 3
KapToHYy

AT "Kanuekc"

JatBia

BCi cTagil
BUPOGHMYOro
npotecy, Kpim
BUMYCKY cepii:
XBM ®dapma

c.p.o.,
CnoBa44uHa;
BUPOGHUK, SKUIA
Bignosigae 3a

KOHTpOIb

cepii/BunpobysaH
Hs: AT "piHgekc",
JlaTBisi; BUPOGHMK,

JatBia

BHECEHHS 3MiH 0 peecTpauinHuxX maTtepianis:
3miHu | TUny - 3miHn WwWoao
6e3nekn/edeKTMBHOCTI Ta bapMakoHarnsagy.
BBeneHHs abo 3miHM [0 y3aranbHEHWX AaHnxX
npo cucteMy cpapmakoHarnsay (BBeAeHHs
y3aranbHeHVX AaHnX Npo cuctemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiOQNoOBiganbHOI 3a 3AiNCHEHHS
cbapmakoHarnsigy; KOHTakTHOI ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
hapmakoHarnagy B YKpaiHi, SKLO BOHa
BigMiHHA Bif YNOBHOBaXXeHOI ocobu,
Bi4NoBiganbHoi 3a 34iMCHEHHSA dhapMakoHarnsay

3a
peuerimom

UA/18314/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
KU BianoBigae (BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
3a BUNYCK cepil: po3MmiLLieHHI macTep-hanna cuctemm
AT "Kanuekc", dapmakoHarnagy). 3MiHa KOHTaKTHOI ocobu
NaTBis 3asiBHMKa, BignoBiganbHoi 3a hapmakoHarnsg B
YKpaiHi.
[itoya pepakuin: €ximosa IpuHa BitaniiBHa.
[MponoHoBaHa pegakuisi: MapTuHuyk Oner
BonoammupoBumy. 3miHa KOHTaKTHUX OaHWX
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
chapmakoHarnsg YkpaiHi.
61. | AEHILE® NMOPOLLOK AN AHaHTa Benwuka AHaHTa Megikeap IHgis BHECEHHS 3MiH O peecTpauiiHuX maTtepianis: 3a He UA/15264/01/02
po34MHy ans iH'ekuin | Megikeap Jl14. BputaHia Nimiten 3MiHK | TMNYy - AOMiHICTpaTUBHI 3MiHW. peuyenmom nionsieae

abo iHdysinno 2r 1
HnakoH 3 MOPOLLKOM
y KopobLji 3 KapToHY

Buny4yeHHs BUPOGHMYOI AinbHMLI (BKIOYaoum
AinbHuUi ana A®Il, npomixkHoro npogykty abo
roTOBOro nikapcbKkoro 3acoby, AinbHuUUi ans
npoBeAeHHs NakyBaHHsI, BUPOOHNKa,
BigMNoBiganbHOro 3a BMNycK cepin, micue
NpoBeAeHHs KOHTPOnto cepii) abo
nocravanbHuKa BUXigHOTO MaTtepiany, peareHTy
abo AOMOMIXKHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
[00Cb€) BUINYYEHHS1 BUPOOHMKa roToBOro
nikapcbkoro 3acoby, a came Csicc NepeHTepanc
JIta., IHais. 3anvwaetbca 3aTBepoKeHUN
BMPOGHWK AHaHTa Megikeap Nimiteq, IHajs.
3MiHU BHeCeHi o iHCTPYKLUii Ans MegnyHoro
3aCTOCyBaHHS Ta 4O MapKyBaHHS YMaKOBKU
nikapcbkoro 3acoby LWoa0 BUMYYEHHS
iHcpopmalii npo BupobHuka Csicc MNepeHTepanc
JIta., IHAis, Sk HacnigokK - BUNMYYEHHs IHCTPYKUi
Ta MapKyBaHHS! Ansl Lboro BUpobHuMKa.
BBeaeHHs 3MiH npoTArom 3-x micAuiB nicns
3aTBEepAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL NnikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
MEeAMYHOro 3aCTOCYBaHHs! Ha MiACcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
OL}iHKM 3BITY 3 AOCHiOKEHb, NPOBEOEHMX
BigMNOBIgHO 40 MnaHy nefiaTpuyHUX JochigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YMOBHOBaXEHNM OopraHoM). 3MiHV BHECEHi 10
IHCTpyKUiT ANsi MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posainis "OcobnueocTi
3actocyBaHHs", "MobiuHi peakuii” woao 6esneku
3acToCyBaHHS Aito40i pe4oBUHM BIAMOBIAHO A0
pekomeHaauii PRAC EMA.
BBepneHHs 3miH npoTsArom 3-x micauiB nicns
3aTBEPKEHHS.
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62.

OEHILE®D

NMOPOLLOK Anst
PO34MHy Ans iH eKuin
no 1r 1 donakoH 3
NMOPOLLKOM B KOPOOLIi
3 KapTOHY

AHaHTa
Megikeap J14.

Benuka
Bputanis

AHaHTa Megikeap
Jlimiteq

IHgia

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis:
3MiHW | TUny - AQMIHICTPaTUBHI 3MiHW.
Buny4yeHHs BUPOGHMYOI AinbHMLI (BKIOYaoum
AinbHuUi gnsa A®l, npomixkHoro npogykTy abo
roTOBOrO MikapcbKoro 3acoby, AinbHULi Ans
NPOBEAEHHS NaKyBaHHs, BUPOOHWKa,
BiANOBigaNbHOro 3a BUMYCK Cepin, Micue
npoBeeHHs1 KOHTPoro cepii) abo
nocravanbH1Ka BUXiAHOrO MaTepiany, peareHTy
abo JOMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y
[0CbE) BUINYYEHHS BUPOOHMKa roToBOro
nikapcbkoro 3acoby, a came Csicc NepeHTepanc
JIta., IHgis. 3anvwaeTbcs 3aTBepoKEHWUN
BUpobHMK AHaHTa Megikeap Jlimitea, IHais.
3MiHV BHeCeHi [0 IHCTPYKLii Ans MeguyHoro
3aCToCyBaHHSA Ta 4O MapKyBaHHS YNaKOBKU
nNiKapcbKoro 3acoby OO0 BUITYYEHHS!
iHdbopmalii npo BupoGHuka Ceicc MNepeHTeparc
Ita., lHAig, Sk Hacnigok - BUNYYEHHS IHCTPYKUIT
Ta MapKyBaHHS 41151 LIbOro BUPOOHWMKa.
BBefgeHHs 3miH npoTarom 3-x Micauis nicnsa
3aTBepMAKEeHHs. 3MiHK | Tuny - 3MiHK Woao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsaay.
3MiHa y KOpOTKili XapakTepucTuL nikapcbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMNYHOro 3aCTOCYBaHHS Ha MiacTasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapCbKoro 3acody B
nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
OL|iHKM 3BITY 3 AoChigKeHb, NPOBEeAEHUX
BiMNOBIQHO 4O NnaHy nejiaTpuyHuX JOCHioXKeHb
(PIP) (3miHy y3rog)eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVUM opraHom) 3MiHu BHECEHI [0
IHCTPYKUiT ANst MEONYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3sginis "OcobnueocTi
3actocyBaHHs", "MobiuHi peakuii” woao 6e3neku
3aCTOCYBaHHS Jit040i pe4oBUHYM BiAMOBIAHO OO
pekomeHgauin PRAC EMA.
BBeaeHHs 3MiH npoTArom 3-x micAuiB nicnsa
3aTBEPAKEHHS.

3a
peyenmom

He
nidnsieae

UA/15264/01/01

63.

AENAKIH®

cupon, 57,64 mr/mn
Ne 1: no 150 mny
donakoHi; no 1
dnakoHy 3
[03YH04MM
NpUCTPOEM B
KapTOHHI kopobui

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

HOHiTep JikBsig
ManydekuypiHr

®paHuia

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHu | TUNY - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu Micud
npoBaXXeHHs AisinbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO fikapCbKoro 3acoby, BKoyaouu
[inbHUL BUNYCKy cepii abo micLie npoBeaeHHs
KOHTPONMIO SIKOCTI. (AisinNbHICTb, 3a Ky Bignosinae
BUPOGHWMK/IMNOPTEP, BKIOYAKUM BUMYCK CEPIlA).
3MiHa agpecu Micua NPoBaKEHHs OisNbHOCTI
BMPOGHKKa rOTOBOTO Nikapcbkoro 3acoby

3a
peuerimom

He
nidnsieae

UA/3817/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
HOHiTep JlikBig MaHydek4dypiHr, ®paHuis,
BiAMOBIAANbLHOrO 3a MOBHUIN LMK BUPOOHMLITBA,
BKITHOYa04M BUMNYCK cepii. 3MiHN BHECeHi B
po3ain "Micue3HaxomxeHHst BUPOOHUKa Ta Moro
agpeca Micusi NpoBaKEHHS AisinbHOCTI" B
IHCTPYKLUIil0 ANst MEAUYHOTo 3acCTOCYBaHHS, K
Hacnigok - BiANOBIAHI 3MiHW Y TEKCTi MapKyBaHHS
ynakoBKu nikapcbkoro 3acoby. BBeaeHHs 3MiH
NPOTSArom 6-Tu MicsLIB Micnsi 3aTBEPAXKEHHS.
64. | XKA3 NMIKOC | TabneTku, BKPUTI Bariep Al HimeyunHa [MepBWHHA Ta HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3a UA/12143/01/01
obornoHkoto, Ne 28: BTOPUHHA 3miHn | TMny - 3MiHK Woao peuenmom
no 24 tabnetku ynakoBka, 403BiN 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsay.
POXEBOro KOMbopYy i Ha BUMYCK cepii: BBeneHHs abo 3miHM [0 y3aranbHEHUX AaHnx
no 4 Tabnetkn Banep AT, npo cuctemMy chapmakoHarnagy (BBeAeHHs
CBIT/I0-OpPaHXeBoro HimeuyumHa; y3aranbHeHVX JaHnX Npo cuctemy
Konbopy B GricTepi; Bupo6HMLTBO 3a dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
no 1 6nictepy B NOBHWM LIVKITOM: BiANOBIganNbHOI 3a 34iNCHEHHS
KapTOHHIN navui Bawnep Banmap capmakoHarnsgy; KOHTakTHoi ocobu 3
'm6X i Ko. KT, bapmakoHarnagy 3asiBHMKa Ang 34iMCHEHHSA
HimeyunHa apmakoHarnsay B YKpaiHi, AKLWO BOHA
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thanna cuctemm
apmakoHarnsgy). 3miHa ynoBHoBaxeHoi ocobu
3asiBHUKA, BiANOBiAanbHOI 3a hapmakoHarnsg,.
[itova pepakuis: Justin Daniels. MNponoHoBaHa
pepakuis: Jutta Pospisil. 3miHa KOHTaKTHKX
[aHWX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BignosiganbHoi 3a dpapMakoHarnsg.
65. | JXXKAKABI Tabnetku no 15 mr; Hosaprtic LLisenuapis Brpo6HuuTBO, LLisenuapis BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a UA/13456/01/02
no 14 tabnetok y dapma Al KOHTPOMb SIKOCTI, 3MmiHn | TMny - 3miHK Woao peuenmom

6nicTepi; no 4
Gnictepu y kopobui
i3 KapTOHY
nakyBanbHOro

nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
BUMYCK cepii:
HosapTic ®apma
LWteiH AT,
LLisenuapisi;
KoHTponb skocTi
3a BUHATKOM
BM3HAYEHHS
MikpobionoriyHoT
YNCTOTU:
dapmaHanituka
CA, Weeiinapis

6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHEHUX OaHUxX
npo cucteMy papMmakoHarnagy (BBeeHHs
y3aranbHeHVX JaHnX Npo cuctemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeEHOI 0cobu,
BiANOBIOANbHOI 3a 3AiNCHEHHS
dapmakoHarnsify; KOHTaKTHoi ocobu 3
bapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
chapmakoHarnsgy B YKpaiHi, K0 BOHa
BiAMiHHa Bi# yNnoBHOBaxeHOi ocobu,
BiA4NoBiganbHoI 3a 34iMCHEHHS hapMakoHarnsay
(BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHW y
po3MilLieHHi MacTep-hanna cuctemu
hapmakoHarnsigy). 3miHa ynoBHoBaxeHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a hapmakoHarnsg.
Litoya pepakuisi: David J Lewis, B. Sc (Hons),
Ph.D. NponoHoBaHa peaakuis: Dr. Justin
Daniels, Ph.D. 3miHa KOHTaKTHUX AaHUX
YNOBHOBaXeEHOI 0cobM 3asiBHUKA,
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[TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
BignoBiganbHoi 3a hapMakoHarnsag. 3miHa
MicLle3Haxo4XeHHs macTep-channa cuctemm
dapmakoHarnagy. 3miHa micus 34inCHEHHS
OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsiay.
66. | JXKAKABI Tabnetku no 20 mr; Hosaprtic LLisenuapis BnpobHuuTBO, LLisenuapis BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/13456/01/03
no 14 tabnetok y dapma Al KOHTPOSb SIKOCTI, 3MminHn | TMNy - 3MiHK Woao peuenmom
6nictepi; no 4 nepBuHHe Ta 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
Gnictepu y Kopobui BTOPUHHE BBeneHHs abo 3miHM [0 y3aranbHeHUX AaHnx
i3 KapTOHY nakyBaHHs, npo cucteMy chapmakoHarnagy (BBegeHHs
nakyBarnbHOro BMNYCK cepii: y3aranbHeHVX AaHnX Npo cucTemy
Hosaptic ®apma dapmakoHarnsgy, 3MiHa YroBHOBaXXeHOI ocobu,
LWTenH Al', BiQNOBiganbHOI 3a 3AiNCHEHHS
LBenuapis; capmakoHarnsgy; KOHTakTHoi ocobu 3
KoHTponb sikocTi apmakoHarnsay 3asiBHVKa ANs 34iNCHEHHS
3a BUHATKOM tbapmakoHarnagy B YkpaiHi, AKLO BOHa
BU3HAYEHHS BigMiHHA Big yNOBHOBaXXeHOI ocobu,
MikpobionoriyHoi BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
YMCTOTHU: (BKINOYAOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
dapmaHanituka PO3MiLLEHHI MacTep-thanna cuctemm
CA, Weewuapis dapmakoHarnsaay). 3miHa ynoBHOBaXXeHOI 0cobu
3asBHMKa, BiaNOBIAanbHOI 3a hapMakoHarnag.
[itoua pegakuis: David J Lewis, B. Sc (Hons),
Ph.D. NponoHoBaHa peaakuis: Dr. Justin
Daniels, Ph.D. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXeHOI 0cobu 3asiBHUKa,
BiAMOBiAanbHOI 3a dapmakoHarnsg. 3MiHa
MicLle3HaxooKeHHs MacTep-hanna cuctemu
hapmakoHarnsgy. 3miHa micus 3g4incCHeHHs
OCHOBHOI AiSiNbHOCTI 3 (hapmakoHarnsagy.
67. | OXXAKABI TabneTku no 5 wmr; HoBapric LLiseniuapis Bupo6HmuTBO, LLiseniuapis BHECEHHS 3MiH 0 peecTpauinHuX maTepianis: 3a UA/13456/01/01
no 14 tabnetok y dapma Al KOHTPOMb SIKOCTI, 3MmiHn | TMny - 3MiHK Woao peuenmom
6nictepi; no 4

Gnictepu y kopobui
i3 KapTOHY
nakyBanbHOro

nepBuHHE Ta
BTOPVHHE
nakyBaHHs1,
BMNYCK cepii:
HosapTic ®apma
LWTenH AT,
LLiseviLapis;
KoHTponb skocTi
3a BUHATKOM
BM3HAYEHHS!
MikpobionoriyHoT
YUCTOTK:
dapmaHanitvka
CA, Weeiinapis

6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
BBeneHHs abo 3miHM [0 y3aranbHeHWUX AaHnx
npo cucteMy chapmakoHarnsgy (BBeAeHHs
y3aranbHEeHUX 4aHNX Npo CUCTEMY
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI 0cobu,
BiQNoBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsagy; KOHTaKkTHoi ocobu 3
bapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, KO BOHa
BigMiHHa Bif YNOBHOBaXXeHOI ocobu,
BiA4noBiganbHoI 3a 34iNCHEHHSA hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
PO3MilLieHHI MacTep-thanna cuctemm
hapmakoHarnsgy). 3miHa yrnosHoBaxeHoi ocobu
3asBHVKa, BignoBiganbHoi 3a hapmakoHarnsa.
[itoua pepakuis: David J Lewis, B. Sc (Hons),
Ph.D. NponoHoBaHa peaakuis: Dr. Justin
Daniels, Ph.D. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBAXEHOi 0COOM 3asiBHMKA,

BignoBiganbHoi 3a dpapmakoHarnsag. 3miHa
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep

peecmpayiliHo2o
noceid4yeHHs1

MicLe3HaxoMKeHHa macTep-daina cucrtemm
dapmakoHarnagy. 3miHa micus 34iNnCHEHHS
OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsgy.

68.

AOWKNACEN

PO34MH ANs iH eKLN,
no 2 mMn B amnyni;
no 5 abo 10 amnyn y
navui 3 KapToHy

TOB
«®PAPMACEI

»

YkpaiHa

TOB
«PAPMACEI/T»

YkpaiHa

BHECEHHS 3MiH A0 peecTpauiiHnx martepianis:
3MmiHn | TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHUX AaHnx
npo cuctemy chapmakoHarnagy (BBeAeHHs
y3aranbHeHVX JaHnX Npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIQANbHOI 32 30iNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iNCHEHHSA
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-thanna cuctemm
dapmakoHarnagy). 3MiHa ynoBHoBaXxxeHoi 0cobu
3asiBHUKA, BiANOBiAanbHOI 3a hapmakoHarnsa.
[itoua pegakuis: boray TeTsHa OnekcaHgpiBHa.
[NponoHoBaHa pepakuis: boray Bonogumup
Bonogvmuposuy

3a
peyenmom

UA/20506/01/01

69.

AOUKNO®EHA
K-TEBA
DOPTE 2 %

renob 2 %, no 30 r
abo 50 r, abo 100 r
remo y Ty6i, no 1
Ty6i B KAPTOHHIM
Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

BMPOGHMLTBO 3a
MOBHUM LIMKINOM:

Mepkne M'm6X,
HimeuuuHa;
BTOPUHHA
ynakoBKa:
TpaHcdhapm
ToricTik TMBX,
HimeyuymHa

HimevuunHa

BHECEHHS 3MiH 40 peecTpauinHux maTtepianis:
3minu Il TUny - 3miHn 3 axocTi. A®L. (iHLWi 3miHK).
OHoBneHHs ASMF gns A®| OuknodgeHaky
gieTunaminy Big 3aTBepaKeHoro BUpobHuka
Amoli Organics Pvt. Ltd. (India). 3aTtBepaxeHa
Bepcia: AOPL-VAP/RDDA/AP- BP/08/2021-06
OHosneHa Bepcisi: AOPL-VAP/RDDA/AP-
BP/09/2022-07

6e3
peuyenma

UA/19275/01/01

70.

AVNHOPUK®-
OAPHULSA

TabneTku, BKpUTI
o6onoHkoto no 10
Tabnetok y
KOHTYpPHIn
YapyHKOBIN
ynakoBui, no 1 abo
no 3 KOHTYpPHi
YapyHKOBi YNaKoBKM
B navui

MpAT
"®apmaneBTn
YHa dipma
"OapHuus”

YkpaiHa

MpAT

"®apmaueBTUYHa
dipma "OapHuusa”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHn | TUny - 3miHn 3 akocTi. APl. KoHTponb
A®I|. 3miHa y napameTpax cneuudikauin Ta/abo
OOMyCTUMMNX MEX, BU3HAYEHNX Y crieumadikaLisx
Ha A®I, abo BMXigHUA/MPOMIKHWI
NpoAYKT/peareHT, WO BUKOPUCTOBYHOTHCS Y
npoueci BupobHuuTBa AD| (BUNYYEHHS
He3Ha4yHOro nokasHuka sIKocTi (Hanpuknag
BWUITyYEHHS 3aCTapinoro NokasHuka)).
MpuBeaeHHs cneundikauii Ans BXigHOro
KOHTPOMIO Ha Aitovy peyoBuHy ATeHONoN A0
BMMOr Ta pekoMeHaauivi AdY 1.4 «MoHorpadii»
Ta €O 1.5.1.7 «Characters». Y 3B’a3ky 3 4um, 3i
crneungikaLii BUny4yeHo po3gin «Po34nmHHICTb»
(iHdbopmaLito nepeHeceHo 40 3aranbHUX
BrnactmsocTen). 3miHu | Tuny - 3miHu 3 sIKOCTi.
A®I|. KoHtponb A®I. 3miHa y napameTpax
cneumndikaui Ta/abo JoNyCTUMNX MEX,
BM3HAYeHUX Y cneumdikauisix Ha Adl, abo

3a
peyernmom

UA/6496/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1

BUXIOHWMI/MPOMIDKHWIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y MpoLieci BUpobHuutea APl
(BUMYYEHHS HE3HAYHOrO NOKa3HMKa SKOCTI
(Hanpvknag BUMyYeHHs 3acTapinoro
nokasHuka)), NnpuBedeHHs cneumdikauii ons
BXiJHOrO KOHTPOJSIO Ha LYy PEYOBUHY
ATeHonon y BianoBigHicTb 4o sumor AdY 1.4
«MoHorpadii» Ta €® 1.5.1.8 «ldentification». ¥
3B’A3KY 3 UMM, i3 po3giny «laeHTudikauis»
BUNYYEHO iHbopMaLito Npo Apyry igeHTudikauito
Ta BiAMOBIAHI po3ainu Apyroi ineHTndikauii, a
came: «lgeHTudikauia A», «lgeHTndikauis B» ta
«lpeHTudikadisi D». 3MiHu | Tuny - 3miHn 3
akocTi. A®Il. Kontponb A®I. 3miHa y meTopax
BunpobyBaHHsA APl abo BMXigHOro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BVKOPWCTOBYETLCS Y Mpoueci BUpobHuuTea Ad|
(He3HayHi 3MiHM y 3aTBEpKEHUX MeToAax
BUNpoOyBaHHs). CynyTHs 3MiHa - 3MiHM 3 SIKOCTi.
A®I. KoHtponb A®I. 3miHa y napameTpax
cneundikaui Ta/abo JoNyCTUMUX MEX,
BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
BVXiAHWIN/MPOMDKHWI NpOAYyKT/peareHT, Lo
BMKOPWCTOBYIOTBHCS Y Npoueci BupobHuuTea AdI
(iHwWi 3miHn). MpuBeaeHHs cneundikadii Ta
METOAMK KOHTPOIO AKOCTi ANs BXiAHOMO
KOHTPOIO Ha Aitody peyoBuHy ATeHonon y
BigNOBIAHICTb 4O BUMOT, pekoMeHAaLlin Ta
ctunictukm dY Ta €P, 3 BpaxyBaHHAM BUMOT
MoHorpadii «Atenolol» €. Y 3B’a3ky 3 Unm,
BHECeHi 3MiHM Ta pefakUinHi npaBku Jo po3ainis
«lpeHTndikauis C», «MikpobionoriyHa YictoTar.
3MiHu | TUny - 3miHu 3 akocTi. APl. KoHTponb
A®Il. 3miHa y napameTpax cneuudikadi Ta/abo
OOMyCTUMMUX MEX, BU3HAYEHUX Y crieumdikaLisax
Ha A®I, abo BMXigHUA/MPOMIKHWN
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BUpo6HuuTea API (iHwi 3MiHK). CynyTHA
3MiHa - 3MiHu 3 gkocTi. A®l. KoHTponb AdI.
3miHa y meTogax BunpobysaHHs AD| abo
BUXIQHOrO MaTepiany/npoMiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETBCH Y
npoueci BUpobHmuTea AD| (He3HaYHi 3MiHW Yy
3aTBEpPIKEHMX MeTofax BUNPOOYBaHHS).
MpuBeaeHHs cneundikaii Ta MeToamk
KOHTPONMI SIKOCTi ANs BXiAHOMO KOHTPOSO Ha
Aitody peyoBrHy ATeHonon y BiANOBIOHICTb A0
pekomeHgauin Ta ctunictuku oY, 3
BpaxyBaHHsIM BUMOr MoHorpadii «Atenolol» €®.
Y 3B’513Ky 3 UMM, BHECEHI 3MiHW Ta peaakuiiHi
npaBku o po3ginie «OnNTnyHe 0GepTaHHNAY,
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1

«3anuLKoBi KiNbKOCTi OpraHivyHMX PO3YNHHUKIBY.
3minu | Trny - 3minm 3 AkocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BigNoBigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsa HoBoro abo oHoBrneHoro cepTudikarta
BigNoBigHOCTI abo BUNy4eHHs cepTudgikata
Bi4NOBIgHOCTI €Bponeinchkin dhapmakonei: ons
A®I; onsa BuxigHoro
marepiany/peareHTy/NpOMiIKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT peyqoBUHM (cepTudikaT
BiNoBIigHOCTI €Bponeinchkin dhapmakonei) -
OHoBReHWI cepTudikaT Bif y>xe 3aTBEepAXEeHOro
BUpoOHMKa. [NogaHHA OHOBREHoro ceptudikara
BignoBigHOCTI €Bponeiickki hapmakonei ans
A®I ATeHonon Big y)Ke 3aTBEPAXXEHOro
BUpobHuKa Ipca Laboratories Limited, IHgisi Ne
CEP 1998-024-Rev 06 (3atBepaxeHo: CEP Ne
R1- CEP 1998-024-Rev 04). Ak Hacnigok
YTOYHEHHS Ha3BM BUpobHuKa Ta agpecu 6e3
3MiHM po3TallyBaHHS BUPOOHMYOI NoLLaaKu;
He3HayHa onTuMisauis cnctemn QinbTpadii y
BMPOBHMYOMY MPOLIECI, LLIO HEe BNMBAE Ha AKICTb
KIHLEBOro NpoAyKTYy; HE3HAYHI NpaBkX 40
cneuudikauii Ta metoguk Ha APl 6e3 3miHu
HOPMYBaHHS Ta METOAUK, peAakUiHi yTOYHEeHHS
00 ynakoBku 6e3 3MiH y cneuudikadii Ta
MeToAvKa BUNPoOyBaHHS NakyBanbHOro
MaTepiany. MeToam KOHTPOnto sIKOCTi Ans
BXigHOro KoHTpornto Ha A®| AteHonon
BUpoGHuKa Ipca Laboratories Limited, IHgis
[AOMOBHEHO HOBUM Moka3HMKoM «N-
HiTpo3oaTeHonon He Ginbwe 7,5 ppmy». fitoya
pepakuis CEP Ne R1- CEP 1998-024-Rev 04
Appeca BupobHuka Ipca Laboratories Ltd.,India
P.O. Sedjavta, District +(M.P.), India
Cneuwmdpikauis N-HiTpo3oaTeHonon — po3gain
BigcyTHin TepmiH npuaaTHocTi 5 pokis, 3
noAanbLnM nepekoHTponem 3anponoHoBaHa
penakuis Ne CEP 1998-024-Rev 06 Ipca
Laboratories Limited P.O. Sedjavta India-457001
Ratlam, Madhya Pradesh Cneuundikauis N-
HiTpo3oaTteHonon He Ginble 7,5 ppm (Q®Y,
2.2.29, meTton BEPX, ®Y, 2.2.43, meTon Mac-
cnekTpomeTpii) TemiH nepekoHTporo 5 pokiB.
3MmiHu | TMny - 3miHK 3 sikocTi. ADI.
CrabinbHicTb. 3MiHa nepiofy NOBTOPHMX
BMNpobyBaHb/nepioay 36epiraHHs abo ymoB
36epiraHHs Al (3a BigcyTHOCTI Yy
3aTBEPKEHOMY J0ChbE cepTudikara

BigNoBIgHOCTI €Bponerichki dhapmakonei, Wwo
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

BKIOYAE Nepiof NOBTOPHOrO BUNPOo6yBaHHS)
(nepiog noBTOpHOrO BMNPOBYBaHHs/nepioA,
36epiraHHsi) - 36inbLieHHss abo BBeAEHHS
nepiogy NoBTOpHOro BunpobyBaHHs/nepiogy
306epiraHHa Ha OCHOBI pe3ynbTaTiB AOCiAXKEHb Y
peanbHoMy Yaci. [NpuBeaeHHs po3giny «TepmiH
npugatHocTi» ans A®l AteHonon BUpobHuKa
Kopran Research Laboratories Limited, India y
BiAMNOBIOHICTb A0 akTyanbHMUX MaTtepianis LUboro
BUPOGHMKa (3aTBEepakeHO: TepmiH NnpuaaTHoCTI -
5 pokis;
3anponoHoBaHO: TepMiH NepeKkoHTponto — 5
POKiB).

7.

AONHOPUK®-
OAPHULUA

TabneTkn, BKpUTI
obornoHkoto no 10
TabneTok y
KOHTYPHIl
YapyHKOBIN
ynakoBui, no 1 abo
no 3 KOHTYPHI
YapyHKOBi yNaKoBKU
B nayui

MpAT
"dapmaneBTu
YHa bipma
"NapHuug”

YkpaiHa

MpAT
"®apmMaueBTUYHa
cipma "dapHuuya”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnx martepianis:
3Mminn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BigNoBigHOCTI
€Bponencbkin dapmakonei/MoHorpadii. 3miHn,
NnoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BigNoBIgHICTb 40 MoHorpadii AdY abo
€Bponencbkoi hapmakonei, abo iHwoi
HauioHanbHoi dhapmakonei gepxasu €C (iHLi
3MiHu) - MNpuBeaeHHs cneuundikadii Ta MeToguk
KOHTPOMIO SKOCTi Ha AOMOMIDKHY PE4OBUHY
MarHito kapboHaT BaXkui y BigNOBIAHICTb A0
BMMOT Jjto4oi MoHorpadii €EP «Magnesium
carbonate, heavy», 3 BpaxyBaHHsIM BUMOT Ta
pekomeHaauin OdY. Y 38’a3Ky 3 UMM BHECEHO
3MiHM Ta pedakuinHi yTouHeHHs go 3.2.P.4.1 i
3.2.P.4.2 3a nokasHukamu: «laeHTudikauisy,
«KonbopoBicTb po3unHy», «PeyoBuHu,
HEpPO34YMHHI B OLTOBIV KUCAOTi», «Xnopuan»,
«3aniszo», «KinbkicHe BU3HaAYEHHS»; BUITyYEHO
po3ginu «Baxki meTanu» Ta «ApceH». 3MiHu |
Tuny - 3MiHK 3 sikocCTi. [O0TOBWMI Nikapcbkuii 3acib.
KoHTponb AONOMDKHMX pe4oBUH. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MeX ANs OOMNOMIKHOI pe4OBUHU (BUMYYEHHS 3i
cneumdikaLii He3Ha4YHOro NoKasHuKa
(Hanpwvknag 3acTapinoro nokasHuka)) -
MpuBeaeHHs cneundikadii Ta meToais
KOHTPOJIO SKOCTi Ha JOMOMiXKHY PEYOBUHY
MarHito kapboHaT BaXkkuin 40 Aito4Mx BUMOT Ta
pekomMeHaaui AdY, 1.4 "MoHorpadgii" Ta €O
1.5.1.7 "Characters" 3a nokasHukoM
«PO34MHHICTbY, KM NepeHeceHOo A0 po3ainy
Npo 3aranbHi BNaCTUBOCTI, OCKifNbKX BiH Mae
pekoMeHaauUiiHun xapaktep.3MiHn | Tuny -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkui 3acib.
KoHTponb A0NOMiKHUX peyvoBUH. 3MiHa
napameTpiB cneuudikadii Ta/abo gonycTummx
MEX ANsi JOMOMDKHOI pe4oBUHM (iHLWi 3MiHY -

3a
peuerimom

UA/6496/01/01
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[TponoBkeHHs noaarka 3

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Homep
peecmpayiliHo2o
noceid4yeHHs1

CynyTHs 3MiHa - 3MiHKM 3 akocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb AONOMiIXXHUX
peyoBuH. 3MiHa y MmeTofax BUNpobyBaHHsI
[OMOMIDKHOI PEYOBUHM (HE3HAYHI 3MiHK Y
3aTBEpPIKEHMX MeToAax BUNpobyBaHb) -
MpuBeaeHHs cneundikauii Ta metoais
KOHTPOMIO SIKOCTi Ha AOMOMIXKHY PEHOBUHY
MarHito kapboHaT BaXKuWii y BignoBiAHICTb A0
BUMOr EP, 3 ypaxyBaHHSIM Lil04nX BUMOT Ta
pekomeHgauin Y. Y 38’s3Ky 3 UMM BHECEHO
3MiHW Ta peAakLiiHi YTOYHEHHS 40 po3ainy
«MikpobionoriyHa yncroray.

Ne Hasea
n/n JNliKapcbKo20
3acoby
72. | QAUPNA3OH®
73. | QUPITA3BOH®

kancynu no 50 wmr;
no 7 kancyny
6nictepi; no 1
Gnictepy B
KapTOHHiIN kopobui

kancynu no 150 wmr;

KPKA, .4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., HoBo
MecTo

CnoBeHis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3miHn | TMny - 3MiHK Woao
6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKil XapaKTepUCTULi NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ans
MeAMNYHOrO 3aCTOCYBaHHsI Ha MiACTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT
OLjiHKM 3BITY 3 AOCMIAXEHb, MPOBEAEHUX
BiMNOBIAHO 40 MnaHy nefiaTpuyHUX AochigXeHb
(PIP) (iHwwi 3miHK). 3miHM BHeceHo Ao [HCTpyKuii
ANs MEAUYHOTO 3aCTOCYBaHHS IikapCbKOro
3acoby Ao po3sgainy «3acTocyBaHHs y nepios
BariTHocTi abo rogyBaHHs rpyAalo» BiAnoBiaHO
[0 OHOBNEHOI iHbopMmaLlii Lwoao 6e3nekn
3acToCyBaHHS fito4oi pevyoBUHWN. TepMiH
BBEAEHHS 3MiH - NpOTArom 6 Micsuis nicns
3aTBEPPKEHHS.
3miHu | TUny - 3miln wWoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsay
(iHLWi 3MiHW). 3MiHM BHECEHO A0 TEKCTY
MapKyBaHHS NEPBUHHOI YNAKOBKM NiKapCbKOro
3acoby o n.6 Ta go n.8 Ta n.17 MapKkyBaHHs
BTOPWHHOI YNaKoBKW NikapCbKoro 3acooy.
TepmiH BBeQEHHS 3MiH - NPOTArom 6 Micauis

nicns 3aTBEPAXKEHHS.

UA/2527/01/01

no 1, 2 abo 4
Kancynu y énictepi;
no 1 6nictepy B
KapTOHHIl kopobui

KPKA, o.4.,
HoBo mecTo

CrnioBeHis

KPKA, a.a., Hoso
MecTo

CrnioBeHis

BHECEHHS 3MiH IO peecTpauiiHix maTepianis:
3miHu | TMny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTUL, NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHs Ha niacTasi
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCYBaHHS fikapcbKoro 3acoby B
nicnapeecTpauiiHuin nepiogd, abo sk pesynbTaT

OLliHKM 3BITY 3 AocnigKeHb, NPOBEeAEHUX

Ymoeu Peknamye
eionycky aHHs1
3a He
peuenmom nidnseae
Ne 1 - 6e3 He
euenma; Ne | nidnszae
2, Ne 4 -3a
peuenmom

UA/2527/01/03




Ne
n/n

Hasea
JliKapcbK020

®Popma sunycky

3asieHuK

Kpaina

Bupob6Huk
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Kpaina

[TponoBkeHHs noaarka 3

3acoby

(nikapcbka ¢ghopma,
ynakoeka)

3asieHUKa

eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

aHHA

Peknamye

Homep
peecmpayiliHo2o

74. | AUDJIA30OH®

kancynu no 100 wmr;

KPKA, a.4.,

CnoBeHis

ANsi MEQUYHOTO 3aCTOCYBaHHS IikapCbKOro
3acoby Ao po3giny «3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs rpyaaro» BignoBigHO
[0 OHOBIEHOT iHdbopmaLii Wwoao 6e3neku
3aCcToCyBaHHSA Aito4oi pevyoBuHNU. TepMiH
BBEAEHHS 3MiH - NpOTArom 6 Micauis nicns
3aTBEPKEHHS.
3MinHun | TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK). 3MiHN BHECEHO [0 TEKCTY
MapKyBaHHS NEPBUHHOI YNaKOBKM NiKapCbKOro
3acoby go n.6 Ta go n.8 Ta n.17 mapKyBaHHs
BTOPUHHOI YNaKOBKW fikapcbkoro 3acoby.
TepmiH BBEAEHHA 3MiH - NPOTArom 6 micauis
nicns 3aTBepAXKEHHSI.

BiANOBIQHO A0 NnaHy negiaTpuyHuX JoCriaXeHb
(PIP) (iHwwi 3miHK). 3miHM BHeceHo A0 [HCTpyKuii

noceid4yeHHs1

75. | AUONO30N

no 7 kancyny
6nictepi; no 4
Gnictepu B
KapTOHHiI kopooLi

kancynu no 150 mr

HoBeo mecto

MAT

KPKA, a.4., HoBo
MecTo

CnoBeHis

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MinHun | TMNy - 3MiHK Woao
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
3MiHa y KOpPOTKil XapaKTepuUCTULi NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans
MEeAMNYHOro 3aCTOCyBaHHS Ha MiACTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapCbKoro 3acody B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtat
OL|iHKM 3BITY 3 AoCHigKeHb, NPOBEAEHUX
BiMNOBIQHO 4O MnaHy nejiaTpuyHUX AOCHiaXKeHb
(PIP) (iHwwi 3miHK). 3miHM BHeceHo Ao IHCTpyKuii
Ansi MEOUYHOTO 3aCTOCYBaHHS ikapCbKOro
3acoby Ao po3sgainy «3actocyBaHHs y nepioa
BariTHocTi abo rogyBaHHs rpyaalo» BiAnoBiAHO
[0 OHOBIEHOI iHbopMaLlii Lwoao 6e3neku
3acTOoCyBaHHS Aito40i pe4oBUHU. TepMiH
BBEAEHHS 3MiH - NpOTArom 6 Micsuis nicns
3aTBEPKEHHS.
3MminHn | TMny - 3miHK Woao
6e3nekn/eekTMBHOCTI Ta hbapMakoHarnsay
(iHLWi 3MiHK). 3MiHM BHECEHO [0 TEKCTY
MapKyBaHHS MEPBUHHO| YNaKOBKU JTikapCbKOro
3acoby o n.6 Ta go n.8 Ta n.17 MapKkyBaHHs
BTOPWHHOI YNakoBKW NikapcbKkoro 3acoby.
TepMmiH BBEAEHHS 3MiH - NPOTArom 6 Micsiuis
nicns 3aTBEPAXKEHHS.

3a
peuerimom

He
nidnsieae

UA/2527/01/02

®

no 1 kancyniy
6nictepi; 1 abo 2
6nictepu y navuj; no
2 Kkancynu y

"KviBmegnpen
apat"

6nictepi; 1 6nictep

YkpaiHa

NAT
"KviBmegnpenapa
i

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3MminHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii ans

6e3

loeuyenma —
o 1 karcyni

3a
eyerimom —

MeOW4YHOro 3aCToCcyBaHHs Ha nigcTasi

0 2 Karncynu

He
nionsieae

UA/5156/01/03




47
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

y navui

perynsipHo OHOBSIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauinHuin nepiod, abo sk pesynbtaT
OL|iHKM 3BITY 3 AOCHigKEeHb, NPOBEAEHNX
BiANOBIQHO A0 NnaHy negiaTpuyHuX JoCniaXeHb
(PIP) (3miHYy y3rog»eHo 3 KOMMNEeTEHTHUM
YMNOBHOBaXEHNM OpraHoM)
3MiHV BHeCeHi [0 iHCTPYKLii Ans MeguyHoro
3acTocyBaHHS nikapcbkoro 3acoby y po3ain
"3acTocyBaHHA y nepioa BariTHOCTi abo
rogyBaHHs rpyaar” BignoBiaHO 40 OHOBMEHO!
iHcbopMalii Wwoao 6eanekn aio4oi peyoBmHU.
TepMiH BBEAEHHS 3MiH NpOTAroM 6 micauiB nicns
3aTBEPOXKEHHS.

76.

ANON030n
®

kancynu no 100 wmr,
no 7 kancyny
6nictepi; 1 6nictep
y navui

NAT
"KuiBmegnpen
apat”

YkpaiHa

MNAT
"KviBmegnpenapa
)

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3miHn | TMny - 3MiHK Woao
6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKil XapaKTepuUCTULi NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
MeAMYHOro 3aCTOCYBaHHs! Ha MiACTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acody B
nicnsipeecTpauinHuii nepiod, abo sik pesynbtat
OL}iHKM 3BITY 3 JOCNiOKEHb, NPOBEAEHMX
BiAMNOBIQHO 40 NMnaHy nefiaTpuyHUX AochigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHVM OpraHom)
3MiHU BHeCeHi o iHCTPYKLii Ans MegnyHoro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby y po3ain
"3acTocyBaHHSA y nepioa BariTHOCTi abo
rogysaHHs rpyaaro” BignoBigHO 40 OHOBMEHO
iHcpopMmawii Lwoao 6esnekm Aitoyoi pevoBUHN.
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micauiB nicns
3aTBEPKEHHS.

3a
peuenmom

He
nidnsieae

UA/5156/01/02

77.

ANoNo30n
®

kancynu no 50 wmr,
no 7 kancyny
6nicTepi; 1 6nictep
y navui

NAT
"KvniBmegnpen
apat”

YkpaiHa

NAT
"KviBmegnpenapa
"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3MminHn | TMny - 3miHK Woao
6e3nekn/edpekTMBHOCTI Ta hbapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MeAMYHOro 3acTOCyBaHHS Ha NiacTasi
perynsipHoO OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHS fikapcbKkoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
OL}iHKM 3BITY 3 JOCHigKEHb, NPOBEAEHUX
BigMNOBIQHO 40 MnaHy negiaTpuyHUX AochigXeHb
(PIP) (3miHy y3rog»eHo 3 KOMNETEHTHUM
YNOBHOBaXXE€HUM OpraHoMm)
3MiHWM BHECeHi A0 IHCTPYKLIi AN MeguyHoro

3a
peuenmom

He
nionsieae

UA/5156/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
3acTOCyBaHHsI Nikapcbkoro 3acoby y po3ain
"3acTocyBaHHs1 y nepio BariTHocTi abo
rogyBaHHs rpyaaro” BignoBigHO 40 OHOBREHOI
iHcbopMmalii Wwoao 6eanekn Ailo4oi peyoBUHU.
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB nicns
3aTBEPKEHHS.
78. | QIAMNI3NA® TabneTku 3 AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis: 3a UA/6986/01/02
3MiHn | TUny - 3miHm 3 akocTi. A®l. KonTponb  |peyenmom

MR

mMoaundikoBaHNM
BMBINIbHEHHSAM, MO
60 mrno 10
TabneTtok y bnicrepi,
no 3 abo 6 6nicTtepis
y nayui 3 KapToHy

A®I. 3miHa y meTogax BunpobyeaHHs APl abo
BUXIQHOrO MaTepiany/npoMiKHOro
npoayKTy/peareHTy, LU0 BUKOPUCTOBYETHCH Y
npoueci BupobHmuTea AP| (He3HauHi 3MiHN y
3aTBEPAKEHNX MeToAax BUNPobyBaHHS)
3MiHM Ao cneuudikauii/meToAiB BUNPobyBaHHSA
LitoYoi pevyoBMHU rniknasvg BUpobHuka
Shandong Keyuan Pharmaceutical Co., Ltd.,
Kutain 3a nokasHukom «laeHTudikauis»-
BUIyYeHO AeTanisauiio npoLecy Ta nocunaHHs
Ha SIKiCTb CTaHAapTHUX 3paskiB, AOAAHO B
crneundikauii nocunanHa Ha €P*. 3miHn | Tuny -
3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa y
mMeTogax BunpobysaHHs APl abo BuxigHoro
marepiany/npoMixXHOro NpoAyKkTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y NpoLeci BUpobHuuTea AD|
(iHwWi 3MiHM y MeTogax BUNpobyBaHHs
(Bkrmtoyaroumn 3amiHy abo gonosHeHHs) ADI abo
BWXiAHOro/NPOMIXKHOrO NMPOAYKTY), 3MiHW A0
cneuudikaLii/MmeToaiB BUNpobyBaHHs Aitoyoi
peyoBMHYM rMiknasug BupobHuka Shandong
Keyuan Pharmaceutical Co., Ltd., Kutaii 3a
nokasHukom «Imiknasugy gomiwka B» (3miHa
Ha3BW nokasHuka «[miknasmgy gomiwika B» Ha
«[owmiwka B»); BUNy4eHO nocunaHHs Ha siKicTb
CcTaHAapTHUX 3pa3skiB, JoAaHo B cneundikauii
nocunaHHsa Ha €P* Ta meTof KOHTponto 2.2.46.
3MiHu | TUny - 3miHu 3 akocTi. APl. KoHTponb
A®Il. 3miHa y meTogax BunpobyBaHHs A®l abo
BUXIQHOrO MaTepiany/npoMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea API (iHWwi 3miHK y
MeToAax BUMPOOyBaHHS (BKITIOYAUMN 3aMiHy
abo gonoBHeHHs1) A®I abo
BWXiZHOrO/NPOMIXKHOTO NPOAYKTY), 3MiHM A0
cneumndikauii/meToais BUNpoGYyBaHHS Aito4yoi
peyoBMHYM rMiknasug BupobHuka Shandong
Keyuan Pharmaceutical Co., Ltd., Kutaii 3a
nokasHukom «CynpoBifHi AOMILLKU»-NpUBEAEHO
00 BMMOr MoHorpadii EP* (3aTBEepaxeHo: byab -
sikoi HecneuudikoBaHOT AOMILLKM He BinbLue
0,10%; 3anponoHoBaHoO: HecneLuudikoBaHOI
Aomiwkn He Binblue 0,10% KOXHOI); BUNMy4eHO
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Ymoeu Peknamye Homep

eidnycky aHHs1 peecmpauyitiHo2o
noceid4yeHHs1
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Bupob6Huk Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ne Haszea ®Popma sunycky 3asisHUK Kpaina
3asieHUKa

n/n Nikapcbko2o | (nikapcbka ¢ghopma,
3acoby ynakoeka)
NOCUMAaHHA Ha SKICTb CTaHAaPTHUX 3paskis,
AopaHo B crneumdikalii nocunanHsa Ha €9* Ta
MeToA KOHTponto 2.2.46. IHdopmauis woaio
SAKOCTi CTaHO4apTHUX 3paskis, LWo
BMKOPUCTOBYIOTLCS NpW aHanisi cyocTaHuii
HaBegeHa B po3gini 3.2.S.5 CtaHgapTHi 3pasku
abo npenapaTu peecTpauiiHoro JOCkeE.
3MiHn | TUny - 3miHn 3 akocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax cneumdikauin Ta/abo
[ONyCTUMUX MEX, BU3HAYEHMX Y cneuundikauiax
Ha A®I, abo BMXiAHUA/MPOMIKHWI
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTBa AP| (BUNYyYEHHSs
He3Ha4HOro nokasHuka siKocTi (Hampuknag
BUITyYEHHS 3aCTapifioro NokasHuka)), BUNyYeHHst
i3 cneumdikauii/meToaiB KOHTPOSIO AitoYyol
peyoBWHYM rMiknasug BupobHuka Shandong
Keyuan Pharmaceutical Co., Ltd., Kutan
nokasHuka «Baxki metanu». 3miHn | Tuny -
3MiHn 3 gkocTi. A®Il. Kontponb A®I. 3miHa y
napameTpax crneundikadi Ta/abo gonycTUmMmnx
MeX, BU3Ha4YeHux y cneumdikauisx Ha Adl, abo
BVXiAHWIN/MPOMDKHWI NpOAYyKT/peareHT, Lo
BMKOPWUCTOBYIOTBLCS Y Npoueci BupobHuutea AdI
(iHWi 3MmiHK), 3miHK y cneuudikauii gitoyoi
peyoBWHYM rMiknasug BupobHuka Shandong
Keyuan Pharmaceutical Co., Ltd., Kutaii 3a
nokasHukom «BTpaTta B Maci npu BUCYLLYBaHHI»,
a came JOMOBHEHO NOCUNaHHA Ha EP*. 3miHu |
Tuny - 3MmiHn 3 sikocTi. A®L. KoHTponb ADL. 3miHa
y napameTpax cneuudikaui Ta/abo gonyctummx
MeX, BU3Ha4eHux y crneumdikauisx Ha A®l, abo
BVXiOHWUI/NPOMIXXHUIA NpoAYyKT/pearexT, Lo
BMKOPUCTOBYIOTBHCS Y npoleci BupobHuutea AdI
(iHWi 3MiHW), 3mMiHK y cneuudikauii Aitoyoi
peyoBMHY rMiknasug BupobHuka Shandong
Keyuan Pharmaceutical Co., Ltd., Kutaii 3a
nokasHukom «CynbdgaTHa 3ona», a came
[OMOBHEHO MocunaHHs Ha €®*. 3minu | Tuny -
3MiHu 3 skocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneundikadiv Ta/abo gonyctummnx
MeX, BU3HaYeHux y cneumdikauisx Ha Ad®l, abo
BMXiOHW/NPOMIXXHUIA NpoayKT/pearexT, Lo
BMKOPWCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(iHWi 3MmiHK), 3mMiHK y cneuudikauii gitoyoi
peyoBuMHYM rMiknasug BupobHuka Shandong
Keyuan Pharmaceutical Co., Ltd., Kutaii 3a
nokasHukom «KinbKicHe BU3HaAYeHHs», a came
[IONOBHEHO MOCUMNaHHA Ha EO*,
YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3a UA/6986/01/01
3MiHu | Trny - 3miHm 3 sikocTi. A®IL. KoHTponb  |peyenmom

AT "dapmak”

79. | DIACNIBNO® TabneTku 3
MR MoaundgikoBaHUM
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A®I. 3miHa y meTogax BunpobyeaHHs APl abo

BUBIiNbHEHHAM o 30
mr, no 10 TabneTok
y BnicTepi; no 3 abo
6 GnictepiB y nayui 3
KapTOHY

BUXIQHOrO MaTepiany/npoMiXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoveci BupobHmuTea AP| (He3HayHi 3MiHN y

3aTBEPKEHMX MeToaax BUNPODOYyBaHHS)
3MiHM [0 crneundikaii/MeToaiB BUNpobyBaHHs
LiroY0i pevyoBMHM rmniknasug BUpobHuka
Shandong Keyuan Pharmaceutical Co., Ltd.,
KuTtanm 3a nokasHukoM «laeHTudikauis»-
BUITy4eHO AeTanisaLilo npouecy Ta NoCunaHHs
Ha AKICTb CTaHOAPTHUX 3paskiB, 4OAAHO B
crneungikauii nocunanHa Ha €9*, 3miHn | Tuny -
3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa y
meTogax BunpobysaHHs APl abo BuxigHoro
mMaTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y NpoLeci BUpobHuutea AdI
(iHwWi 3miHM y MeTogax BuNpobyBaHHS
(BKntoyaoum 3amiHy abo gonoBHeHHs1) API abo
BUXiQHOTO/MPOMIXKHOIO NPOAYKTY), 3MiHW 40
cneuudikauii/meToAiB BUNpobyBaHHs Aitoyoi
peyoBMHM rMiknasug BMpo6Huka Shandong
Keyuan Pharmaceutical Co., Ltd., Kutan 3a
nokasHukom «Imiknasugy gomiwka By (3miHa
Ha3BW nokasHuka «[miknasuay gomiwka B» Ha
«[domiwka By»; BUNy4eHo nocunaHHs Ha SKicTb
CTaHAapTHWX 3pas3kiB, 4oAaHo B cneundikauii
nocunaHHsa Ha €®* Ta meTog KOHTponto 2.2.46.
3MiHu | TUny - 3miHu 3 akocTi. APl. KoHTponb
AQ®Il. 3miHa y meTogax BunpobysaHHa APl abo
BUXigHOro MaTtepiany/npoMiHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoteci BupobHuuTea API (iHWwi 3mMiHK y
MeToax BUNPoOyBaHHS (BKMHOYaKUM 3aMiHy
abo gonosHeHHs1) A®l abo
BUXIQHOIO/NPOMIXKHOIO NPOAYKTY), 3MiHW A0
cneundikadii/meToaiB BUNpoGyBaHHs Aito4oi
peyoBUHYM rMiknasug BupobHuka Shandong
Keyuan Pharmaceutical Co., Ltd., Kutaii 3a
nokasHukom «CynpoBifHi AOMILLKU»-NpUBEAeHO

SIKOT HecneundikoBaHOi AOMILLKM He GinbLue
0,10%; 3anponoHoBaHO: HecnewumdikoBaHoOI
Aomiwkn He Binblue 0,10% KOXHOI); BUNYy4eHO
NMOCUIIaHHA Ha AKICTb CTaHOapPTHUX 3paskiB,
[ofaHo B cneuudikadii nocunaHHs Ha €0* Ta
MeToA KOoHTponto 2.2.46. IHdopmauis woao
SIKOCTi CTaHOAPTHMX 3paskiB, L0
BMKOPVCTOBYIOTBCS NpUW aHanisi cybcraHuii
HaBefeHa B po3aini 3.2.5.5 CtaHaapTHi 3pasku

abo npenapaTu peecTpauiiHoro AOCkE.

00 BMMOr MoHorpadii EP* (3aTBEpaXeHo: byab -

3MmiHu | Tuny - 3minm 3 sikocTi. A®I. KoHTponb
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

A®l. 3miHa y napameTpax cneumdikauin Ta/abo
AONYCTUMUX MEX, BUSHAYEHMX Y crneumdikauisax
Ha A®I, abo BMXigHUA/MPOMIKHWIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTECS Y
npoueci BupobHuuTBa AD| (BUNyYeHHSs
He3Ha4HOro nokasHuka siKocTi (Hanpuknag
BUITyYEHHS 3acTapinoro nokasHvka)), BUry4eHHs
i3 cneumdikauii/meToAiB KOHTPOMIO AitoY0l
pevoBUMHYM rMiknasug BMpobHuka Shandong
Keyuan Pharmaceutical Co., Ltd., Kutan
nokasHuka «Baxki metanu». 3miHn | Tuny -
3MiHu 3 skocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax cneundikaui Ta/abo gonycTUMmnx
MeX, BU3Ha4eHux y crneumdikauisx Ha A®l, abo
BUXIZHWMI/MPOMIDKHUIA NpoAyKT/peareHT, Wwo
BUKOPUCTOBYIOTLCA Y Npoueci BupobHuutea Ad|
(iHWi 3MiHW), 3miHK y cneuudikauii Ailoyoi
pevoBMHM rmiknasug BMpobHuka Shandong
Keyuan Pharmaceutical Co., Ltd., Kutan 3a
NnoKasHUKOM «BTparta B mMaci npu BUCYLLYBaHHI»,
a came [0MOBHEHO nocunaHHsa Ha €O*. 3minn |
Tmny - 3MiHK 3 akocTi. A®I. KoHTponb APl 3miHa
y napameTpax cneuudikadin Ta/abo gonyctummx
MeX, BU3Ha4eHux y crneumdikadisx Ha A®l, abo
BVXiQHW/NPOMIXXHUIA NpoayKT/peareHT, LWo
BMKOPVCTOBYIOTBECS Y npoLeci BupobHuutea AdI
(iHWi 3miHK), 3miHK y cneuudikauii gitoyoi
peyoBMHYM rMiknasug BupobHuka Shandong
Keyuan Pharmaceutical Co., Ltd., Kutai 3a
nokasHukom «CynbgaTHa 3ona», a came
[OOMNOBHEHO MocunaHHst Ha €®*. 3minu | Tuny -
3MiHn 3 gkocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikauiv Ta/abo gonycTummx
MeX, BU3Ha4eHux y crneumdikauisx Ha A®l, abo
BVXiAHWN/NPOMIKHUIA NpoAyKT/peareHT, Lo
BMKOPVCTOBYIOTBCS Y npoLieci BupobHuutea AdI
(iHWi 3MmiHK), 3mMiHK y cneuudikauii gitoyoi
peyoBWHYM rMiknasug BupobHuka Shandong
Keyuan Pharmaceutical Co., Ltd., Kutaii 3a
nokasHukom «KinbkicHe BU3Ha4YeHHsA», a came
[OMOBHEHO NMOCUITaHHA Ha EO*

80.

AOOKCUNAMI
HY raPOrEH
CYKUMHAT

MOPOLLIOK
(cybeTaHuis) y
noAaBiNHNX
nonieTuneHoBmx
nakeTtax ans
hapmaLeBTU4HOro
3aCTOCYBaHHS

TOB "dapma
Crapt"

YkpaiHa

P. I1. ®aiiH Yem
MeT. JlTA.

IHaisa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHu | TUny - 3MiHu 3 sikocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BiANOBIgHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii.
MopaHHsa HoBoro abo oHOBMEHOrO cepTudikaTta
BigNoBigHOCTI abo BUNy4eHHs ceptudikara
BiQNoOBigHOCTI EBponeickkin hapmakonei: ans
ADI; ans BuxigHoro
MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, L0
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Ansi

UA/20473/01/01




52

[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

[OMOMIDKHOI peYoBUHM (cepTudikaT
Bi4NOBIigHOCTI €Bponenchkin dapmakonei) -
OHoBReHWI cepTudikaT Bif y)Ke 3aTBEPAKEHOro
BUPOOHMKA - BHECEHHSI 3MiH O MaTepianis
peecTpauinHoro gocbe Ha APl [okcunamiHy
TiZpOreH CyKUMHaT, NopoLUokK (cybcTaHuis), y
3B'A13KY 3 OTPUMAHHSIM OHOBIEHOrO cepTudikaTy
BigNOBIQHOCTI €Bponewchbkin hapmakonei Bia
nitovoro BnpobHuka APl P. J1. danH Yewm MMeT.
Nra., lHais - CEP 2018-041 - Rev 02
(3aTBepmkeHo: RO-CEP 2018-041 - Rev 01) .
BinnosigHo oo oHoeneHoro CEP 2018-041 - Rev
02 suny4eHo gineHuuto No. 15, KHB Industrial
Area Yelahanka India-560 064 Bengaluru,
Karnataka, India. A Takox, nepeknag Ha
yKpaiHCbKy MOBY agpecy BUPOBHMYOT OinbHUL
P. 1. ®anH Yewm MNBT. N17A4., IHAIS npuBeaeHo y
BiAnNoBiAHiCcTb Ao oHoBneHoro CEP 2018-041 -
Rev 02. (Plot No. IP-27-29, KIADB Industrial
Area, 1st Phase Kudumalakunte Village,
Chikkaballapur District, India-561 208
Gowribidanur, Bengaluru, Karnataka, India —
Mnot Ne IM-27-29, KIAOB Ingactpian Apea, 1a
daza KyaymanakyHTe Binnepx, Yikkabannanyp
HictpikT, IHgis — 561 208 [NoypibigaHyp,
BeHranypy, KapHaTtaka, IHgis). B npoekTi 3MiH oo
MK$ 113 odhopmneHHs cneundikadisi Ta
METOAMKM KOHTPOIO BUKOHaHO 3rigHo 3 CEP Ta
MoHorpadii EP, BunpaBneHo TexHiyHa nomunka
y BUMorax Ao Tecty Po3unHHiTL. B meToaumui
KOHTPONHO M. «3anuLuUKoBi KiNbKOCTi OpraHivyHux
PO3YMHHUKIB 3MiHEHA HaBaXKKa
meTunizobytunketoHy P (6yno 500 mr, ctano
450 Mr) Ta He3HaYHi 3MiHM L0 YMCna iHXEKLiNn
npu xpomatorpadpyBaHHi XOrI0CTOro PO34uHy

81.

ErMOHIN®

pPO34MH Ans iH'eKkuin,
100 mr/2 mn; Ne 6:
no 2 Mn B amnyni;
no 6 amnyny
KOHTYPHUX YapyHKax
Y KapTOHHil KopooLi

Heypakcdapm
Ap3sHenmitTen
b 'MB6X

HimevuunHa

LOENEOAPM
ADKOH

®paHuia

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3miHu | TMny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BBeneHHs abo 3MiHM 40 y3aranbHeHVX AaHux
npo cuctemy capmMakoHarnagy (BBeAeHHs
y3aranbHeHVX AaHnX Npo cuctemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeEHOI ocobu,
BiQNoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 34iNCHEHHS
bapmakoHarnsgy B YKpaiHi, SKLLO BOHa
BigMiHHa Bif, YNOBHOBaXXeHOI ocobu,
BiANoBiganbHoi 3a 34iMCHEHHSA hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
PO3MiLLieHHI MacTep-thanna cuctemm
apmakoHarnsay). 3miHa ynosHoBaxeHoi ocobu

3a
peuerimom

UA/3818/03/01
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3asiBHMKa, BignoBiganbHoi 3a hapmakoHarnsga.
Litova pepakuis: Fernanda Pulido Velasco.
MponoHoBaHa peaakuis: Lucia Castrillo Soto.
3MiHa KOHTaKTHMX JaHMX YNIOBHOBaXXeHOi ocobu,
Bi4NoBiganbHoi 3a dpapMakoHarnsag

82. | EFMOHIN® kancynu no 50 wmr; Heypakcdapm HimeyunHa OEJNTb®APM ®paHuia BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/3818/02/01
Ne 30 (15x2): no 15 Ap3sHenmiTTen AOPKOH 3minu | Tvny - 3miln wopo peuernmom
kancyn y 6nictepi; b MMBX 6e3nekun/edeKTUBHOCTI Ta hapmakoHarnsgy.
no 2 6nictepu B BBeneHHs abo 3miHM J0 y3aranbHeHuX AaHnx
KapTOHHiIN kopooLyj; npo cucteMmy apMakoHarnsgy (BBe4eHHs
Ne 30 (30x1): no 30 y3aranbHEeHNX AaHNX Npo CUCTEMY
kancyn y 6nictepi; dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
no 1 Gnictepy B BiQNOBiganbHOI 3a 3AiNCHEHHS
KapTOHHiIN kopobui apmakoHarnsay; KOHTaKkTHoOi ocobu 3

bapmakoHarnagy 3asiBHMKa ANg 30iMCHEHHSA
bapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa BiJ YNOBHOBaXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy

(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
po3MmiLLieHHI MacTep-anna cuctemm

dapmakoHarnagy) - 3miHa ynoBHoBa)eHo|
ocobu 3asBHMKA, BiANoBiganbHOI 3a

dapmakoHarnag,.

[itova pepakuis: Fernanda Pulido Velasco.
MponoHoBaHa pepakuis: Lucia Castrillo Soto.
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXEHOI ocobu,
BignosiganbHoi 3a dpapMakoHarnsag.

83. | EKCIOXAL TabneTtku, Wo Hosapric LLIsevinapisa BUPOOHMLTBO 3a LLiseviuapis/ BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3a UA/6731/01/01

AncnepryoTsLes no dapma Al NOBHWUM LIMKITOM: PymyHis 3miHu | TNy - 3miln wopo peuernmom
250 mr; no 7 HosapTic ®apma 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
TabneTtok y bnictepi; LWtenH AT, BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
no 4 6nictepu B LLisenuapis; npo cuctemMy chapmakoHarnagy (BBeAeHHs
KopobLi BMPOBOHMLTBO 3a y3aranbHeHUX AaHWX Npo cucTemy

NOBHWUM LIMKIMOM: hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi ocobu,

Canpo3 C.P.J1., BiAMOBiAaNbHOI 3a 34iNCHEHHS

PymyHis dapmakoHarnsay; KOHTaKkTHoi ocobu 3

bapmakoHarnsgy 3asiBHUKa Ans 30inCHEHHsS
cbapmakoHarnsigy B YkpaiHi, AKLwo BoHa
BiAMiHHa Bi# yNnoBHOBaxeHOi ocobu,
BiA4noBiganbHoI 3a 34iNCHEHHSA dhapMakoHarnsay

(BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-thanna cuctemm

hapmakoHarnsigy) - 3MiHa ynoBHOBaXXeHOT
ocobu 3asBHMKA, BiANOBIAanbHOI 3a

dapmakoHarnsag,.

Litoya pepakuisi: David J Lewis, B. Sc (Hons),
Ph.D. - MponoHoBaHa pepakuis: Dr. Justin
Daniels, Ph.D. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXeEHOI 0cobu 3asiBHMKa,
BignoBiganbHoi 3a hapmakoHarnag. 3miHa
MiCcLle3Haxo4XXeHHsA MacTep-channa cuctemu
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dapmakoHarnagy. 3miHa micus 34ilnCHEHHsI
OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsgy.
84. | EKCIOXALO TabneTku, Lo Hoeapric LLIseniapis BUPOOBHMLTBO 3a LLseviyapis/ BHECEHHS 3MiH [0 peecTpauiiHuX maTtepianis: 3a UA/6731/01/02
AncnepryoTbes no dapma Al NOBHWUM LIMKITOM: PymyHis 3minu | Tvny - 3miln wopo peuernmom
500 mr; no 7 HosapTic ®apma 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
TabneTtok y 6nicrepi; LWTenH Al', BBepneHHs abo 3miHM [0 y3aranbHEHUX AaHnx
no 4 Gnictepu B LLisenuapis; npo cuctemy chapmakoHarnagy (BBeAeHHs
kopobui BMPOBOHMLTBO 3a y3aranbHeHVX AaHnX nNpo cuctemy
NMOBHUM LIMKITOM: dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi 0cobu,
Canpos C.P.1., BiANOBIAanbHOI 3a 3AiNCHEHHS
PymyHis hapmakoHarnsay; KOHTaKTHOi ocobu 3
bapmakoHarnagy 3asiBHMKa ANg 30iMCHEHHSA
tbapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKINOYAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHu y
pO3MiLLieHHI MacTep-anna cuctemm
dapmakoHarnagy) - 3miHa ynoBHoBa)eHoil
ocobu 3asBHMKA, BiANOBiganbHOI 3a
dapmakoHarnsag.
Litoua pegakuis: David J Lewis, B. Sc (Hons),
Ph.D. - MponoHoBaHa pegakuis: Dr. Justin
Daniels, Ph.D. 3miHa KOHTaKTHMX faHuXx
YNOBHOBaXeHOI 0cobu 3asiBHUKa,
BigNoBiganbHoi 3a hapmakoHarnsg. 3MiHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
hapmakoHarnsgy. 3miHa micus 3giNcCHeHHs
OCHOBHOI AisNbHOCTI 3 dhapMakoHarnsay.
85. | EKCOOPX TabneTkn, BKpUTI HoBaprtic LLisenuapis Hosaptic ®apma LLisenuapis/ BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a UA/8102/01/01
nniBKOBOK dapma Al LWTenH AT, IcnaHia 3miHu | TNy - 3miln wWoao peuenmom
obornoHkot, 5 Mr/80 LLisenuapis; 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
mr, no 14 TabneTtok HoBapric BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
y bnicTepi, no 1 abo dapmacbioTuka npo cucteMy chapmakoHarnagy (BBeeHHs
no 2 6nictepu B C.A., IcnaHis

Kopobui

y3aranbHeHVX JaHnX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsify; KOHTaKTHoi ocobu 3
bapmakoHarnsgy 3asBHUKa ons 30iNCHEHHS
bapmakoHarnagy B YKpaiHi, SIKLO BOHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnagy)- 3miHa ynoBHOBaXKeHOi 0cobu
3asBHVKa, BignoBigansHoi 3a hapmMakoHarnsa.
Litoya pepakuisi: David J Lewis, B. Sc (Hons),
Ph.D. MNponoHoBaHa peaakuis: Dr. Justin
Daniels, Ph.D. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXeHOI 0cobu 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnag. 3miHa
MiCcLle3Haxo4XXeHHsA MacTep-channa cuctemu
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dapmakoHarnagy. 3miHa micus 34ilnCHEHHs!
OCHOBHOI AisiNbHOCTI 3 (hapmMakoHarnsagy.
86. | EKCOPOPX TabneTkn, BKpUTI Hoeapric LLIseniapis HosapTic ®apma LLseviyapis/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/8102/01/02
NniBKOBOO dapma Al LWrenH AT, Icnanis 3minu | Tvny - 3miln wopo peuernmom
obonoHkoto, 5 LLisenuapis; 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
mr/160 wmr, no 14 HoBaprtic BBepneHHs abo 3miHM [0 y3aranbHEHUX AaHnx
TabneTok y Gnictepi, dapmacbioTuka npo cucteMy papmakoHarnagy (BBegeHHs
no 1 abo no 2 C.A., IcnaHis y3aranbHeHVX AaHnX nNpo cuctemy
6nictepu B kopoOLi dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIAanbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKTHOi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iNCHEHHSA
tbapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsay
(BKINOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHu y
pO3MmiLLieHHI MacTep-hanna cuctemm
dapmakoHarnagy)- 3miHa ynoBHoBa)eHOi 0cobu
3asBHMKa, BigNOBiganbHOI 3a hapmakoHarnag.
Litova pepakuisi: David J Lewis, B. Sc (Hons),
Ph.D. NponoHoBaHa peaakuis: Dr. Justin
Daniels, Ph.D. 3MiHa KOHTaKTHMUX AaHuX
YNOBHOBaXeHOI 0cobu 3asiBHMKa,
BigMNoBiganbHoi 3a hapmakoHarnag. 3MiHa
MicLle3HaxooKeHHs MacTep-hanna cuctemu
dapmakoHarnagy. 3miHa micus 34iNnCHEHHsI
OCHOBHOI AifNbHOCTI 3 dhapMakoHarnsgy.
87. | EKCOOPX TabneTkn, BKpUTI Hosaprtic LLisenuapis Hosaptic ®apma LLisenuapis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a UA/8102/01/03
NniBKOBOO dapma Al LWTenH AT, IcnaHis 3miHu | Tvny - 3miln woao peuernmom
obornoHkot, 10 LLisenuapis; 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
mr/160 wmr, no 14 Hosaprtic BBeneHHs abo 3miHn J0 y3aranbHeHVX AaHnX
TabneTtok y 6nicrepi, dapmacbioTuka npo cucteMy papMakoHarnagy (BBeeHHs
no 1 abo no 2 C.A., IcnaHis

6nictepu B kopobui

y3aranbHeHVX JaHnX Npo cuctemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi ocobu,
BiANOBIQANbHOI 3a 30iNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30inCHEHHsS
cbapmakoHarnsigy B YkpaiHi, AKLwo BoHa
BiAMiHHa Bi# yNnoBHOBaxeHOi ocobu,
BiA4noBiganbHoI 3a 34iNCHEHHSA dhapMakoHarnsay
(BKITHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHW y
po3MilLieHHi MacTep-hanna cuctemm
hapmakoHarnsigy)- 3MiHa ynoBHoBaXeHoi ocobum
3as1BHMKa, BignoBiganbHoi 3a hapmakoHarnsa.
Litoya pepakuisi: David J Lewis, B. Sc (Hons),
Ph.D. NponoHoBaHa peaakuis: Dr. Justin
Daniels, Ph.D. 3miHa KOHTaKTHUX AaHUX
YNOBHOBaXeHOI 0cobu 3asiBHUKa,
BiANoOBiganbHoi 3a hapmakoHarnag. 3MiHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
dapmakoHarnagy. 3miHa micus 34inCHEHHs!
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OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsgy.
88. | EKCOOPXH | Tabnetku, BKpuTI Hosaprtic LLisenuapis BnpobHuuTBO, LLisenuapis/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a He UA/12679/01/02
NNiBKOBOO dapma Al KOHTPOMb AKOCTI, IcnaHia 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuyenmom nidnsieae
obonoHkoto no 10 nakyBaHHs, nikapcbkui 3aci6. KoHTponb rotoBoro
mr/160 mr/25 mr; no BUMNYCK cepil: nikapcbkoro 3acoby. 3miHa napameTpis
14 TabneTok y HosapTic ®apma cneungikauin Ta/abo JONyCTUMUX MEX FOTOBOro
6nictepi; no 1 abo 2 LWrenH AT, nikapcbkoro 3acoby (3BY>XeHHSI 4ONYCTUMUX
6nictepu B LLisenuapis MeX).
KapTOHHiI kopooLi abo 3BY)XeHHs BUMOr cneumdikaLii Ha TepMiH
HosapTic npugaTHocTI Ansa TecTy «Boga» 3 «He Binblue
dapmacbloTuka 6,8 %» Ao «He GinbLwe 6,2 %». Bumorn gns
C.A., IcnaHis

KOHTpOnb sKOCTi:
dapmaHanitika
CA, Lsenuapisn
MakyBaHHs:
Onnak Npyn AT,
LLsenyapis
Konadbapma AT,
LLiBeviuapis

TecTy «Boga» npu Bunycky 3anvwaroTbcs 6e3
3MiH «He BGinbLue 4,5%». Takox, BHECEHHS
peAakuinHnX 3MiH A0 TeKCTy cneuundikawii.

BBegeHHst 3MiH NpoTsrom 6-tn micauis nicns
3aTBEepMKEHHS. 3MiHK | TUny - 3MiHM 3 SKOCTI.

[oToBWI Nikapcbkui 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis
crneunikauin Ta/abo 4oNyCTUMUX MEX FOTOBOro
nikapcbKoro 3acoby (3BY>KEHHS A0MYCTUMMX

MeX). 3BY)KEHHS1 KpUTEPIiB NPUNHATHOCTI 4NN

nokasHuka «Cyma npoaykTie gerpagauii» 3 «He

Ginbwe 2,0%» oo «He Ginble 1,0%». Takox,

BHECEHHS pefakuiiHUX 3MiH [0 TeKCTy
cneundikauii. BBegeHHs 3MiH npoTsrom 6-tu
MicAUIB Micnsa 3aTBepKeHHS. 3MiHu | Tuny -

3MiHu 3 aKocTi. FoToBMIA Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikai Ta/abo gonyctTummx
MEX roTOBOro nikapcbkoro 3acoby (iHLi 3MiHW).

B TecTi «30BHiLLHIV BUrNsS4 MeToA0M

Bi3yanbHOro ornsay» A04AaHO XapaKTepUCTUKyY

«6e3 puckun». 3miHa BHOCUTLCA sIK pegakLiiHa

npaBka Ta He 3yMOBIOE 3MiHW 30BHiLLIHBOTO

BMAY TabneTku.
3MiHU BHECEHI B iIHCTPYKL0 ANs MEANYHOrO
3aCTOCYBaHHsI NikapCcbKoro 3acoby y po3ain
«OCHOBHI Di3VKO-XiMiYHi BNacTUBOCTi».
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHKM 3 sIKoCTi.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4onycTMMUX MEX rOTOBOrO
nikapcbKkoro 3acoby (iHLWi 3MiHw).
Bumoru tecty «Po3umHeHHs» ans giodoi
pPEYOBMHM aMmnoauniHy 3MiHEHO 3 «HE MeHLUe
70% (3Ha4eHHsA Q)» Bif 3as9BNEHOro BMIiCTY Ha
«He MeHLwe 75% (3HayeHHst Q)» Big 3asBNEHOro
BMicTy 4yepe3 30 XBUNWH, BigNOBiAHO 40 Tabnuui
npumHsTHocTi 1 EP, USP or JP. Kpim Toro, go

TeKCTy cneundikauii Ana Tecty «PO34YMHEHHSI»
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6ynu BHeceHi pefakLiiiHi NpaBkn — oAaHO PiBHI
NPUAHATHOCTI.

BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEepMKEHHS. 3MiHK | TUny - 3MiHM 3 SKOCTI.
[oToBWIN Nikapcbkuii 3aci6. KoHTponb roToBoro

nikapcbkoro 3acoby. 3miHa y meTogax

BMNpobyBaHHs rOTOBOrO NikKapCbKoro 3acody

(He3Ha4Ha 3MiHa y 3aTBEpAKEHNX MeToAax

BUNpobyBaHHs). BHeceHHs pegakuinHmx 3amiH go
MeTogaiB «lgeHTudikauisa metogom TLLUX»,
«PosunHeHHss meTogom BEPX», «OgHopigHicTb

[030BaHUX OAMHWLb METOAOM OAHOPIQHOCTI

BMicTy meTogom BEPX» Tta «lgeHTundikauis,
KifbKiCHE BU3HAYeHHS Ta NpoayKTu aerpagawii

meTtogom BEPX». BBeaeHHs 3MiH NpoTarom 6-tu

MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny -

3MiHuM 3 akocTi. [oToBMI Nikapcbkui 3acib.
KoHTponb roToBoro fikapcbkoro 3acoby. 3MiHa y
MeToax BUNPobyBaHHSA roTOBOIO fikapCbKoro
3acoby (BuNy4YeHHss meToay BMNpobyBaHHS,
SIKLLO BXXE 3aTBEPAXEHUI anbTepHaTUBHUN
meTog). BuganeHhs onuii po6otnsosaHoro
MeToAy, KU € anbTePHATUBHNM, i3 aHamniTU4HOI
mMeToamkn «OgHOpIOHICTb 4030BaHUX OAMHULE
MEeTOAOM OAHOPIAHOCTI BMICTY 32 METOAOM
BEPX»

BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHM | TMny - 3MiHKM 3 aKocTi.
[oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3MiHa y meTogax

BMNpoByBaHHs FOTOBOrO Nikapcbkoro 3acoby
(BUNy4YeHHA MeToay BUNPOOYBaHHS, SKLLO BXE

3aTBEPKEHUI anbTepHaTUBHUIA MeTof).

BupaaneHHs onuii aBToMaTtu3oBaHoro Metoay,

KU € anbTepHaTMBHUM, i3 aHanNTUYHOI
MeToauKM «laeHTndikauis, kinbkicHe
BU3HAYeHHs Ta NPOAYKTWN Aerpagauii MeTogom
BEPX». BBegeHHs1 3mMiH npoTsrom 6-tu micsauis

nicns 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHn 3

sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb

OOMOMIXKHMX peqyoBUH. 3MiHa napameTpiB
crneundikaui Ta/abo gonycTMMMX Mex ansi
[OMOMIXKHOI pe4OBUHU (3BYXKEHHS AOMYCTUMUX
mex). Pospinu 3.2.P.4 Control of excipients Ta
3.2.P.1 Description and composition of the drug
product 6yno oHoOBReHO Ans BiAoGpaxeHHs
BiANoBiAHOCTI YnHHOMY PernamenTy (€C)
231/2012 pns cymiwle ANs NOKpUTTS
(monomixHi pe4oBuHK). Kpim Toro, 6ynu BHeCeHi
peakuinHi npaBky 4O po3ainiB: -geknapyBaHHs
KiNIbKOCTi OKPeMMUX KOMMOHEHTIB Afsi CyMillen
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

0718 NOKPUTTS B Mr 3aMiCTb BiACOTKIB; -
3a3Ha4YeHHs MapKy KPOCMoBIAOHY
(Crospovidone, type A) Ta rinpomenosu
(Hypromellose/Hydroxypropyl methyl-cellulose,
substitution type 2910 (3 mPa-s)) -BukopucTaHHs
TepmiHonorii USP/NF 3amicte USP a6o NF -
okpemi po3ginu 3.2.P.1, wo crtocyoTbes
OKpPEMMX XapaKTepUCTVK Ail04O0i PeHOBUHY,
o6’egHaHo B oguH po3sgain 3.2.P.1,
[6001954_P1_975_2]. 3MiHN BHeCeHiI B
IHCTPYKLUIilO AN MeAWNYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain «Cknaa»
(BonomixHi pedoBuHK). BBegeHHs amiH
NPOTArom 6-Tu MiCSILIIB MiCNsi 3aTBEPOXKEHHS.
3MmiHun | TMny - 3MiHun 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBarnbHui 3aci6. 3miHa
Oyab-AKol YaCTUHWU MaTepiany NepBUHHOI
YNaKoBKW, LLIO HE KOHTAKTYE 3 FOTOBUM
nikapcbknum 3acobom (Hanpuknag Konip
KpULLEYOK 3 KOHTPONIEM NEpLUOro BiAKPUTTS,
KONip KOOOBMX KiNeLb Ha amnynax, KoHTenHepa
Ans ronok (pisHi Buav nnactmacu) (3miHa, gka
He BNMBAE Ha KOPOTKY XapaKTEPUCTUKY
nikapcbkoro 3acoby).
3amiHa HITpOLEeNtono3HOro ApyKapcbKoro
npavimepa Ha 6e3HiTpoLEentono3HuiA
OpYyKapCbkW nNpanmMep Ans antoMiHieBol
NMOKPMBHOI ¢ponbru, Lo € OCHOBOK OnicTEpHMX
ynakoBok 3 PVC/PVDC (DPX) ta PA/AL/PVC
(Alu-Alu). Kpim Toro, BHeceHi aesiki peaakuiiiHi
3MiHn B p.3.2.P.7 . BBegeHHst 3MiH MpoTSarom 6-
TU MicALiB Nicns 3aTBEPOXKEHHS.

89.

EKC®OPX H

TabneTku, BKPUTI
NniBKOBOO
obornoHkot no 5
mr/160 mr/12,5 mr no
14 TabneTok y
6nictepi; no 1 abo 2
Gnictepu B
KapTOHHiIl kopobuyi

HoBapric
dapma Al

LLisenuapis

Bupo6HuuTBO,
KOHTPOMb SKOCTI,
nakyBaHHs1,
BUNYCK cepii:
HosapTic ®apma
LWTenH AT,
LLisevuapis
abo
Hosapric
dapmacbioTuka
C.A., Icnanisa
KoHTponb skocTi:
dapmaHanituka
CA, Leenuapis

LLsenuapis/
Icnania

BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis:
3MiHW | Tuny - 3miHn 3 skocTi. FoToBMI
nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis
cneundikauin Ta/abo 4ONYCTUMUX MEX FOTOBOro
nikapcbkoro 3acoby (3BY>KEHHS1 AOMYCTUMMUX
MEX).
3BYyXeHHs BUMOr cneuudikauii Ha TepMiH
npuaaTHocTi Ansa Tecty «Boga» 3 «He GinbLue
6,8 %» a0 «He GinbLle 6,2 %». Bumorn gns
TecTy «Boga» npw Bunycky 3anviwwatTbcs 6e3
3MiH «He Ginble 4,5%». Takox, BHECEHHS!
pedakuinHMX 3MiH 40 TEKCTy cneundikauii.
BBeneHHs 3miH npoTArom 6-Tu MicsiuiB nicnsi
3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHKM 3 sKoCTi.
[oToBwMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4ONYCTUMUX MEX FOTOBOIO

3a
peyernmom

He
nidnsieae

UA/12679/01/03
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nikapcbKoro 3acoby (3BY>KEHHS AOMYCTUMMUX
Mex). 3BY)XEHHS KpUTEPIiB NPUAHATHOCTI ANs
nokasHuka «Cyma npoaykTiB gerpagauii» 3 «He
Ginblue 2,0%» 0o «He Ginbwe 1,0%». Takox,
BHECEHHS pedakuinHMX 3MiH [0 TeKCTy
cneundikauii. BBegeHHs 3MiH npoTsarom 6-tn

MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny -

3MiHu 3 sKocTi. FoTOBMIA nikapcbkuid 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikaui Ta/abo gonycTummx
MEX roTOBOrO NiKapCcbkoro 3acoby (iHLLi 3MiHW).

B TecTi «30BHILLHIV BUrNsS4 MeTOA0M

Bi3yanbHOro ornsgy» AO4aHO XapaKTEePUCTUKY
«6e3 pucku». 3MiHa BHOCUTLCS SIK pefakLiiHa

npaBka Ta He 3yMOBIOE 3MiHW 30BHILLUHBOTO

BUAy TabneTku.
3MiHN BHECEHI B iHCTPYKLIO ANS MEANYHOro
3aCTOCyBaHHs! NikapcbKoro 3acoby y po3ain
«OCHOBHi hi3nKo-xiMi4HiI BNacTMBOCTI».

BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepMKEHHs. 3MiHK | Tuny - 3MiHM 3 SKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4ONyCTUMUX MEX rOTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHw).
Bumoru tecty «Po3umHeHHs» ans givodoi

PEYOBMHM aMmnoauniHy 3MiHEHO 3 «HE MeHLUe

70% (3Ha4eHHs Q)» Bifg 3asiBNIEHOro BMICTY Ha
«He MeHwwe 75% (3HaveHHs Q)» Big 3asBreHoro
BMicTy 4yepe3 30 XBUNWH, BigNoBigHO 4o Tabnuui

npuHsaTHocTi 1 EP, USP or JP. Kpim Toro, o

TekcTy cneumdikauii Ans Tecty «Po3unHeHHs»
Oynu BHeceHi peaakuiiHi npaBku — 40AAHO PiBHi
NPUNHATHOCTI.

BBeneHHs 3miH NpoTArom 6-Tv MicsiiB nmicnsi
3aTBEepAKEHHS. 3MiHK | TUNy - 3MiHM 3 SKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa y meTofax

BMNPobyBaHHsA roTOBOrO NiKapCbKoro 3acoby

(He3HayHa 3MmiHa y 3aTBEpOKEHMX MeToaax

BUNpobyBaHHs). BHeceHHsA pefakuinHux 3miH o
meTogiB «laeHTndikauis metogom TLUX»,
«Po3unHeHHst MeTogom BEPX», «OaHopigHicTb

[,030BaHUX OAUHWLL METOAOM OOHOPIAHOCTI

BMicTy MmeTogom BEPX» Ta «laeHTudikauis,
KifbKiCHe BU3Ha4YeHHs Ta NpoayKTu Aerpagadii

meTogom BEPX». BBeeHHst 3MiH npoTaromM 6-tu

MicaUIB Micnsa 3aTBepKeHHS. 3miHu | Tuny -

3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acody. 3miHa y
MeToax BUNpPobyBaHHSA roTOBOrO JlikapCbKoro
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3acoby (BUNy4YeHHs MeToay BUNPOOYBaHHS,
SKLLO BXE 3aTBEPAKEHUI anbTepHaTUBHUN
meTog). BuganeHns onuii po6otnsosaHoro
MeToAy, KU € anbTepHaTUBHUM, i3 aHamniTU4HOT
meToamnkm «OQHOPIAHICTE 4O30BaHNX OOUHMLb
MEeTO4O0M OOHOPIOHOCTI BMICTY 32 METOAOM
BEPX»

BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
3aTBEepMKEHHS. 3MiHN | TUny - 3MiHM 3 SKOCTI.
[oToBMI Nnikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa y meToaax

BMNpPoByBaHHs rOTOBOrO Nikapcbkoro 3acoby
(BUNy4eHHs MeTody BUNPOBYBaHHS, SIKLLO BXe

3aTBEPKEHNI anbTepHATUBHNIN METOA).

BupaneHHa onuji aBTomatmM3oBaHoro Metogy,

SKUIA € anbTEPHATUBHUM, i3 aHanITUYHOI
MeToAMKM «laeHTndikauis, KinbkicHe
BU3HAYEHHs Ta NpoayKTN Aerpagauii MeTogaom
BEPX». BBeaeHHs 3MiH npoTarom 6-tu micsauis

nicns 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHn 3

siKkocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb

[OMOMDKHUX pevyoBUMH. 3MiHa napameTpis
cneundikauii Ta/abo gonycTMMMX Mex ansi
[OOMNOMIXKHOI pe4OBUHU (3BY>KEHHS JOMYCTUMUX
mex). Po3ginu 3.2.P.4 Control of excipients Ta
3.2.P.1 Description and composition of the drug
product 6yno oHoBneHo Ans BiAobpaxeHHs
BignoBigHocTi YnHHOMY Pernamenty (EC)
231/2012 pns cymiwen Ans NOKpUTTS
(monomixHi peyoBuHwM). Kpim Toro, 6ynu BHeceHi
pedakuinHi npaBku A0 PO3[iniB: -geknapyBaHHs

KINbKOCTi OKPEMMX KOMMOHEHTIB AN CyMmilLen

ONS NOKPUTTA B MI 3aMiCTb BiACOTKIB; -
3a3Ha4YeHHs1 MapKy KpOCMOBIOHY
(Crospovidone, type A) Ta rinpomenosu
(Hypromellose/Hydroxypropyl methyl-cellulose,
substitution type 2910 (3 mPa-s)) -BuKOpUCTaHHS

TepmiHonorii USP/NF 3amicte USP abo NF -

okpemi po3ginu 3.2.P.1, wo cTtocyoTbes
OKpeMUX XapaKTepuCTUK Ail0YOi peYOBUHMU,
o6’egHaHo B ovH po3sgin 3.2.P.1,
[6001954_P1_975_2]. 3MiHK BHecCeHi B
iHCTPYKUil0 ANst MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain «Cknag»
(BonomixHi pedoBuHK). BBeaeHHS 3miH
NPOTHArom 6-Tv MicAILiB MiCNsi 3aTBEPOXKEHHS.
3MiHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. Cnctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa
Oyab-AKOT YaCcTMHWU MaTepiany NepBUHHOT
YNaKOBKW, LLIO HE KOHTAKTYE 3 FOTOBUM
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nikapcbkum 3acobom (Hanpuknag Konip
KpULLIEYOK 3 KOHTPOSIEM MEPLLOTrO BiAKPUTTS,
KONip KOOOBMX KineLb Ha amnynax, KoHTenHepa
ONs ronok (pisHi BuaM nnactMmacu) (3MiHa, sika
He BMIIMBAE Ha KOPOTKY XapaKTEPUCTUKY
nikapcbKkoro 3acoby).
3amiHa HiTpoLentono3HOro ApyKkapcbKoro
npaviMepa Ha 6e3HiTpoLENtoNo3HUIA
OpPYKapCbKWI NpanmMep Ans antoMiHieBoi
NMOKPMBHOI ¢honbru, Lo € OCHOBOK BricTepHUX
ynakoBok 3 PVC/PVDC (DPX) ta PA/AL/PVC
(Alu-Alu). Kpim Toro, BHeceHi aeski pegakuinHi
3MiHK B p.3.2.P.7 . BBeAeHHS 3MiH NpoTArom 6-
TV MiCALIB Nicns 3aTBEPAKEHHS.
90. | EKCPOPX H | TabneTku, BKpUTI Hoeapric LLIseniapis Bupo6bHmuTBO, LLseviuapis/ BHECEHHS 3MiH 40 peecTpauiiHMX maTtepianis: 3a He UA/12679/01/04
NNiBKOBOO dapma Al KOHTPOMb AKOCTI, IcnaHia 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuyenmom nidnsieae
obornoHkoto no 10 nakyBaHHs, nikapcbkui 3aci6. KoHTponb rotoBoro
mr/160 mr/12,5 mr no BUMYCK cepii: nikapcbkoro 3acoby. 3miHa napameTpis
14 TabneTok y HosapTic ®apma cneungikauin Ta/abo 4ONYCTUMMX MEX FOTOBOIro
6nictepi; no 1 abo 2 LWrenH AT, nikapcbKoro 3acoby (3BY>KEHHS A0MYCTUMMX
Gnictepu B LLseviLapisi; MeX).
KapTOHHiIN kopoOLi HoBaprTic 3BY)XEeHHS BUMOT creumdikaLii Ha TepMiH
dapmacbioTuka npuaaTHOCTI Ansa TecTy «Boga» 3 «He Ginblie
C.A., IcnaHis;

KoHTponb skocTi:
dapmaHanitika
CA, Weewiuapis

6,8 %» Ao «He GinbLue 6,2 %». Bumorn gns
TecTy «Boga» npu Bunycky 3anvwatotbcs 6e3
3MiH «He GinbLue 4,5%». Takox, BHECEHHS
pedakuinHMX 3MiH 40 TEKCTy cneundikauii.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS. 3MiHN | TUny - 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JONyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (3BY>KEHHS AOMYCTUMMUX
Mex). 3BY)XXEHHSI KpUTEpIiB NPUAHATHOCTI Ans
nokasHuka «Cyma npoaykTiB aerpagauii» 3 «He
6inbe 2,0%» o «He Ginblue 1,0%». Takox,
BHECEHHS pefaKuiiHUX 3MiH O TEKCTY
cneuudikauii. BBegeHHs 3MiH npoTsrom 6-tu
MicsaUiB nicns 3aTBepXEHHs. 3MiHu | Tuny -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkui 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acody. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MEX roTOBOroO fnikapcbkoro 3acoby (iHLui 3MiHK).
B TecTi «30BHiLLHIN BUrNAA, METOA0OM
Bi3yanbHOro ornsiay» AO4aHO XapaKTEPUCTUKY
«6e3 puckun». 3mMiHa BHOCUTLCS sIK pegakLiiHa
npaBka Ta He 3yMOBIIOE 3MiHW 30BHiLLHBOrO
BMAaYy TabneTku.
3MiHU BHECEHI B iHCTPYKL0 ANs MEAUYHOIO
3acTOCyBaHHS NikapcbKkoro 3acoby y po3ain
«OCHOBHI (Di3nKO-XiMi4HI BNacTUBOCTI».
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BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBepAKEHHS. 3MiHuM | Tuny - 3MiHKM 3 AKOCTI.
[oToBMI Nnikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4OMYCTUMUX MEX FOTOBOrO
nikapcbKkoro 3acoby (iHwi 3miHu).
Bumorn tecty «Po3unmHeHHs» ans gitodoi

PeYoBMHM aMmnoauniHy 3MiHEHO 3 «HE MeHLUe

70% (3Ha4yeHHs1 Q)» Big 3asBNEHOr0 BMICTY Ha
«He MeHwe 75% (3HauveHHs Q)» Big 3asiBNeHoOro
BMICTY Yepe3 30 XBUMWH, BiANOBIAHO A0 Tabnuui

npumHsaTHocTi 1 EP, USP or JP. Kpim Toro, go

TEKCTY cneuundikauii ana tecty « PO34YMHEHHS»
Oynu BHeceHi peaakuiviHi npaBkn — 4OAAHO PiBHi

NPUAHATHOCTI.

BBegeHHst 3MiH NpoTarom 6-tn micauis nicna
3aTBepAKEHHS. 3MiHuM | Tuny - 3MiHKM 3 AKoCTi.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3MiHa y meTofax

BMNpobyBaHHSA rOTOBOrO NiKapCbKoro 3acoby

(He3HayHa 3MmiHa y 3aTBEpOKEeHMX MeTofax

BUNpobyBaHHs). BHeceHHs pegakuinHux 3miH go
meToaiB «laeHTndikauia metogom TLUX»,

«Po3unHeHHst MeTogom BEPX», «OgHopigHicTb

[,030BaHUX OAMHWLb METOAOM OAHOPIAHOCTI

BMicTy MmeTogom BEPX» Ta «laoeHTudikauis,
KifibKiCHe BU3Ha4YeHHs Ta NpoayKTu Aerpagauii

MeTogom BEPX». BBegeHHst 3MiH NpoTaroM 6-tu
MicALIB Micnsa 3aTBepKeHHS. 3MiHu | Tuny -
3MiHu 3 aKocTi. FoToBMIA Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPOoGyBaHHSA roTOBOIO JlikapCbKoro
3acoby (BUNy4YEHHs1 MeToAy BUNPOGYyBaHHS,
SIKLLIO BXXE 3aTBEPAXEHUI anbTepHaTUBHUN
meTon). BuoaneHns onuii po6otusosaHoro
MeToAy, KU € anbTepPHATUBHNUM, i3 aHamniTU4HOI
mMeToamkn «OHOpIAHICTb O30BaHUX OAMHULB

MEeTOLAOM OAHOPIOHOCTI BMICTY 32 METOLOM

BEPX»

BBegeHHs 3MiH NnpoTArom 6-Tu Micauis nicns
3aTBEepAKEHHS. 3MiHK | TUny - 3MiHM 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3MiHa y meTofax

BMNPoByBaHHs rOTOBOrO NiKapCbKoro 3acoby
(BUNYy4YeHHA MeToay BUNPODYBaHHS, SKLLO BXe

3aTBEPKEHUI anbTepHaTUBHUIA MeTof).
BupaneHHs onuii aBTomaTtu3oBaHoro MeToay,
KU € anbTepHaTMBHUM, i3 aHaniTU4HOI
MeToAnKM «laeHTudikauis, KinbkicHe

BU3HAYEHHS Ta NPOAYKTU Aerpagauii MeToaom

BEPX». BBegeHHs1 3MiH npoTsarom 6-t1 micsauis
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3acoby

JliKapcbK020

(nikapcbka ¢ghopma,
ynakoeka)

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o

91.

EKC®OPX H

TabneTkn, BKpUTI

HoBaprtic

LLiBenuapis

BupobHuuTBO,

nicnsa 3aTBepAXeHHs. 3MiHn | Tuny - 3MiHK 3
sikocTi. FoToBUIA Nikapcbkuit 3aci6. KoHTponb
[OMOMDKHUX pevyoBMH. 3MiHa napameTpis
crneungikauii Ta/abo gonycTMMMX Mex ansi
AOMNOMKHOI Pe4OBUHU (3BYXXEHHSA JOMYCTUMUX
mex). Po3ginm 3.2.P.4 Control of excipients Ta
3.2.P.1 Description and composition of the drug
product 6yno oHOBReHO Ans BioGpaXeHHs
BignoBigHOCTI YuHHOMY Pernamenty (€C)
231/2012 gnsa cymiwen ons nokpuTTs
(aonomixHi peyoBuHwM). Kpim Toro, 6ynu BHeceHi
pefakuinHi Nnpaekn 4o po3ainis: -AeKknapyBaHHA
KifTbKOCTi OKpEMMX KOMMOHEHTIB ANA CyMilen
ONs NOKPUTTSA B MI 3aMiCTb BiACOTKIB; -
3a3Ha4YeHHs MapKu KpOCMoBigoHY
(Crospovidone, type A) Ta rinpomenosu
(Hypromellose/Hydroxypropyl methyl-cellulose,
substitution type 2910 (3 mPa-s)) -BMKOpUCTaHHs
TepmiHonorii USP/NF 3amicte USP a6o NF -
okpemi po3ginu 3.2.P.1, wo cTtocytoTbes
OKPEMUX XapaKTEPUCTUK Ait04OI PEHOBUHU,
o6’egHaHo B oguH posgain 3.2.P.1,
[6001954_P1_975_2]. 3MiHn BHeceHi B
iHCTPYKUilO ANst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain «Cknag»
(monomixxHi peyoBMHW). BBEAEHHS 3MiH
NpOTArom 6-Tu MicAILiB MicNsi 3aTBEPOXKEHHS.
3MiHu | TUnYy - 3miHK 3 skocTi. FoToBUIA
nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa
Byab-aKoi YacTUHN MaTepiany NepBUHHOT
yNaKoBKW, LLIO HE KOHTaKTY€E 3 rOTOBUM
nikapcbkuM 3acobom (Hanpuknag Konip
KpULLEYOK 3 KOHTPONIEM NEPLLOro BiAKPUTTS,
KOMip KOQOBWX Kifeub Ha amnynax, KOHTenHepa
Ans ronok (pisHi Buam nnactmacu) (3MiHa, ska
He BMINBAE Ha KOPOTKY XapaKTEPUCTUKY
nikapcbKkoro 3acoby).
3amiHa HITpOLEeNtono3HOro ApyKapcbKoro
npavimepa Ha 6e3HiTpoLEentono3HuiA
OPYKapCbKWI NpanmMep Ans antoMiHieBoi
NMOKPMBHOI (ponbru, O € OCHOBOK BnicTepHNX
ynakoBok 3 PVC/PVDC (DPX) ta PA/AL/PVC
(Alu-Alu). Kpim TOro, BHeceHi aeski peaakuiviHi
3MiHM B p.3.2.P.7 . BBegeHHst 3MiH npoTsrom 6-
TV MiCALB Nicnsa 3aTBEPOXKEHHS.

noceid4yeHHs1

nniBKOBOO
o6oroHkoto no 5
mr/160 mr/25 wmr; no

dapma Al

14 TabneTok y

KOHTPOI1b SAKOCTI,

nakyBaHHs1,
BUMYCK Cepii:

Hosaprtic ®apma

LLseviuapis/
IcnaHia

BHECEHHS 3MiH IO peecTpauiiHnX maTepianis:
3MiHu | Tuny - 3miHn 3 sikocTi. [oToBUMI
nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis

cneumdikauin Ta/abo 4ONYCTUMUX MEX FOTOBOIrO

3a
peuerimom

He
nidnsieae

UA/12679/01/01
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6nictepi; no 1 abo 2 LtenH AT, niKapcbkoro 3acoby (3BY>KEHHSI fOMYCTUMUX

6nictepu B LLisenuapis; MeX).

KapTOHHiI kopooLi HoBaprtic 3BY)XeHHs BUMOr cneumdikaLii Ha TepMiH

dapmacbtoTuka npuaartHocTi ana Tecty «Boga» 3 «He BinbLie
C.A,, IcnaHis; 6,8 %» oo «He GinbLlie 6,2 %». Bumorn gns

KOHTpOnb sKoCTi:
dapmaHanituka
CA, LBsewnuapis;
[NakyBaHHS:
Onnak Npyn Al,
LLiBeviuapis;
Konadbapma AT,
LLsenyapis

TecTy «Boga» npw Bunycky 3anuwatTbes 6e3
3MiH «He GinbLue 4,5%». Takox, BHECEHHS
peAakuinHMx 3MiH 40 TEKCTY cneuudikadii.

BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi

3aTBEepMKEHHS. 3MiHN | TUny - 3MiHM 3 SKOCTI.

[oToBWI Nikapcbkui 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis
crneundikauin Ta/abo 4ONyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (3BY>KEHHS A0MYCTUMMX

MeX). 3BY)KEHHS1 KpUTEPIiB NPUNHATHOCTI 4NN
nokasHuka «Cyma npoaykTiB gerpagauii» 3 «He

Ginbwe 2,0%» oo «He Ginblwe 1,0%». Takox,

BHECEHHS peJaKUiHMUX 3MiH 0 TeKCTY
cneumndikadii. BBeaeHHs 3miH NnpoTarom 6-tu

MicAUIB Micnsa 3aTBepMKEHHS. 3miHu | Tuny -

3MiHuM 3 skocTi. [oTOBMI Nikapcbkuii 3acit.

KoHTponb roToBoro fikapcbkoro 3acoby. 3MiHa

napameTpiB cneuudikadiv Ta/abo gonyctummx

MEX roTOBOro Nnikapcbkoro 3acoby (iHLui 3MiHW).

B TecTi «30BHILLHI BUrNsS4 METOAOM

Bi3yanbHOro ornsay» A04AaHO XapaKTepUCTUKY

«6e3 puckun». 3mMiHa BHOCUTLCA SIK pefakLiiHa

npaBka Ta He 3yMOBIOE 3MiHW 30BHiLLIHBOIO

BMAY TabneTku.
3MiHU BHECEHI B iIHCTPYKL0 ANns MeANYHOro
3aCTOCYBaHHs1 Nikapcbkoro 3acoby y po3ain
«OCHOBHI hi3VKO-XiMiYHi BNAaCTUBOCTi».

BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEpAKEHHS. 3MiHM | TMny - 3MiHKM 3 aKocTi.
[oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4ONyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (iHLWi 3MiHwM).
Bumoru tecty «Po3umHeHHsa» ansa giodoi

PEYOBMHM aMmnoauniHy 3MiHEHO 3 «HE MeHLUe

70% (3Ha4eHHsA Q)» Bif 3aABNEHOro BMIiCTy Ha
«He MeHLwe 75% (3HauveHHs Q)» Bif 3asBreHoro
BMicTy 4yepe3 30 XBUNWH, BigNoBiAHO 40 Tabnuui

npunHsTHocTi 1 EP, USP or JP. Kpim Toro, go

TeKCTy crneundikauii 4na Tecty «PO34YMHEHHSI»
6ynu BHeceHi peaakuiiHi npaBku — 4oAaHO PiBHi

NPUAHATHOCTI.

BBeneHHs 3miH npoTArom 6-Tm MicsuiB nicnsi
3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHKM 3 sKoCTi.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa y meTogax




65 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1

BMNpobyBaHHs rOTOBOrO NikapcbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEpKEHNX MeToAax
BUNpobyBaHHs). BHeceHHs pegakuinHmx 3amiH go
MeTogaiB «lgeHTudikauisa metogom TLLUX»,
«Po3unHeHHss meTogom BEPX», «OgHopigHicTb
[,030BaHNX OAMHWLb METOAOM OAHOPIQHOCTI
BMicTy MmeTogom BEPX» Ta «laeHTudikauis,
KifbKiCHE BU3HaYeHHs Ta NpoayKTu aerpagawii
MeTogom BEPX». BBeaeHHst 3MiH npoTsroM 6-tu
MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny -
3MiHuM 3 akocTi. [oToBMI Nikapcbkui 3aciob.
KoHTponb roToBoro fikapcbkoro 3acoby. 3miHa y
MeToax BUNPOoOyBaHHSA roTOBOIO fikapCbKoro
3acoby (BuNy4YeHHss meToay BMNpobyBaHHS,
SIKLLO BXXE 3aTBEPAXEHUI anbTepHaTUBHUN
mMeTog). BuganeHhs onuii po6otnsosaHoro
MeToAy, KU € anbTePHATUBHNM, i3 aHamniTU4HOI
mMeToamkn «OfHOpIOHICTb 4O30BaHNX OAMHULB
METO40M OOHOPIAHOCTI BMICTY 32 METOAOM
BEPX»

BBegeHHst 3MiH NpoTsrom 6-tn micauis nicns
3aTBEepMKEHHS. 3MiHK | TUny - 3MiHM 3 SKOCTI.
[oToBWI Nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTogax
BMUNpoByBaHHS rOTOBOrO Nikapcbkoro 3acoby
(BUNy4YeHHA MeToay BUNPOOYBaHHS, AKLLO BXe
3aTBEPKEHUI anbTepHaTUBHUIA METOA).
BupaaneHHs onuii aBToMaTtM3oBaHoro Metoay,
KU € anbTepHaTMBHUM, i3 aHanNTUYHOI
MeTOoAnKM «laeHTudikauis, KinbkicHe
BW3HAYeHHS Ta NPOAYKTN Aerpagauii MeToaom
BEPX». BBegeHHs1 3MiH npoTsirom 6-Tu micsauis
nicnsi 3aTBepaXeHHs. 3MiHN | Tuny - 3MiHn 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
OOMOMIXKHMX Pe4oBUH. 3MiHa napameTpiB
cneundikaui Ta/abo JonycTUMUX MexX Ansi
[OOMOMIXKHOT pe4OBUHU (3BYXKEHHS AOMYCTUMUX
mex). Pospinu 3.2.P.4 Control of excipients Ta
3.2.P.1 Description and composition of the drug
product 6yno oHoOBReHO Ans BiAoGpaxeHHs
BiANoBigHOCTI YnHHOMY PernamenTy (€C)
231/2012 pns cymiwe Anst NOKpUTTS
(monomixHi pevoBuHK). Kpim Toro, 6ynu BHeceHi
PeAaKuinHi NpaBky 40 po3ainiB: -AeKnapyBaHHs
KiNTbKOCTi OKPEMUX KOMMOHEHTIB A5t CyMillen
ONs NOKPUTTHA B MI 3aMiCTb BiACOTKIB; -
3a3Ha4YeHHs1 MapKu KPOCMOBIAOHY
(Crospovidone, type A) Ta rinpomenosu
(Hypromellose/Hydroxypropyl methyl-cellulose,
substitution type 2910 (3 mPa-s)) -BMKOpPUCTaHHSsI
TepmiHonorii USP/NF 3amicte USP a6o NF -
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okpemi po3ginu 3.2.P.1, wo crtocyroTbes
OKpPEMMX XapaKTepUCTVK Ail04O0i peHOBUHY,
o6’egHaHo B oguH po3sgain 3.2.P.1,
[6001954_P1_975 2]. 3MiHN BHeCeHiI B
IHCTPYKLUIilO ANs MeAWNYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3gin «Cknag»
(BonomixHi peyoBuHK). BBeaeHHs 3aMiH
NpOTArom 6-Tv MiCAILIB MiCNsi 3aTBEPOXKEHHS.
3MiHun | TMny - 3MiHuM 3 siKocTi. [oToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBarnbHui 3aci6. 3miHa
Oyab-AKol YacTUHWU MaTepiany NepBUHHOI
YNaKoBKW, LLIO HE KOHTAKTYE 3 FOTOBUM
nikapcbknum 3acobom (Hanpuknag Konip
KpULLEYOK 3 KOHTPOSIEM MEPLLOTro BiAKPUTTS,
KONip KOAOBMX KiNeLb Ha amnynax, KoHTenHepa
Ans ronok (pisHi Buam nnactmacu) (3miHa, gka
He BNIMBAE Ha KOPOTKY XapaKTEPUCTUKY
nikapcbKkoro 3acoby).
3amiHa HITpOoLEentono3HOro ApyKapcbKoro
nparimepa Ha 6e3HITpoLEentoNo3HUIA
OpyKapCbkuni npanmep ans antoMiHieBoi
NMOKPMBHOI (ponbru, Lo € OCHOBOK OniCTEpHUX
ynakoBok 3 PVC/PVDC (DPX) ta PA/AL/PVC
(Alu-Alu). Kpim Toro, BHeceHi aesiki peaakuiiiHi
3MiHn B p.3.2.P.7 . BBeaeHHst 3MiH npoTsarom 6-
TU MiCALiB Nicns 3aTBEPOKEHHS.

92.

EKC®OPX H

TabneTku, BKpUTI
NniBKOBOO
obornoHkoto no 5
mr/160 mr/25 Mr no
14 TabneTok y
6nicTepi; no 1 abo 2
Gnictepu B
KapTOHHiIN kopobui

HoBapric
dapma Al

LLiseniuapis

Bupo6HmuTBO,
KOHTPOMb SKOCTI,
nakyBaHHs1,
BUMYCK cepii:
Hoeaprtic ®apma
LWtenH AT,
LLisenuapisi;
HoBapric
dapmacbioTuka
C.A,, IcnaHis;
KoHTponb sikocTi:
dapmaHanituka
CA, Weenuapis;
MakyBaHHs:
Onnak Npyn AT,
LLisenuapisi;
KoHadpapma AT,
LLisevuapis

LLiseniuapis

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis:
3MminHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHEHWX AaHNX
npo cucteMy papmakoHarnagy (BBe4eHHs
y3aranbHeHVX JaHuX Npo cuctemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi 0cobu,
BiANOBIAANbHOI 3a 30iNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
bapmakoHarnsgy 3asBHUKa Ans 30inCHEHHS
chapmakoHarnsgy B YKpaiHi, AKLo BoHa
BiAMiHHa Bi# yNnoBHOBaxeHOi ocobu,
BiA4noBiganbHoi 3a 34iNCHEHHSA hapMakoHarnsay
(BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHW y
po3MilLieHHi MacTep-thanna cuctemm
papmakoHarnsgy). 3miHa ynosHoBaxeHoi ocobu
3as1BHMKa, BignoBigansHoi 3a hapmakoHarnsa.
Litoya pepakuisi: David J Lewis, B. Sc (Hons),
Ph.D. NponoHoBaHa peaakuis: Dr. Justin
Daniels, Ph.D. 3miHa KOHTaKTHUX AaHNX
YNOBHOBaXeHOI 0cobu 3asiBHUKA,
BiANoBiganbHoi 3a hapmakoHarnag. 3MiHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
dapmakoHarnagy. 3miHa micus 34inCHEHHs!

3a
peyernmom

UA/12679/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsgy.
93. | EKCOOPXH | Tabnetku, BKpuTI Hosaprtic LLisenuapis BnpobHuuTBO, LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3a UA/12679/01/03
NNiBKOBOO dapma Al KOHTPOMb AKOCTI, 3MminHn | TMNy - 3MiHK Woao peuyenmom
obonoHkoto, no 5 nakyBaHHs, 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
mr/160 mr/12,5 mr no BUMNYCK cepil: BBeneHHs abo 3mMiHu 40 y3aranbHeHVX fJaHux
14 TabneTok y HosapTic ®apma npo cucteMmy apMakoHarnsgy (BBe4eHHs
6nictepi; no 1 abo 2 LWrenH AT, y3aranbHeHVX AaHnX nNpo cuctemy
6nictepu B LLisenuapis chapmakoHarnsgy, 3miHa ynoBHoBa)eHoi ocobm,
KapTOHHiIN kopooLi abo BiANOBiganbHOI 3a 3AiACHEHHS
HoBaprtic chapmakoHarnsgy; KOHTakTHoOi ocobu 3
dapmacbioTuka apmakoHarnsay 3asiBHVKa ANs 30iNCHEHHSA
C.A., IcnaHis tbapmakoHarnagy B YkpaiHi, AKLO BOHa
KOHTpOnb sKOCTi: BigMiHHA Big yNOBHOBaXXeHOI ocobu,
dapmaHanitika BiAMOBiAanbHOI 3a 3aiNCHeHHs hapmakoHarnagy
CA, Lenuapisn (BKINOYAOYM KOHTaAKTHI AaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-danna cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXXeHOI 0cobu
3asBHMKa, BigNOBiganbHOI 3a hapmakoHarnag.
Litoua pegakuis: David J Lewis, B. Sc (Hons),
Ph.D. NponoHoBaHa peaakuis: Dr. Justin
Daniels, Ph.D. 3MiHa KOHTaKTHMX AaHuX
YNOBHOBa)eHOi 0cobu 3asiBHMKA,
BiAMNOBiAanbHOI 3a dapmakoHarnsg. 3MiHa
MicLle3HaxooKeHHs MacTep-hanna cuctemu
apmakoHarnsgy. 3miHa micus 3gincCHeHHs
OCHOBHOI AiANbHOCTI 3 dpapmakoHarnsgy.
94. | EKCOOPXH | Tabnetku, BKpUTi HoBapric LLisenuapis Bupo6HmuTBO, LLisenuapis BHECEHHS 3MiH 10 peecTpaLiiHnx mMaTepianis: 3a UA/12679/01/04
nniBKOBO dapma Al KOHTPOMb SIKOCTI, 3MmiHn | TMny - 3MiHK Woao peuenmom
obornoHkoto, no 10 nakyBaHHs, 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
mr/160 mr/12,5 mr no BUMYCK cepii: BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnxX
14 Tabnetok y Hosaptic ®apma npo cuctemMy chapmakoHarnagy (BBeAeHHs
6nictepi; no 1 abo 2 LWTenH AT, y3aranbHeHUX aHnxX Npo cuctemy
Gnictepu B LLisenuapisi; hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
KapTOHHiI kopobui HoBapric BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmacbloTuka bapmakoHarnsgy; KOHTakTHOI ocobu 3
C.A,, IcnaHis; hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS

KoHTponb skocTi:
dapmaHanitvka
CA, Weewiuapis

bapmakoHarnagy B YKpaiHi, SKLLO BOHa
BigMiHHa Bif YNOBHOBaXXeHOI ocobu,
BiA4noBiganbHOI 3a 34iNCHEHHS hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
PO3MilLieHHI MacTep-thanna cuctemm
hapmakoHarnsigy). 3miHa yrnoBHoBaxeHoi ocobu
3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
Litoua pepakuis: David J Lewis, B. Sc (Hons),
Ph.D. NponoHoBaHa peaakuis: Dr. Justin
Daniels, Ph.D. 3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXEHOi 0COOM 3asiBHYIKA,
BiANoBiganbHoi 3a hapmakoHarnag. 3MiHa
MicLle3HaxooXeHHs macTep-channa cuctemm
dapmakoHarnagy. 3miHa micus 34ilCHEHHsI
OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsay.




68 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
95. | EKCPOPX H | TabneTku, BKpUTI Hoeapric LLIseniapis Bupo6bHmuTBO, LLIseniapis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/12679/01/02
NniBKOBOO dapma Al KOHTPOMb SKOCTI, 3minu | Tvny - 3miln wopo peuernmom
o6onoHkoto, no 10 nakyBaHHs, 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
Mr/160 mr/25 mr no BUMYCK Cepii: BBeneHHs abo 3miHM 0o y3aranbHEHUX AaHnx
14 TabneTok y HosapTic ®apma npo cuctemy chapmakoHarnagy (BBeAeHHs
6nictepi; no 1 abo 2 LtenH AT, y3aranbHeHUX J4aHNX Npo cUcTemy
Gnictepu B LLiseviyapis; dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
KapTOHHiI kopobui HoBapric Bi4NOBIganbHOI 3a 34iNCHEHHS
dapmacbioTuka chapmakoHarnsgy; KOHTakTHoOI ocobu 3
C.A,, IcnaHis; (bapmakoHarnagy 3asiBHUKa ANg 30iMCHEHHSA
KoHTponb sKocTi: apmakoHarnsaay B YKpaiHi, KO BOHA
dapmaHanituka BigMiHHA Big yNOBHOBaXXeHOI ocobu,
CA, Leenuapis; BiANOBIgAnNbHOI 3a 34iNCHEHHS hapMakoHarnsgy
MakyBaHHS: (BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
Onnak Npyn Al, PO3MiLLEHHI MacTep-danna cuctemm
LLBenuapis; dapmakoHarnagy). 3MiHa ynoBHoBaXxeHoi ocobu
Konadapma AT, 3asiBHUKA, BiANOBiAanNbHOI 3a hapmakoHarnsg.
LLiseviLapis Litoua pegakuis: David J Lewis, B. Sc (Hons),
Ph.D. NponoHoBaHa peaakuis: Dr. Justin
Daniels, Ph.D. 3miHa KOHTaKTHMX AaHux
YNOBHOBa)eHOi 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsg. 3miHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
papmakoHarnsgy. 3miHa micusi 34iNCHEHHS
OCHOBHOI AifNbHOCTI 3 dapMakoHarmsay.
96. | ENbTPOMBO | Tabnetku, BKpUTI Mictpan AHrnisg BMNYCK cepii, IcnaHis BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a UA/20610/01/01
NAr-BICTA NniBkOBOIO Kenitan BUPOGHMLTBO, 3MiHu | Tuny - 3MiHn 3 sikocTi. FoToBUMIA peuenmom
obornoHkoto, no 25 MeHepXmeHT nepBuHHe, nikapcbkuii 3aci6. Cuctema
mr, in bulk: no 7 Jlimiten BTOPUHHE KOHTeWHep/3aKkynoptoBarnbHui 3acio. 3MiHa
TabneTok y 6nictepi, nakyBaHHs1, pO3Mipy ynakoBKM rOTOBOrO NikapcbKoro 3acoby
no 14 6nicrepis y KOHTPOrb cepii: (iHLWi 3MiHK) - BBEAEGHHS [OAATKOBOI YNaKoBKM
nayui, no 80 nayok CiHTOH XicnaHis, nikapcbkoro 3acoby y dopmi in bulk BupobHuka
(1120 6nicTepis) B C. ., IcnaHis CinTtoH Xicnanis, C.J1., IcnaHis
TpacnopTHOMY
kopo6i; in bulk: no 7
TabneTok y 6nictepi,
no 12 6nicrepis y
nayui, no 80 nayok
(960 6nicTepis) B
TpaHCNopTHOMY
Kopobi;
in bulk: no 7
TabneTok y 6nictepi,
no 10 6nictepiB y
nayui, no 80 navok
(800 6nicTepis) B
TPaHCMNOpTHOMY
KOpobi.
97. | ENbTPOMBO | Tabnetku, BKpUTI Mictpan AHrnis BUNYCK cepil, IcnaHis BHECEHHS1 3MiH 10 peecTpaLiiHnx maTepianis: 3a UA/20610/01/02
MNMAr-BICTA nniBKOBOKO Kenitan BUPOOBHMLTBO, 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBUI peuenmom
060mnoHKoto, no 50 MeHeKMeHT NepBUHHE, nikapcbkuii 3aci6. Cuctema
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
mr, in bulk: no 7 JlimiTen BTOPUHHE KOHTeWHep/3aKynoptoBanbHWiA 3aci6. 3miHa
TabneTok y Gnictepi, nakyBaHHs, pO3Mipy ynakoBKM rOTOBOrO NiKapCbKoro 3acoby
no 14 6nictepis B KOHTPOIb cepii: (iHWi 3miHW) - BBEAEHHSI [OOATKOBOI YNaKoBKM
nauui, no 64 nayvku CiHTOH XicnaHis, nikapcbkoro 3acoby y dopmi in bulk BUpoGHuMka
(896 Gnictepis) B C. . CiHToH Xicnanisi, C.J1., Icnanis
TpaHCNopTHOMY
Kopobi;
in bulk: no 7
Tabnetok y 6nicrepi,
no 12 6nictepis B
naydi, no 64 navku
(768 6nicTepis) B
TpacnopTHOMY
Kopobi;
in bulk: no 7
TabneTtok y 6nictepi,
no 10 6nicTepis B
nayui, no 64 nadku
(640 6nicTepis) B
TpacnopTHOMY
KOpobi.
98. | EHOOKCAH® NOPOLLIOK A4S Bakctep HimevuunHa BakcTtep HimevuunHa BHECEHHS 3MiH O peecTpauiiHMX maTtepianis: 3a UA/0027/02/03
1r PO34MHY Ans iH'eKLin OHkonogxi Onkonogki MTMoX 3MmiHn | TMny - 3MiHK Woao peuenmom
no 1r 1 dnakoH 3 m6X 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
MOPOLLIKOM Y (iHwWi 3MiHKM) OHOBNEHHSI TEKCTY MapKyBaHHS
KapTOHHIN kopooLi NEepPBUHHOI Ta BTOPUHHOI YNaKOBOK fikapCbKOro
3acoby 3 BHECEHHSAIM HE3HAYHWUX peaaKLUiHUX
nNpaBoK MO TEKCTY; BuAaneHHs iHopmadii 3 n. 6.
"IHLE" nepBMHHOI yNakoBKM LLOAO 3a3HaYEHHS
OAMHULL BUMIpIOBaHHS y cucTeMi SI. TepmiH
BBeAEHHS 3MiH NpoTSArom 6 mMicauis nicns
3aTBEPAKEHHS.
99. | EHOOKCAH® NopOoLLOK Ans Bakctep HimeuunHa Bakctep HimeuunHa BHECEHHS 3MiH 10 peecTpauiiHnX maTepianis: 3a UA/0027/02/01
200 MI PO34MHY NS iH'eKLin OHkonoaxi Oukonomxi MM6X 3miHu | TUny - 3miln wWopo peuenmom
no 200 mr 1 donakoH m6X 6e3nekn/edeKTMBHOCTI Ta hbapmakoHarnagy
3 MOPOLLKOM Y (iHwWi 3MiHKM) OHOBNEHHSI TEKCTY MapKyBaHHS
KapTOHHiIl kopobuyj; NepBUHHOI Ta BTOPUHHOI YNaKoBOK flikapCbKoro
1 donakoH 3 3aco0y 3 BHECEHHSAM HE3HaYHUX pefaKLiiHNX
NOPOLLIKOM Y npaBoK MO TEKCTY; BuAaneHHs iHopmadii 3 n. 6.
KapTOHHiIl kopobuyj; "IHLE" nepBMHHOI YNakoBKM LLLOAO 3a3HaYEHHS
no 10 KapTOHHMX OAUHULIL BUMIpIOBaHHS y cucTeMi SI. TepmiH
KOpoBOoK y BBeAEHHS 3MiH NpoTSArom 6 micsuis nicns
GaHaeponi 3 NniBku 3aTBEPAXKEHHS.
100. | EHOOKCAH® NMOPOLLIOK A1IsA BakcTep HimeyunHa BakcTep HimeyunHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/0027/02/02
500 MI PO34MHY ANs iH'eKLin OHkonoaxi Oukonomki MM6X 3miHu | TMny - 3miHn WwWoao peuenmom
no 500 mr, 1 donakoH m6X 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy

3 MOPOLLKOM Y
KapTOHHI kopobui

(iHwWi 3MiHWM) OHOBNEHHS TEKCTY MapKyBaHHSA
NepBUHHOI Ta BTOPUHHOI YNaKoBOK flikapCbKoro
3aco0y 3 BHECEHHSAM HE3HaYHWNX peAaKLiiHUX

NpaBokK N0 TEKCTY; BuAaneHHs iHpopmadii 3 n. 6.

"IHLIE" nepBMHHOI YNakoBKM LLOAO0 3a3Ha4YEHHst
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
OAVHWLb BUMIptOBaHHSA y cuctemi SI. TepmiH
BBEAEHHS 3MiH NpoTSArom 6 mMicsuis nicns
3aTBEPKEHHS.
101. | EPIAOH® TabneTku, BKPUTI Hekcensb JlTA. I3painb BMPOBOHMLTBO, I13painb BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/17620/01/01
NniBKOBOO nakyBaHHs, 3MiHn | TMnY - 3miHK 3 AkocTi. FoToBU peuernmom
060moHKOH0, MO0 2 Mr, BUNPOOYBaHHSA nikapcbkuii 3aci6. KoHTponb 4ONOMiXKHUX
no 10 TabneTok B KOHTPOIIO SKOCTI peyoBuH. 3MiHa NnapameTpis cneumdikaLin
6nictepi, no 3 abo 6 Ta BUMYyCK cepii: Ta/abo JonycTUMMX MeX Ans JONOMiIXKHOT
GnicTepie B Hekcenb JTa., PEYOBUHM (BONOBHEHHS cneumdikawii HoBUM
KapTOHHIN nayui I3paine; NOKa3HUKOM 3 BiAMNOBIAHUM METOA0M
BMNPOOyBaHHS BUNPODYBaHHS)
KOHTPOSHO SKOCTI 3miHa B napameTpax cneuudikauii ans
(mikpobionoriyHumin ponomixxHoi pevoBuHn OPADRY Y-1-7000-
KOHTponb): TOB WHITE, a came A0noBHeHHs cneuudikauii
IHCTUTYT Xap4oBoi meTogom abcopbuinHoi cnekTpodoToMeTpii B
MikpoGionorii Ta iHdbpayvepBoHin (1Y) obnacTi. Takox 6ynu
CMOXNBYMX BHECEHi He3HauHi peAakLiiHi 3mMiHu 3a
ToBapiB, I3painb nokasHukom "ASH".
3MmiHun | TMny - 3MiHun 3 sikocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTporb AOMOMIKHMX
pevoBUH. 3MiHa NapameTpiB crneumdikauin
Ta/abo oNyCTUMMX MeX AN OOMOMKHOT
pevoBUHM (BUNYYeHHs 3i cneundikauii
HEe3Ha4yHOro NokasHvka (Hanpuknag 3acTapinoro
nokasHuka))
3miHa B napameTpax crneumdikauii aAns
ponomixHoi pevouHun OPADRY Y-1-7000-
WHITE, a came Buny4yeHHsa metoay
"laeHTundikauii TuTaHy giokcmay" 3a 4ONOMOro
XiMiYHOT peakuii.
102. | EPIAOH® TabneTkn, BKpUTI [Hekcensb JlTa. I3painb BMPOBHMLTBO, I13painb BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a UA/17620/01/02
NniBKOBOO nakyBaHHs, 3MiHn | TUny - 3miHm 3 gkocTi. FoToBUI peuernmom
o6ornoHkot, Nno 4 mr, BUNPOOYBaHHs nikapcbkuii 3aci6. KoHTponb AOMOMiIXHUX

no 10 TabneTtok B
6nictepi, no 3 abo 6
GnicTtepis B
KapTOHHIN nayui

KOHTPOIIO AKOCTI
Ta BUMYCK cepii:
Oexkcensb JlTA.,
I3paine;
BMNPOOYBaHHS
KOHTPOIMIO AKOCTI
(mikpobionoriyHui
KoHTpornb): TOB
IHCTUTYT Xap4oBoi
Mikpobionorii Ta
CNOXMBYUX
ToBapiB., I3painb

peyoBuWH. 3MiHa NnapamMeTpiB cneumdikaLli
Ta/abo 4oNyCTMMUX MEX AN AOMOMKHOT
PEYOBMHM (AOMOBHEHHS cneuudikauii HoBUM
NOKa3HWKOM 3 BiANOBIiAHUM METOAOM
BUNPOBYBaHHs)
3miHa B napameTpax cneumdikauii ans
ponomixHoi pevouHn OPADRY Y-1-7000-
WHITE, a came AonoBHeHHs cneuudikauii
MeToaoM abcopbuiiiHoi cnekTpodoToMeTpii B
iHppayepBoHil (1Y) obnacTi. Takox 6ynu
BHECEHi He3HauHi peJakuiHi 3MiHn 3a
nokasHukom "ASH".
3MiHu | TUNYy - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTporb JOMOMiIKHUX
peyoBuWH. 3MiHa NapameTpiB cneumdikauin
Ta/abo AoNYyCTUMUX MeX Ans AONOMKHOT
pPeyoBUHM (BUNYYEHHS 3i cneundikaLii
He3Ha4yHOro nokasHwka (Hanpvknaz 3acrapinoro
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
nokasHuka))
3miHa B napameTpax cneuudikauii ans
ponomixxHoi pevouHn OPADRY Y-1-7000-
WHITE, a came BunyyeHHs metogy
"laeHTudikauii TuTaHy giokcmay" 3a 4ONOMOrot
XiMiYHOI peakuii.
103. | ECMEPOH® PO34UH ANS iH'eKLin, Mepk Wapn i LLisenuapis BnpobHuuTtBo in Hinepnangu BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis: 3a UA/7719/01/01
10 mr/mn; no 5 mn Hoym IOEA bulk, / 3miHu | Tvny - 3minm 3 AkocTi. CepTudikat peuernmom
(50 mr) y cbnakoHi; mM6X nepBuHHe/BTOpUH | CroBavynHa BignosigHocTi/lE-cepTudikaT BigNoBigHOCTI
no 10 conakoHiB y He nakyBaHHS, €BponeWcbkin dapmakonei/MoHorpadii.
KapTOHHiIN kopobui KOHTPOIb AKOCTI lMoaaHHsa HoBoro abo oHoBrEHOro cepTudikaTta
Ta BUNYCK cepii: BignoBigHoCTI a6o BUNy4YeHHs cepTudikara
H.B. OpraHoH, BigNoBigHOCTI €Bponeichkin dapmakonei: ons
HigepnaHau; A®Il; onsa BuxigHoro
Bupo6bHMUTBO in MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, L0
bulk, nepsnHHe BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
nakyBaHHs Ta AOMOMDKHOT pe4voBUHM (cepTudikat
KOHTPOMb AKOCTi: BiNoBIigHOCTI €Bponeichkin dhapmakonei) -
Cirdopig XamenbH OHoBReHuI cepTudikaT Bif y>Ke 3aTBEpAXEeHOro
'mM6X, HimevuunHa; BMPOGHMKa - MNogaHHsA oHoBREeHOro cepTudikaTy
AnbTepHaTUBHUNI BianosigHocTi EP R1- CEP 2009-231-Rev 02
KOHTPOJb SIKOCTI: (nonepepaHs Bepcis CEP R1- CEP 2009-231-Rev
XamernbH pAac 01) ana A®I PokypoHito 6pomiay Big Bxe
c.p.o., 3aTBepakeHoro BupobHuka Laurus Labs Limited,
CrnoBayuuHa; IHAis, y 3B’3Ky 3 BHECEHHSIM 3MiH 40 agpecu
[o3Bin Ha Bunyck BMPOBHVKa MPOMIXKHUX PEYOBUH POKYPOHIO
cepii:Mepk Lapn i 6pomigy. 3atBepmkeHo: LAURUS LABS
Ooym B.B., LIMITED Plot No. 21, Jawaharlal Nehru Pharma
Hinepnangu City
Parawada, India-531 021 Visakapatnam, Andhra
Pradesh
3anponoHosaHo: LAURUS LABS LIMITED Unit-
I, Plot No. 21, Jawaharlal Nehru Pharma City
Parawada Mandal, India-531 021 Anakapalli
District, Andhra Pradesh
104. | ECNA- NOpPOLLOK AN Ecnapma HimeyuunHa BMPOGHMLUTBO HimevyuunHa BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a UA/14782/01/01
DOLINH® OpanbHOro Po3yvnHy mMBEX Hepo3dacosaHoro 3miHu | TMny - 3miHm 3 sikocTi. CepTudpikat peuenmom
no 3000 mr/nakeT no npoaykTy, BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
8 r nopotuky (3000 nepBuHHe €Bponelicbkiit hapmakonei/MoHorpadii.
Mr Ail040i pe4oBUHN) nakyBaHHs, MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta
y naketi; no 1 BTOPUHHE BiNOBIgHOCTI abo BUNy4YeHHs cepTudikara
nakeTy B KApTOHHIN nakyBaHHs, BiQNOBigHOCTI €Bponenckin hapmakonei: ans
ynakoBLji KOHTPOMb SIKOCTI, AQDI; ans BuxigHoro
BUWMYCK Cepil: marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
Ningodapm M6X, BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ans
HimeuumnHa; [OOMOMDXHOT pevoBUHU (cepTudikaT
BTOPUHHE BiAMOBIAHOCTI €Bponenchkin dapmakonei) -
naKyBaHHs: BunyyeHHsi cepTudgikatiB (3a HasiBHOCTI

ecnapma ®apma
Cepsices 'M6X,
HimeyunHa

MynbTUNIETHOro cepTudikata Ha martepian).
Buny4eHHs cepTudikata BignoBigHOCTI
€Bponewcbkin dapmakonei RO-CEP217-166-
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REV00 Ha AdI hocchomiumHy TpomeTamony
BmpobHuka INTERQUIM S.A. DE C.V, Mexico.
3anuwatoTbes 3aTBepAXeHi BUPOOHUkM AD|
doccomiymHy Tpometamony: F.I.S. FABBRICA
ITALIANA SINTETICI S.p.A., ltaly Ta
CLAROCHEM IRELAND LTD., Ireland.
105. | ETONO3UA- KOHLeHTpaT Ans Mini Xenckepe Benuka BeHyc Pemegic IHAisA BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis: 3a UA/6439/01/01
M po34nHy ans Timiteq Bputanis Timiteq TexHiuHa nomwurnka (3rigHo Hakasy MO3 Big peuernmom
iHdysin, 20 mr/mn no 23.07.2015 Ne 460). BunpaBneHHs TexHIYHOI
2,5 mn (50 mr), abo nomunku B 3aTeepmakeHnx MKA 13 3a
5 mn (100 wmr), abo nokasHukom «MexaHudeckve BknoveHus b.
10 mn (200 mr) y HeBuanmble yacTuupbl» CTOCOBHO
dnakoHi; no 1 HeBiAnoBigHOCTI iHbopMaLii (pisHOUNTaHHS) y
hbnakoHy B kopobui Mexax 04HOro JOKyMeHTa Mix cneundikauieto
Ta MeTof4amMu KOHTPOIto, a came HeBipHO
3a3Ha4YeHo 3HaK PiIBHOCTI 3a3Ha4Y€eHO:
10pm=6000; 25um=600 3amicTb: 10ums 6000;
25um=<600. 3a3HayeHe BMNpaBreHHs Bignosigae
MaTepianam peecTpauifiHOro 4ocbke, SKi
npeacTaBneHi B apxisi.
106. | EY®INIH PO34MH Anst iH'ekuin, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/20254/01/01
20 mr/mn; no 5 mn "®APMACEST" "®APMACET" 3minn | TMny - 3MiHK Woao peuenmom
abono 10 mn B 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsaay.
amnyni BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnx
nonieTuneHoBin; no npo cuctemMy chapmakoHarnagy (BBeAeHHs
10 amnyn y nayui 3 y3aranbHeHUX JaHnX Npo cuctemy
KapTOHYy hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi 0cobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
apmakoHarnsay; KOHTaKkTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
dapmakoHarnsay B YKpaiHi, AKLWO BOHA
BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiAnoBiganbHoI 3a 3AiNCHEHH:A hapMakoHarnsgy
(BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MmilLieHHI MacTep-anna cuctemm
papmakoHarnsigy) - 3MiHa ynoBHOBaXeHOT
ocobu 3aaBHMKA, BiAnNoBiganbHoi 3a
dapmakoHarnag,.
Litoya pepakuisi: Boray TeTsiHa OnekcaHapiBHa.
[MponoHoBaHa pepakuis: boray Bonoammup
Bonogvmuposuny
107. | E®@PE3EN renb;no5r,15r,30 | Mangepma CA LLisenuapis NABOPATOPIT ®paHuis BHECEHHS1 3MiH 10 peecTpaLiiHnx maTepianis: 3a UA/15311/01/01
r rento y Ty6i; no 1 FANIAEPMA 3MmiHun | TMny - 3MiHuM 3 sikocTi. [oToBUIA peuenmom

Ty6i B KApPTOHHIMN
kopob6ui; no 15, 30
I rento y KOHTEeNHepi;
no 1 KoHTelHepy B
KapTOHHI kopobui

nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLwi 3MiHK) - MNprBeaeHHs!
peecTpaLinH1X OKYMEHTIB NiKapCbKoro 3acoty
y BiAMNOBIAHICTb 1O BMMOT 3aKOHO4aBCTBa,
3asBHMKOM NOAaHO 3MiHY LLOAO nepeknagy
paHille 3aTBEpAXXEHOro POCINCHKOK MOBOKO
DoKyMeHTY "MeToan KOHTPOIHO SIKOCTI
nikapcbkoro 3acoby". 3MiHW CTOCyHTbCS NuLLe
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MOBW BUKNAAEHHS, iHLLIMX 3MiH 40
3aTBEPAKEHHMX cneumdikauin Ta meToais
KOHTPOIO HE BHOCUTbLCS.

108. | SOMETA® KOHLeHTpaT Ans Hosaprtic LLisenuapis BMPOBOHMLTBO 3a LLisenuapis BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/8368/01/01
pPO34mnHy Ans dapma Al MOBHUM LINKIOM: 3MiHu | TUny - 3MiHK Woao peuenmom
iHdysin, 4 mr/5 mn; HosapTic ®apma 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
no 5 mn y crakoHi; LWtenH AT, BBeneHHs abo 3miHM [0 y3aranbHeHUX AaHnx
no 1 dnakoHy B LLisenuapis; npo cuctemy chapmakoHarnagy (BBeAeHHs
KapTOHHiIN kopobui BUPOGHMLTBO, y3aranbHeHVX JaHnX Npo cuctemy

nepBUHHE dapmakoHarnsigy, 3MmiHa yroBHOBaXeHOi 0cobu,
nakyBaHHS: BiANOBIgANbHOI 3a 34iNCHEHHS
®peseHiyc Kabi capmakoHarnsgy; KOHTakTHoi ocobu 3
ABcTpist TMBX, bapmakoHarnagy 3asiBHMKa Ang 34iMCHEHHSA
ABCTpis; dapmakoHarnsay B YKpaiHi, AKLWO BOHA
Bi3yanbHui BigMiHHA Big yNOBHOBaXXeHOI ocobu,
KOHTPOIb BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
CTepuni3oBaHnX (BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
c¢nakoHiB anga PO3MiLLEHHI MacTep-thanna cuctemm
BUpPOBHMKa dapmakoHarnagy). 3MiHa yrnoBHoBaXkeHOI 0cobu
®peseriyc Kabi 3asiBHUKA, BiANOBiAanbHOI 3a hapmakoHarnsa.
ABcTpist TMBX, Litoua pegakuis: David J Lewis, B. Sc (Hons),
[pau): ®peseHiyc Ph.D. NponoHoBaHa peaakuis: Dr. Justin
Kabi AscTpis Daniels, Ph.D. 3miHa KOHTaKTHMX faHuXx
'mM6X, ABCTpisi; YNOBHOBaXeHOI 0cobu 3asiBHUKa,
KOHTPOrb SKOCTi BigNoBiganbHoi 3a hapmakoHarnag. 3MiHa
32 NOKa3HNKOM MiCLile3HaxoMXeHHs macTep-dainna cucremm
"BakTepianbHi hapmakoHarnsgy. 3miHa micusi 34iNCHEeHHS
€eHOO0TOKCUMHK" ans OCHOBHOI AiiNbHOCTI 3 hapMakoHarnsay.
BMPOGHMKa
®peseHiyc Kabi
ABcTpis [M6X,
[pavu; ®peseHiyc
Kabi AscTpisi
'mM6X, ABCTpis;
KOHTpPOIb AKOCTI
3a MOKa3HVKOM
"CTtepunbHicTb"
Ons BUpobHuka
®peseHiyc Kabi
ABcTpis ['M6X,
pau: ATEC 'm6X
IMEL, AscTpisi
109. | IBYNPOM cycneHsisi oparnbHa tOHinab, I CLUA Bupo6HMUTBO, Icnanis/ BHECEHHS 3MiH 10 peecTpaLiiHnX maTepianis: bes UA/15878/01/02
Ona OITEN no 200 mr/5 mn, no nepBuHHe Ta Hinepnangm 3MminHn | TMny - 3MiHK Woao peuenma
®OPTE 30 mn, 100 mn, 150 BTOPUHHE / MNonbLa 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay
mn a6o 200 mny nakyBaHHs1, (iHLWi 3MiHK) - 3MiHM BHECEHO B TEKCT
dnakoHi; no 1 KOHTPOMNb SKOCTI, MapKyBaHHS MEPBMHHOI Ta BTOPUHHOI YMakoBOK
hbnakoHy B BUNYyCK cepii nikapcbkoro 3acoby y n. 4. «J1IKAPCbKA
KOMMMEKTI 3i roToBOro SOPMA TA KIJTbKICTb OONHWLB B
LUNPULLOM- NpoayKTYy: YMNAKOBLI», n. 5. «CIMOCIB TA WNAX
Aosatopom no 5 mn dapmacbeppa BBEOEHHAy, n. 8. «OATA 3AKIHYEHHA
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110.

I3IKNIH

KOHUeHTpaT anda

INCEH

MaHydek4ypiH,
C.N., IcnaHis;
BupobHmuTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb SIKOCTI,
BUNYCK cepil
roToBOro
NpoayKTy:
Oendapm bnagen
B.B., HigepnaHaw;
KoHTponb siKoCTi
(32 BUHATKOM
Mikpo6ionoriyHoro
KOHTPOSH0),
BMNYCK cepil
roToBOro
NpoayKTy:
dapmanigep,
C.A., IcnaHis;
BupobHunuTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPOMb SIKOCTI:
Epnedapm, C.J11.,
Icnanis;
AnbTepHaTuBHa
ainbHUUA ans
npoBeaeHHs
MikpobionoriyHoro
KOHTpOro
(cybporosip 3
BVPOGHMKOM
dapmanigep,
C.A.): bionab
C.J1., Icnanis;
Bwunyck cepii
roToBOro
NPOAYKTY:
TOB HOC
dapmalis,
Monbwa

TEPMIHY MPUOATHOCTI», n. 15. «A41A

JIIKAPCBbKMX 3ACOEBIB, AKI MPU3HAYEHI
JnAa CAMOCTIMHOIO NIKYBAHHSA —

IHPOPMALIA LLOOO BACTOCYBAHHAY; n.

16. «IHOPOPMALIA, AKA HAHOCUTBLCA
LIPNSTOM BPAMINA» (BTOPUHHA ynakoBKa).
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPOKEHHS

OparnbHOro Po3ymHy;
6nm3bko 176 mn
KOHLeHTpaTy ans
OparnbHOro Po34nHy
y NAALWLi; no 2

NNALWKA Y KOMMAEKTI

KOHCBIOME
P XENCKEA,
AKLiOHepHe
TOBapUCTBO
CMpPOLLEHOro

™ny

DdpaHuis

BO®YP INCEH
IHOYCTPI

®paHuia

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
TexHiuHa nomwurnka (3rigHo Hakazy MO3 Big
23.07.2015 Ne 460). BunpaBneHHs TEXHIYHMX
NOMUIOK Yy creumdikaLii Ta MeTogax KOHTPOso
13, siki noB’si3aHi 3 nepeHeceHHaM iHdopmaulii
CTOCOBHO BUNpobyBaHb ineHTudikauii Ta

peuerimom

KifIbKiICHOrO BU3HAYEHHs1 MarHito, Kanito, HaTpito,

3a

UA/14703/01/01
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3 04HUM cynbaTy Ta HaTpito 6eH3oaTy, a came y rpadi
CTakaH4MKOM 3 «MeToaun» posginy «Cneumdikauis» 3a3HayveHo,
MIpHOIO MiHi€lo, Y LLIO MeToA iOHHa XpomaTopraqis €
KapTOHHiI kopooLi «anbTepHaTUBHUIA BHYTPILLHIA». A TakoX y
MeTOAMKax 3a NokasHukamu «lgeHtudikauis.
MarHin», «lgeHTudikauia. Kaniny,
«lgeHTudpikauis. Hatpiny», «lgeHTudikauis.
Cynbdaty», «lgeHTudikauis. Hatpito 6eH3oaT»
po3giny «MeToaun KOHTPOIO» 3a3Ha4YeHo Lo
«igeHTudpikauis npoBoAMTLCA O4HOYACHO 3
KifTbKICHUM BU3HAYeHHAMY. 3a3HaudeHi
BUMpaBMeHHs BignoBigaoTb MaTepianam
pPeeCTpaLiiHOro AOChE AKi 3HaXoAATbCA B apXiBi.

111. | IHONNYBAK® cycneHsis ans ABGoTT Hinepnanau BMPOBHMLTBO Hipepnanan BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a He UA/18498/01/01
TETPA iH'ekuin; no 0,5 mn Bionoaxikans «final bulk»; 3MmiHu Il Tuny - 3miHm 3 akocTi. ADI. peuenmom nionsieae
BAKLUUHA cycneHsii ans B.B. KOHTponb «final BupoBHMLTBO. 3MiHU B aKTUBHI pe4OBUHI
onsd iH'ekuin y bulk» (kpim TecTy Ce30HHUX, NepeanaHaemidHmx abo naHgeMivHnxX
MPO®ITAKT nonepegHL0 Ha CTepPUnbHICTb); BaKUWH NPOTW Bipycy rpuny noavHu (3amiHa
UKn remny HanoBHEHOMY KOHTpPOIb cepii wramy(iB) y CE30HHUX, NepeanaHaeMiyHnx abo
YOTUPLOXB | ogHopa3oBomy m3 naHAeMiYHUX BakuMHax npoTu Bipycy rpuny
AJNEHTHA, LUNPULi 3 rofKo (ineHTUdbikauis Ta NoAMHNM) 3MiHa WTaMoBOro cknagy BakUUHM ons
NMOBEPXHEB | a6o 6e3 ronku; no 1 KifbKicHe npodinakTukx rpuny BiANOBIAHO OO
nn a6o 10 wnpwuuis B BU3HAYEHHS pekomeHgauin BOOS3 ans MiBHivHOI niBkyni
AHTUIEH, KapTOHHiI kopobui remarnioTuHiHy ce3oHy 2024-2025 pp. 3miHM BHOCEHO A0
IHAKTUBOBA (FA), bakTepianbHi peecTpauinHoro noceigyeHHsl, MK, B
HA/ €HOOTOKCUHN): IHCTPYKUIil0 ANSt MEAVYHOrO 3aCTOCYBaHHS
INFLUVAC® ABGoTT nikapcbkoro 3acoby y po3gin «Cknag» 3
TETRA Bionopgxikana BigNOBIgHVMM 3MiHAMU Y TEKCTi MapKyBaHHSs
INFLUENZA B.B., Hinepnanaun YNaKoBKU flikapcbKoro 3acoby.

VACCINE
QUADRIVALE KOHTponb «final
NT, bulk»
SURFACE (cTepunbHicTb Ta
ANTIGEN, GakTepianbHi
INACTIVATE €HOO0TOKCUHWM);
D nepBuHHe Ta
BTOPUHHE
nakyBaHHs M13;
KOHTpOrb cepii
M3 (kpim
iaeHTndiKaLii Ta
KiflbKiCHOTO
BU3HAYEHHS
reMarntoTuHIHY
(FA); TecT Ha
cTabinbHicTb);
Bunyck cepii MM3:
ABGoTT
Bionopgxikana
b.B., Hinepnanau
112. | IPUHOTEKAH | koHueHTpaT ans AAP ®APMA O6'egHaHi BEHYC PEMEQZIC IHaisa BHECEHHS 3MiH 0 peecTpauinHMX MaTepianis: 3a He UA/20148/01/01
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-AAP

pO34uHy Ans
iHdpy3in, 20 mr/mm;
no 2 mn (40 mr) abo
no 5 mn (100 mr) y
cbnakoHi, no 1 abo
10 dpnakoHiB y
KapTOHHiI kopooLi

®3-nnc

Apabcebki
EwmipaTn

JIMITEQ

3MiHu | TMny - 3MiHK Wwopao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKi XapaKTepUCTULi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii ans
MeOMYHOro 3aCTOCyBaHHS
reHepUYHMX/ribpuaHnx/6ionofibHMX nikapcbknx
3acobiB nicns BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
HaZaHHS XOAHWX HOBMX J40OATKOBUX AaHWX).
3MiHV BHeCeHi [0 IHCTPYKLIi Ans MeguyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"®apmakoTepaneBTuyHa rpyna. Kog ATX"
(3miHa kogy ATX)", "dapmakonoriyHi
BnactmsocTi", "lNoka3aHHa" (pegaryBaHHs
iHdbopmalii), "MpoTunokasaHHs", "Ocobnusi
3axoau 6esnekun", "B3aaemogais 3 iHLWLIMMUK
nikapcbknmmn 3acobamu Ta iHWi BUan
B3aemogin", "OcobnueocTi 3acTtocyBaHHA",
"3acTocyBaHHs y nepiod BariTHOCTi abo
rogyBaHHs rpyaar”, "3gatHicTb BnvMBaT Ha
LBMAKICTb peakuii Npy kepyBaHHi
aBTOTPaAHCNOPTOM abo iHWMMK MexaHiamamn”,
"Cnocib 3acTocyBaHHsi Ta o3n",
"Mepepno3yBaHHs", "MNobGiyHI peakuii”,
"HecymicHicTb" 3rigHo 3 iHdopMmauieto Wwoao
MEeOMYHOro 3aCTOCyBaHHS pedepeHTHOro
nikapcbkoro 3acoby (Campto® 20 mg/ml
concentrate for solution for infusion).

peuyerimom

nidnsieae

113.

KAOYET 5/10

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 5
mr/10 mr, no 10
TabneTok y 6nictepi;
no 3 6nictepu B
KapTOHHiIN kopobui

BiaTpic
CnewenTi
nnc

CLA

Mdparizep
MeHtodek4ypuHr
Honunenn M6X

Himeyuunna

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3miHu | TMNy - 3miHm 3 sikocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkin hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBNEHOro cepTudikaTta
BigMNoBigHOCTI abo BUNy4eHHs cepTudikata
Bi4NoOBIigHOCTI €Bponenchkin dapmakonei: ons
A®Il; ansa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBI A®I; ans
[OMOMDXHOT peqoBUHU (cepTudikaT
BigNoOBigHOCTI EBponeichkin hapmakonei) -
HoBwuin cepTudikaT Big HOBOro BUPOGHMKa
(3amiHa abo ONOBHEHHS), NOAHHS HOBOTO
cepTucpikaTa BignosigHocTi €Bponenchkil
dapmakonei Ne RO-CEP 2021-215 - Rev 00 ans

gitoyoi pevouHn Amlodipine besilate, Process C

Big HoBoro Bnpo6Huka Pfizer Asia Manufacturing
PTE. LTD. (gonoBHeHHs1). 3miHu | Tuny - 3miHn 3
skocTi. A®l. KoHTponb A®l. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHoro
MaTepiany/npoMiKHOrO NpoayKTy/peareHTy, LWo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuuTea Ad|

3a
peuerimom

UA/5635/01/02
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PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

(iHWi 3miHWM y MeTofax BMNpobyBaHHsI
(Bkntoyaroum 3amiHy abo gonosHeHHs) APl abo
BVXiAHOro/NMpoMiXKHOro NPOAYKTY), AOAAHHS
anbTepHaTuBHoro metogy TM-8065A (Laser
Light Diffraction) ans BusHa4yeHHs nokasHuka
«Po3Mip yacTok» ans gito4oi peyoBUHU
Amlodipine besilate

114.

KAPBOMNAT
WH

pO34MH Ans iH'ekuin,
10 mr/mn, no 45 mn
y cbnakoHi; no 1
hbnakoHy B
KapTOHHiIN kopoOLi

Mini Xenckepe
Nimiten

Benwuka
BpuTtaHia

BeHyc Pemegic
Nimiten

IHaisa

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro

nikapcbKoro 3acoby (iHLWi 3MiHWN) BHECEHHS 3MiH

0o cneundikadii Ta meTogis BUNpobyBaHHS 3a
HaCTYMHUMK NokasHukamu: “O6’em Lo

BUTAraeTbes’, “laeHTndikauia” , “MexaHivHi
BKMoUeHHs”, “LinknobyTaH-1,1-gukapboHoBasi
kucnota”. BBegeHHs 3MiH NpoTsarom 6-Tu micauis
nicns 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHn 3
sKocTi. [oToBMI Nnikapcbkuii 3aci6. Cuctema
KOHTelWHep/3aKkynoptoBanbHuii 3acio. 3MiHa
PO3Mipy yNakoBKu rOTOBOrO NiKapCbKoro 3acoby
(BUNYYEHHS yNakoBKW NEBHOTO PO3Mipy)
BUSTYYEHHS YNaKoBKM NO 5 Mn y cpnakoHi; no 1
nakoHy B KapTOHHIN kopobLi. 3MiHN BHECEHO B
iHCTPYKUilO ANst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "Ynakoska"
(BUNYYEHHS yNakoBKN NEBHOTO pO3Mipy). 3MiHu |
Tuny - 3MiHK 3 sikocTi. [O0TOBWMI Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikai Ta/abo gonyctTummx
MeX roToBOro nikapcbkoro 3acoby (BHECEHHS
3MiH A0 OOCbE MiCNs OHOBIEHHS 3aranbHol
CTaTTi Ha roToBY Nikapcbky hopmy y
OdY/Esponelickkint dapmakonei)
BiJOKpEMIEeHHs cneumdikauii Ha TepMiH
nNpyAaTHOCTI 3a nokasHukom “KinbkicHe
BM3HAYEHHS” Ta NPUBEAEHHS METOAMKM [0
gitovoro BuaaHHa B®. BeegeHHs 3MiH npoTsirom
6-TK MicaUiB nicna 3aTBepAXKEHHS

3a
peuyerimom

He
nidnsieae

UA/9294/01/01

115.

KETOHAN®

kpem 5% no 30ry
Ty6i, no 1 Ty6i y
KapTOHHiIl kopobuyi

Canpos
dapmacbioTika
n3 p.Aa.

CnoBeHisi

Cantotac dapma
m6X

HimeuvunHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHu | TUnYy - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6 (iHWi 3miHK),
OHoBreHHs p. 3.2.P.7. Cuctema
KOHTeWHep/3aKynoptoBarnbHuUi 3acib: y 3B's3Ky 3
nepeHeceHHsIM BUpobHuuTea M3 3 Lek
Ljubljiana Ha Cantotac ®apma 'm6X
BuaanseTbes iHopmMalli Wwoao nonepaHsLoro
BMpoGHUWKa Lek; HapaeTbcs eguHa cneumndikauis
ans obox Ty6, T06T0 ANnst 30 Ta 50 r Ty6ax;
cepTugikatu skocTi Ans 06ox Ty6. MoBHa
cneungikaLis 3anuaeTbcs He3MiHHO, 3a

3a
peuerimom

UA/8325/07/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
BUHATKOM PO3MIipiB; BHOCATLCS pedaKLiviHi
3MiHW; HapaTbCs cepTUdikaT AKocTi Anst 060x
TY6
116. | KETOHAN® TabneTku, BKPUTI CaHpos CnoBeHiqa BUPOGHMLTBO in CnoseHisi/ BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a He UA/8325/04/01
®OPTE NniBKOBOO dapmacbioTika bulk, nepsuHHe Ta MonbLa 3MiHM | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom nidnszae
obornoHkoto, no 100 n3 a.o. BTOPUHHE HaliMeHyBaHHs Ta/abo agpecu micus
mr; no 20 TabneTok nakyBaHHs, NpoBagXXeHHs AiAnbHOCTI BUpOoOHuKa/imnopTepa
y donakoHi; no 1 KOHTpOnb cepii roTOBOrO NMikapCbKOro 3acoby, BKMKOYaoum
hnakoHy B (okpim [inbHUL BMNYCKy cepii abo micLe npoBeaeHHs
KapTOHHiIN kopobLyj; Mikpob6ionoriyHoro KOHTPOIIO SKOCTI. (QisnbHICTb, 3a AKy Bignosinae
no 10 TabneTtoky KOHTPOIH0): BMPOBHMK/IMNOPTEP, HEe BKIOYaouM BUMYCK
6nictepi; no 1 HoBaprTic cepin). BHacnigok BigokpemneHHs komnaHii
Gnictepy B dapmachkioTikan SANDOZ Big komnaHii Novartis 6yno ctBopeHo
KapTOHHiIN kopobui MaHydakTypuHr HOBY Ha3BY OPMANYHOI 0CObW, L0 oTpMMana

JJ1C, CnoeeHisi

KOHTpOrb cepii
(nnwe
MikpoGionorivyHuii),
BMNYCK cepii:
Jlek
dapmaueBTMyHa
KOMNaHis a.a.,
CnoBeHisi

BUPOBHMLTBO
Hepo3adacoBaHol
npoayKuir,
KOHTPOMb Cepii:
Jlek C. A,
MonbLa

HOBWI NOYTOBUM iHAEKC. Y pesynbTaTi
BinbyaeTbcA 3amMiHa Ha3BMW, agpecu (NoLLTOBOro
iHAekcy) Ta pyHKLUin BUpobHuKa, Lo BiANoBiaae

3a BUPOBHMLTBO Hepo3dacoBaHoi NpoayKuii,
nepBUHHA | BTOPUHHA YMaKoBKa, KOHTPOIb cepii,
[[03BiN Ha BMNycK cepii 3 "llek PapmavueBTnyHa
KoMnaHis 4.4., BeposLwkosa 57, JltobnsiHa 1526,
CnoseHis"("Lek Pharmaceuticals d.d.,
Verovskova 57, 1526 Ljubljana, Slovenia") Ha
"HoBapTic ®apmachbtoTikan MaHydakTypuHr
JINC, Byn. BeposLukosa 57, NMiobnsHa 1000,

Cnosenig" ("Novartis Pharmaceutical
Manufacturing LLC, Verovskova ulica 57, 1000
Ljubljana, Slovenia") 3 cbyHKUissMY: BUPOBHULITBO

in bulk, nepBMHHE Ta BTOPMHHE NaKyBaHHS,
KOHTpOrb cepii (o0kpiM Mikpobionori4Horo).
daKTMYHe MicLue3HaxXooKeHHs1 He 3MiIHUIOCS.
PYHKLT KOHTPONb cepii (NMLwe MikpobionorivyHWn)
Ta BUNYCKy cepii i Hagani BUKOHYBaTUMYTbCS
komMmnaHieto "Nek PapmaueBTUYHa kKOMNaHia 4.4.,

Byn. Beposwkosa 57, lio6nsHa 1526,

CnoseHis" ("Lek Pharmaceuticals d.d.,
Verovskova ulica 57, 1526 Ljubljana, Slovenia").

TakoX 3anponoOHOBAHO pefaKLiviHi 3MiHK, a
came BKItoYeHHs croBa "ulica” (To6To Bynuus)
0o agpecu BUpobHuUnx ainbHuus "Novartis
Pharmaceutical Manufacturing LLC, Slovenia "
Ta "Lek Pharmaceuticals d.d., Slovenia". 3miHu

BHECEHO B iHCTPYKLitO ANSt MEANYHOrO

3aCTOCYBaHHSI NiKapCbKoro 3acoby y po3ain
"Micue3HaxoakeHHs1 BUpobHuKka Ta agpeca
MicUsi MpoBagXEeHHS NOro fisinbHocTi" 3
BiAMOBIAHVMU 3MiHAMU B TEKCTi MapKyBaHHS
ynakoBoK. TepMiH BBEAEHHS 3MiH - NPOTSroM 6
MicsaUiB nicns 3aTBepXEHHS. 3MiHu | Tuny -
3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta
apmakoHarnsgy (iHwi 3miHn). 3mMiHW BHECEHO Y
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
TEKCT MapKyBaHHS BTOPUHHOT YMaKoBKM
nikapcbkoro 3acoby y n.8. «[jata 3akiH4eHHs
TepMiHy npugaTHocTi», n.11. «HaiiMeHyBaHHS i
MicLle3HaxooKeHHs1 BUpobHuka Ta/abo
3asBHMKa», N.14. «Kateropisi Bignycky», n.17.
«IHLWE» Ta y TEKCT MapKyBaHHS NePBUHHOT
ynakoBku n. 4. «[JaTa 3akiH4eHHA TEPMiHY
npuaaTHOCTI», M. 6. «IHLE».
TepMmiH BBeOEHHS 3MiH - NPOTSArom 6 Micsuis
nicnsi 3aTBepAXXEeHHs
117. | KICKATI TabneTkn, BKpUTI Hosaprtic LLisenuapis BMNYCK cepii: Himeuunna/ BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/18205/01/01
nniBkOBOKO dapma Al HosapTic ®apma Cinranyp 3MinHun | TMNy - 3MiHK Woao peuenmom
o6onoHkoto, no 200 'M6X, HimeuyumnHa; 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
mr, no 21 Tabnetui y nepBuHHE Ta BBeneHHs abo 3miHM 0O y3aranbHEHUX AaHNX
6nictepi, no 3 BTOPUHHE npo cucteMmy dapmMakoHarnsgy (BBefeHHs
Gnictepn y naKyBaHHs: y3aranbHeHVX JaHnX Npo cucTemy
KapTOHHiIN kopobuyj; Hosaptic ®apma dapmakoHarnsgy, 3MiHa yroBHOBaXXeHOi ocobu,
no 21 tabnetui y MpoaakwH MéX, BiQNOBiQanbHOI 3a 3AiNCHEHHS
6nictepi, no 3 HimeyuumHa; capmakoHarnsgy; KOHTakTHoi ocobu 3
6nictepn y BMPOBHMLTBO, apmakoHarnsay 3asiBHVKa ANs 34iNCHEHHS
KapTOHHiIN kopobLyj, KOHTPOMb AKOCTI: bapmakoHarnagy B YkpaiHi, AKLO BOHa
no 3 kopobku y HoBaprTic BigMiHHA Big yNOBHOBaXXeHOI ocobu,
KapTOHHiIN kopobui CiHranyp BiAMOBiAanbHOI 3a 3aiNCHeHHs hapmakoHarnsaagy
dapmacbloTukan (BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
MaHydekTypiHr po3MilLieHHi MacTep-thanna cuctemm
Mre. lTa., dapmakoHarnagy)- 3miHa ynoBHOBaXKeHOi 0cobu
CiHranyp 3asBHVKa, BignoBigansHoi 3a hapMakoHarnsg.
Litoywa pepakuis: David J Lewis, B. Sc (Hons),
Ph.D. NponoHoBaHa peaakuis: Dr. Justin
Daniels, Ph.D. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXeHOI 0cobu 3asiBHUKa,
BiAMNoOBiAanbHOI 3a dapmakoHarnsg. 3MiHa
MicLle3HaxooKeHHs MacTep-hanna cuctemu
hapmakoHarnsgy. 3miHa micus 3giNcCHeHHs
OCHOBHOI AiANbHOCTI 3 dpapmakoHarnsgy.
118. | KIIEKCAH®30 | po3uuH ons iH'ekuin TOB "CaHodi- YkpaiHa SAMAP XENC Icnanis/ BHECEHHS 3MiH 10 peecTpaLiiHnx mMaTepianis: 3a UA/10143/01/01
0 no 10 000 aHTK-Xa ABeHTiC KEAP CEPBICI3 HimeuunHa 3MiHu | TUnYy - 3miHu 3 skocTi. APl KoHTponb  |peyenmom
MO/mn; Ne 1 (no 1 YkpaiHa" MAOPUA, C.AY., A®I. 3miHa y meTogax BunpobyBaHHa AD| abo

6aratopo3oBomy
dnakoHy no 3 mn B
KapTOHHiIN kopobLyi)

Icnanis;; CaHodi-
AeHTiCc Jonunang
'm6X, Himeuuynna

BUXiAHOro MaTepiany/npoMiXHoro
NpoAYyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHmutea API (iHWwi 3miHK y
MeToAax BUNpobyBaHHS (BKMOYaoun 3aMiHy
abo gonoBHeHHs1) A®I abo
BUXiZHOro/NpoMiXKHOro NpoaykTy). MeToto
BHECEHHS L€l 3MiHM € peecTpaLlist XpOMOreHHOro
KiHeTU4HOro metoay (€Bponercbka
dapmakones, MoHorpadis ) Sk anbTepHaTUBy
mMeToay renb-Tpomby. 3miHu | Tuny - 3miHn 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOrO flikapcbKkoro 3acoby. 3miHa y meTogax
BMNPoBYyBaHHS rOTOBOrO NiKapCcbkoro 3acoby
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n/n

JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

119.

KO-AIOBAH®

(iHWi 3miHK y meTogax BunpobyBaHb
(Bkntoyatoum 3amiHy abo AonoBHEHHS)). MeToto
BHECEHHS L€l 3MiHM € peecTpaLlisi XpOMOreHHOro
KiHeTUYHOro meToay (€sponencbka
dapmakones, MoHorpadis ) Sk anbTepHaTuBy
MeToay renb-Tpomoy.

120.

KO-OIOBAH®

TabneTku, BKpUTI
NniBKOBOIO
ob6onoHkoto, no 160
mr/12,5 mr; no 14
Tabnetok y bnicrepi;
no 1 a6o 2 6nictepu
y kopobLj 3 kKapToHy

Hosapric
dapma Al

LLisevinapisa

BnpobHuuTBO 3a
MOBHUM LIUKITOM:
Hosaprtic ®apma
C.n.A,, Itanis;
lMepBuHHE Ta
BTOPUHHE
nakyBaHHs:
Midapm C.n.A,,
ITanis; KoHTponb
sakocTi: CaHpnos
C.P.J1., PymyHis

ITanis/
PymyHis

BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis:
3MmiHn | Trny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHeHVX AaHnx
npo cuctemy hapmakoHarnagy (BBeAeHHs
y3aranbHeHVX JaHnX Npo cUcTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnagy 3asiBHMKa ANg 30iNCHEHHSA
apmakoHarnsay B YKpaiHi, AKLWO BOHA
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsay
(BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEHHI MacTep-thanna cuctemm
dapmakoHarnagy) - 3miHa ynoBHoBa)eHoil
ocobu 3asBHMKA, BiANOBIAaNbHOI 3a
dapmakoHarnag. ditova pegakuisa: David J
Lewis, B. Sc (Hons), Ph.D. NMponoHoBaHa
pegakuisa: Dr. Justin Daniels, Ph.D. 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXeHOi 0cobu
3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
3MiHa MicLie3HaxooKeHHs MacTep-daina
cucTeMu cpapmakoHarnsgy. 3miHa micusi
3[iNCHEHHS OCHOBHOI AisiNbHOCTI 3
chapmakoHarnsgy.

3a
peuenmom

UA/8688/01/02

TabneTku, BKPUTI
NniBkOBOIO
obornoHkoto, no 160
mr/25 mr; no 14
TabneTok y 6nictepi;
no 1 abo 2 6nictepu
y kopobLji 3 kKapToHy

HoBapric
dapma Al

LLisenuapis

Bupo6HuuTBO 3a
NMOBHUM LIUKITOM:
Hoeaprtic ®apma
C.n.A,, Itanis;
[MepBuHHE Ta
BTOPUHHE
naKyBaHHs:
Micapm C.n.A,,
ITanis; KoHTponb
akocTi: CaHpnos
C.P.J1., PymyHis

ITanis/
PyMmyHis

BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis:
3miHu | TNy - 3miln wWoao
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
BBepneHHsa abo 3mMiHM 40 y3aranbHeHVX fgaHux
npo cuctemy capmMakoHarnagy (BBeAeHHs
y3aranbHeHVX AaHnX Npo cucTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI ocobu,

BiQNoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay; KOHTaKTHOi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30inCHEHHsS
bapmakoHarnagy B YKpaiHi, SKLLO BOHa
BigMiHHA Bif YNOBHOBaXXeHOI ocodu,
BiA4noBiganbHoI 3a 34iNCHEHHSA dhapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
PO3MilLleHHI MacTep-thanna cuctemm
hapmakoHarnsigy) - 3MiHa ynoBHOBaXeHOT
ocobu 3aaBHMKA, BianoBiganbHoi 3a
dapmakoHarnag. ditova pegakuis: David J

Lewis, B. Sc (Hons), Ph.D. lNponoHoBaHa

3a
peuenmom

UA/8688/01/03
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
pegakuis: Dr. Justin Daniels, Ph.D. 3miHa
KOHTaKTHWX AAHWUX YNOBHOBAXEHOT 0cobu
3asiBHMKa, BignoBiganbHoi 3a hapmakoHarnsg.
3MiHa MicLe3HaxooKeHHs1 MacTep-daiina
cuctemu chapmakoHarnsgy. 3MiHa micus
30iNCHEHHS1 OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsgy.
121. | KO-OIOBAH® | TabneTku, BKpUTI Hosaprtic LLisenuapis BnpobHuuTBO 3a ITanis/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/8688/01/04
nniBKOBOK dapma Al MOBHUM LINKIOM: PymyHis 3MminHn | TMNy - 3MiHK Woao peuyenmom
ob6onoHkoto, no 320 HosapTic ®apma 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
mr/12,5 mr; no 14 C.n.A., lItanis; BBeneHHs abo 3miHM 0O y3aranbHEHUX AaHUX
TabneTok y 6nictepi; MepBuHHE Ta npo cucteMy chapmakoHarnagy (BBeeHHs
no 1 abo 2 Gnictepu BTOPUHHE y3aranbHeHVX JaHnX Npo cuctemy
y kopobLji 3 KapTOHy nakyBaHHs: dapmakoHarnsgy, 3MiHa YroBHOBaXXeHOi ocobu,
Micbapm C.n.A., BiQNOBiganbHOI 3a 3AiNCHEHHS
ITanis; KoHTponb capmakoHarnsgy; KOHTakTHoi ocobu 3
akocTi: CaHpo3 apmakoHarnsay 3asiBHVKa ANs 30iNCHEHHSA
C.P.J1., PymyHis bapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-thanna cuctemm
dapmakoHarnsgy) - 3MiHa yNnoBHOBaXXEHOT
ocobu 3aaBHMKA, BianoBiganbHoI 3a
dapmakoHarnag. ditova pegakuis: David J
Lewis, B. Sc (Hons), Ph.D. lNponoHoBaHra
pepakuis: Dr. Justin Daniels, Ph.D. 3miHa
KOHTaKTHMX JaHWUX YNOBHOBaXeHOi 0cobu
3asiBHUKA, BiANOBiAanbHOI 3a hapmakoHarnsg.
3MiHa Micue3HaxoOkeHHs1 MacTep-darina
cucTeMu chapmakoHarnsgy. 3miHa micust
3AiNCHEHHS1 OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy.
122. | KO-OIOBAH® | Tabnetku, BKpUTI HoBapric LLisenuapis Bupo6HuuTBO 3a ITanis/ BHECEHHS 3MiH 10 peecTpaLuiiHnx mMaTepianis: 3a UA/8688/01/05
NniBKOBOO dapma Al NOBHWUM LIMKITOM: PymyHis 3miHu | Tvny - 3miln wopo peuernmom
obornoHkoto, no 320 HosapTic ®apma 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy.
Mmr/25 wmr; no 14 C.n.A., ltanis; BBeneHHs abo 3miHM [0 y3aranbHEHNUX AaHnxX
Tabnetok y 6nicrepi; [MepBuHHE Ta npo cucteMy hapMakoHarnagy (BBeeHHs
no 1 abo 2 Gnictepu BTOPUHHE y3aranbHeHUX JaHuX npo cuctemy
y kopobLji 3 kKapToHy nakyBaHHs: hapmakoHarnsigy, 3MiHa yroBHOBaXeEHOI ocobu,
Micbapm C.n.A., BiANOBIOANbHOI 3a 3AiNCHEHHS
ITanis; KoHTtponb apmakoHarnsify; KOHTaKTHoi ocobu 3
akocTi: CaHpnos bapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
C.P.J1., PymyHis dapmakoHarnsagy B YKpaiHi, AKLO BOHA
BiAMiHHa Bi# yNOBHOBaxeHOi ocobu,
BiANoBiganbHoi 3a 34iMCHEHHSA hapMakoHarnsay
(BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-hanna cuctemm
hapmakoHarnsigy) - 3MiHa ynoBHOBaXeHOT
ocobu 3asBHMKa, BigMNOBiAanbHOI 3a
dapmakoHarnag. ditova pegakuis: David J
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

Lewis, B. Sc (Hons), Ph.D. MNponoHoBaHa
pepakuis: Dr. Justin Daniels, Ph.D. 3miHa
KOHTaKTHMX JaHMX YNOBHOBaXeHOi ocobu
3asiBHMKA, BignoBiganbHoi 3a hapmakoHarnsg.
3MiHa Micue3HaxoaXeHHs macTep-darina
cuctemu chapmakoHarnsgy. 3MiHa micus
30iNCHEHHS1 OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsgy.

123.

KO-OIOBAH®

TabneTkn, BKpUTI
NNiBKOBOO
o6onoHkoto, no 80
mr/12,5 mr; no 14
TabneTtok y 6nicrepi;
no 1 abo 2 6nictepn
y kopobLj 3 kKapToHy

HosapTic
dapma Al

LLisenuapis

BupobHuLTBO 32
NOBHUM LMKITOM:
Hoeaprtic ®apma
C.n.A., ltanisi;
MepBuHHE Ta
BTOPUHHE
nakyBaHHsi:
Micbapm C.n.A.,
ITanis; Koutponb
sakocTi: CaHpnos
C.P.J1., PymyHis

ITanis/
PymyHis

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MminHn | TMNy - 3MiHK Woao
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
BBeneHHs abo 3MiHM [0 y3aranbHEHUX AaHnxX
npo cucteMy dapmMakoHarnsgy (BBeaeHHs
y3aranbHEeHNX AaHNX Npo CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsay; KOHTaKTHOi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 34iMCHEHHSA
tbapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKINOYAOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
po3MmiLLieHHI MacTep-hanna cuctemm
papmakoHarnsigy) - 3MiHa ynoBHOBaXeHOT
ocobu 3aaBHMKA, BiANoBiganbHoOI 3a
dapmakoHarnag. ditova pegakuis: David J
Lewis, B. Sc (Hons), Ph.D. NMponoHoBaHa
pepakuis: Dr. Justin Daniels, Ph.D. 3miHa
KOHTaKTHMX AaHNX YNOBHOBaXeHOi 0cobm
3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
3MiHa Micue3HaxoOkeHHs MacTep-darina
cuctemu cbapmakoHarnsgy. 3MiHa micus
3[iNCHEHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy.

3a
peuenmom

UA/8688/01/01

124.

KOJINTOMAK®
M

PO34UH HaLLKIpHWUI
167,0 mr/r no 10 mn
y cbnakoHi, no 1

nakoHy y
KapTOHHI kopobui

ANEKC®APM
FMBXTA

Cnony4yeHe
KoponisctBo

MegiHdap
MaHydakTypiHr
C.A.

MopTyranis

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MiHM | TUNY - AgMiHiCTpaTuBHI 3MiHW. 3miHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaXXeHHS AiAnbHOCTI BUPOGHMKa/imnopTepa
roTOBOro fikapcbKoro 3acoby, BKI4aoym
AinbHWLI BUNYycKy cepii abo micue npoBeaeHHs
KOHTPOIIO AKOCTI. (QisnbHICTb, 3a AKy Bignosinae
BUPOGHWMK/IMNOPTEP, BKIOYAKUM BUMYCK CEPIlA).
3MiHa HalimeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS OisrnbHOCTI BUPOOHMKA rOTOBOrO
nikapcbkoro 3acoby. 3MiHU BHECeHi B po3ainu
"Bupo6Huk" Ta "Micue3HaxomkeHHs1 BUpobHUKa
Ta Noro agpeca Micusi NPOBaKEHHS AisnbHOCTI"
B IHCTPYKLUIiO Ansi MEQUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby, sik HacnigokK - BiAnoBiAHI
3MiHM Y TEKCTi MapKyBaHHS yNakoBKW
nikapcbkoro 3acoby.

6e3
peuenma

nionsieae

UA/17397/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
125. | KOHTPUBEH PO34MH Ans iH'ekuin, TOB "$3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3a UA/10355/01/01
10 000 KIO/mnm; mo 1 "BIO®APMA" "BIO®APMA" 3MiHn | TUny - 3miHm 3 akocTi. A®l. KonTponb  |peyenmom
M B amnyni; no 5 A®l. 3miHa y meTogax BunpobyeaHHs APl abo
amnyn y 6nictepi; no BUXIQHOIO MaTepiany/npoMiHOro
2 Bnictepu y nayui 3 npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
KapToHy; No 5 mn B npoueci BupobHuuTea API (iHwWi 3MiHK y
amnyni; no 5 amnyn MeToAax BUNPoByBaHHS (BKIHOYAKUN 3aMiHy
y 6nictepi; no 1 abo gonoBHeHHs1) A®| abo
6nictepy B nayui 3 BUXiZHOTO/MPOMIXKHOIO NPOAYKTY). 3MiHKN y
KapToHY MeTodax BunpobyBaHHss APl (anpoTuHiH) 3a
nokasHmkom MikpobionoriyHa ynMcToTa, 3 MeToay
rMUBMHHOIO BUCIBaAHHS HA MeTod MeMBpaHHOI
hinbTpauii.
126. | KOPBA3AH® | Tabnetku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/1371/01/01
NniBKOBOK "KviBmegnpen "KviBmegnpenapa 3MinHun | TMNy - 3MiHK Woao peuyenmom
o6onoHkoto, no 25 apat” T 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
mr; no 10 TabneTok 3MiHa y KOpPOTKili XapakTepucTuL, NnikapCbKoro
y 6nicTepi; no 3 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
Gnictepu y nayui MEAMYHOro 3acTocyBaHHS Ha nigcrasi
perynspHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acody B
nicnspeecTpauinHuii nepiof, abo sk pedynbrat
OL|iHKM 3BITY 3 AoCHigXeHb, NPOBEeAEHUX
BiAMNOBIAHO A0 MnaHy nefiaTpuyHUX AochigXeHb
(PIP) (3miHy y3rog)eHo 3 KOMNETEHTHUM
YMNOBHOBaXEHNM OpraHoM) - 3MiHWM BHECEHI A0
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby o po3gainis
"MpoTunokasaHHs", "B3aemopais 3 iHWMMKN
nikapcbknuMu 3acobamu Ta iHWi BUuaun
B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"BacTocyBaHHs1 y nepio BariTHocTi abo
rogyBaHHs rpyaar”, "3aaTHicTe BNAMBaTK Ha
LUBWAKICTb peakLii Mpy KepyBaHHi
aBTOTpaHcnopToM abo iHWKMKU MexaHiamamn",
"MobiyHi peakuii" BigNOBiAHO JO OHOBREHOT
iHcbopMalii 3 6e3neku it4oi pevoBMHN
(kapBegunony). TepmiH BBEAEHHS 3MiH -
NPOTArom 6 MicsAUIB NiCNsA 3aTBEPKEHHS. ©
MOBOW. TepMiH BBEIEeHHS 3MiH - NPOTArom 6
MicsiLiB Micnsi 3aTBEPAXKEHHS.
127. | KOPBA3AH® | Tabnetku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a UA/1371/01/02
NniBKOBOO "KvniBmegnpen "KviBmegnpenapa 3miHu | Tvny - 3miHn wopo peuernmom
obornoHkoto, no 12,5 apatr” T 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.

mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepu y navui

3MiHa y KOpOTKili XapakTepucTuLL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MEAMNYHOro 3aCTOCYBaHHsI Ha MiACcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHs nikapcbkoro 3acoby B
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
nicnspeecTpauiiHui nepiog, abo sik pesynbtaT
OL|iHKM 3BITY 3 AoCNigXeHb, NPOBEAEHMX
BiAMNOBIQHO A0 NnaHy negiaTpuyHuX JoCriaXeHb
(PIP) (3MiHYy y3rog»eHo 3 KOMMNEeTEHTHUM
YMOBHOBaXEHNM opraHoM) - 3MiHV BHECEHI A0
IHCTPYKUIT ANS MEANYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby o po3gainis
"MpoTunokasanHHs", "Baaemopais 3 iHWmMmn
nikapcbkumm 3acobamm Ta iHWi BUan
B3aemogin", "OcobnueocTi 3acTocyBaHHNA",
"3acTocyBaHHSA y nepioa BariTHOCTi abo
rogyBaHHs rpyaaro”, "3gaTHicTb BnMBaT Ha
LBMAKICTb peakuii Npy kepyBaHHi
aBTOTPaAHCNOPTOM abo iHWKMMK MexaHiamamn”,
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOT
iHdbopMalLii 3 6eaneku gjito4oi peyoBrHN
(kapsegunony). TepmiH BBEAEHHSA 3MiH -
npoTSrom 6 Micauis nNicna 3aTBEPKEHHS. ©
MOBO. TepMiH BBEAEHHS 3MiH - NPOTAroM 6
MiCSILiB MiCNsi 3aTBEPAXKEHHS.
128. | KCAPENTO® | rpaHynu ans Bariep Al HimevuunHa BUPOBHMLTBO in HimevuunHa BHECEHHS 3MiH 10 peecTpaLiHMX maTepianis: 3a UA/9201/02/01
NPUroTyBaHHS bulk, nepsnHHe 3MiHu | TUnYy - 3MiHK Wwoao peuyenmom
cycnewsii gng nakyBaHHs, 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsaay.
nepoparnbsHoro BTOPUHHE 3miHa yacToTu Ta/abo TepMiHIB NogaHHs
3acTocyBaHHs, 1 nakyBaHHs1, perynsipHo OHOBIOBaHMX 3BiTiB 3 6e3neku
mr/mn; 1 dponakoH no KOHTPOMb SKOCTI, nikapcbkux 3acobis. 3miHa yacToTn Ta gatm
100 mn, Wwo micTuTb BUMYCK cepii: NoJAaHHs perynsipHO OHOBOBAHOrO 3BIiTY 3
2,625 r rpaHyn; no 1 Baviep Al', 6e3neku
hbnakoHy B HimeuuuHa; ans [itoya pepakuis: Yactota nogaHHs perynspHo
KapTOHHiI kopobui BTOPWHHOIO OHOBMIOBaHOTO 3BiTYy 3 6e3nekn 6 micsuis Jata
pasom 3 1 nakyBaHHs: nodaHHs - 24.11.2018 p.
nnacTMKoBUM LreremanH Mm6X lMponoHoBaHa pepakuia: Yactota nogaHHs
Lwnpuuom ob'emom i Ko. KT, perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3nekn 2
50 mn 3 HimeuuunHa pokun [lata nogaHHs - 14.12.2024 p.

rpagytoBaHHsAM Mo
1,0 mn, 2
NnacTUKOBNMMU
003YH4MMU
npucTposiMu
o6'emom 1 mMn 3
rpagytoBaHHSAM Mo
0,1mMnTa1
apanTtepom; 1
cdnakoH no 250 mn,
o Mictutb 5,251
rpaHyn; no 1
hbnakoHy B
KapTOHHIl kopobui
pasom 3 1
nnacTMKOBUM
Lnpuuom ob'emom

PekomeHooBaHO [0 3aTBEpPOKEHHS BIANOBIAHO
[0 NepiognYHOCTI NOAaHHSA perynspHo
OHOBIOBaHMX 3BITIB 3 6e3Mnekn nikapcbkunx
3acobiB y €C.
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
100 mn 3
rpagytoBaHHAM no
2,0 mn, 2
nnacTUKoBMMMU
A03y4MMn
npucTposiMu
o6'emom 5 mn 3
rpagytoBaHHAM no
0,2 mn, 2
nnacTUKOBMMMU
[03y4MMn
npucTposiMu
o6'emom 10 mn 3
rpagytoBaHHAM no
0,5mnTa1
aganTepom
129. | KCAPENNITO® | TabneTku, BKpUTI Bariep Al HimeyunHa NSl BCbOro HimeyunHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/9201/01/04
NniBKOBOI BUPOBHMYOro 3MinHn | TMny - 3MiHK Woao peuyenmom
ob6onoHkoto, no 2,5 npouecy: banep 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
mr; no 14 TabneTtok AT, HimeuyunHa; 3miHa yacToTn Ta/abo TepMmiHiB NOAaHHS
y BnicTepi; no 1 abo Banep Xenckep perynsipHoO OHOBIOBaHUX 3BiTiB 3 6e3neku
4 Gnictepn B MaHydakTypiHr nikapcbkux 3acobis. 3MiHa YacToT Ta gatm
KapTOHHIN nayui C.P.1., Itanis; gna NoJAaHHs PerynsipHO OHOBMOBAHOIO 3BIiTY 3
BTOPUHHOIO 6e3neku
nakyBaHHs: [itova pepakuis: YactoTta nogaHHs perynspHo
LLteremaHH Mm6X OHOBJTHOBAHOrO 3BiTy 3 6e3neku 6 micauis [Jarta
i Ko. KT, nogaHHs - 24.11.2018 p. MNponoHoBaHa
HimeuunHa pepakuisa: Yactota nogaHHs perynsipHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku 2 poku [ata
nopaHHs - 14.12.2024 p. PekomeHgoBaHo Ao
3aTBEePAKEHHS BiAMNOBIAHO A0 NepioaNYHOCTI
NoJaHHs PerynspHO OHOBIIOBaHMX 3BITiB 3
6e3neku nikapcbkux 3acobis y €C.
130. | KCEHIKAN® kancynu no 120 wr, YEMNA®APM HimeuunHa BupobHuuTBO ITanis/ BHECEHHS 3MiH 10 peecTpaLuiiHnx mMaTepianis: 3a He UA/10540/01/01
no 21 kancyniy ApuHanmitTen Hepo3dacoBaHoi Himeuunna 3miHu | Tvny - 3miln wopo peuernmom nidnszae
6nicTepi; no 1, 2 abo b 'MB6X npoaykuii: 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy.
4 6nictepu B Oenbdapm 3MiHa y KOpOTKili XapakTepucTuLL nikapcbkoro
KapTOHHIN ynakoBLi MinaHo C.P.1., 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans

ITanis; MNepBuHHE
Ta BTOPUHHE
nakyBaHHs:
Oenbdapm
MinaHo C.P.11.,
ITanis;
®.XopdpmaHH-J15
Pow ITa,
LLiBeviLapis;
BunpobyBaHHs
KOHTPOIO SAKOCTi:
Henbtapm
Minano C.P.J1.,

MEAMYHOrO 3aCTOCYBaHHsI Ha MiACcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sik pesynbtat
OL}iHKM 3BITY 3 AOCHiOKEHb, NPOBEOEHMX
BigMNOBIQHO 40 MnaHy nefiaTpuyHUX AochigXeHb
(PIP) (3mMiHy y3roa»eHo 3 KOMNETEHTHUM
YMNOBHOBaXEHNM OpraHoM)
3MiHU BHECEHO A0 IHCTPYKLUii AN MeauyHoro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
"B3aemogisi 3 iHWMMKM nikapcbkumn 3acobamu Ta

iHLLi BUAW B3aemoain" BianoBsiaHoO oo
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
ITanis; Bunyck pekomeHgauin PRAC. 3minu Il Tuny - 3miHn
cepil: wopno 6e3nekn/edeKTUBHOCTI Ta
YEMJA®APM cbapmakoHarnsgy. 3MiHu y KOpOTKil
ApuHanmiTTenb XapaKTepucTuLi nikapcbkoro 3acoby, TeKCTi
M6X, HimeuunHa MapKyBaHHS Ta iHCTPYKLIT A4Ns Mean4Horo
3acTocyBaHHS Y 3B’A3KY i3 HOBUMW JaHUMU 3
AKOCTI, AOKMIHIMHUMM, KMIHIMHUMW JaHUMK Ta
AaHnMm 3 dapmakoHarnsgy. 3MiH1 BHECEHO A0
iHCTPYKUiT ANS MEAWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3sginie "OcobnuneocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHoCTi abo rogyBaHHs rpyaato”, "MoGiyHi
peakuii" BignosigHo Ao maTepianis
peeCTpaLIiHOro 4OChE.
131. | KCE®OKAM® | Tabnetku, BKpUTI AciHo dapma LLIseniapis Takepa MM6X, HimevuunHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/2593/03/01
PANIO NNiBKOBOO Al Mmicue 3MminHun | TMny - 3MiHm 3 sikocTi. ADI. peuenmom
obornoHkoto, no 8 wmr; BMPOGHMLUTBA BupobHuuTeo. 3miHa BUpOGHMKa
no 6 TabneTok y OpaHieHbypr BUXiZHOIO/NPOMIXKHOIO NPOAYKTY/peareHTy, Lo
6nictepi; no 1 BUKOPUCTOBYIOTLCS Y BUPOBHMYOMY npoLieci
6nictepy B A®I, abo 3miHa BUpobHuKa (Bkoyatoun, ae
KapTOHHiI kopooLi HeobXiaAHO, MicLe NPOBeAEHHsI KOHTPOSO SIKOCTi)
A®I (3a BigcyTHOCTI cepTudpikaTa BignoBigHOCTI
€Bponeicbkint hapmakonei y 3aTBepaxXeHoMy
[0Cbe)(3MiHM 00 3axoAiB, MOB'A3aHNX 3
koHTponem A®I, abo fofgaBaHHs AinbHUL, Ae
NPOBOANTLCHA KOHTPONb/BUMPOBYBaHHSA cepii).
3MiHa Micus npoBeAeHHs BUNpobyBaHb Ha
BM3HAYEHHSI PO3MOAiny 4acTok 3a po3mMipom
JlopHokcukamy. [itova pegakuis: Eurofins
Analytics & Services Austria GmbH St. Peter-
Strasse 25, 4021 Linz, Austria MNponoHoBaHa
pepakuis: Eurofins PHAST Development GmbH
& Co. KG Byk-Gulden-Strasse 2, 78467
Konstanz, Germany
132. | KCONAP MOPOLLIOK AN Hosaprtic LLisenuapis Hosaptic ®apma LLisenuapis/ BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a UA/9055/01/01
po34nHy Ans dapma Al LWtenH AT, ABCTpis 3miHu | TUny - 3miln wWoao peuenmom
iH ekuin no 75 wr; 1 LLisenuapisi; 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
bnakoH 3 NMOPOLLKOM BupobHuuTBO, BBeneHHs abo 3MiHM [0 y3aranbHEHUX AaHUX
Y KOMNIeKTi 3 KOHTPOMb SIKOCTI, npo cucteMy cpapmakoHarnsay (BBeAeHHs
PO34MHHMKOM (BOAA nepBUHHE y3aranbHeHUX JaHuX npo cuctemy
ONs iH ekuin) no 2 nakyBaHHS dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
mn B amnynax Ne1 B PO3YMHHUMKA: BiANOBIgANbHOI 3a 34iNCHEHHS

ynakoBLji

Takega ABcTpis
'M6X, ABCTpisi;
Bupo6HMUTBO,

KOHTPOMb SIKOCTI,

nepBUHHE
nakyBaHHs1
PO3YMHHMKA:
OEJNTb®APM
OIPKOH, dpaHuis;

apmakoHarnsify; KOHTaKTHoi ocobu 3
hbapmakoHarnsgy 3asBHUKa ONs 30iNCHEHHS
bapmakoHarnagy B YKpaiHi, SKLLO BOHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnagy) - 3miHa ynoBHoBaXeHol
ocobu 3aaBHMKA, BiANoBiganbHoI 3a
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
KoHTponb sKoCTi capmakoHarnsag,.
PO3YMHHUKA: Litova pegakuis: David J Lewis, B. Sc (Hons),
AlEC pas IMEL, Ph.D. - MponoHosaHa pegakuis: Dr. Justin
ABCTpis Daniels, Ph.D.3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXeHOI 0CObM 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsag. 3miHa
MicLe3HaxoMKeHHa macTep-dainna cucrtemm
dapmakoHarnagy. 3miHa micus 34iNCHEHHsI
OCHOBHOI AisiNbHOCTI 3 dhapMakoHarnsgy.
133. | KCOJNAP NMOPOLLOK Anst Hoeapric LLIseniapis HosapTic ®apma LLseviyapis/ BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis: 3a UA/9055/01/02
pPO34mMHy Ans dapma Al LWtenH AT, ABCTpis 3miHn | TMny - 3MiHK Woao peuenmom
iH ekuin no 150 mr; 1 LBenuapis; 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
hnakoH 3 MOPOLLKOM Bupo6HuuTBO, BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnx
y KOMMNAeKTi 3 KOHTPOMb SKOCTI, npo cuctemMy chapmakoHarnagy (BBeAeHHs
PO34MHHMKOM (BOAA nepBUHHE y3aranbHeHVX JaHnX Npo cuctemy
ONs iH ekuin) no 2 nakyBaHHs dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
M B amnynax Ne1 B PO3YMHHUKA: BiANOBIgANbHOI 3@ 34iNCHEHHS
ynakoBLji Takena ABcTpis capmakoHarnsgy; KOHTakTHoi ocobu 3
'M6X, ABCTpisi; bapmakoHarnagy 3asiBHMKa Ang 30iNCHEHHSA
BrpobHuuTBO, apmakoHarnsay B YKpaiHi, AKLWO BOHA
KOHTPOMb AKOCTI, BigMiHHA Big yNOBHOBaXXeHOI ocobu,
nepBUHHE BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
nakyBaHHs (BKITIOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
PO3YMHHUMKA: po3MilLieHHi MacTep-hanna cuctemm
OEJNTb®APM papmakoHarnsigy) - 3MiHa ynoBHOBaXeHOT
OIPKOH, dpaHuis; ocobu 3asBHMKA, BiANOBIAanbHOI 3a
KoHTponb sKkocTi dapmakoHarnag,.
PO3YMHHMKA: Litoywa pepakuis: David J Lewis, B. Sc (Hons),
AlEC lpas IME[, Ph.D. - MNMponoHoBaHa pegakuisi: Dr. Justin
ABcTpis Daniels, Ph.D.3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXeHOI 0cobu 3asiBHUKa,
BiAMOBiAanbHOI 3a dpapmakoHarnsg. 3MiHa
MicLle3HaxooKeHHs MacTep-hanna cuctemu
hapmakoHarnsgy. 3miHa micus 3giNcCHeHHs
OCHOBHOI AiANbHOCTI 3 dpapmakoHarnsgy.
134. | NA3ONEKC pO34uH Ansi TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnx mMaTepianis: bes UA/12750/02/01
iHranauin Ta «®APMACEN «DPAPMACE/» 3miHu | TMny - 3miHn WwWoao peuenma
nepoparnsHoro » 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsagy.

3acTocyBaHHs, 7,5
mr/mn no 1 mn B
amnyni; no 2 mn B
amnyni; no 4 mn B
amnyni; no 5, no 10
abo no 20 amnyn y
naJui 3 KapToHy

BBepneHHsa abo 3mMiHu 40 y3aranbHeHVX AaHux
npo cuctemy capmMakoHarnsagy (BBeAeHHs
y3aranbHeHVX AaHnX Npo cuctemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeEHOI 0cobu,
BiQNoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay; KOHTaKTHOi ocobu 3
bapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
hbapmakoHarnagy B YKpaiHi, KO BOHa
BigMiHHa Bif YNOBHOBaXXeHOI ocobu,

BiA4NoBiganbHoI 3a 34iNCHEHHS hapMakoHarnsay

(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
PO3MiLLieHHI MacTep-thanna cuctemm
dapmakoHarnagy) - 3miHa ynoBHoBaXeHoil
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ocobu 3asBHMKA, BiANOBiAanbLHOI 3a
dapmakoHarnsag,.
[itoua pegakuis: boray TetssHa OnekcaHgpiBHa.
[NponoHoBaHa pepakuis: boray Bonogumup
Bonogvmuposuy
135. | NAPUTUNIEH | TabneTku gns NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: bes UA/16643/01/01
® PO3CMOKTYBaHHS 3i "KviBmegnpen "KviBmegnpenapa 3miHu | Tvny - 3minm 3 AkocTi. CepTudikat peuenma
CMakoMm M STu; o apat" T BignoBigHocTI/E-cepTudikaTt BiANOBIAHOCTI
10 TabneTok y €BponeWcbkin dapmakonei/MoHorpadii. 3miHun,
6nictepi; no 1, 2 abo NoB'A3aHi 3 HEOOXIAHICTIO NPUBEOEHHS Y
4 6nictepun y nayui BiAMOBIAHICTbL A0 MoHorpadii AdPY abo
€Bponeicbkoi hapmakonei, abo iHLWoi
HauioHanbHoi hapmakonei gepxasu €C (3miHa
y cneundikauisix, noe'sidaHa 3i amiHamu B Y,
abo €Bponelicbkin hapmakonei, abo iHLWin
HauioHanbHin papmakonei aepxasu €C) -3MiHn
y cneuudikauii Ta MeTogax KOHTPOMIO AitoYoi
peYoBUHM AeKBariHilo xnopua BUpobHULTBa
Olon S.p.A., Itanis BignosigHo o BMMor
MoHorpadii €.
136. | IAPUTUINEH TabneTkn ans MNAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH O peecTpaLinHuX maTepianis: bes UA/16644/01/01
® PO3CMOKTYBaHHS 3i "KviBmegnpen "KviBmegnpenapa 3minu | Trny - 3minm 3 AkocTi. CepTudikat peuenma
CMakom M'sTu Ta apat" T BignoBigHocTI/E-cepTudikaTt BiANOBIAHOCTI
numoHy; no 10 €Bponelicbkint hapmakonei/MoHorpadii. 3miHu,
TabneTok y 6nictepi; noB'si3aHi 3 HeOOXiAHICTIO NPUBEAEHHS Y
no 1, 2 abo 4 Bi4NoBIgHICTb A0 MoHorpadii APY abo
Gnictepu y navui €Bponelicbkoi hapmakonei, abo iHwoi
HauioHanbHoi dbapmakonei Aepxasu €C (3miHa
y cneumdikaLisix, noe'sidaHa 3i amiHamu B J®Y,
abo €sponeiicbkin dhapmakonei, abo iHLin
HauioHanbHi dapmakonei gepxasu €C) -3MiHn
y cneuudikauii Ta MmeTogax KOHTPOSKO Oito4oi
peyYoBUHM AekBariHilo xnopua BUpobHULTBa
Olon S.p.A., ITanis BignosigHo Ao BUMOr
MoHorpagii €.
137. | NAPUTUNEH | Tabnetku ons MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis: Ges UA/16645/01/01
® PO3CMOKTYBaHHS 3i "KvniBmegnpen "KviBmegnpenapa 3miHu | TMny - 3miHm 3 AkocTi. CepTudikat peuenma
CMaKoM M ATu Ta apar” T BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
mManunu, no 10 €Bponelicbkini hapmakonei/MoHorpadii. 3miHu,
TabneTok y 6nictepi; noB'si3aHi 3 HeOOXiAHICTIO NPUBEAEHHS Y
no1,2ab6o4 BigNoBIgHICTb A0 MoHorpadii APY abo
Gnictepu y navui €Bponelicbkoi hapmakonei, abo iHwoi
HauioHanbHoi dbapmakonei gepxasu €C (3miHa
y cneuudpikauisix, nos'asaHa 3i amiHamu B PV,
abo €sponeiicbkint dhapmakonei, abo iHLwin
HauioHanbHi dapmakonei gepxasu €C) -3MiHn
y cneuudikaLii Ta MmeTogax KOHTPOSK Oito4oi
peYoBUHM AekBariHilo xnopua BUpobHULTBa
Olon S.p.A., Itanis BignosigHo o BMMor
MoHorpadii €®.
138. | NEBOLUWUH-H PO34MH Ans iHdY3in, TOB YkpaiHa HeposdgacosaHum peuisi/ BHECEHHS 3MiH 0 peecTpauinHMX MaTepianis: 3a UA/12842/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
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3acoby ynakoeka) noceid4yeHHs1
500 mr/100 mm; no «OAPMACEN NpoaYKT, YkpaiHa 3MiHu | Tuny - AgMiHICTpaTUBHI 3MiHW. peuernmom
100 mn a6o no 150 » nepBuHHA BunyyeHHs BUpOGHMYOT AinbHMLI (BKMOYaoum
My donakoHi, no 1 ynakoBka, AinbHuUi gnsa A®l, npomixkHoro npogykTy abo
c¢nakoHy B nayui 3 BTOPMHHA roTOBOrO NikapcbKkoro 3acoby, AinbHuui ans
kapToHy, no 100 mn yrnakoBka, npoBeAeHHs NakyBaHHs, BUPOOHUKa,
abo 150 mny KOHTPO~b: BiANOBigaNbLHOro 3a BUNYCK Cepin, Micue
cnakoHi; no 10 BIOCEP C.A. NpoBeAEeHHsA KOHTPONto cepii) abo
hnakoHiB y kopobui MAPEHTEPAN nocravanbH1Ka BUXiAHOrO MaTepiany, peareHTy
CONOWHC abo JOMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y
IHOACTPI, peuis [0CbE) BUNyYeHHs pyHKLUiT "KOHTponb" ans
Bupo6Huka TOB "®APMACEN", YkpaiHa.
Bunyck cepit: DyHKUiO "KOHTPONb" BUKOHYE 3aTBEPOKEHUI
TOB Bupo6Huk BIOCEP C.A. MAPEHTEPAI
"®APMACE/T" CONKOLWHC IHOACTPI, I'peuis. BeegeHHs 3MiH
Ykpaina NPOTArom 6-TM MicsAUIB NicNsA 3aTBEPAXEHHS.
139. | NEBOLUUH-H PO34MH Ans iHdY3in, TOB YkpaiHa HeposdgacoeaHui peuisi/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/12842/01/01
500 mr/100 mn; no «PAPMACEN npoaykKT, YkpaiHa 3miHu | Tvny - 3miln wopo peuenmom
100 mn abo no 150 » nepBuHHA 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
Mn 'y cpnakoni; no 1 ynakoBka, BBeneHHs abo 3MiHM [0 y3aranbHEHUX AaHnx
bnakoHy B navui 3 BTOPUHHA npo cuctemy chapmakoHarnagy (BBeAeHHs
kapToHy; no 100 mn ynakoBka, y3aranbHeHVX JaHnX Npo cucTemy
abo 150 mny KOHTPOIb: dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
dnakoHi; no 10 BIOCEP C.A. BiANOBIgANbHOI 3@ 34iNCHEHHS
hbnakoHiB y kopobui MAPEHTEPAN dapmakoHarnsay; KOHTaKkTHoi ocobu 3
CONMKLWHC dapmakoHarnsay 3asiBHVKa Ans 30inCHEeHHS
IHOACTPI, cbapmakoHarnsgy B YKpaiHi, sKLo BoHa
peuis; BiAMiHHa Big yNOBHOBaxeHOi ocobu,
KoHTponb, Bunyck BiANoBiganbHOI 3a 3AiMCHEHHSA hapMakoHarnsay
cepii: TOB (BKITHOYAOYM KOHTAKTHI AaHi) Ta/abo 3miHn y
"®APMACES", po3MilLieHHi MacTep-hanna cuctemm
YkpaiHa papmakoHarnsgy). 3miHa ynoBHoBaxeHoi ocobu
3asiBHUKA, BiANOBiAanbHOI 3a hapmakoHarnsa.
Litoywa pepakuisi: Boray TeTtsiHa OnekcaHapiBHa.
[MponoHoBaHa pepakuis: boray Bonogumup
Bonogvmuposuy.
140. | NIOOKAIH cnpet 10 % no 38 r 3AT YropuwuHa 3AT YropwuHa BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis: 3a UA/0655/01/02
cnpeto y drnakoHi; dapmaneBTuy dapmaueBTUHHUIA 3MiHu | TUNYy - 3miHK 3 sikocTi. FoToBUIA peuenmom
no 1 dnakoHy + 1 HWI 3aBOf, 3aBog ElMNC nikapcbkuii 3aci6. KoHTponb rotoBoro
nnacTMacoBun Eric nikapcbkoro 3acoby. 3MiHa y meTofax

KnanaH-go3artop y
KapTOHHiIl kopobuyi

BMNPOBYBaHHS roToBOro Nikapcbkoro 3acoby
(He3HayHa 3miHa y 3aTBEpOKEeHMX MeTofax
BUNpobyBaHHs). He3aHauHi pegakuiiiHi 3mMiHu B
meTogi BunpobysaHHs 113 3a nokasHWKOM
«Onucy». BBegeHHs 3amiH NpoTarom 6-Tu micauis
nicnsi 3aTBepaKeHHs. 3MiHN | Tuny - 3MiHn 3
sikocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOrO flikapcbKkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA roToBOro nikapcbkoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPKEHNX MeToAax
BUNpoOyBaHHs). HeaHayHi pegakuiviHi 3MiHu B
MeTogi BUnpobysaHHsi 113 32 nokasHWKOM
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«lpeHTudikauis gjtoyoi pe4oBUHU» (KonbopoBa
peakuis, BEPX). BBeaeHHs 3amiH npotarom 6-tu
MicsiLiB nicnsi 3aTBepKeHHS. 3MiHu | Tuny -
3MiHuM 3 aKocTi. [oToBMI Nikapcbkuii 3acit.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BMNpobyBaHHSA roTOBOIO flikapCbKoro
3aco0y (He3HayHa 3MiHa y 3aTBEPKEHUX
mMeToaax BUNpobyBaHHs). HeaHauHi pegakuinHi
3MiHM B MeToAi BunpobysaHHs 113 3a
nokasHukom «KinbkicHe BU3HaYeHHs aitoyoi
pPEYOBUHM Y 003i» (TUTPUMETPIST), a came
[ofaHo iHbopmaLito LWoao TepmiHy 36epiraHHs
BMNPOOOBYBaHOIO PO34uMHy, 3MiHa B
po3paxyHKoBiln dopmyni. BeeaeHHs 3miH
NPOTArom 6-TW MicAUIB NiCNSA 3aTBEPAXKEHHS.
3MiHun | TMny - 3MiHun 3 sikocTi. [oToBUIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTofax
BMNpoByBaHHS rOTOBOrO NikapcbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpAKEeHMX MeTofax
BuNpobyBaHHs). HeaHayHi pegakuiviHi 3MiHu B
mMeTogi BunpobyeaHHs 113 3a nokasHnkom
«KinbkicHe BU3HaYeHHS Ail040i Pe4OBUHU Y
dnakoHi» (TUTpUMeTpis), a came 3MiHa B
po3paxyHKoBI popmyri.

BBeneHHs 3MiH NpoTArom 6-Tv MicsiLiB nmicnsi
3aTBEpAKEHHS. 3MiHM | TMny - 3MiHKM 3 aKocCTi.
[oToBwMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbKkoro 3acoby. 3miHa y meToaax
BMUNpobyBaHHS rOTOBOrO NikapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHMX MeToAax
BUNpoOyBaHHs). HesHayHi 3MiHu B meTopi
BuNpobyBaHHs 113 3a nokasHukom «CynpoBigHi
pomiwkn» (BEPX), a came nogaHo EP CRS,
OHOBMEHO TUMOBI Xpomartorpamu. BeegeHHs
3MiH NpOTSArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHKM 3 sIKoCTi.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BMUNPoBYyBaHHS FOTOBOrO Nikapcbkoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEeHVX MeTofax
BuUNpobyBaHHs). HesHayHa pepakuiiHa 3MiHa B
meTogi BunpobysaHHs 113 3a nokasHWKoOM
«3akynoptoBaHHs». BBegeHHs 3MiH npoTsarom 6-
TV MicsLiB nicnsi 3aTBepakeHHS. 3MiHn | Tuny -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acody. 3miHa y
MeToAax BUNPOoByBaHHSA roTOBOTO JlikapCbKOro
3acoly (He3HayHa 3MiHa y 3aTBEPKEHUX
MeTofax BMNpobyBaHHs). HesHayHa 3miHa B
cneundikalii Ta MeTodi KOHTPOSo 3a
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NOKa3HUKOM «BuTik».

BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
3aTBEepMKEHHS. 3MiHK | Tuny - 3MiHM 3 SKOCTI.
[oToBMI Nnikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3MiHa y meToax

BMNpobyBaHHs rOTOBOrO NikapCcbKoro 3acoby

(He3HayHa 3MiHa y 3aTBepOKeHMX MeToaax

BMNPOOYyBaHHS). HesHauHi peaakuiiiHi 3MiHW B
MeToZi KOHTPOIO 3a NokasHnkoM «Maca BmicTy

cnakoHa». BBegeHHs 3MiH NpoTsirom 6-Tu

MicsaUIB Micnsa 3aTBepMKeHHS. 3miHu | Tuny -

3MiHuM 3 skocTi. [oToBMI Nikapcbkuii 3acit.
KoHTponb roToBoro fikapcbkoro 3acoby. 3MiHa y
mMeToAax BUNPOGYyBaHHSA roTOBOIO flikapCbKoro
3acoly (He3HayHa 3MiHa y 3aTBEPKEHUX
MeTogax BMNpobyBaHHs). HeaHauHi pegakuinHi
3MiHN B METOZAi KOHTPOIO 3@ NMOKa3HUKOM
«KonbopoBicTb po3unHy». BBegeHHsA 3miH
NPOTArom 6-TW MicAUIB NiCNSA 3aTBEPAXKEHHS.
3MiHn | TUnYy - 3miHm 3 gkocTi. FoToBU
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTofax
BMNpobyBaHHS rOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHMX MeToAax
BuUNpobyBaHHs). HeaHa4yHa pepakuiiHa 3MiHa B
cneundikaLii Ta MeToai KOHTPONo 3a
nokasHukom «MexaHiuHi BkntoueHHs». BBeaeHHs
3MiH NpoTSirom 6-Tu MicauiB nicns
3aTBEPAKEHHS. 3MiHN | TUny - 3MiHM 3 SKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTofax
BMNPOBYyBaHHSA roTOBOrO NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHMX MeToAax
BuUNpobyBaHHs). HeaHa4yHa pepakuiiHa 3MiHa B
MeTOo/i KOHTPOJSIIO 3@ MOKa3HUKOM
«PosnunioBaHa nutoma maca». BBegeHHs 3miH
NPOTHArom 6-Tu MicsILiB NicNsi 3aTBEPOXKEHHS.
3MiHu | TUnYy - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTozax
BMNPoByBaHHs rOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBepOKeHVX MeTofax
BUNpobyBaHHs). HeaHauHa pepakuiiiHa 3MiHa B
MeTOoZi KOHTPOIO 3a NokasHuKoMm «CepefHs
mMaca Ha [o3y». BBeeHHs 3miH npoTsrom 6-tu
MicsaUiB nicns 3aTBepXEHHS. 3MiHu | Tuny -
3MiHuM 3 akocTi. [oToBMI Nikapcbkui 3acit.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
Me>XX FOTOBOIO NikapCbKoro 3acoby (BUy4eHHs

HE3Ha4YHOro rnokasHuka (HaI'IpVIKJ'Iaﬂ, 3aCTapinoro
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nokasHuWKa, Takoro sik 3anax Ta cmak, abo
ineHTudikauis 6apBHUKIB YN CMaKOBUX
nobaBok)). BunyyeHHst nokasHuka «Bmict Bogm»
3i cneundikauii 'J13. BBeaeHHst 3MiH NpoTArom
6-Tn micauiB nicna 3aTBepaAXeHHs. 3miHun | Tuny -
3MiHuM 3 aKocTi. [oToBMI Nikapcbkuii 3acit.
KoHTposb roToBoro nikapcbkoro 3acody. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTuMmx
MeX FOTOBOIO NiKapCbKoro 3acoby (iHwWi 3miHu),
BHeCEeHHs 3MiH B cneundikadito 113 3a
nokasHukoM «Onucy», sikMi BKNoYas B cebe
paHilwe Takox Tectn «3anax» Ta «Konip».
Tenep B cneuudikauii M3 koHTpontoeTbCcsA ognH
nokasHuk «Onunc». BeeaeHHst 3aMiH npoTarom 6-
TV MicsaLiB nicnsa 3aTBepAKeHHs. 3MiHu | Tuny -
3MiHuM 3 skocTi. [oToBMI Nikapcbkuii 3acit.
KoHTponb rotoBoro nikapcbkoro 3acody. 3miHa y
MeToax BUNPobyBaHHS roTOBOIO flikapCbKoro
3acoly (He3HayHa 3MiHa y 3aTBEPKEHUX
meTogdax BUnpobyBaHHs). He3HauHi pegakuinHi
npaBKu OnNucy MeToaiB 3a NoKasHWKamu
«OpHopigHICTL MacK BMIiCTY dniakoHay,
«KinbkicTb 003 y donakoHi», «'ycTuHay,
«KucnotHictb (pH)». BBeaeHHs 3amiH npoTtsrom
6-TM MicauiB nicns 3aTBEpPOXEHHS.

141.

nI3nHonPun
H-TEBA

Tabnetku no 10
mr/12,5 mr; no 10
TabneTok y 6nictepi;
no 3 6nictepu y
kopooui

TOB «TeBa
YkpaiHa»

YkpaiHa

AT
dapmaLeBTUHHUIA
3aBog TeBa

YropwwmHa

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MiHu | TUNY - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
Ha3BM NnikapcbKoro 3acoby.
3MiHM BHECEHO LLOA0 Ha3BM NiKapCbKoro 3acoby.
3aTBepoxeHo:
TNIBOTIA3SNAO-TEBA
3anponoHoBaHo:

IisanHonpun H-TeBa
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEPPKEHHS.

3a
peuerimom

He
nidnsieae

UA/6092/01/01

142,

nisnHonPun
H-TEBA

Tabnetku no 20
mr/12,5 mr; no 10
Tabnetok y 6nicrepi;
no 3 Gnictepu y
kopoobui

TOB «TeBa
YkpaiHa»

YkpaiHa

AT
dapmaueBTUHHUIA
3aBog Tesa

YropwuHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHu | TUNY - AgMmiHiCTpaTuBHI 3MiHW. 3MiHa
Ha3BM NikapcbKoro 3acoby.
3MiHM BHECEHO LL0AO0 Ha3BK MikapcbKoro 3acoby.
3aTBepaxeHo:
TIBOTIA3NAO-TEBA
3anponoHoBaHo:

TisnHonpun H-TeBa
BBeneHHs 3miH npoTArom 6-Tu MicsuiB nicnsi
3aTBEPAKEHHS.

3a
peuerimom

UA/6092/01/02

143.

JIOPICTA®
HD

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkoto, 100
Mr/25 wr;

no 10 Tabnetok y
GnicTepi; no 3, abo

KPKA, o.4.,
HoBo mecTo

CrnioBeHis

BMPOGHMLUTBO "in
bulk", nepeuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpOMb Ta
BUNYCK cepii:

CnogeHisi/
KuTan

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHn | Tuny - 3miHK 3 sikocTi. [oToBMIA
nikapcbkuii 3aci6. 3miHu y BUpoBHULUTBI. 3aMiHa
abo BBeAEHHS 00AaTKOBOI AinbHUL
BMPOOHMLTBA AN YaCTUHM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro

3a
peuenmom

UA/6454/01/02
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no 6, abono 9 KPKA, a.a., Hoso 3acoby (AinbHMUSA 4Ns BTOPUHHOIO NaKyBaHHS).
6nictepiB y mecTto, CrnoseHis HopaBaHHA yHKUiT BTOPMHHE NaKyBaHHA ANs
KapTOHHiIlN kopobLyj; BXe 3aTBepKkeHoro BupobHmka HiHréo MeHoBo
no 14 tabnetok y KOHTPOIb cepii: TiaHkaHr ®apmacbtotukanc Ko., Jltg., Kutan /
6nictepi, no 1, abo KPKA, a.4., Hoeo Ningbo Menovo Tiankang Pharmaceuticals Co.,
no 2, abo no 4, abo mecTo, CnoseHis Ltd., China, BignoBigansHoro 3a BUpPOGHULITBO
no 6, ao no 7 BUPOBHMLTBO «in "in bulk". 3minu | TMNY - 3MiHK 3 akocTi. FoTOBUIA
6nictepiB y bulk», nepeuHHe nikapcbkuin 3aci6. 3MiHM y BUpoBHMLUTBI. 3aMiHa
KapTOHHiI kopooLi Ta BTOPUHHE abo BBeAEHHS 00AaTKOBOI AinbHUL
nakyBaHHsi: BMPOGHMLTBA ANs YacTUHU abo BCbOro
HiHr6o MeHoBo BUPOBHMYOro npoLecy rotToBOro nikapCbKoro
TiaHkaHr 3acoly (AinbHUUSA ANS NEPBUHHOIO NaKyBaHHS).
dapmackloTrKarnc [onaBaHHA PyHKLUiT NnepBMHHE NakyBaHHA Ansa
Ko., N1a., Kutan BXe 3aTBepKeHoro BupobHmka HiHréo MeHoso
KOHTPO~b cepil: TiaHkaHr ®apmacbtotukanc Ko., Jlta., Kutan /
JlabeHa g.o.0., Ningbo Menovo Tiankang Pharmaceuticals Co.,
CnoseHis Ltd., China, BignosigansHoro 3a BUPOGHMLTBO
"in bulk".
144. | MEOQOLUE® NMOPOLLOK Anst Mepnokewmi Kinp BUPOBHMLTBO 3a Kinp/ BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3a UA/0776/01/01
PO34UHY ANS iH'eKuin nTa NOBHWUM LIMKITOM: B'eTHam 3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuernmom
no1r; 1a6o 10, abo Mepokemi IlimiTen, HaliMeHyBaHHs Ta/abo agpecu micus
100 donakoHis 3 Kinp NpOoBaXeHHs OisiNbHOCTI BUpobHMKa/imnopTepa
NMOPOLLIKOM Y roTOBOro NiKapcbKoro 3acoby, BKYaym
KapTOHHiI kopobui BMPOGHMLUTBO AinbHWL BUNYycKy cepii abo micue npoBeaeHHs
roTOBOro KOHTPOTMIO SIKOCTI. (AisiNbHICTb, 3a Ky Bignosinae
nikapcbkoro BMPOBHMK/iIMNOPTEP, HEe BKIOYauM BUMYCK
3acoby, nepBuHHe cepiit) 3MiHa Ha3BW Ta agpecy BUPOGHUYOT
Ta BTOPUHHE ainbHuui Megokewmi (Pa lct) ITA., (AcenTik
nakyBaHHs: LledanocnopuH ®aciniti) y BignosigHocTi o
Mepokewmi (Pa IcT) HoBoro ceptudikaty GMP.
Kamnari Jlimite, 3MiHu | TUNY - AgmiHicTpaTuBHi 3MiHK. 3MiHa
B’eTHam HanMeHyBaHHS Ta/abo agpecu Micud
npoBafXeHHs AisinbHOCTI BUpoGHMKa/imnopTepa
roTOBOro MikapcbKoro 3acoby, BkIo4aoym
[inbHUL BUNYCKy cepii abo micLie npoBeaeHHs
KOHTPOIMIO SIKOCTI. (AisinNbHICTb, 3a Ky Bignosinae
BUPOGHWMK/IMNOPTEP, BKIOYAKUM BUMYCK CEPIlt)
3MiHa Ha3BM Ta agpecy BUPOBHWYOI AinbHUL Y
BignoBigHocTi Ao cepTudikaty GMP. 3MiHn
BHECEHO B iHCTPYKLiIO ANs Mean4Horo
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"BupobHuk", "MicuesHaxomkeHHst BUpobHuka Ta
agpeca Micusi NpOBaMKEHHS NOro AisnbHocTi" 3
BiAMOBIAHVMU 3MiHAMW B TEKCTi MapKyBaHHS
yrnakoBoK. BBeaeHHs 3MiH npoTsrom 6 micsuis
nicns 3aTBEPAXKEHHS.
145. | MENCI Tabnetku no 15 mr, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepianis: 3a He UA/8397/01/02
no 10 TabneTok y "ACTPAGAPM "ACTPAGAPM" 3miHu | TUny - 3miHn WwWoao peuenmom nionsieae

6nicTepi; no 2
6nictepu y Kopobui

6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MiHM Y KOPOTKi XapaKTepuUCTULi NiKapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
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Homep

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

peecmpayiliHo2o

noceid4yeHHs1

MeOMYHOro 3acTOCyBaHHS
reHepuyHUX/ribpnaHmx/6ionoaibHUX nikapcbkux
3acobiB nicns BHECEHHS TiEl camoi 3MiHK Ha
pedepeHTHMIN NpenapaT (3MiHa He nNoTpebye
HafaHHS! )KOAHWNX HOBMX J04ATKOBUX AaHMX).
3MiHM BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
3acToCyBaHHS nikapcbkoro 3acoby y po3ainu:
"®apmakornorivyHi BnactusocTi”, "Baaemogis 3
iHWMMM nikapcbkumm 3acobamu Ta iHLWi Buan
B3aemogin", "OcobnueocTi 3acTocyBaHHNA",
"3acTocyBaHHSA y nepioa BariTHOCTi abo
rogyeaHHs rpyaato”, "Cnocib 3actocyBaHHs Ta
nosun”, "MobivHi peakuii” BignosigHo oo
iHdopMaUii LWoao MeaMYHOro 3aCTOCYBaHHs
pedepeHTHOro nikapcbkoro 3acoby (Mosarnic,
Tabnetkn no 7,5 mr, 15 mr).

UA/8397/01/01

146.

MEJCI

TabneTtkn no 7,5 wr,
no 10 TabneTtok y
6nictepi; no 2
onictepu y kopobui

TOB
"ACTPAPAPM

YkpaiHa

TOB
"ACTPAPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3MinHn | TMny - 3MiHK Woao
6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHU y KOPOTKiVi XapakTepucTuL,i NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
MELMNYHOro 3aCTOCYBaHHS
reHepuyYHnX/ribpnaHNx/6ionoAibHNX nikapcbkmx
3acobiB nicns BHECEHHSI TiEl camoi 3MiHM Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
HaJaHHS1 )XOOHWUX HOBUX A0OATKOBUX AAHUX).
3MiHUM BHECEHO A0 IHCTPYKLUii AN MeanyHoro
3aCTOCYBaHHsI NikapCbKoro 3acoby y po3ainu:
"®apmakornorivyHi BnactueocTi”, "Baaemogis 3
iHWKMMK nikapcbkuMy 3acobamu Ta iHLWi Buan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHSA y nepioa BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
po3n", "MobiuHi peakuii” BignosigHoO oo
iHdpopMaUii LWoao MeaMYHOro 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (Mosarnic,
Tabnetku no 7,5 mr, 15 mr).

3a
peuerimom

He
nidnsieae

UA/16796/01/01

147.

MI3ONPOCT
on

Tabnetku, no 200

mkr, no 3 abo no 4
TabneTku y 6nictepi,
no 1 6nictepy B
naJui 3 KapToHy

YaiiHa
Pe3oyp3sec
3iky
dapmac’toTika
n Ko., IlTa.

KuTaincbka
HapogHa
Pecnybnika

YanHa Pesoypsec
3iky
dapmac’ioTikan
Ko., NTa.

KuTaicbka
HapogHa
Pecnybnika

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | TUnYy - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHuiA 3aci6. 3MiHa
noctavanbHWKa nakyBanbHUX maTepianis abo
KOMMIEKTYIOUNX (SIKLLO 3a3Ha4YeHO B OCLE)
(3amiHa abo fgoaaBaHHA nocTavanbHuKa). -
BBEJIEHHS OAATKOBOro BUPOGHMKa antoMiHieBoi
donbrn Zhongjin Matai Pharmaceutical
Packaging Co., Ltd., China. 3atBepgxeHo:
Bupo6Hukm antominieBoi conbr Amcor
Flexibles Kreuzlingen AG, Switzerland
3anponoHoBaHo: BUpobHMKM antomiHieBOT

3a
peuerimom

donbrn Amcor Flexibles Kreuzlingen AG,




95 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
Switzerland Zhongjin Matai Pharmaceutical
Packaging Co., Ltd., China BBegeHHs 3MiH
npoTarom 6-Tu MicsiLiB 3 4aTW 3aTBEPAKEHHS.
148. | MIPAMEKC® TabneTku BepiHrep Himeuunna BnpobHuuTBO, Himeuunna BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/3432/02/01
na MPOMOHroBaHoI Aji IHrenbxanm nepBuHHe Ta 3MiHn | TMnY - 3miHK 3 AkocTi. FoToBU peuernmom
no 0,375 mr, no 10 IHTepHeLHN BTOPUHHE nikapcbkuii 3aci6. KoHTpornb rotoBoro
TabneTok y 6nicTepi, mM6X nakyBaHHs, nikapcbkoro 3acoby (iHwi 3miHn) (B.11.r. (x) IB)
no 3 bnictepu B MapKyBaHHS, ANs NpYBEAEHHS PEECTPaLIiHNX JOKYMEHTIB
KapTOHHiI kopooLi KOHTPOMb AKOCTI, nikapcbKkoro 3acoby y BiANoBiAHICTb 4O BUMOT
BKIO4A0UN 3aKoHoAaBCTBa, 3asBHMKOM NOAAHO 3MiHY LWOAO0
DOCNIoKEHHS nepeknagy paHille 3aTBEPKEHOIO POCIACHKOD
cTabinbHOCTI Ta MOBO JOKYMEHTY "MeToan KOHTPOMO AKOCTI
BUNYCK cepii: nikapcbKkoro 3acoby". BHeceHi He3HauHi
Bepinrep KOPEKTOPCbKi NpaBku1 BiANOBIAHO A0
IHrenbxanm opuriHanbHMX JOKYMEHTIB. 3MiHM CTOCYOTbCSA
dapma 'M6X i Ko. nvwe MOBM BUKINAAEHHS, iHLWKX 3MiH 40
KI', HimevuuHa; 3aTBEPAKEHHMX cneumndikauin Ta meToais
Bupo6bHmuTBO, KOHTPOSO He BHOCUTLCA. [litova peaakuisi:
KOHTPOMb AKOCTI, MeToaum koHTponto sikocti MIPAMEKC ®MM4,
BKITHOMAK04M TabneTku nponoHroeaHoi aii no 0,375 mr
[OCNIOKEeHHs POCINCHKOK MOBOK MeToaM KOHTPOSHO SKOCTI
cTabinbHocTi Ta MIPAMEKC ®r[, TabneTtky NnponoHroBaHoi aji
BMNYCK cepil no 0,75 mr pocincbkoto mosoto MeTtoamn
roToBOro koHTponto sikocTi MIPAMEKC ®IM[, Tabnetku
nikapcbKoro NPOMOHroBaHoi Aii no 1,5 Mr pocinceKo MOBOO
3acoby: lMponoHoBaHa pepakuia: MeToan KOHTPOro
PoTtTeHpopd akocTi MIPAMEKC ®nM[A, Tabnetkn
dapma 'M6X, npornoHrosaHoi Aii no 0,375 Mr ykpaiHCbKo
HimeuuunHa; MOBOIO
[MepBuHHE Ta MeToau koHTponto sikocTi MIPAMEKC ®[,
BTOPUHHE TabneTku nponoHroaHoi Aii no 0,75 mr
nakyBaHHs, YKpaiHCbKOK MOBOIO MeToamn KOHTPOIO AKOCTI
MapKyBaHHS: MIPAMEKC ®r1[, TabneTkn NponoHroBaHoi aii
PotTengopd no 1,5 Mr ykpaiHCbKOI0 MOBOIO
dapma 'M6X,
HimeyuunHa
149. | MIPANEKC® TabneTku BepiHrep HimeuunHa BupobHuuTBo, HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a UA/3432/02/02
na NPOSIOHroBaHoI Ajii IHrenbxanm nepBuHHe Ta 3MmiHun | TMny - 3miHun 3 sikocTi. [oToBUIA peuenmom
no 0,75 mr, no 10 IHTepHeLHn BTOPUHHE nikapcbkuii 3aci6. KoHTponb roToBoro
TabneTok y 6nictepi, 6X nakyBaHHs1, nikapcbkoro 3acoby (iHwi 3miHn) (B.11.r. (x) 1B)
no 3 6nictepu B MapKyBaHHS, ONsi NpYBEAEHHS PeECTPaLiiHNX OKYMEHTIB
KapTOHHiIl kopobui KOHTPOMb SIKOCTI, nikapcbkoro 3acoby y BiANOBIAHICTb 4O BUMOT
BKIO4A04N 3aKoHOAaBCTBA, 3asIBHMKOM NMOAAHO 3MiHY LWOA0

DOCNIoKEHHS
cTabinbHOCTI Ta
BUNYCK cepii:
BepiHrep
IHrenbxanm

dapma Mm6X i Ko.

KI, HimeuuunHa;
Brpo6HMUTBO,

nepeknagy paHille 3aTBepaKeHOro poCificbKor
MOBOIO AOKYMEHTY "MeToam KOHTPOSo AKOCTI
nikapcbkoro 3acoby". BHeceHi He3HauHi
KOPEKTOPCbKi NpaBku1 BiANOBIAHO A0
opuriHanbHUX JOKYMEHTIB. 3MiHM CTOCYOTbCS
n1Lle MOBU BUKNAAEHHS, iHLIMX 3MiH A0
3aTBEepAKEHHMX cneumdikauin Ta meTogis
KOHTPOM0 He BHOCUTLCS. [itoda pegakuisi:
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KOHTPOMb AKOCTI, MeToawm koHTponto sikocti MIPAMEKC ®MM4,
BKJITHOMAK04M TabneTkun nponoHrosaHoi Aii no 0,375 mr
[OCNIOKEeHHSA POCINCHKOK MOBOK MeToan KOHTPOSHO SAKOCTI
cTabinbHoCTI Ta MIPAMEKC ®r1[, TabneTky NponoHroBaHoi gji
BUNYCK cepil no 0,75 mr pocincbkoto mosoto MeTtoamn
roToBOro koHTponto skocti MIPAMNEKC ®r1[, Tabnetkn
niKapcbkoro NPONOHroBaHoi Aii no 1,5 Mr pocincbko MOBOHO
3acoby: lMponoHoBaHa pepakuis: MeToan KOHTPOIO
PotteHpopd sakocTi MIPAMEKC ®MA, tabnetkn
dapma 'M6X, nponoHroBaHoi Aii no 0,375 Mr ykpaiHCbKoto
HimeuumnHa; MOBOIO
MepBuHHE Ta MeToawm koHTponto sikocti MIPAMEKC ®MM4,
BTOPUHHE TabneTkn NponoHroBaHoi aii no 0,75 mr
nakyBaHHs, YKpaiHCbKOK MOBOIO MeToamn KOHTPOI0 SKOCTi
MapKyBaHHS: MIPAMEKC ®r, TabneTkn NnponoHroBaHoi gji
PoTtTengopd no 1,5 Mr ykpaiHCbKOI0 MOBOIO
dapma 'M6X,
HimeyuunHa
150. | MIPANEKC® TabneTku BepiHrep HimevuunHa BupobHmuTBO, HimeuunHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/3432/02/03
na NPOSIOHroBaHoI Aji IHrenbxanm nepBuHHE Ta 3MmiHun | TMny - 3MiHuM 3 siKocTi. [oTOBUIA peuenmom
no 1,5mrno 10 IHTEepHeLwWwHnN BTOPUHHE nikapcbkuii 3aci6. KoHTpornb rotoBoro
Tabnetok y 6nicrepi, mM6X nakyBaHHs, nikapcbkoro 3acoby (iHwi 3amiHn) (B.IL.r. (x) 1B)
no 3 6nictepu B MapKyBaHHS, ONs NPYBEAEHHS PEECTPaLIiHNX JOKYMEHTIB
KapTOHHiI kopobui KOHTPOMb SIKOCTI, nikapcbkoro 3acoby y BiANOBIAHICTb 4O BUMOT
BKIO4A0O4N

[OCHiIKEHHSA
cTabinbHOCTI Ta
BUNYCK cepii:
BepiHrep
IHrenbxanm

dapma M6X i Ko.

KI', HimeuyunHa;
Bupo6HmuTBO,
KOHTPOMb SIKOCTI,
BKITOMA0O4N
[OCNIAKEeHH:
cTabinbHOCTI Ta
BUNYCK cepil
roToBOro
nikapcbKoro
3acoby:
PotteHpopd
dapma 'm6X,
HimeyuunHa;
[MepBuHHE Ta
BTOPUHHE
naKyBaHHs,
MapKyBaHHS:
PotTeHpopd
dapma 'M6X,
Himev4yunHa

3aKOHOAaBCTBa, 3asBHVMKOM NOAAHO 3MiHY LLOA0
nepeknagy paHille 3aTBepaAKeHOro pocCificbKoro
MOBOIO AOKYMEHTY "MeToam KOHTPOSo AKOCTI
nikapcbkoro 3acoby". BHeceHi He3HauHi
KOPEKTOPCbKi NpaBku1 BiANOBIAHO A0
opuriHanbHUX JOKYMEHTIB. 3MiHM CTOCYOTbCS
n1Lle MOBU BUKNAAEHHS, iHLWINX 3MiH 0
3aTBEPAKEHHMX cneumdikauin Ta meToais
KOHTPOS0 He BHOCUTLCA. [litoda pegakuis:
MeToau koHTponto sikocTi MIPAMEKC ®[,
TabneTtku nponoHroeaHoi Aii no 0,375 mr
pocincbko MoBOK MeToAN KOHTPOMIO SAKOCTI
MIPAMEKC ®r1[, TabneTtkn nponoHroBaHoi aii
no 0,75 mr pociricbkoto moBoto MeToam
KoHTponto sikocTi MIPAMEKC ®IM[, Tabnetku
NPOMOHroBaHoi Aii no 1,5 Mr pocinceKo MOBOHO
lMponoHoBaHa pepakuia: MeToan KOHTPOrO
skocti MIPAMNEKC ®rNA, tabnetku
nporoHroBaHoi Aii no 0,375 Mr ykpaiHCbKO
MOBOIO
MeToau koHTponto sikocTi MIPAMEKC ®M[,
TabneTku nponoHrosaHoi Aii no 0,75 mr
YKpaiHCbKOK MOBOK MeToamn KOHTPOIO SKOCTi
MIPAMEKC ®r1[, TabneTtkn nponoHroBaHoi aii
no 1,5 Mr ykpaiHCbKOI0 MOBOIO
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151. | MI®ENPUCT Tabnetku no 200 mr YanHa Kutaiicbka YanHa Pesoypsec Kutaiicbka BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/16710/01/01
OH no 1 abo 3 TabneTkun Pesoypsec HapogHa 3iky HapogHa 3MiHn | TUnY - 3miHK 3 AkocTi. FoToBU peuenmom

y 6nicTepi; no 1 3ixxy Pecnybnika dapmac’toTikan Pecnybnika nikapcbkuii 3aci6. Cuctema

6nictepy B nauyui 3 dapmac’ioTika Ko., NT1a. KOHTeWHep/3aKynoptoBanbHuiA 3acio. 3miHa

KapToHy n Ko., NtA. noctavanbHWKa nakyBanbHUX maTepianis abo

KOMMMEKTYIOUMX (SIKLLO 3a3Ha4YeHO B AOCHE)
(3amiHa abo gogaBaHHS nocTavanbHuka) -
BBeJEHHS [0AaTKOBOro BUPOOHUKA antoMiHieBOI
¢onbrn Zhongjin Matai Pharmaceutical
Packaging Co., Ltd., China. 3aTtBepgxeHo:
BupobHukm antominieBoi conbri Amcor
Flexibles Kreuzlingen AG, Switzerland
3anponoHoBaHo: BUpoGHMKK antomiHieBoi
donbrn Amcor Flexibles Kreuzlingen AG,
Switzerland Zhongjin Matai Pharmaceutical
Packaging Co., Ltd., China BBegeHHs1 3MiH
npoTarom 6-Tu MicauiB 3 4aTW 3aTBEPAKEHHS.

152. | MOBECMNA3M | Tabnetku, BKpUTI TOB «Mosi YkpaiHa CaBa Xenckea IHgis/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: - UA/10011/01/01
o6onoHkoto, in bulk: Xenc» Ita, IHgis YropwuHa 3MiHa 3asBHuka J13 (MIBI) (BnacHuka
no 5000 TabneTok y peecTpaLinHOro NocBiAYeHHs) (3rigHO Hakasy
noAaeinHoOMy Megiton MOS Big 23.07.2015 Ne 460). 3miHV BHeceHo y
nonieTuneHoBoMy dapmachkioTikan po3ainu "3asBHuK" Ta "Micue3HaxomKeHHst
nakeTi y KOHTenHepi Ira., YroplwmHa 3asBHUKA" B IHCTPYKLO ANS Mean4YHOro

3aCTOCyBaHHsI NikapCcbKoro 3acoby y 3B's3Ky 3i
3MiHOO 3asiBHUKA Ta SIK HACNiAoK - y TEKCT
MapKyBaHHS1 YMaKoBKM NiKapCbKoro 3acoby.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHuM | Tuny - 3miHK WwWono
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK). 3MiHN BHECEHO Y TEKCT MapKyBaHHS
nepBUHHOI (N. 6) Ta BTopMHOI (n. 12 Ta n. 17)
yNaKoBKU flikapcbKoro 3acoby.
OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKu in
bulk, a came He3HauHi peAakuinHi NpaBku.
HasBHi ToproBenbHa Mapka KOMNaHii 3asiBHMKa,
LUTpUX-KoA Nikapcbkoro 3acoby, hapmakos,
KOAO0BI NMO3HAYEHHSsI APYKOBaAHOro marepiany.
BBeneHHs 3miH npoTArom 6-Tu MicsuiB nicnsi

3aTBEPAKEHHS.
153. | MOBECMNA3M | tabnetku, BKpUTI TOB «Mosi YkpaiHa CaBa Xenckea IHAis/ BHECEHHS 3MiH 10 peecTpaLiiHnx MaTepianis: 6es He UA/10010/01/01

o6onoHkoto, no 10 Xenc» JItg, IHgis YropwumHa 3MiHa 3aaBHuka J13 (MIBI) (BnacHuka peuenma nidnsieae

TabneTok y 6nictepi; Megiton peecTpaLinHOro NocBigYeHHs ) (3rigHO Hakasy

no 1 abo 2 Gnictepu dapmacbtoTikan MO3 Big 23.07.2015 Ne 460). 3miHV BHECEHO Y

Y KapTOHHIN nauuy; JItg., YropwumHa po3ginu "3asaBHuK" Ta "MicLe3HaxomKeHHs

no 20 TabneTok y 3asiBHMKA" B IHCTPYKLUIilO AnS MeAUYHOro

6nicTepi; no 1 3aCTOCYBaHHsI NikapCbKoro 3acoby y 3B's3Ky 3i

6nictepy B 3MiHOI 3asiBHMKA Ta SK HACNIZOK - y TEKCT

KapTOHHIN nayui MapKyBaHHSs1 yMakoBKM NikapCbKoro 3acoby.

BBegeHHs 3MiH npoTArom 6-Tu MicsuiB nicns
3aTBEepAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
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3acoby ynakoeka) noceid4yeHHs1
(iHWi 3MiHK). 3MiHN BHECEHO Y TEKCT MapKyBaHHS
nepBuHHOI (N. 6) Ta BTopuHOI (n. 12 Ta n. 17)
yNaKoBKW fikapcbKoro 3acoby.
OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKu in
bulk, a came He3Ha4Hi pefakuiviHi NpaBku.
HasBHi ToproBenbHa Mapka KoMnaHii 3asiBHMKa,
LUTpUX-KOA MikapcbKoro 3acoby, dapmakos,
KOAOBI MO3HAYEHHs ApYKOBaHOro marepiany.
BBegeHHs 3MiH NpoTsArom 6-Tu MicsuiB nicnsi
3aTBEPKEHHS.
154. | MOTUNIYM® | TabneTku, BKpUTI MakHin AHrnis IDKHTN ®paHuis BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: bes UA/10190/01/01
nniBKOBOK Mpopaktc KoHcblomep Xenc 3MinHun | TMNy - 3MiHK Woao peuyenma
o6onoHkoto, no 10 Nimiteq (PpaHc) CAC 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
mr; no 10 TabneTok BBeneHHs abo 3miHM 0O y3aranbHEHUX AaHNX
y BnicTepi; no 1 abo npo cucteMy cdapmMakoHarnagy (BBeaeHHs
3 bnictepu B y3aranbHeHVX JaHnX Npo cucTemy
KapTOHHIN ynakoBLi; dapmakoHarnsgy, 3MiHa yroBHOBaXXeHOi ocobu,
no 30 TabneTtok y BiQNOBiQanbHOI 3a 3AiNCHEHHS
6nictepi; no 1 capmakoHarnsgy; KOHTakTHoi ocobu 3
6nictepy B apmakoHarnsay 3asiBHVKa ANs 30iNCHEHHSA
KapTOHHIN ynakoBLi bapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHA Big yNoOBHOBaXXeHOI ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnsaay). 3miHa KOHTaKTHOI ocobu
3asBHYKa, BignosiganbHoi 3a hapmMakoHarnsg B
YkpaiHi.
[Nitoywa pepakuis: HaropHa KatepuHa IBanisHa /
Nahorna Kateryna lvanivna. NponoHoBaHa
pepakuis: YarapHa Hatanis CepriiHa /
Chagarna Natalia Serhiivna. 3miHa KOHTaKTHMX
[OaHNX KOHTaKTHOI 0COBU 3asiBHUKA,
BignosiganbHoi 3a dapMakoHarnsg B YKpaiHi.
155. | HASBO®EPOH | cnpei HasanbHui AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: bes UA/20260/01/01
® 100 000 MO/mn; no 3MiHu | Tuny - 3MiHn 3 sikocTi. A®Il. CTabinbHicTb. | peyenma

5 mMn y dpnakoHi 3
CBIT/I03aXUCHOTO
cKkna, sikumn
YKyNnopeHo HacoCcoM-
[03aTopoMm 3
posnunioBavemM
Ha3anbHoro
npusHayeHHs, no 1
dnakoHy y nauui

3MiHa nepioy NoBTOPHUX BUNpobyBaHb/nepioay
30epiraHHst abo ymoB 36epiraHHst AdI (3a
BiICYTHOCTi y 3aTBepKeHOMY AOCHE
cepTudcpikaTa BignoBigHoOCTi €Bponenchkin
dhapmakonei, Lo BKITHYae nepioq NOBTOPHOMO
BUNpobyBaHHs) (nepio NOBTOPHOrO
BUNpobyBaHHs/nepion 36epiraHHs) -
306inbLeHHs abo BBEAEHHS Nepiogy NOBTOPHOIO
BunpobyBaHHsa/nepiony 36epiraHHs Ha OCHOBI
pe3ynbTaTiB AOCAiAKEeHb Y pearibHOMY Yaci.
36inbLweHHs nepiofdy 36epiraHHa A®I
"IHTepdepoH anbda-2b nogmHm
pekoMbGiHOBaHMI" Ha OCHOBI pe3yrbTaTiB
[ocnimpkeHb y peanbHOMY Yaci npu Temneparypi
He Bue -20°C. fitova peaakuis: TEPMIH
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MPUOATHOCTI 2 poku. NponoHoBaHa
pefakuis:
TEPMIH NMPUOATHOCTI 3 poku.

156.

HATPIIO
Xnoeug

PO34uH ANs iHAY3in,
9 mr/mn, no 100 mn,
abo no 250 mn abo
no 500 mny
CKIAAHMX MAsILLKax

LIAKO
BIOGAPMAY

EYTIHI C.P.JI

ITanis

LIAKO
BIO®APMAYEYTI
4yl C.P.N.

ITanis

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHn | TMnY - 3miHK 3 AkocTi. FoToBU
nikapcbkuii 3aci6. 3miHn y BUpoOHMUTBI. 3MiHa
po3mipy cepii (BKMoYao4um giana3oH posmipy
cepii) roToBoro nikapcbkoro 3acoby (iHLi 3mMiHu),
BBeAEeHHS fogaTkoBoro posMipy cepii M3 4150
n anst o6’emy no 100 Mn y CKNSHUX NASLWKaxX
3aTBepakeHo: po3amipu cepin gna 100 mn - 2000
n, 3400 n 3anponoHoBaHO: po3Mipu cepir ans
100 mn - 2000 n, 3400 i1, 4170 n.

3a
peyenmom

UA/17767/01/01

157.

HATPIIO
xnoeunn

PO34uH ANS iHAY3in,
9 mr/mn, no 100 mn,
abo no 250 mn abo
no 500 mny
CKISIHMX MAsILLKaX

LIAKO
BIOGAPMAY

EYTIMI C.P.J1.

ITanis

LIAKO
BIO®APMAYEYTI
4l C.P.N.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3MinHn | TMny - 3MiHK Woao
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
BBeneHHs abo 3miHM 0O y3aranbHEHUX AaHNX
npo cucteMy chapmakoHarnsgy (BBeeHHs
y3aranbHEeHNX AaHNX Npo CUCTEMY
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsay; KOHTaKTHOi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30inCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa
BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MmilLieHHI macTep-anna cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXKeHOI 0cobun
3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
[itoya pepakuis: Binbma CabariHi.
lMponoHoBaHa pepakuia: Yonunk AHaTonin
OMunTpoBuY. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXeHOI 0cobu 3asiBHUKa,
BiAMNOBiAanbHOI 3a dpapmakoHarnag. 3MiHa
MicLle3HaxooKeHHs MacTep-hanna cuctemu
hapmakoHarnsigy Ta oro Homepa. 3MiHa Micus
3[iNCHEHHSA OCHOBHOI [isiNbHOCTI 3
dapmakoHarnsigy.

3a
peuerimom

UA/17767/01/01

158.

HEBIAO

PO34MH ONs iH eKLN,
250 mr/mnno 4 mny
donakoHi; no 1
hbnakoHy B
KapTOHHIN nayui

Banep Al

Himeyuunna

Banep Al

Himeyuunna

BHECEHHS 3MiH IO peecTpauiiHix maTepianis:
3MminHn | TMny - 3miHK Woao
6e3nekn/edpekTMBHOCTI Ta hbapMakoHarnsay.
BBeneHHs abo 3miHu [0 y3aranbHeHVX AaHnX
npo cucteMy hapMakoHarnsgy (BBeeHHs
y3aranbHeHVX JaHnX Npo cucTtemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOi ocobu,
BiANOBIAANbHOI 3a 3AiNCHEHHS
dapmakoHarnsify; KOHTaKTHoi ocobu 3
bapmakoHarnsgy 3asBHUKa NS 30iNCHEHHS
chapmakoHarnsgy B YkpaiHi, AKLo BoHa
BiMiHHa Bi ynoBHOBaxeHOi ocobu,

3a
peuenmom

UA/2629/01/01
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BiZNOBIganbHOI 3a 3iMCHEHHS hapMakoHarnsay
(BKNtOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHW y
PO3MiLLEeHHI MacTep-danna cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXkeHOI 0cobu
3asiBHMKA, BiANOBiAanNbHOI 3a hapmakoHarnsa.
[Litova pepakuis: Justin Daniels. MNponoHoBaHa
penakuis: Jutta Pospisil. 3MiHa KOHTaKTHMX
[aHNX YyrOBHOBaXXEHOI 0COOU 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag.

159.

HEBPOIJIEK

PO3YMH AN iH'ekuin
no 2 Mn B amnyni;
no 5 amnyn y navuj;
no 2 mMn B amnyni;
no 5 amnyn B
6nictepi; no 1
6nictepy B navui

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Nekxim-
XapkiB"

YkpaiHa

MpuBaTHe
akuioHepHe
TOBapUCTBO

"INekxim-Xapkis

YkpaiHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3miHu | Trny - 3minn 3 akocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BigNoBigHOCTI
€BponeWcbkin dhapmakonei/MoHorpagii.
MopaHHsa HoBOro abo oHoBMEHOro cepTudikara
BignoBigHoCTi a6o BUNy4YeHHs cepTudikara
BigNoBigHOCTI €Bponeichkin dhapmakonei: ons
A®I; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
OOMOMDKHOT peyvoBUHM (cepTudpikaT
BiNOBIgHOCTI €Bponeinchkin hapmakonei) -
HoBwuin cepTudikaT Big HOBOro BUPOGHMKa
(3amiHa abo JOMOBHEHHS), MOA4AHHS HOBOTO
cepTucikaTa BignosigHoCTi €Bponenchkin
dapmakonei Ne R1-CEP 2011-205-Rev 02 ans
A®I uiaHokobanamiHy Big HOBOro
anbTepHaTuBHOro BUpobHuka Hebei Huarong
Pharmaceutical Co Ltd, China.

3a
peyenmom

UA/12880/01/01

160.

HE®AM

pPO34MH Ans iH'ekuin,
10 mr/mMn, no 2 mn B
amnyni, no 5 aéo 10
amnyn y nayui; no 5
amnyn y 6nictepi, no
1 abo 2 Gnictepn y
nayui

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MiHu | TUny - 3miHu 3 akocTi. APl. KoHTponb
A®Il. 3miHa y napameTpax cneundikauin Ta/abo
OOMyCTUMMUX MEX, BU3HAYEHUX Y crieumdikaLisax
Ha A®l, abo BUXigHWUA/MPOMIXHMIA
NpoAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea AD| (Z0NOBHEHHS!
cneum@ikaLii HOBUM MOKa3HWKOM SIKOCTi Ta
BiANOBIAHMM METOAOM BUNPOOYBaHHS).
[onoBHeHHs cneumndikadii Al Hedonamy
rigpoxnopuay BupobHuka MNM13 HoBuM
NOKa3HUKOM SIKOCTI «1,2-guxrnopeTaH» 3
HOpMyBaHHSM «He GinbLlue 1,5 ppm» Ta
BiANoBigHMM MeTogoM BunpobyBaHHs (DY,
2.2.28). 3Mminn Il Tuny - 3miHn 3 sikocTi. ADI. (iHLWi
3MiHM). OHoBneHHsA IM® ans fito4oi pe4yoBrHU
Hedonamy rigpoxnopuay Bupo6Huka
Przedsiebiorstwo Innowacyjno- Wdrozeniowe
IPOCHEM Sp.z.0.0, Poland 3 ASMF AP
Nefopam hydrochloride version 06 May 2018 Ha
ASMF AP Nefopam hydrochloride version 07
May 2022. 3minu Il Tuny - 3miHn 3 skocTi. API.
(iHWi 3miHK). OHoBNeHHst OM® ans gitoyoi

3a
peuerimom

UA/18031/01/01
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peyoBMHM Hedonamy rigpoxnopuay BupobHuka
Przedsiebiorstwo Innowacyjno- Wdrozeniowe
IPOCHEM Sp.z.0.0, Poland 3 ASMF Nefopam
hydrochloride version 07 May 2022 Ha ASMF
Nefopam hydrochloride version 7.1/ January
2023. BHacnigok oHOBMEHHS, Biabynacs 3amiHa

Ha3BW komnaHii 3 Przedsiebiorstwo Innowacyjno
- Wdrozeniowe IPOCHEM Sp.z.0.0, Poland Ha
Warszawskie Zaklady Farmaceutyczne Polfa

Spolka Akcyjna, Poland.

161.

HE®AM®

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 30
mr; no 10 TabneTok
y BnicTepi; no 2 abo
6 GnictepiB y nayui 3
KapTOHY

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3MiHun | Tuny - 3MiHm 3 sikocTi. A®I. KoHTporb
A®l. 3miHa y napameTpax cneumndikauin Ta/abo
OOMyCTUMMX MEX, BU3HAYEHUX Y crieumdikaLisax
Ha A®I, abo BMXigHUA/MPOMIKHMWIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHmutea AP| (ZONOBHEHHS
cneumaikauii HOBMM NOKa3HUKOM SIKOCTI Ta
BiANOBIAHMM METOAOM BUNPOOYBaHHS),
AONoBHeHHs cneumdikauii A®I Hedonamy
rigpoxnopuay BupoGHuka 113 HoBuM
NOKa3HWKOM SIKOCTi «1,2-gmxnopetaH» 3
HOpMyBaHHAM «He Ginblue 1,5 ppm» Ta
BignoBigHWM MeTogom BunpobyBaHHs (DY,
2.2.28). 3minnm Il Tuny - 3miHn 3 sikocTi. ADI. (iHLWi
3MiHW), OHOBIEHHSI MacTep-anny Ans Aitoyoi
peyoBuHK Hedbonamy rigpoxnopuay BUpo6Huka
Przedsiebiorstwo Innowacyjno- Wdrozeniowe
IPOCHEM Sp.z.0.0, Poland 3 ASMF AP
Nefopam hydrochloride version 06 May 2018 Ha
ASMF AP Nefopam hydrochloride version 07
May 2022. 3minm Il TUny - 3miHn 3 gxkocTi. API.
(iHwWi 3MiHK), OHOBNEHHS MacTep-chaviny ans
aitoyvoi pevoBuHU Hedbonamy rigpoxnopuay
BUpobHMKa Przedsiebiorstwo Innowacyjno-
Wdrozeniowe IPOCHEM Sp.z.0.0, Poland 3
ASMF Nefopam hydrochloride version 07 May
2022 Ha ASMF Nefopam hydrochloride version
7.1/ January 2023. BHacnigok OHOBREHHS,
Biabynacsi 3amiHa Ha3BM KOMMaHii 3
Przedsiebiorstwo Innowacyjno - Wdrozeniowe
IPOCHEM Sp.z.0.0, Poland Ha Warszawskie
Zaklady Farmaceutyczne Polfa Spolka Akcyjna,
Poland

3a
peuerimom

UA/18031/02/01

162.

HIBECTUM

PO34MH ANs iH'ekuin
abo iHdysin no 12
mrH Of1 (120
mkr)/0,2 mn; no 0,2
My nonepeaHbLo
3anoBHeHOMY
wnpwdi (I knacy)

Mdparizep
Eiy.Ci.Mi.
KopnopewH

CLA

BUNYCK cepii,
BUPOGHMLUTBO "in
bulk", koHTponb
cepii y npoueci
BUPOGHMLTBA,
TecTyBaHHSA
BMNYLLIEHOI cepil,

Xopsartis/
Benbris

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3miHu | TUny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta bapmakoHarnsagy.
BBepneHHsa abo 3MiHM 40 y3aranbHeHVX AaHux
npo cuctemy capmMakoHarnsgy (BBeAeHHs
y3aranbHeHUX AaHnX Npo cucTemy
hapmakoHarnsiay, 3MiHa yrnoBHOBaXeHOI ocobu,

3a
peuerimom

UA/15455/01/01
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n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
MicTkicTio 1 mn; no 1 TEeCTyBaHHsI BiANOBIAanbHOI 3a 3AiNCHEHHS
nornepegHLo cTabinbHocTi, hapmakoHarnsigy; KOHTaKTHoi ocobu 3
3anoBHeHOMY TECTYBaHHs dapmakoHarnsaay 3asiBHUKa Ans 30iNCHEeHHS
wnpuyy y énictepi y CTEpPUNbHOCTI, capmakoHarnsgy B YkpaiHi, AKLwo BoHa
KapTOHHIN nayui nepBuHHe Ta BiIMiHHa Bif, YNOBHOBaXeHOi ocobwm,
BTOPUHHE BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
nakyBaHHsi: (BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
XOCIPA pO3MiLLieHHI MacTep-hanna cuctemm
3AIrPEB .0.0,, capmakoHarnsgy). 3MiHa KOHTaKTHUX JaHUX
XopBarisi; KOHTaKTHOI 0cO0M 3asiBHUKa, BignoBiaansHoi 3a
KOHTPOMb SKOCTI, 3AiNCHEHHA hapmakoHarnsgy B YKpaiHi.
TECTYBaHHs
BUNYLLEHOT cepil,
TECTyBaHHs
ctabinbHocTi: SGS
Jlab CanmoHn CA,
Benbris
163. | HIBECTUM PO34MH Ans iH'ekuin Mdpaiizep CWA BUMYCK cepii, XopsarTis/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/15455/01/02
abo iHdysin no 30 Eny.Ci.Mi. BUPOGHMLTBO "in Benbris 3MinHun | TMNy - 3MiHK Woao peuenmom
mnH Off (300 KopnopewwH bulk", koHTponb 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
mkr)/0,5 mn; no 0,5 cepii y npoueci BBeneHHs abo 3miHM [0 y3aranbHEHUX AaHnx
My nonepeaHbLo BUPOGHMLTBA, npo cucteMy chapmakoHarnagy (BBeAeHHs
3anoBHeHOMY TECTyBaHHs y3aranbHeHUX AaHnX Npo cucTemy
wnpwudi (I knacy) BUNYLLIEHOI cepil, hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI 0cobu,
MmicTkicTio 1 mn; no 1 TEeCTyBaHHs BiOQNOBiganbHOI 3a 3AiNCHEHHS
abo 5 nonepefHbo crabinbHocTi, apmakoHarnsay; KOHTaKkTHOi ocobu 3
3anoBHEHNX TECTYBaHHs dapmakoHarnsay 3asiBHVKa Ans 30iNCHEeHHS
wnpuuis y 6nictepi CTEePUbHOCTI, thapmakoHarnsgy B YKpaiHi, SKLO BOHa
Y KapTOHHIW navui nepBuHHe Ta BiAMiHHa B YyNOBHOBaXeHOi ocobu,
BTOPUHHE BiANoBiganbHOI 3a 3AiIMCHEHHSA hapMakoHarnsay
nakyBaHHs: (BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
XOCIIPA po3MmilLieHHI MacTep-anna cuctemm
3AIrPEB 4.0.0,, dapmakoHarnsgy). 3MmiHa KOHTaKTHUX JaHuX
Xopsarisi; KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansHoi 3a
KOHTPOMb SKOCTI, 3AiNCHEeHHA dapmakoHarnsgy B YkpaiHi.
TECTYBaHHS
BUNYLLIEHOI cepil,
TECTyBaHHS
cTabinbHocTi: SGS
Jlab Canmon CA,
Beneris
164. | HIBECTUM PO34uH ANs iH'eKuin Mcpanzep CLUA BUNYCK cepil, Xopsartis/ BHECEHHS 3MiH 10 peecTpaLiiHnx maTepianis: 3a UA/15455/01/03
abo iHdysin no 48 Eny.Ci.Ni. BUPOGHMLUTBO "in Benebris 3miHu | TMny - 3miHn WwWoao peuenmom
mnH Off (480 KopnopewH bulk", koHTponb 6e3nekn/edekTMBHOCTI Ta bapMakoHarnsagy.

mkr)/0,5 mn; no 0,5
My nonepeaHbLo
3anoBHEHOMY
wnpwudi (I knacy)
MicTkicTio 1 mm; no 1
abo 5 nonepeaHLO
3aNOBHEHMX

cepii y npoueci
BUPOGHMLTBA,
TECTyBaHHS
BUNYLLIEHOI cepil,
TecTyBaHHS
crabinbHocTi,
TECTyBaHHs

BBeneHHs abo 3miHM [0 y3aranbHEHUX AaHUX
npo cucteMy chapmakoHarnsgy (BBeAeHHs
y3aranbHeHUX AaHuX Npo CUcTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeHOI ocobu,
BiOQNoOBiganbHOI 3a 3AiNCHEHHS
chapmakoHarnsgy; KOHTakTHoOi ocobu 3
hapmakoHarnsgy 3asiBHMKa Ans 34inCHEHHS
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wnpuuis y 6nictepi CTEpUnbHOCTI, capmakoHarnsgy B YkpaiHi, sKLLO BOHa
Y KapTOHHIN navui nepBuHHe Ta BiIMiHHa Bif, YNOBHOBaXeHOi ocobwm,
BTOPUHHE BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
nakyBaHHsi: (BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
XOCIPA pO3MiLLieHHI MacTep-hanna cuctemm
3AIrPEB [.0.0,, apmakoHarnsgy). 3MiHa KOHTaKTHUX JaHUX
XopBarisi; KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
KOHTPOMb SKOCTI, 3AiNCHEHHA dapmakoHarnsgy B YkpaiHi.
TECTYBaHHs
BUNYLLIEHOI cepil,
TECTyBaHHs
ctabinbHocTi: SGS
Jlab CanmoHn CA,
Benbris
165. | HIMOTOMN® PO34MH Ans iHGY3in, Bariep Al HimevuunHa BECb LMK HimevuunHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/3871/01/01
10 mr/50 mn; no 50 BUPOGHMLTBA: 3MinHun | TMNy - 3MiHK Woao peuenmom
MIT PO3YUHY Y (BUpOBGHMLTBO in- 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
dnakoHi; no 1 bulk, nepsnHHe BBeneHHs abo 3miHM 40 y3aranbHEHUX AaHnx
hbnakoHy pasom 3 nakyBaHHs, npo cucteMy chapmakoHarnsgy (BBeAeHHs
nonieTuneHoBow BTOPWHHE y3aranbHeHUX AaHuX Npo cucTemy
cnony4Hor Tpybkoro nakyBaHHs, hapmakoHarnsigy, 3MiHa yroBHOBaXeHOi 0cobu,
ans iHgysomara y KOHTPOMb AKOCTI, BiQNOBiQanbHOI 3a 3AiNCHEHHS
KapTOHHiIn kopobuyj; BUMNYCK cepil): hapmakoHarnsay; KOHTaKTHOi ocobu 3
no 5 kopobok B Baviep Al', hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS
ynakosLi 3 Himeuumnna; thapmakoHarnsgy B YKpaiHi, KO BOHa
nonieTuneny anbTepHaTUBHUIA BiAMiHHa B YNOBHOBaXeHOi ocobu,
BUPOGHMK BiAnoBiganbHOI 3a 3AiMCHEHHSA hapMakoHarnsay
(BTOPUHHE (BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
nakyBaHHs): KBl po3MilLieHHI MacTep-anna cuctemm
dapma + papmakoHarnsgy). 3miHa ynoBHoBaxeHoi ocobu
BeTtepuHap 3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
Mpoaykre MM6X, Litoua pegakuisi: Justin Daniels. MNponoHoBaHa
HimeuuunHa; pepakuis: Jutta Pospisil. 3miHa KOHTaKTHKX
anbTepHaTUBHUI [OaHuX yNoBHOBaXEHOI 0COOU 3asiBHIKA,
BUPOBHMK BiZNoBiganbHoi 3a papMakoHarnag
(BUpOBOHULTBO iNn-
bulk, nepBuHHe
nakyBaHHs1,
KOHTPOIb SIKOCTI):
Contocapm
dPapmauonTie
EpuonrHicce
'm6X, HimeuynHa
166. | HI®EAUMNIH MOPOLLIOK MpAT YkpaiHa Inka JTabopatopic IHAis BHECEHHS 3MiH IO peecTpauiiHix maTepianis: - UA/8830/01/01
KpucTaniyHum "®PapmaLeBTu Timiteq 3MiHu | TUny - 3MiHu 3 sikocTi. CepTudikat
(cybeTaHuis) y YHa dipma BignoBigHocTi/'E-cepTudikat BiaNoBigHOCTI
nakeTax noABiNHNX "NapHuus" €Bponelicbkint hapmakonei/moHorpadii.

nonieT1neHoBmx
ans
hapmaLEeBTUYHOO
3aCTOCyBaHHs

MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta
BigNoBigHOCTI abo BUNy4eHHs1 cepTudikata
Bi4NOBIgHOCTI €Bponenchkin dapmakonei: ons
ADI; ans BuxigHoro
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

marepiany/peareHTy/NpOMiIKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTLCS Y BUpobHUUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHnn cepTudikar Big yxe 3aTBepaXeHoro
BUpOGHMKA. NogaHHA oHOBREHoro cepTudikata
BignoBigHocTi €Bponeickkin hapmakonei Ne R1-
CEP 2014-102 - Rev 01 (3aTBepaxkeHo: R1-CEP
2014-102 - Rev 00). Ak Hacnigok BBEAEHO
[04aTKOBY BUPOOHMYY AiNbHULIO Ha AoAaTOK A0
3aTBepAKeHNX 6e3 3mMiHM BUpOOHULTBA
(3anponoHoBaHo: Inka JlabopaTopic JlimiTeq
Mnot Ne 4722, 4723, 4731 & 4732, Oxi.An.[i.Ci.
ECTEWT BXAPYY IHAIA — 393 002
AHKNELWBAPE I'YOXXAPAT/ Ipca Laboratories
Limited Plot No. 4722, 4723, 4731 & 4732,
G.1.D.C. ESTATE BHARUCH INDIA - 393 002
ANKLESHWAR, GUJARAT); 36inbLueHo TepMiH
NepekoHTPOnto 3 3 pokiB 40 5 pokiB BIANOBIAHO
CEP.

167.

HONbMNA3A®

nioginizat gns
PO34MHY Ons iH eKLin
no 40 wr, 1 abo 5,
abo 10, abo 20
dnakoHiB 3
NMOPOLLIKOM Y
KapTOHHiI kopobui

KPKA, o.4.,
HoBeo mecto

CnoBeHis

Bupo6HuLTBO
Hepo3dgacoBaHoI
npoaykuii "bulk",

nepBUHHE Ta

BTOPUHHE
nakyBaHHs,
KOHTPOSb cepii:
Bangedapm,
DdpaHLis;

BMPOGHMLUTBO
Hepo3adacoBaHol
npoaykuii "bulk",

nepBUHHE Ta

BTOPUHHE
naKyBaHHS:

Codpapimekc-
IHgacTpia Keimika
e ®apmaueBTika,
C.A., MNoptyranis;

BTopuHHe
nakyBaHHs ,
KOHTPOIb cepii Ta

BUMYCK cepii:

KPKA, a.a., HoBo
MecTo, CrnoBeHis;

BMPOGHMLUTBO
Hepo3dacoBaHoi
npogykuii "bulk",

nepBuUHHE Ta

BTOPUHHE
nakyBaHHs:

MopTyranis/
CnogeHis/
Icnanis

BHECEHHS 3MiH O peecTpauiiHuX maTepianis:
3MinHn | TMny - 3MiHK Woao
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHwWi 3miHK). 3MiHKM BHeceHOo Ao IHcTpykuii ons
MEeAMYHOro 3aCTOCYBaHHs! NikapcbKoro 3acoby
0o po3giny "Mo6ivHi peakuii” Woao 3BiTyBaHHSA
npo nob6iyHi peakuii. BBeaeHHs1 3MiH npoTsrom 6-
TH MicsiliB nicnsi 3aTBepaKeHHS. 3MiHn | Tuny -
3miHn Wwopo 6e3nekn/edPeKTUBHOCTI Ta
dapmakoHarnsagy (iHwi aminm) (B. (x) 1B)
3MiHM BHECEHO [0 TEKCTY MapKyBaHHsI
BTOPWHHOI YNakoBKy nikapcbkoro 3acoby Ao n. 8
"[aTa 3aKiH4eHHsa TepMiHy npugaTHocTi"
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEepAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy.
3MiHUM y KOPOTKili XapakTepucTuLL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
ME[MYHOrO 3aCTOCYBaHHS
reHepu4HUX/ribpuaHnx/GionoaibHNX nikapcbkmx
3acobiB nicnsg BHECEHHSA TiEl camoi 3MiHM Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
HaZlaHHS! )KOAHWNX HOBMX [0AATKOBUX AaHMX).
3MiHM BHeceHOo [0 [HCTpyKUii ona MmeguyHoro
3acTocyBaHHs nikapcbkoro 3acoby oo po3ainis
"B3aemogis 3 iHWKMU nikapcbkuMn 3acobamu Ta
iHWi B1am B3aemogain”, "OcobnmBocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHO oo
OHOBJIEHOI iHpopmaLii pedpepeHTHOro
nikapcbkoro 3acoby KoHTponok®, NopoLlok ans
po34nHy Ans iH’exui no 40 mr. BeegeHHs 3MiH

3a
peuerimom

He
nidnsieae

UA/7955/02/01
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n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
JTabopaTopioc NPOTArom 6-T MicsILiB Nicnsi 3aTBEPYKEHHS
Ankana ®apwma,
C.1., IcnaHis
168. | HO-LLUMNA® TabneTku no 80 mr; TOB «Onenna YkpaiHa Bupo6HmuTBO, Monbwa/ BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 6e3 UA/8879/01/01
®OPTE Ne 10: no 10 Xenckea KOHTPOMb SKOCTI, YropwuHa 3minu | Tvny - 3miln wopo peuernma
TabneTtok y 6nicrepi; YkpaiHa» nakyBaHHs, 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsgy
no 1 6nictepy y MapKyBaHHS, (iHLWi 3MiHK). 3MiHN BHECEHO [0 TEKCTY
KapTOHHiN kopobuyj; BMNYCK cepii: MapKyBaHHS1 BTOPMHHOI YNaKOBKW fikapCbKoro
Ne 24: no 24 Onenna Xenckea 3aco0y B n.n. 8; 17 Ta 4O TEKCTY MapKyBaHHs
TabneTtkun y 6nicrepi; XaHrepi Ko, NepPBUHHOI YNaKoBKM Nikapcbkoro 3acoby B n.6.
no 1 6nictepy y YropwuHa; LLIOAO YTOYHEHb Ta pefaryBaHHsi TEKCTY.
KapTOHHiIN kopoOLi BupobHmuTBO, BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
KOHTPOMb AKOCTI, 3aTBEPOKEHHS.
nakyBaHHs1,
MapKyBaHHS,
BUMYCK Cepil:
Onenna Xenckea
MonaHa Cn. 3 0.0.,
MNonbLa;
MikpobionoriuHun
KOHTponb MN3:
E€YPOATI XaHrepi
JIta., YropwuHa;
MikpobGionoriuHui
KOHTponb [13:
XIHOTH 3aBon
dapmaLeBTUYHNX
Ta XiMiYHMX
MpopaykTis
Mpamnsit Ko. lT4.,
MignpnemcTteo Ne3
(MignpyemcTso B
YaHikBenbab),
YropwumHa
169. | HYPO®EH®E | kancynu m'ski no PexkkiTT Benuka BiAnNoBiganbHUi Benuka BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: bes UA/13599/01/01
KCNPEC 200 wr; no 4 abo 10 BeHkizep Bputanis 3a NepBUHHE, BpuTaHis/ 3miHu | TUny - 3miHm 3 sikocTi. CepTudpikat peuenma
YNbTPAKAIN Kancyn y 6nictepi; Xenckep BTOPUHHE Higepnangwn BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
no 1 6nictepy B IHTEepHeLHN nakyBaHHs, / CrnonyyeHi €Bponelicbkinn hapmakonei/moHorpadii.
KapTOHHiIl kopobuyj; Nimiteq KOHTPOrb SAKOCTi wratu MopaHHsa HoBoro abo oHOBMEHOrO cepTudikaTta
no 8 kancyny roTOBOrO NPOAYKTY (CWA) BigNoBigHOCTI abo BUNy4eHHs1 cepTudikata

6nictepi, no 2
Gnictepu B
KapTOHHiIl kopobui

Ta BUMYCK cepii:
PekkiTT BeHkizep
Xenckep
IHTEepHeLwHN
JimiTen, Benuka
BputaHis;
BiAnoBiganbHUN
3a BUPOBHMLTBO in
bulk, Bkntovaroun
npoBeAeHHs
KOHTPOIIO AKOCTI:

BiNoOBIigHOCTI €Bponenchkin dapmakonei: ons
AQDI; ans BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUpobHUUTBI A®I; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT
BiQNOBigHOCTI E€Bponeichki hapmakonei) -
OHoBREHWI cepTUikaT Bif y)Ke 3aTBEPAXKEHOrO
BMPOOHYKa, NoAaHHs OHOBMEHOro cepTudikarta
BignosigHocTi €Bponeicbkint papmakonei Ne R1-
CEP 1996-061-Rev 07 (3aTtBepmkeHo: Ne R1-
CEP 1996-061-Rev 06) ons gito4oi pe4oBUHU
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3acoby ynakoeka) noceid4yeHHs1
MaTeoH Ibuprofen Big Bxe 3aTBEpAXEHOr0 BUPOOHMKA,
Codpmxenc B.B., AKUIA 3MiHMB Ha3By Ha SHASUN
HioepnaHaw; PHARMACEUTICALS LIMITED.
BignoBiganbHUn

3a BUPOBHULTBO in
bulk, nepsuHHe,
BTOPUHHE
nakyBaHHs1,
KOHTPOIb SKOCTI
roToBOro
npoaykty: Pb
Xenc
MaHydekTypuHr
(KOC) nnc,
Cnony4eHi wratn
(CLA)

3minun | TMny - 3miHn 3 akocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANoOBIigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsA HoBOro abo oHoBreHoro cepTudikara
BiANoBigHOCTI abo BUNy4eHHs1 cepTudikata
Bi4NOBIgHOCTI €Bponenchkin dhapmakonei: ons
A®l; ansa suxigHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, O
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHWI cepTudikaT Bif y>Ke 3aTBEpAXEeHOro
BMPOGHKKa, MOAaHHSA OHOBMEHOro cepTudikaTa
BignoBigHOCTi €Bponencekin hapmakonei Ne R1-
CEP 1996-061-Rev 08 ans gito4oi pe4oBnHU
Ibuprofen Big Bxe 3aTBepAKeHOro BUPOOHUKa
SHASUN PHARMACEUTICALS LIMITED.
3Mminn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BigNoBigHOCTI
€Bponeicbkin hapmakonei/moHorpadii.
MopaHHsa HoBoro abo oHOBNEHOro cepTudikaTta
BigMNoBigHOCTI abo BUNy4eHHs cepTudikata
Bi4NOBIigHOCTI €Bponenchkin dapmakonei: ons
A®Il; ansa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ansi
[OOMOMiXHOT peqoBUHU (cepTudikaT
BigNOBiAHOCTI E€Bponerchkin hapmakonei) -
OHoBneHnn cepTudikar Bif yxke 3aTBepaXeHOro
BUPOGHKKa, MOAaHHS OHOBMEHOro cepTudikaTta
BignosigHocTi €Bponeicekini papmakonei Ne R1-
CEP 1996-061-Rev 09 ans gito4oi pe4oBuHU
Ibuprofen Big Bxe 3aTBEepAXeHOro BUpobHUKa
SHASUN PHARMACEUTICALS LIMITED.
3miHu | TNy - 3miHm 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANoOBIgHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii.
MopaHHsa HoBOro abo OHOBIEHOro cepTudikata
Bi4NOBIigHOCTI abo BUNy4eHHs ceptudikara
BiQNOBigHOCTI E€Bponenckin hapmakonei: ans
A®l; ansa suxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, L0
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ansi
[OMOMDKHOT peyoBuHK (cepTudikaT
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHuin cepTudikar Bif yxke 3aTBEpAKEHOrO
BUPOBHMKA, NOAAHHA OHOBMEHOro cepTudikara

BignoBigHocTi €Bponevickkin dhapmakonei Ne R1-
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CEP 1996-061-Rev 10 ans gito4oi pe4oBuHU

Ibuprofen Big Bxe 3aTBEpAKEHOrO BUPOBOHMKa
SHASUN PHARMACEUTICALS LIMITED.
3minun | TMny - 3miHn 3 akocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANoOBIigHOCTI

€BponeWcbkin dhapmakonei/MoHorpadii.

MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
BiANoBigHOCTI abo BUNy4eHHs1 cepTudikata

BiNOBIigHOCTI €Bponenchkin dapmakonei: ons

A®l; ansa suxigHoro

marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, O

BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHWI cepTudikaT Bif y>Ke 3aTBEpAXEeHOro
BMPOGHKMKA, MOAaHHS OHOBMEHOro cepTudikaTta
BignoBigHOCTi €Bponencekin hapmakonei Ne R1-
CEP 1996-061-Rev 11 ans gito4oi pe4oBnHU

Ibuprofen Big BXxe 3aTBEpAXEHOr0 BUPOOHMKA 3i

3MiHOI Ha3BW BUPOOHWMKa (3aTBEPOXKEHO:
SHASUN PHARMACEUTICALS LIMITED;
3anponoHoBaHo: STRIDES SHASUN LIMITED,
India). 3miHu | TMNy - 3MiHK 3 AKOCTi.
CeptudikaT BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponemnchkii
cdapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHoro cepTudikaTta BignosigHocTi abo
BUNyYeHHs cepTuddikata BiANoBiAHOCTI
€Bponewicbkin papmakonei: ana A®l; ans
BUXigHOro MaTtepiany/peareHTy/npoMixXHOro

NpoAyKTy, L0 BUKOPUCTOBYOTLCS Y BUPOBHULTBI
A®I; ona 4ONOMIXKHOI pe4oBMHM (cepTudikaTt
BigNOBigHOCTI E€Bponenchkin hapmakonei) -

OHoBneHun cepTudikar Bif y>ke 3aTBEpOAKEHOIO

BUPOOHMKA, NOJaHHS OHOBMEHOro ceptudikara

BignoBigHOCTi €Bponencekini hapmakonei Ne R1-
CEP 1996-061-Rev 12 ans fitoyoi pevoBuHU
Ibuprofen Big Bxe 3aTBEpAXeHOro BUpobHUKa
STRIDES SHASUN LIMITED, India. 3miHu |

Tuny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponelicbkinn hapmakonei/moHorpadii.

MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta

Bi4NOBIigHOCTI abo BUNy4eHHs ceptudikara
Bi4NoBigHOCTI €Bponenchkin dapmakonei: ons
ADI; ans BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Y BUPOOHMLUTBI ADI; ans
[OMOMDXHOT pevoBUHU (cepTudikaT
BiNOBIgHOCTI €Bponenchkin dapmakonei) -

QHoBNEHWI cepTUgikaT Big y)Ke 3aTBEPAXKEHOro
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[TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1

BMPOGHWKa, NOLAHHS OHOBMEHOTO cepTudikaTa

CEP 1996-061-Rev 13 ans gito4oi pe4oBuHU
Ibuprofen Big Bxe 3aTBEpAXEHOrO BUPOOHMKA 3i
3MiHO0 Ha3BMW BUPOOHWMKa (3aTBepaxeHo: Strides
Shasun Limited India; 3anponoHoBaHo: SOLARA
ACTIVE PHARMA SCIENCES LIMITED, India).
3MmiHu | Tuny - 3minn 3 AkocTi. CepTudikat
BignosigHocTi/FE-cepTudikaT BigNoBigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsa HoBOro abo oHOBMEHOro cepTudikara
BignoBigHoCTi a6o BUNy4YeHHs cepTudikara
BignoBigHOCTI €Bponeichkin dhapmakonei: ons
A®Il; onsa BuxigHoro
MmaTepiany/peareHTy/NpOMiKHOIO NMPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT peyvoBuHM (cepTudikat
BiNOBIgHOCTI €Bponeinchkin thapmakonei) -
OHoBReHWI cepTudikaT Bif y>Ke 3aTBEpAXEeHOro
BUPOOHMKA, NOAaHHS OHOBMEHOro cepTudikara
BignosigHocTi €Bponeickkin hapmakonei Ne R1-
CEP 1996-061-Rev 14 ans gito4oi pe4oBnHU
Ibuprofen Big Bxe 3aTBepAXeHOro BUpobHuKa
SOLARA ACTIVE PHARMA SCIENCES
LIMITED, India. 3miHu | Tvny - 3miHu 3 sikoCTi.
CeprudikaT BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponenchkii
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHOro cepTudikaTa BignoBiagHOCTI abo
BUNyYeHHs cepTuddikata BiANoBiAHOCTI
€Bponevicbkint bapmakonei: ana A®l; ons
BMXiAHOro Martepiany/peareHTy/npOMiKHOro
NpoAyKTy, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
ADI; ona oonoMiXkHOI pe4oBUHM (cepTudikaTt
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHnn cepTudikar Bif yxe 3aTBepaXeHOro
BMPOGHMKa, NoJaHHS OHOBIEHOrO cepTudikaTy
BianosigHocTi EP CEP R1-CEP 2000-087-Rev
02 (nonepepHs Bepcis CEP R1-CEP 2000-087-
Rev 01) ans gitoyoi pevoBuHu Ibuprofen Big Bxe
3aTBepKeHoro BupobHuka BASF
CORPORATION, CWA. 3Minn | Tuny - 3miHu 3
sikocTi. CepTudpikat BignosiaHocTi/l'E-
cepTudikat BiaNOBIAHOCTI €BpONENCHKI
capmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHOoro cepTudikaTta BignosigHocTi abo
BUITyYeHHSA cepTudikaTa BignoBigHOCTI
€Bponeickkin dpapmakonei: gna A®l; ans
BUXigHOro MaTtepiany/peareHTy/NpOMiXXHOro
NpoayKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI

BignoBigHOCTi €Bponencokin hapmakonei Ne R1-

A®I; ona gonomixkHOT pe4oBuHU (cepTudpikat
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Homep

peecmpayiliHo2o

noceid4yeHHs1

BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHnn cepTudikar Bifg yxe 3aTBepaXeHoro
BMPOGHWKa, NoJaHHSA OHOBIEHOro cepTudikaTy
BianosigHocTi EP CEP R1-CEP 2000-087-Rev
03 ans aitovoi peyosuHu Ibuprofen Big Bxe
3aTBEepAKEeHOro BMpoOHuka BASF
CORPORATION, CLUA. 3MiHu | Tuny - 3miHu 3
sKkocTi. CepTudikat BignosigHocTi/l E-
cepTudikat BignoBigHOCTI EBpONENChKi
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOro cepTudikaTa BignoBigHOCTI abo
BUNYYEHHS cepTudpikaTta BignoBIgHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BMXigHOro martepiany/peareHTy/npOMiKHOro
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI
A®l; ona gonomixkHOT pe4oBuHU (cepTudikat
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
HoBwin cepTudikaT Big HOBOro BUPOGHMKa
(3amiHa abo JONOBHEHHS), MOAAHHS HOBOFO
cepTtudpikaTy BignosigHocTi EP CEP R1-CEP
2008-316-Rev 03 Big HoBoro BupobHUKa aito4oi
peyoBuHuM Ibuprofen IOL CHEMICALS AND
PHARMACEUTICALS LTD, IHgis. 3miHn | Tuny -
3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBiaHOCTI EBponenchKil
cdapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHoro cepTudikaTta BignosigHocTi abo
BUNyYeHHs cepTuddikata BiANoBiAHOCTI
€Bponenicbkin papmakonei: ana A®l; ans
BUXigHOro MaTtepiany/peareHTy/NpOMiXXHOro
NpoAyKTy, L0 BUKOPUCTOBYOTLCS Y BUPOBHULTBI
A®I; ona 4ONOMIXKHOI pe4oBMHM (cepTudikaTt
BigNOBigHOCTI E€Bponenchkin hapmakonei) -
OHoBneHun cepTudikar Bif y>ke 3aTBEpOAKEHOIO
BUPOBHMKa, NOAAHHSA OHOBIEHOrO cepTudikarty
BianosigHocTi EP CEP R1-CEP 2008-316-Rev
04 gns pitovoi pevoBuHu Ibuprofen BupobHUuka
IOL CHEMICALS AND PHARMACEUTICALS
LTD, IHgis.

170.

OJI®EH®
DOPTE
riaPOrenb

renb, 2% no 30,
abo 50, abo 100 r
rento y Ty6i, no 1
Ty6i B KAPTOHHIM
Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

BMPOGHMLUTBO 3a
NMOBHUM LIMKINOM:
Mepkne Mv6X,
HimeuuuHa;
BTOPUHHA
ynakoBka:
TpaHcdhapm
TNoricTik TMBX,
Himev4yunHa

Himeyvunna

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3miHu Il TUny - 3miHm 3 gxocTi. A®I. (iHLWi 3miHK),
oHoBneHHss ASMF anst A®I [iuknodeHaky
fieTunaminy Big 3aTBepakeHoro BUpobHuka
Amoli Organics Pvt. Ltd. (India). 3aTBepaxeHa
Bepcis: AOPL-VAP/RDDA/AP- BP/08/2021-06
OHoeneHa Bepcisi: AOPL-VAP/RDDA/AP-
BP/09/2022-07

6e3
peuyenma

UA/19922/01/01

171.

OHIXENN

nak ons Hirtie
nikyBanbHun, 50
mr/mn; no 2,5 mn

Benyno, nikn
Ta KOCMeTuKa,
a.a.

Xopsaris

BMPOGHMLUTBO
roToBOro
nikapcbkoro

IpnaHgis/
XopsarTis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3minn | TMny - 3miHn 3 akocTi. CepTndikat
BignosigHocTi/E-cepTudikaT BiANoBIigHOCTI

6e3
peuenma

UA/17914/01/01
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JliKapcbK020
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®Popma sunycky
(nikapcbka ¢ghopma,
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Kpaina
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Ymoeu
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aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

abono5mny
hnakoHi pasom 3
CNUpPTOBMMHU
cepBeTKamu,
nunoykamu ans
OYMLLEHHS Ta
annikatopamu ons
HaHeCEeHHs naky B
KapTOHHIN nayui

3acoby, KOHTPOSb
skocTi: LaHenb
Megikan
AHnimiTeq
Komnani,
Ipnangis;
KOHTPOIb AKOCTI
Ta BUMYCK cepii:
Benyno, nikn Ta
KOCMeTUKa, A4.4.,
Xopsaris

€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsa HoBoro abo oHoBrneHoro cepTudikaTta
Bi4NOBIgHOCTI abo BUNy4YeHHs cepTudikara
Bi4NOBIgHOCTI €Bponenchkin dhapmakonei: ons
A®I; onsa BuxigHoro
marepiany/peareHTy/NpOMiIKHOIO MPOAYKTY, L0
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4voBUHN (cepTudikat
BiNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBREeHWI cepTudikaT Bif yXKe 3aTBEPAKEHOro
BUpOGHMKa. [NogaHHA oHOBREHoro cepTudikara
BignoBigHocTi €Bponeichkin dapmakonei R1-
CEP 2016-071-Rev 00 (3atBepaxeHuii: RO-CEP
2016-071-Rev 03) ansa A®l amopondiHy
rigpoxnopua Bif yxe 3aTBepa)XeHoro BUpobHuka
OLON S.P.A., ITanis. 3MiHu | Tuny - 3miHn 3
skocTi. CepTudikat BignosigHocTi/l E-
cepTudikat BianoBigHOCTI €BpoNEnchbKin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNYYEHHS cepTudpikaTta BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BMXigHOro martepiany/peareHTy/npOMiKHOro
NpoAyKTy, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
ADI; ona oonoMiXkHOI pe4oBUHM (cepTudikaTt
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHwuin cepTudikar Bif yxxe 3aTBEpOKEHOIO
BUpOGHWKa. MNogaHHs oHOBNEHOro cepTudikaTa
BigMoBigHOCTI €Bponencokin dapmakonei R1-
CEP 2017-091-Rev 00 (3aTtBepmxeHuii: RO-CEP
2017-091-Rev 01) ans A®I amopondiHy
rigpoxnopua Bif yxxe 3aTBepaXeHoro BUpobHuka
Zhejiang Hisoar Pharmaceutical Co., Ltd., China.
3MiHeHo retest period ADI 3 30 go 36 micsuis.

172.

OCMONAU®

pO34uH ANs iHdy3in
no 200 mn, 400 mny
nnsLwKax
(dbnakoHax)

TOB
"APTEPIYM
nTar

YkpaiHa

MAT "Tannudapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MiHu | TUny - 3miHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHuiA 3aci6. 3MiHa
napameTpiB cneuudgikaui Ta/abo gonycTummx
MeX NepBUHHOI YMaKOBKW rOTOBOTO NiKapcbKoro
3aco0y (iHwi 3miHn). CynyTHsA 3MiHa - 3MiHu 3
sikocTi. [oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa y
mMeToAax BUNpobyBaHHSA NEPBUHHOT YMaKOBKM
rOTOBOrO fikapcbKoro 3acoby (He3HauHi 3MiHW y
3aTBEPKEHNX MeToAax BUNPobyBaHb),
akTyanisauis cneuudikadii Ta MeToAiB KOHTPOMO
Mpo6ok ryMoBuX MikpOGIONOriYHO YMCTMX Ta
Mpo6ok ryMoBux roToBux Ao cTepunisauii
BignosigHo fo Bumor A®Y 2.6, MoHorpadis
3.2.9 «I'ymoBi 3akynoptoBarbHi 3acobu ans

3a
peuerimom

UA/18256/01/01
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KOHTEWMHepIB Ans BOAHWX NapeHTeparnbHUX
npenaparis, AN NOPOLUKIB i NiodinisoBaHmx
NOpOLLKIB", NPUBEAEHHS Ha3BW NOKa3HUKa
KOHTponto «Konip po3unHy» y BignoBiaHICTb 40
AdY 2.6, moHorpadis 3.2.9 - «KonboposicTb
PO34UMHY», NpMBEAEHHS NOKa3HWKiB «[Mpo3opicTb
po34unHy», «OnTnyHa ryctmHay, «KncnotHictb
abo nyxHicTb»; «CamorepmeTn3auis» y
BignosigHicTb go AdY 2.6, moHorpadis 3.2.9.,
npuBEeAEHHS Ha3BM MOKa3HKKa KOHTPOIO
«BigHoBntotovi pe4yoBMHM» Y BiANOBIAHICT 40
[OoY 2.6, moHorpadgist 3.2.9 - «BigHoBntoBanbHi
PEYOBUHWY, NPUBEAEHHS Ha3BW MOKa3HMKa
KOHTpomto «Cyxuii 3anuLoK» y BiANOBIAHICTb A0
[OoY 2.6, MmoHorpagist 3.2.9 - «3anuwwok nicns
BMMNapOBYBaHHS», BUITyYEHHS ONUCY
NPUroTyBaHHS PO34YMNHY S, 3aMiHMBLUW NOTO Ha
nocunanHst Ha Y 2.6, moHorpadis 3.2.9; gns
nokasHuka «MikpobionoriyHa unctoTa»
npubpaHo HopmyBaHHSA 3 po3ainy «MeToau
KOHTPOMIO», ANS HUXKYE BKa3aHUX NMOKa3HWKIB
BUITy4aETbCst ONUC METOAMK KOHTPOIHO SIKOCTI,
3aMiHMBLUM X Ha NocunaHHs Ha oVY:
«KuncnoTHicTb abo nyxHicTby»; «OnTU4Ha
rycTuHay; «BigHoBntoBanbHi pe4oBUHWY;
«AMOHito coni»; «LIMHK, Lo ekcTparyeTbes»;
«Baxki MeTanu, Lo eKkcTparylTbesy; «3anuwok
nicns BunapoByBaHHsY; «JleTki cynbdigny;
«®parmeHTaUisny;
«CamorepmeTu3auis»

173.

NAPA®ACT

kancynu m’siki, 500
mr; no 10 kancyn y
6nicTepi; no 1 abo
no 2 6nictepu B

KapTOHHiIN kopobui

€Bpo
TNandkep
Mpansit
Nimiten

IHAis

Onis Xenckep

IHgia

BHECEHHS 3MiH 0 peecTpauinHuxX maTtepianis:
3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
npoBafXXeHHs AisinbHOCTI BUpoGHMKa/imnopTepa
roTOBOro MikapcbKoro 3acoby, BKI4aym
AinbHWL BUNYycKy cepii abo micue npoBeaeHHs
KOHTPONMIO SIKOCTI. (AisinNbHICTb, 3a Ky Bignosinae
BMPOGHWK/IMNOpTEp, BKIOYAKUM BUMYCK CEPIlA).
3MiHa agpecu BUpobGHMKa. HasBa BUpobHuka
3anuwaetbes 6e3 3MiH. 3MiHVM BHECEHO B
iHCTPYKUil0 ANSt MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby LoA0 MiCLe3HaXOMKEHHS
BUPOGHYMKa 3 BiAMNOBIAHMMU 3MiHAMW Y TEKCTI
MapKyBaHHS yrMakoBKM NiKapCbKoro 3acoby.
TepmiH BBeOEHHS 3MiH - NPOTArom 6 Micauis
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3miHu Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHK). 3MiHM BHECEHO [0 TEKCTY
MapKyBaHHS NEPBUHHOI YNAaKOBKM NiKapCbKOro
3acoby B n. 3. kcHOMEP CEPII NNIKAPCbKOIo
3ACOBY», n. 4. «AATA 3AKIHYEHHA

6e3
peuyenma

nidnsieae

UA/19573/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
TEPMIHY NPUOATHOCTI», n. 6. «IHWE» Ta go
TEKCTY MapKyBaHHS BTOPMHHOI YMakoBkuM B . 8.
«JATA SAKIHYEHHA TEPMIHY
MPUOATHOCTI», n. 12. «<HOMEP
PEECTPALIIMHOIO NOCBIAYEHHSA», n. 13.
«HOMEP CEPII NNIKAPCLKOIO 3ACOBY», n.
17. «IHWE». TepMiH BBEAEHHS 3MiH NPOTAroM 6
MiCsILiB MicNsi 3aTBEPAKEHHS.
174. | MAPALETAM | posuuH ans iHdysin TOB "Amina YkpaiHa C.AJl.®. C.n.A. ITanis BHECEHHS 3MiH O peecTpaLiHMX maTepianis: 3a UA/19207/01/01
ONl C.Alo®. 10 mr/mn; no 100 mn Xenc Kea" JlabopaTopio 3minn | TMny - 3miHn 3 akocTi. CepTudikat peuenmom
y cbnakoni Ne1; no DapmakonomKmMKo BignosigHocTi/lE-cepTudikaT BiANoBigHOCTI

100 Mn y chnakoHi,
no 30 dnakoHiB y
KapTOHHiIN kopobui

€BponeWcbkin dhapmakonei/MoHorpadii.
MopaHHsA HoBOro abo oHoBEHoro cepTudikata
BiANoOBIigHOCTI abo BUNy4eHHs ceptudikara
BignoBigHOCTI €Bponeichkin dhapmakonei: ons
A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, O
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT
Bi4NOBIgHOCTI €Bponencokin dapmakonei) -
HoBwuii cepTudikat Ha HecTepunbHuii API, skuin
6yae BMKOPMCTOBYBaTUCS A5t BUPOOHMLTBA
CTEpUIbHOTO NikapCbKoro 3acoby, SKLO Boda
BUKOPWCTOBYETLCS Ha OCTaHHIX eTanax CUHTe3y
Ta MaTepian He BinbHWUIA Big GakTepianbHuMX
€HOO0TOKCWHIB, NOJAHHA HOBOTO cepTudikaTa
BignosigHocTi €Bponeicbkini papmakonei Ne R1-
CEP 2005-032 - Rev 04 ans gitoyoi pe4oBuHM
Paracetamol Big HoBoro Bupo6Huka HEBEI
JIHENG PHARMACEUTICAL CO., LTD. 3miHu |
Tuny - 3MiHn 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BiANoBIigHOCTI
€Bponelicbkint hapmakonei/MoHorpadii.
MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta
Bi4NoOBIigHOCTI abo BUNy4eHHs ceptudikara
BigNOBigHOCTI E€Bponenchkin hapmakonei: ans
AQDI; ans BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, O
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADl; ons
[OOMOMDXHOT pevoBUHU (cepTudikaT
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHuIn cepTudikar Bif yke 3aTBEpOKEHOIO
BUPOGHYMKa, MOAaHHS OHOBMEHOro cepTudikaTta
BignoBigHocCTi €Bponeincekini hapmakonei Ne R1-
CEP 2002-020 - Rev 09 (3aTBepaxeHo: R1-CEP
2002-020 - Rev 08) ans Aito4oi peyoBUHM
Paracetamol Big Bxe 3aTBepaxeHOro BUpobHuka
FARMSON PHARMACEUTICAL GUJARAT
PRIVATE LIMITED. 3wminu | Tvny - 3minHu 3
sikocTi. CepTudikat BignosigHocTi/l E-
cepTudikat BigNOBIAHOCTI EBpoNenchbKin
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dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIIEHOTO cepTudikaTa BigNoBiaHOCTi abo
BUNYYEHHS cepTudpikaTta BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BMXiAHOro martepiany/peareHTy/npOMiKHOro
nNpoaykKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; ona gonomixkHoT pe4oBuHU (cepTudikat
Bi4NOBIigHOCTI €Bponencokin dapmakonei) -
OHoBREeHWI cepTudikaT Bif y)Ke 3aTBEPAKEHOro
BMPOGHKMKaA, MOAaHHSA OHOBIEHOro cepTudikaTa
BignoBigHOCTi €Bponencokini hapmakonei Ne R1-
CEP 2002-020 - Rev 10 gns gito4oi pe4oBuHM
Paracetamol Big Bxe 3aTBepaKeHoro BUpobHUka
FARMSON PHARMACEUTICAL GUJARAT
PRIVATE LIMITED, India. 3MiHu | Tuny - 3miHn 3
sikocTi. CepTudikat BignosigHocTi/l'E-
cepTudikat BiaNOBIAHOCTI EBpONENCHKIN
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHoCTi abo
BUIMyYEHHA cepTudikaTa BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BUXiQHOrO MaTepiany/peareHTy/npoMiKHOro
nNpoAyKTy, L0 BUKOPUCTOBYIOTLCS y BUPOOHNLTBI
ADI; ona oonomixkHOI pe4oBUHM (cepTudikat
BigNOBigHOCTI E€Bponerchkin hapmakonei) -
OHoBneHnn cepTudikar Bif yxke 3aTBepaXeHOro
BUPOGHKKa, MOAaHHS OHOBMEHOro cepTudikaTta
BignosigHocTi €Bponeicbkint papmakonei Ne R1-
CEP 2000-124-Rev 10 (3atBepmxeHo: R1-CEP
2000-124-Rev 09) ons gito4oi pevoBuHM
Paracetamol Big Bxe 3aTBepaxeHoro BUpobHuka
ANQIU LU'AN PHARMACEUTICAL CO., LTD,,
China

175.

NEHTAKCUM
® BAKUMHA
ansa
NPO®INAKT
NKK
OUOTEPII,
NMPABLUA,
KALLITIOKY
(ALENONAP
HUN
KOMMNOHEHT

)s
noniomieni
TY
IHAKTUBOBA
HATA
BAKUMHA
ansa

MOPOLLIOK
Haemophilus
influenzae Tuny b Ta
cycneHsisa ons
iH’ekuin (0,5 mn); no
1 donakoHy 3
nopotukom Ta 1
nonepenHL0
3anoBHEHOMY
wnpudy (0,5 mn) 3
MPUKPINIEHO
ronkoto (abo 2
OKpEMUMU ronkamu),
WO MiCTUTb
cycneHsito aAns
iH'€KLiN, B KAPTOHHIN
Kopobui; no 1
donakoHy 3

CaHodi
MacTep

DpaHuis

BMPOGHMLUTBO
roTOBOro

Hepo3dacoBaHoro

npoaykKTy,
3aMoBHEHHS Ta
niodinizauis
(dbnakoHm),
BTOPUHHE
nakyBaHHs1,

KOHTPOI1b SAKOCTI,

BUWMYCK Cepil:
CaHodi MacTtep,
®paHuia
MOBHUMN LKIT
BUPOGHMLTBA,
3aMoBHEHHS Ta
niodpinisauis
(donakoHu),

®paHuis/
YropwwmHa

BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis:
3Minn Il Tuny - 3miHn 3 skocTi. A®IL. Cuctema
KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa y
6e3nocepeHit ynakoui ADI (sikicHi Ta/abo
KiNbKICHI 3MiHW cknagy Anst CTepUnbHUX Ta
He3amopoxeHux AdDI
6ionoriyHoro/iMyHONOrYHOrO NMOXOMXEHHS) -
[onaBaHHsA anbTepHaTUBHUX OHOPa30BUX
nnacTUKoBKX MiLLKiB (single-use plastic bags)
Ans 36epiraHHA CTePUbLHOTO 2-KOMMNOHEHTHOTO
OYMLLIEHOTO KaLLIIOKOBOro aHaTokeuHy (Acellular
Pertussis DS) - 3MiHun Il Tuny - 3miHn 3 sKoCTi.
[oToBWMI Nikapcbkuil 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHM y npoLieci BUpobHuLTBa
roTOBOrO MikapCbKoro 3acoby, BKMoYaoym
NMPOMDKHWUIA MPOAYKT, LLIO 3aCTOCOBYETLCS NpK
BMPOBHMUTBI rOTOBOrO fikapCcbKkoro 3acoby
(cyTTeBa 3MiHa y npoueci BUpobHULTBA, sika

3a
peyernmom

UA/13010/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
MPO®IIAKT nopoLukom Ta 1 BTOPUHHE MOXe MaTu iCTOTHMIN BNMB Ha sKicTb, 6e3neky Ta
UKH nonepeaHLo nakyBaHHs, eeKTUBHICTb Nikapcbkoro 3acoby) - JlonaBaHHs
IHPEKLIA, 3anoBHEHOMY KOHTPOMb AKOCTI, KPUTUYHX napameTpiB npouecy (Critical Process
CNPUYUHEH | wnpwuuy (0,5 mn) 3 BUNYCK cepii: Parameters (CPP)) gns MoHiTopuHry eTtany
nx MPUKPINNEHo0 CaHodi MNacTtep, nepeMillyBaHHS 2-KOMMNOHEHTHOIO OYMLLEEHOTO
HAEMOPHIL ronkoto (abo 2 ®paHuia KawuntokoBoro aHaTokcuHy (Acellular Pertussis
us Tuny B OKpeMUMM rofnikamu), BTOPUHHE DS) Ha cTagii HepoadacoBaHOro NPOAyKTY, WO
KOH’IOFOBA | w0 micTuUTb nakyBaHHs, 306epiraeTbCs y anbTepHaTUBHMX OAHOPA30BUX
HA, cycneHsito ans BUNYCK cepii: NNacTMKOBUX MilLKax
ACOPBOBA | iHekuin, B CaHodi-ABeHTic
HA cTaHaapTHO- 3pT., YroplumHa
EKCNOPTHIN
ynakoBLi, ska
MiCTUTBCA Y
KapTOHHiI kopobLi (3
iHCTpyKLUieto ans
MeANYHOro
3acToCyBaHHs)
176. | NIBOHII HacToKnka; no 50 mn, AT YkpaiHa AT "INy6Hudpapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 UA/19130/01/01
HACTOMKA 100 mn abo 110 mn "Ily6Hndpapm" YTOYHEHHS peknaMyBaHHA B Hakasi MO3 peuenma
y thrnakoHax Ykpainn Ne 1524 Big 02.09.2024 B npoueci
BHECEHHS 3MiH (3MiHu | Tuny - 3MiHM 3 sIKOCTiI.
[oToBun nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa
y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO MikapcbKoro 3acoby (36inbLUeHHs
TepMiHy NpuaaTHOCTi FOTOBOIO fiKapCbKOro
3acoby) - [ins TOproBoi ynakoBku
(nigTBEPOXYETLCS AaHMMU peanbHOro Yacy)
36inbLUeHHs TepMiHy npuaaTHocTi 113 y 3B'a3ky
i3 OTPYMaHHSIM MO3UTUBHUX AAHUX LLOAO
OOCnimxeHHst cTabinbHOCTI y peanbHOMY Yaci.
[itova pegakuisi: TepmiH npugaTHOCTI. 2,5 poku.
lMponoHoBaHa pepakuis: TepmiH npuaaTHOCTI. 3
poku. 3MiHM BHeceHo B po3ain "TepMmiH
npyaaTHOCTI" B iIHCTPYKLiO ANst MeQNYHOro
3acTocyBaHHS nikapcbKoro 3acoby).
B Haka3si - He nidnsizae; eipHa pedakuisi -
nidnsieae.
177. | NMPErCANIKA Kancynu Teepai, no MicTtpan AHmMia BMPOGHMLUTBO peuis/ BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a He UA/19604/01/02
150 mr no 10 kancyn Kenitan roToBOI NiKapCbKoi OmaH 3miHu | TMny - 3miHn WwWoao peuenmom nionsizae
y 6nicTepi, no 2 MeHeoXmeHT cdopmu, NepBrHHA 6e3nekn/epeKTMBHOCTI Ta hapmakoHarnsagy.
Gnictepu B Nimiteq Ta BTOPUHHA 3MiHa y KOpOTKili XapakTepucTuLL nikapcbkoro

KapTOHHiIl kopobui

ynakoBka,
KOHTpOMb cepii,
BUMYCK cepii:
PAPMATEH
IHTEPHELUHN
CA, Mpeuis;
BMPOGHMLUTBO
roTOBOI NiKapCbKoi
¢dopMu, KOHTPOIb

3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MEeOUYHOro 3aCTOCyBaHHs Ha niacTa.i
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NnikapCcbKoro 3acody B
nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
OL|iHKM 3BITY 3 AoCHigXeHb, NpOBeaeHUX
BiAMNOBIOHO 4O NnaHy nefiaTpuyHUX AOCHigKeHb
(PIP) (3miHYy y3rogXeHo 3 KOMMNEeTEHTHUM
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
cepii, nepBMHHA YNOBHOBaXXEHUM OpraHom)
yrnakoBkKa, 3MiHN BHECEHO A0 IHCTPYKUIii AN MeANYHOro
BTOPUHHA 3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
ynakoBka: OmaH "OcobnumeocTi 3acTocyBaHHs", "MobiyHi peakuii”
dapmactoTikan BiANOBIAHO A0 OHOBEHOI iHdhopMmaLii 3 6e3neku
MpoapakTc Ko., niroYoi pevoBmHN. BBegeHHs 3MiH NpoTsarom 6-tu
J1.J1.C., OmaH MicsLiB nicnsi 3aTBEpAYKEHHS
178. | MPETAJIKA Kancynu Teepgi, no Mictpan AHrnis BMPOBOHMLTBO peuis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a UA/19604/01/03
300 mr no 10 kancyn Kenitan roToBOI NiKapCbKoi OmaH 3MminHn | TMNy - 3MiHK Woao peuenmom
y BnicTepi, no 2 MeHemXmeHT opmu, NnepBUHHA 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
onictepu B JlimiTen Ta BTOpUHHA 3MiHa y KOpPOTKil XapaKTepuCTULi NikapcbKoro
KapTOHHiIN kopoOLi ynakoBka, 3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
KOHTPO~b cepii, MEAMYHOro 3acToCcyBaHHS Ha nigcrasi
BMNYCK cepii: perynspHO OHOBIOBaHOrO 3BiTy 3 6e3neku
SAPMATEH nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
IHTEPHELLUHN 3acTocyBaHHSA Nikapcbkoro 3acoby B
CA, Npeuis; nicnspeecTpauinHuii nepiof, abo sk pedynbtat
BMPOGHMLTBO OUHKM 3BiTY 3 AOCHiIAXEHb, MPOBEAEHUX
roTOBOI NiKapCbKOi BiAMNOBIQHO A0 NnaHy negiaTpuyHuX 4oCniaXeHb
dopmMK, KOHTPOITb (PIP) (3miHy y3rog)eHo 3 KOMNETEHTHUM
cepii, nepBuHHa YNOBHOBaXXEHUM OpraHom)
ynakoBka, 3MiHM BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
BTOPUHHA 3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
ynakoBka: OmaH "OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii”
dapmactoTikan BiANOBIAHO 40 OHOBNEHOI iHbopMaLii 3 6e3neku
Mpopaktc Ko., [itoYoi pevoBmHN. BBegeHHS 3MiH NpoTsarom 6-tu
J1.J1.C., OmaH MicsiLiB Micns 3aTBEpAXEHHS
179. | MPETAJIKA Kancynu TBepgi, no Mictpan AHrnis BMPOGHMLTBO Mpeuis/ BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3a UA/19604/01/01
75 wr, no 10 kancyn Kenitan roTOBOI NiKapCbKOl OmaH 3MmiHn | TMny - 3miHK Woao peuenmom
y bnicTepi, no 2 MeHepXmeHT cdopmMu, NepBrHHA 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
onictepu B JlimiTen Ta BTOPUHHA 3MiHa y KOpPOTKil XapaKTepuCTULi NikapcbKoro
KapTOHHIN kopobui yrnakoBkKa, 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
KOHTPOrb cepil, MeON4YHOro 3acTocyBaHHs Ha nigcTasi
BUMYCK cepii: perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
PAPMATEH nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3nekn
IHTEPHELUHN 3acTocyBaHHS Nikapcbkoro 3acoby B
CA, Mpeuis; nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
BUPOBHMLUTBO OL}iHKM 3BITY 3 AOCHiIOKEHb, NPOBEAEHMX
roToBOI NiKapCbKoi BigMNOBIQHO 40 MnaHy nefiaTpuyHUX AoChigXeHb
dopMu, KOHTPOIb (PIP) (3miHy y3roa»eHo 3 KOMNETEHTHUM
cepii, NnepBMHHa YMNOBHOBaXXEHNM OpraHoM)
ynakoBka, 3MiHU BHEeCEeHO A0 IHCTPYKLUIii AN Meau4Horo
BTOPUHHA 3acTocyBaHHs Nikapcbkoro 3acoby y po3ainu
ynakoBka: OmaH "OcobnuBocTi 3acTocyBaHHs", "MobiuHi peakuii”
dapmactoTikan BiANOBIQHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
Mpogaktc Ko., [itoYoi pevoBrHN. BBeaeHHs 3MiH NpoTsarom 6-tu
J1.J1.C., OmaH MicsLiB nicnsi 3aTBEpAKEHHS
180. | MPOTOMNUK ma3b 0,03 %; no 10 JIEO ®apma HaHis BMPOOHMLTBO 3a Ipnangis BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a UA/7779/01/01
radono 30T, abo A/C MOBHUM LIKIOM: 3MmiHun | TMny - 3MiHuM 3 sikocTi. [oToBUIA peuenmom

no 60 ry Ty6i; no 1
TyGi B KAPTOHHIMN

JIEO Na6opaTopic
Nimiten

nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby (iHwi 3MiHK). OHOBNEHHS
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
Kopooui BXE 3aTBEPAXEHUX METOAIB KOHTPOIIO SIKOCTi
nikapcbkoro 3acoby, a came: BUKNAAEHHS TEKCTY
[epXXaBHOK MOBOH 3rigHO Cy4aCHWX BUMOT.
181. | MPOTONUK ma3b 0,1 %; no10r JIEO dapma OaHis BMPOGHMLUTBO 3a BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/7779/01/02
abo no 30 r, abo no A/IC MOBHUM LIMKITOM: 3MiHn | TMnY - 3miHK 3 AkocTi. FoToBU peuenmom
60 ry Ty6i; no 1 TyGi JIEO Na6opaTopic nikapcbkuii 3aci6. KoHTpornb rotoBoro
B KapTOHHi kopobuyi Iimiteq nikapcbkoro 3acoby (iHLwi 3MiHK). OHOBNEHHS
BXE 3aTBEPAXEHNX METOAIB KOHTPOSIO SKOCTI
nikapcbkoro 3acoby, a came: BUKNageHHs TEKCTY
[epXXaBHOK MOBOH 3rigHO Cy4aCHWX BUMOT.
182. | MYNIbMOBPI TabneTtkn, BKpUTI TOB «Mosi YkpaiHa CaBa Xenckea IHais/ BHECEHHS 3MiH O peecTpauiiHMX maTtepianis: 6e3 nidnseae UA/10212/01/01
3® o6onoHkoto, no 9 Xenc» Ita, IHgis YropwuHa 3MiHa 3asBHuka J13 (MIBI) (BnacHuka peuenma
TabneTok y 6nictepi; Megiton peecTpaLinHOro NocBiA4YeHHS) (3rigHO Haka3y
no 1 6nictepy B dapmacbioTikan MO3 Big 23.07.2015 Ne 460). 3miHM BHECEHO Y
KapTOHHIN ynakoBLyj; JIta., YropwmHa po3ainu "3asBHuK" Ta "Micue3HaxoaxeHHs
no 20 TabneTtoky 3asBHUKA" B IHCTPYKLO ANS Mean4YHOro
6nictepi; mo 1 abo 3aCTOCYBaHHS NiKapCbKoro 3acoby y 3B'A3Ky 3i
no 2 6nictepu B 3MiHO 3asBHMKA Ta SIK HACMigoK - y TEKCT
KapTOHHIN ynakoBLji MapKyBaHHS YNakoBKW MikapCbKoro 3acoby.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepMAKEeHHs. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW). 3MiHN BHECEHO Y TEKCT MapKyBaHHS
nepBUHHOI (N. 6) Ta BTOpUHHOI (N. 12, 17)
YNaKoBKU flikapcbKoro 3acoby.
OHOBIEHHS TEKCTY MapKyBaHHS1 YNakoBKY in
bulk, a came He3HauHi peAakuinHi NpaBku.
HasBHi TopriBenbHa Mapka kKOMMaHii 3asiBHMKa,
LUTpUX-KOA NikapcbKkoro 3acoby, dapmakos,
KOAOBI NMO3HAYEHHs1 APYKOBaHOro marepiany.
3a3HayeHi oaMHWLI BUMIpIoBaHHS y cuctemi Sl
natuHuuero. BeegeHHs 3MiH NpoTsirom 6-tu
MicsiLiB nicns 3aTBepAKEHHS
183. | MYJIbMOBPI TabneTtkn, BKpUTI TOB «Mosi YkpaiHa CaBa Xenckea IHaisi/ BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: - UA/10213/01/01
3® obornoHkoto, in bulk: Xenc» Ira, IHpis YropwuHa 3MmiHa 3asBHuka J13 (MIBI) (BnacHuka
no 10000 TabneTok Megiton peecTpaLinHOro NocBigYeHHs) (3rigHoO Hakasy

y NOABIAHNX
nonieTuIeHoBmxX
naketax

dapmacktoTikan
JIto., YropwumHa

MO3 Big 23.07.2015 Ne 460). 3miHM BHECEHO Y
po3ginu "3asaBHuK" Ta "MicLe3HaxomKeHHs
3asiBHMKA" B IHCTPYKLUIilO AnS MeAUYHOro
3aCTOCYBaHHS NikapCbKoro 3acoby y 3B's3Ky 3i
3MiHOIO 3asiBHUKA Ta SK HAcnigoK - y TeKCT
MapKyBaHHS! YNakoBKW nikapcbKoro 3acoby.
BBeneHHs 3miH NnpoTArom 6-Tu MicsuiB nicnsi
3aTBepAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/eekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHK). 3MiHN BHECEHO Y TEKCT MapKyBaHHS
nepBuHHOI (n. 6) Ta BTOpuHHOI (N. 12, 17)
ynaKoBKW nikapcbKoro 3acoby.
OHOBIEHHS TEKCTY MapKyBaHHS1 YNaKoBKY in
bulk, a came He3HauHi peaakuinHi NpaBKu.
HasBHi TopriBenbHa Mapka KOMNaHii 3asiBHMKa,
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
LUTpUX-KOA NMikapcbKkoro 3acoby, dapmakos,
KOAOBI MO3HAYeHHs1 ApYKOBaHOro marepiany.
3a3HauyeHi oguHWLi BUMiptoBaHHSA y cuctemi Sl
naTtuHuueto. BBegeHHs 3amiH npoTtarom 6-tu
MicsUiB nicns 3aTBepAKEHHS
184. | PAMIPA® 100 | nopoLuok 4ns AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 UA/16428/01/01
oparnbHOro po3ynHy 3MiHu | Tuny - 3miHn 3 skocTi. FoToBUI peuernma

no 100 mr/0,5 r; no
0,5ry cawe; no 10
abo 20 cawwe y nayui
3 KapTOHY

nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHWiA 3aci6. 3miHa
nocTavanbHuKa nakysanbHUX maTepianis abo
KOMMMEKTYIOUMX (SKLLO 3a3HAY€HO B JOCHE)
(3amiHa abo goaaBaHHs NnocTavarnbHuKa)
BHECEHHS anbTepHaTUBHOrO BUPOBHYMKa
marepiany ynakoBku (caiue) honbronseHy
(dbonbrv antomiHieBoi namiHoBaHOI nanepom Ta
nonietuneHom) — dinii «Binak» TOB
«CTONMYHMI MNUHY, YKpaiHa. 3aTBEepaKeHO:
Bupo6Hukn doneronneHy TOB AnTpeing,
YkpaiHa MTC Polska Sp.Z.0.0.,lMNonbLua.
3anponoHosaHo: BupobHukn donsronneHy TOB
AnTtpeng, YkpaiHa MTC Polska
Sp.Z.0.0.,Monbla
®inis «BiHnak» TOB «CTONUYHUIA MINUHY,
YkpaiHa. 3miHu | Tuny - 3miHn 3 sikocTi. [oToBUMI
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBarnbHui 3aci6. 3miHa
napameTpiB cneuudikaui Ta/abo gonycTummx
MeX NepBUHHOI YNaKOBKW rOTOBOTO NiKapcbKoro
3aco0y (iHwWi 3miHW) oHoBNEHHs po3ainy 3.2.P.7
CucTema koHTenHep/ 3akynoptoBanbHUiA 3aci6, a
came: BHECEHHS 3MiH y cneundikaLito Ha
conbronneH (cponbra anomiHieBa namiHoBaHa
nanepom Ta nonieTuneHom) 3a n. «30BHiLLHIN
surnag», «Wupura dponsronneny», «LinebHicte
donbronneny». 3minu | Tuny - 3mMiHM 3 SKOCTI.
[oToBWI Nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa
napameTpiB cneuudikai Ta/abo gonycTummx
MeX NepBUHHOI YNaKoBKW rOTOBOTO NiKapcbKoro
3aco0by (BWIyYeHHsI HE3HAYHOrO NMoKa3HWKa
(Hanpuknag 3acTapinoro nokasHuka))
OHOBIeHHs po3ainy 3.2.P.7 Cuctema
KOHTeWHep/ 3aKkyrnoptoBanbHui 3acib, a came:
BUIy4eHHS 3 cneuudikauii Ha donbronnex
(dbonbra antoMiHieBa namiHoBaHa nanepom Ta
nonietuneHom) n. «Matepiany», «BusHayeHHsi
HafiNHOCTI HAHECEHHS ApyKapcbkux apb Ta
3axMCHOro naky Ha donbronneH (agresis
dnekcorpadcbkoro Apyky)», « CTinkicTb
NMOBEPXHEBOTO LWapy honbronneHy 4o BUCOKOT
TeMmnepaTypu (TemnepaTtypHui TecT)» Ta
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

«CknetoBaHHs».

185.

PAMIPA® 200

MOPOLLIOK ANsi
oparnbHOro Po3yYnHy
no200mr/ir,no1r
y cawe; no 10 abo
20 cawwe y nayui 3
KapTOHY

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6. 3miHa
nocravanbH1Ka nakysanbHUX maTepianis abo
KOMMMEKTYOUMX (SIKLLO 3a3HAYEeHO B AOCHE)
(3amiHa abo goaaBaHHs nocTavanbHWKa)
BHECEHHS anbTepHaTUBHOrO BUPOBOHYMKa
maTepiany ynakosku (calue) onbronneHy
(dbonbrv antomiHieBoOi namiHOBaHOI Nanepom Ta
nonietuneHom) — dinii «Binak» TOB
«CTONMYHMI MNnHY, YkpaiHa. 3miHu | Tuny -
3MiHuM 3 akocTi. [oToBMI Nikapcbkui 3acib.
CuctemMa KoHTelHep/3akynoptoBanbHuii 3acib.
3miHa napameTpiB cneundikaui Ta/abo
A0NYyCTUMMUX MEX NEPBUHHOI YMaKoOBKMN FOTOBOIO
nikapcbkoro 3acoby (iHLi 3MiHWM) OHOBMNEHHS
po3ainy 3.2.P.7 Cuctema koHTelHep/
3aKynoptoBarnbHUI 3acid, a caMme: BHECEHHST 3MiH
y cneundikauito Ha donbronneH (donbra
antomiHiesa namiHoBaHa nanepom Ta
nonieTuneHom) 3a n. «30BHILLUHIN BUrMaa»,
«WnpuHa donbronneHy», «LWinebHicTb
donbronneHy». 3miHu | Tuny - 3MiHM 3 SIKOCTiI.
[oToBWI nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa
napameTpiB cneuudikaui Ta/abo gonycTummx
MeX NepBUHHOI YMaKoBKM FOTOBOTO NiKapCbKOro
3aco0by (BWIyYeHHsI HE3HAYHOrO NMoKasHWKa
(Hanpwvknag 3acTapinoro nokasHuka))
oHoBneHHs po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3aKynoptoBanbHui 3acib, a came:
BUMYYEeHHS 3 cneuudikauii Ha dponbronnexy n.
«MaTepian», «BuaHauyeHHst HagiiHOCTI
HaHeceHHs apykapcbkux dapb Ta 3axucHOro
naky Ha chonbronsneH (agresis
dnekcorpadcbkoro Apyky)», « CTinkicTb
NOBEPXHEBOTO LWapy onbronneHy 4o BUCOKOI
TemnepaTypu (TemnepaTypHuil TECT)» Ta
«CkrieloBaHHA»

6e3
peuenma

UA/16428/01/02

186.

PAMIPA® 600

MOPOLLIOK ANsi
0OpanbHOro Po34vnHy
no 600 mr; no 3,0ry
caule; no 6 a6o 10
cawle y naJui 3
KapTOHY

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauinHMxX maTtepianis:
3MiHu | Tuny - 3MmiHK 3 sikocTi. [oToBUMI
nikapcbkuii 3aci6. Cnuctema
KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa
noctavanbHuKa nakyBanbHUX maTepianis abo
KOMMMEKTYIOUMX (SKLLO 3a3HaYeHO B JOCHE)
(3amiHa abo foAaBaHHs nocTavarnbHUKa) —
BHECEHHS anbTepHaTUBHOrO BUPOBHYMKa
MaTepiany ynakoBku (calle) oonbronseHy
(donbru antomiHieBoi namiHOBaHOI Nanepom Ta

6e3
peuenma

UA/16428/01/03
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

nonietuneHom) — dinii «Binnak» TOB
«CTONUYHUIA MNUHY, YkpaiHa. 3aTBepaKeHo:
Bupo6Hukn doneronneHy TOB AnTpeng,
YkpaiHa MTC Polska Sp.Z.0.0.,MNonbLua.
3anponoHoBaHo: BupobHuku honbronnery TOB
AnTtpeng, YkpaiHa MTC Polska
Sp.Z.0.0.,Monbwa. ®inis «BiHnak» TOB
«CTOoNMYHMI MNKHY, YKpaiHa. 3miHn | Tuny -
3MiHuM 3 aKocTi. [oToBMI Nikapcbkuii 3acit.
CuctemMa KoHTelHep/3akynoptoBanbHuii 3acib.
3miHa napameTpiB cneuudikauin Ta/abo
OONyCTUMMUX MEX NEPBUHHOI YNaKoOBKM FOTOBOIO
nikapcbkoro 3acoby (iHwi 3MiHM)
OoHoBneHHs po3giny 3.2.P.7 Cuctema
KOHTelHep/ 3akyrnoptoBanbHuiA 3acib, a came:
BHECEHHS 3MiH Y crieuudikauito Ha
donbronneny (donbra anomiHieBa namiHoBaHa
nanepom Ta nonieTuneHom) 3a n. «30BHiLLHIN
Burnaay», «WunprHa doneronneHy», «LinbHicTb
donbronneny». 3miHu | Tuny - 3mMiHM 3 SKOCTI.
[oToBwMI nikapcbkuii 3acib. Cuctema
KOHTelHep/3aKynoptoBanbHWiA 3aci6. 3miHa
napameTpiB cneuudikadiv Ta/abo gonyctummx
MEX NEePBUHHOI YMaKoOBKM FOTOBOrO NiKapCbKOro
3acoby (BMNyYEHHsI HE3HAYHOTO MOKa3HMKa
(Hanpuknag 3acTapinoro nokasHuka))
OHOBIeHHs po3giny 3.2.P.7 Cuctema
KOHTeWHep/ 3aKynoptoBanbHWi 3acib, a came:
BUIMyYeHHSA 3 cneuudikauii Ha donbronnex
(dbonbra antomMiHieBa namiHoBaHa nanepom Ta
nonietuneHom) n. «Matepian», «BusHayeHHsi
HaAiNHOCTI HAHECEHHS ApyKapcbkux dapb Ta
3axMCHOro naky Ha chonbronneH (agresis
dnekcorpadcbkoro Apyky)», « CTinkicTb
NOBEPXHEBOTO Lapy ornbroneHy 4o BUCOKOI
TemnepaTtypu (TemnepaTypHUn TecT)» Ta
«CknetBaHHs».

187.

PENI®® NMPO

cynosutopii
pekTanbHi No 5
Cyno3unTopiiB y
CTpwni; no 2 cTpunu
B nayui

Banep
KoHcblomep
Kep Al

LLiBenuapis

IcTiTyTO DIE
Awrxeni C.p.n.

ITanis

BHECEHHS 3MiH IO peecTpauiiHix maTepianis:
3miHu | TMny - 3miHn WwWoao
6e3nekn/edpekTMBHOCTI Ta hapMakoHarnsay.
BBeneHHs abo 3miHu [0 y3aranbHeHVX AaHnX
npo cucteMy cpapmakoHarnsgy (BBeAeHHs
y3aranbHeHUX JaHuX npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOoi ocobu,
BiQNoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsify; KOHTaKTHoi ocobu 3
bapmakoHarnsgy 3asBHUKa NS 30iNCHEHHSA
bapmakoHarnagy B YKpaiHi, SKLO BOHa
BiAMiHHa Big ynoBHOBaxeHOi ocobu,
BiZNOBIganbHoOI 3a 34iMCHEHHS hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3MiHK y

6e3
peuenma

UA/10318/02/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
PO3MiLLEeHHI MacTep-danna cuctemm
dapmakoHarnsgy) - 3MiHa ynoBHOBaXXEHOT
ocobu 3asBHMKA, BiaANOBiganbLHOI 3a
chapmakoHarnsag,.
Hitouwa pepakuis: Justin Daniels. MNponoHosaHa
penakuis: Jutta Pospisil. 3viHa KOHTaKTHMX
[OaHnX yNnoBHOBaXeHOI 0COOU 3asiBHIMKA,
BignoBiganbHoi 3a dapMakoHarnsag.
188. | PEMABIP Tabnetku no 50 mr, AT JlaTBist AT "OnaiHdapm” JaTBist BHECEHHS 3MiH O peecTpaLiHMX maTepianis: 6e3 UA/3777/01/01
no 10 TabneTtok y "OnaviHcpapm” 3MiHun | TMny - 3miHun 3 siKocTi. [oToBUIA peuenma
6nictepi; no 2 nikapcbkuii 3aci6. KoHTpornb rotoBoro
Gnictepu B nikapcbkoro 3acoby (iHLi 3MiHW), OHOBMNEHHS
KapTOHHIN navui BXe 3aTBEPAXEHUX METOAIB KOHTPOSO AKOCTI
nikapcbkoro 3acoby, a came: BUKNadeHHs TEKCTY
[epXXaBHOK MOBOH 3riJHO Cy4aCHWX BUMOT.
189. | PEMABIP kancynu no 100 wmr; AT Natsis AT "OnanHdapm” Natsis BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: bes UA/3777/03/01
10 kancyn y "OnanHdapm" 3MiHn | TUnYy - 3miHm 3 gkocTi. FoToBU peuenma
6nicTepi; no 1 abo 3 nikapcbkuii 3aci6. KoHTpornb rotoBoro
6nictepu y navui nikapcbKkoro 3acoby (iHLWi 3MiHN), OHOBMEHHSA
KapTOHHIN BXE 3aTBEPAXXEHUX METOAIB KOHTPOIIO SKOCTI
nikapcbkoro 3acoby, a came: BUKINageHHs TEKCTY
[ep>XaBHOK MOBOH 3rifJHO Cy4aCHUX BUMOT.
190. | PEMEHC® Kpanni oparnbHi no TOB YkpaiHa Pixapg BittHep Al ABcTpis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: bes nionszae UA/2164/02/01
20 mn a6o 50 mn, «MEPPIFTO 3miHu | TNy - 3miHn WwWoao peuenma
a6o 100 mny YKPAIHA» 6e3nekn/eeKTUBHOCTI Ta dhapmakoHarnsay
hnakoHax- (iHWi 3MiHM) - 3MiHM BHeceHo B IHCTpyKLito Ans
KpanenbHuusx; no 1 MEeAMYHOrO 3aCTOCYBaHHs! NikapcbKoro 3acoby
hbnakoHy y Ao po3giny "Cnoci6 3actocyBaHHA Ta fo3n"
KapTOHHIN ynakoBLi BiAMOBIAHO A0 iHcbopMmalii 3 besnekn
3acTocyBaHHs nikapcbkoro 3acoby. TepMmiH
BBELEHHS 3MiH NPOTSArom 6 Micsiyis nicns
3aTBEPAKEHHS.
191. | PIEKO TabneTku, BKpUTI BAT "leneoH YropuuHa BMPOGHMLUTBO Kanapa/ BHECEHHS 3MiH 10 peecTpauiiHnx MaTepianis: 3a He UA/20261/01/01
NniBKOBOO PixTep" Hepo3dacoBaHoro YropwuHa 3MiHn | Tuny - 3miHn 3 skocTi. [oToBMI peuernmom nionszae
obornoHkoto, 40 mr/1 npoaykKTy, nikapcbkuii 3aci6. CtabinbHicTb. 3miHa y
mr/0,5 mr; KOHTPOMb SIKOCTI: TepMiHax npuaaTHocTi abo yMmoBax 36epiraHHs
no 28 tTabneTtoky MaTteoH IHk., roTOBOrO MikapCbKOro 3acoby (30inbLueHHS
nakoHi 3 KaHaga TEpMiHy NpuaaTHOCTI FOTOBOrO NiKapCbKoro
nonietTunexy nepBuHHe 3acoby) - [1ns TOproBoi ynakoBku
BUCOKOI LLINBbHOCTI 3 nakyBaHHS, (niaTBEPOKYETHCA AAHUMK pearibHOro Yacy)
BOJIOrOMOrNMHaYeM, BTOPWHHE 36inbLUEeHHs TeEpMiIHY NpuAaTHOCTi FOTOBOMO
3aKpUTOMYy nakyBaHHs1, nikapcbkoro 3acoby (3aTBepaXKeHo: TEPMiH
iHOYKLUiHO KOHTPOMb SIKOCTI, npuaaTHOCTI 2 POKK; 3anpOrNoHOBaHO: TEPMiH
repMeTUYHOI BUWMYCK Cepil: npuaaTHocTi 3 poku). 3MiHW BHECEHO B
KPULLIKOIO 3 BAT "TeneoH IHCTPYKLUIilO ANs MeAWNYHOro 3aCTOCYBaHHS
noninponinery i3 PixTep", nikapcbkoro 3acoby y po3ain « TepmiH
3ax1CTOM Bif YropwuHa npuaaTHocTi». BBeaeHHS 3MiH NnpoTarom 6-Tu

BiOKPUBaHHA OiTbMU;
no 1 abo 3 conakoHu
Y KapTOHHil Kopoobui

MicsLiB Nicnsi 3aTBEpPOXKEHHS.
3MiHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y MmeTofax
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Ne Haszea

JliKapcbK020

®Popma sunycky

(nikapcbka ¢ghopma,

3asieHuK

Kpaina

Bupob6Huk
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3acoby

ynakoeka)

3asieHUKa

eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

192,

PO3YBACTA
TUH IC

TabneTku, BKpUTI
NniBKOBOIO

ToBapucTBo 3
[0[aTKOBOKO

YkpaiHa

ToBapucTBo 3

YkpaiHa

BMNpobyBaHHs rOTOBOrO NikapCcbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpOKEHMX MeTofax
BUNPOOYBaHHS) HE3HauYHi 3MiHM y MeToauL
BMNPOBOYBaHHSA 3a NOKa3HNKOM «PO3YNHEHHA»
Ans Aitoyoi pevoBuHN penyronike. 3MiHn |l Tuny
3MiHuM 3 aKocTi. [oToBMI Nikapcbkuii 3acit.
KoHTposb roToBoro nikapcbkoro 3acody. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTuMmx
MEX roTOBOro nikapcbkoro 3acoby (3miHa
3HaxoAMTbCH M03a 3aTBEPAKEHNMU
A0onyCTMMUMMN Mexamm crieumdikauin)
PO3LUMPEHHST 4ONYCTMMUX MEX cneumndikadii 3a
nokasHMKom «Po34nmHeHHsa» ans gitovoi
peyoBUHM penyronikc (3aTBepaxeHo: Q =75 %
3a 15 xB; 3anponoHoBaHo: Q = 85 % 3a 30 xB).

193.

PO3YBACTA
TUHIC

060r0oHKO0, M0 5 Mr;
no 10 TabneTtok y
6nictepi; no 3

Gnictepu y navui

TabneTku, BKpUTI
NniBKOBOIO

BignoBsiganbHi
cTo
"IHTEPXIM"

TosapucTBo 3
[00aTKOBOO

YkpaiHa

[04aTKOBOK
BigNOBiganbHICTHO
"IHTEPXIM"

TosapucTBo 3

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3miHn | TMny - 3MiHK Woao
6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKil XapaKTepUCTULi NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPyKUii Ans
MELMNYHOro 3aCTOCYBaHHs
reHepUYHMX/ribpuaHnx/6ionogibHMX Nikapcbknx
3acobiB nicrsi BHECEHHS TiEl camoi 3MiHU Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
HaZlaHHS! )KOAHWUX HOBMX J0OATKOBUX AaHMX).
3MiHV BHECEHO [0 iHCTPYKLUii ANst MEANYHOTO
3acTocyBaHHs nikapcbkoro 3acoby y po3ainu
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamu Ta
iHWi B1am B3aemogain”, "OcobnmBocTi
3actocyBaHHs", "MobiuHi peakuii” 3rigHo 3
iHdopMaUi€to LWoA0 MeAUYHOTO 3aCTOCYBaHHS
pedepeHTHOro nikapcekoro 3acoby (KPECTOP,
TabneTku, BKpUTI NNiBKOBOK 060MOHKO0, No 5
mr, 10 mr, 20 mr abo 40 mr). BBeaeHHs1 3miH

npoTarom 3-x MicauiB 3 4aTh 3aTBEpPOKEHHS.

3a

peuernmom

He
nidnsieae

UA/15855/01/01

o6onoHkoto, no 10
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepu y nayui

BiAnoBiganbHi
cTio
"IHTEPXIM"

[04aTKOBO
BiANOBiganbHICTHO
"IHTEPXIM"

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHu | TMny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsagy.
3MiHUM y KOPOTKili XapakTepucTuLL nikapcbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans

ME[NYHOro 3aCTOCYBaHHs
reHepu4HUX/ribpnaHnx/GionodibHNX nikapcbkmx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha

pedepeHTHUI NpenapaT (3MiHa He NoTpebye
HaJaHHS XOOHUX HOBUX 40AATKOBMX AAHUX).
3MiHU BHECEHO [0 IHCTPYKLUIii AN MeauyYHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamm Ta
iHWi B1An B3aemogain", "OcobnmBocTi
3acTtocyBaHHs", "lMobivHi peakuii” 3rigHo 3

3a
peuerimom

iHpopMaUi€lo LWoA0 MeANYHOTO 3aCTOCYBaHHSA

He
nidnsieae

UA/15855/01/02
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep

peecmpayiliHo2o

noceid4yeHHs1

pedepeHTHOro nikapcekoro 3acoby (KPECTOP,

TabneTku, BKpUTI NNiBKOBOK 060MOHKO0, Mo 5
mr, 10 mr, 20 mr a6o 40 mr). BBeaeHHs 3MiH
npoTarom 3-x MicaiLiB 3 faTh 3aTBEPOKEHHS.

194.

PO3YBACTA
TUHIC

TabneTku, BKpUTI
NNiBKOBOO
o6oroHkoto, no 20
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepu y nayui

ToBapucTBo 3
[04aTKOBOK
BignoBsiganbHi
cTo
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04aTKOBOK
BiANOBIgANbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MminHn | TMNy - 3MiHK Woao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
MELMNYHOro 3aCTOCYBaHHs
reHepu4HnX/riopnaHnx/6ionoAibHNxX nikapcbkmx
3acobiB nicns BHECEHHSI TiET camoi 3MiHK Ha
pedepeHTHMIN NpenapaT (3MiHa He noTpebye
HaAaHHS1 )XOOHWUX HOBUX A0OATKOBUX AAHUX).
3MiHM BHECEHO [0 iHCTPYKLUiT Ans MeanyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ainu
"B3aemogisi 3 iHWMMK nikapcbkumm 3acobamu Ta
iHWi BAn B3aemogain", "OcobnmBocTi
3acTtocyBaHHs", "lMo6ivHi peakuii” 3rigHo 3
iHbopMaUji€to LWOoA0 MeANYHOTO 3aCTOCYBaHHSA
pedepeHTHOro nikapcbkoro 3acoby (KPECTOP,
TabneTku, BKpUTI NNiBKOBO 0GOMOHKOI0, N0 5
mr, 10 mr, 20 mr abo 40 wmr). BBeaeHHs 3MiH
npoTArom 3-X MicAUiB 3 AaTW 3aTBEPOXKEHHS.

3a
peuyerimom

He
nidnsieae

UA/15855/01/03

195.

PO3YBACTA
TUH IC

TabneTkun, BKpUTI
NniBKOBOO
obornoHkoto, no 40
mr; no 10 TabneTok
y 6nicTepi; no 3
Gnictepu y navui

ToBapucTBo 3
[04aTKOBOK
BignoBiganbHi
CTHo
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[00aTKOBOK
BignoBiganbHIiCTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3MmiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy.
3MiHM y KOPOTKiVi XapakTepucTULLi NikapCbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
MELNYHOro 3aCTOCYBaHHS
reHepuyYHNX/riopnaHnx/6ionoAibHNxX nikapcbkmx
3acobiB nicrs BHECEHHS TiEl camoi 3MiHU Ha
pedepeHTHUIA Npenapar (3miHa He noTpebye
HaZlaHHS! )KOAHWUX HOBMX J04ATKOBUX AaHMX).
3MiHV BHECEHO [0 iHCTPYKLUii ANst MeanyYHoro
3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamu Ta
iHWi Buam B3aemogain", "OcobnmBocTi
3actocyBaHHs", "MobiuHi peakuii” 3rigHo 3
iH(opMaUi€to WoA0 MeaUYHOr0o 3aCTOCYBaHHS
pedepeHTHOro nikapcekoro 3acoby (KPECTOP,
TabneTku, BKpUTI NNiBKOBOK 060MOHKO0, Mo 5
mr, 10 mr, 20 mr abo 40 mr). BBeaeHHs1 3MmiH
npoTsArom 3-x MicsALiB 3 AaTW 3aTBEPOKEHHS.

3a
peyernmom

He
nionsieae

UA/15855/01/04

196.

POTAPUKC
BAKLIMHA
ans
MPO®INAKT
VKK
POTABIPYCH

Of IHPEKUIT

cycrneHsisi opanbHa
(1,5 mn/posy) no 1
abono 5
nonepeaHbLo
3arnoBHEHUX
opanbHKX
annikatopis abo Ty6

nakcoCmiTKn
anH Excnopt
TimiTen

Benuka
Bputanis

makcoCmiTKnsH
Bionoaxikans C.A.

Benbris

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3MiHu | TUNYy - 3miHK 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis

cneungikauin Ta/abo 4ONYCTUMUX MEX FOTOBOro
NiKapcbKoro 3acoby (3BY>KEHHSI AOMYCTUMUX
Mex) - 3MiHa KpUTepito NPUAHATHOCTI ANst

3a
peuenmom

UA/13060/01/01




123 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
B KAPTOHHI Kopobui nokasHuKa «AKTUBHICTb pOTaBipycy» npu
BMMNYCKY FOTOBOTO NikapCbKOro 3acoby y Tybax 3
«He meHwe Hix 6,3 log10 TL 50 Ha gosy» Ha
«He meHLwe Hix 6,6 log10 TL 50 Ha gosy» 6e3
3MiHW KpUTEPIto MPUAHATHOCTI B KiHLi TEPMIHY
npuaaTHOCTI.
3miHn BnnuBatoTb Ha MKA.
197. | CENNEHA3A® | po3uunH Ans iH'ekuin GiocuH Himeuunna Baccepbyprep Himeuunna BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/8796/02/01
(50 mkr/mn) no 10mn | ApuHanmitren ApuHanmiTTenbBe 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenmom
abo no 20 mny b M6X pk M'M6X, nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa
dnakoHi, no 10 Himevumna abo BBeAEHHS 40AAaTKOBOI AinNbHUL
hnakoHiB y (BMPOGHMLITBO BMpOBHMUTBA ANst YacTuHM abo BCbOro
KapTOHHiIN kopoOLi Hepo3dgacoBaHOro BMPOBHMYOro NpoLecy roToBoro fikapcbkoro
nNpoayKTy, 3acoby (AinbHMLA ANS BTOPMHHOIO NaKyBaHHS).
nepBUHHE BBeneHHs anbTepHaTUBHOI BUPOOHNYOI AinbHULI
nakyBaHHS; "Herderstrasse 1, 83512 Wasserburg, Germany /
BTOPUHHE XepgepwrTpacce 1, 83512 Baccepbypr,
nakyBaHHs) HimeuumHa" BignosiganbHoOi 3a BTOPUHHE
BTOPUHHE nakyBaHHs Ans BXe 3aTBepaXEHOro BUPO6HMKa
nakyBaHHs Ta Wasserburger Arzneimitterlwerk GmbH,
BUMYCK Cepil; Germany. 3MiHu | TUNy - AgMiHICTPaTUBHI 3MiHW.
BTOPUHHE Buny4yeHHs BUPOGHMYOI AinbHMLI (BKIOYaoum
nakyBaHHS; AinbHUUi ana A®l, npomixkHoro npogykty abo
BUNYCK cepii: roTOBOro nikapcbKoro 3acoby, AinbHWLi Ans
GiocuH npoBeAeHHs NakyBaHHs1, BUPOOHNKa,
ApuHanmiTTenb BignoBigansHOro 3a BMNycK cepin, micue
MM6X, HimeuunHa npoBeAeHHs! KOHTpOrto cepii) abo
nocrtavanbHuKa BUXigQHOTO MaTtepiany, peareHty
abo [OMOMIXKHOI PEYOBMHM (SKLLO 3a3HAYEHO Y
[0Cbe). BunyyeHHs BUpoOHMYOT AinbHUL:
"Molkerei-Bauer-Strasse, 18, 83512
Wasserburg, Germany" Bupo6Huka
Wasserburger Arzneimitterlwerk GmbH,
Germany BignosiganbHoOro 3a BUpoGHULTBO
Hepo3dacoBaHOro NpoayKTy, NepBUHHe Ta
BTOPWHHE NakyBaHHsi. [pn LbOMy 3anuLaeTbes
anbTepHaTVBHa BUPOGHMYA AiNbHULS KOTpa
BWKOHYE BCi (pyHKLji, LLIO ¥ BUNyYeHa
"Herderstrasse 2, 83512 Wasserburg, Germany"
3aTBepakeHoro BupobHuka Wasserburger
Arzneimitterlwerk GmbH, Germany.
198. | CEPETUO NOpPOLLOK AN nakcoCmiTKn Benwuka 'makco Bennkom ®paHuia BHECEHHS 3MiH [0 peecTpauinHMX maTepianis: 3a He UA/8524/01/01
OUCKYC iHransauin, anH Ekcnopt BpuTaHis MpogakLwH 3MiHu | Tuny - 3MmiHK 3 sikocTi. [oToBUMI peuenmom nionsieae

no3oBaHui, 50
mkr/100 Mkr/gosy; no
60 gos y guckyci; no
1 auckycy B
KapTOHHIN ynakoBLi

TimiTen

nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLWwi 3MiHK). OHOBNEHHS
BXe 3aTBEPPKEHVNX METOZIB KOHTPOSIO AKOCTI
nikapcbkoro 3acoby, a came: BUKNageHHs TEKCTY
[ep>XaBHOKO MOBOIO 3riJHO Cy4YaCHNX BUMOT.
3MiHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
Ha3BW nikapcbkoro 3acoby.
3miHa Ha3BM Nikapcbkoro 3acoby.
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep

peecmpayiliHo2o

noceid4yeHHs1

SATBEPXXEHO: Cepetng™ Ouckyc™.
SAIMPOMNOHOBAHO: Cepetua Auckyc.
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEepMAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsgy
(iHWi 3MiHK) 3MiHM BHECEHO B TEKCT MapKyBaHHS
NEepPBMHHOI YNaKoBKM fikapcbkoro 3acoby y n. 6.
«IHLE» Ta BTOpMHHOI ynakosku B Nn. 8. «AATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI», n.
17. «IHWE». BBeaeHHsi 3MiH npoTarom 6-tu
MicsLiB nicnsi 3aTBepAKEHHS

199.

CEPETMAO
AOUCKYC

NMOPOLLOK Anst
iHranauin,
no3oBanHui, 50
MKr/250 MKr/go3y; no
60 [o3 y a1ckyci; no
1 Aunckycy B
KapTOHHIN ynakoBLji

nakcoCmiTKn
anH Ekcnopt
JlimiTen

Benuka
BputaHia

'nakco Bennkom
MNpoaakwH

®paHuin

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHu | Tuny - 3miHK 3 sikocTi. FoToBUIA
nikapcbkui 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby (iHwi 3MiHM). OHOBMEHHS

BXE 3aTBEPAXXEHUX METOAIB KOHTPOIHO SIKOCTI

nikapcbkoro 3acoby, a came: BUKNaAeHHs TeKCTY
OepXXaBHOK MOBOH 3riHO Cy4aCHUX BUMOT.
3MiHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
Ha3BM NikapcbKoro 3acoby.
3MmiHa Ha3BwM fikapcbkoro 3acoby.
SATBEPXXEHO: Cepetna™ Ouckyc™.
3AIMPOMNOHOBAHO: CepeTtua Auckyc.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEpAKEHHS. 3MiHuM | Tuny - 3miHK WwWono
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHKM) 3MiHW BHECEHO B TEKCT MapKyBaHHS
NepBUHHOI YNakoBKM Nikapcbkoro 3acoby y n. 6.
«IHLE» Ta BTOpMHHOI ynakoBku B Nn. 8. «AATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI», n.
17. «IHWE». BBeAeHHsi 3MiH NpoTArom 6-tu
MicsLiB nicnsi 3aTBEpAKEHHS

3a
peuerimom

He
nidnsieae

UA/8524/01/02

200.

CEPETMAO
AOUCKYC

MOPOLLIOK ANsi
iHranauin,
no3oBanHuii, 50
Mkr/500 Mkr/gosy; no
60 gos y guckyci; no
1 auckycy B
KapTOHHIN ynakoBLji

nakcoCmiTKn
AnH Ekcnopt
JlimiTen

Benwuka
BpuTaHis

'nakco Bennkom
MpogakLwH

®paHuia

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis:
3MiHu | Tuny - 3miHK 3 sikocTi. FoToBUMIA
nikapcbkui 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby (iHwi 3MiHn). OHOBNEHHS

BXXE 3aTBEPPKEHVNX METOZIB KOHTPOSIO AKOCTI

nikapcbKkoro 3acoby, a came: BUKNageHHs TEKCTY
[ep>XaBHOKO MOBOIO 3riJHO Cy4YaCHNX BUMOT.
3MiHu | TUNY - AgmiHicTpaTuBHi 3MiHW. 3MiHa
Ha3Bw Nikapcbkoro 3acoby.
3miHa Ha3BM nikapcbkoro 3acoby.
SATBEP)KEHO: Cepetug™ Ouckyc™.
3AIMPOMNOHOBAHO: CepeTtug Auckyc.
BBegeHHs 3MiH NnpoTArom 6-Tu Micauis nicns
3aTBEpAKEHHS. 3MiHuM | Tuny - 3miHK WwWono
6e3nekn/edekTMBHOCTI Ta dhapmMakoHarnsay
(iHWi 3MiHKM) 3MiHW BHECEHO B TEKCT MapKyBaHHS
NepBUHHOI YNaKoBKM Nikapcbkoro 3acoby y n. 6.
«IHLWE» Ta BTOpMHHOI ynakoBku B Nn. 8. «OATA
3AKIHYEHHA TEPMIHY NPUOATHOCT I», n.

3a
peuerimom

He
nidnsieae

UA/8524/01/03
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
17. «IHWE». BBeaeHHsi 3MiH NpoTsrom 6-tu
MicsLiB nicns 3aTBepAKEHHS
201. | CIHIXKAPLOI® | TabneTku, BKPUTI BepiHrep HimeyunHa BUPOGHMLTBO, HimeyuunHa/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/15722/01/01
NniBKOBOO IHrenbxanv nepBuHHe Ta peuis/ 3MiHn Il Tuny - 3MiHn Wwopao peuernmom
obonoHkoto, 12,5 IHTEepHeLwwHN BTOPUHHE ®paHuis/ 6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
mr/1000 mr; no 10 mM6X nakyBaHHs, Cnony4eHi BHeceHHs1 abo 3miHa(1) 0o 3060B'A3aHb Ta yMOB
TabneTok B GricTepi; KOHTPOMb SIKOCTI, Wratn BMaadi peecTpauiiHoro nocBig4YeHHs,
no 6 Gnictepis y BMNYCK cepii: Amepukn BKNtoYaroum MnaH ynpaeniHHA puankamm
KapTOHHiI kopooLi BepiHrep (3acTocyBaHHs 3MiH(K), ski(a) BUMaratoTb(€)
IHrenbxanm noAarnbLioro o6rpyHTyBaHHst HOBUMM

dapma 'M6X i Ko.
KI', HimeudunHa;
BUPOGHMLTBO,
KOHTPOIb AKOCTI
(3a BUHSATKOM
Tecty
«Mikpobionori4yHa
yucToTan),
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
BUMYCK Cepil:
Bepinrep
IHrenbxanm
Xennac CuHrn
Membep C.A.,
"peuis; nepBuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPOMb SIKOCTI,
BUMYCK cepii:
MATEOH
SPAHUIA,
dpaHLis;
BUPOBHMLTBO
TabneTtok "in bulk"
Ta KOHTpOIb
skocTi: MaTeoH
MyepTo Puko. IHk.,
CronyyeHi LWraTtn
Amepuiku;
KOHTpPOIb SKOCTI
(32 BUHSATKOM
Tecty
"MikpobionoriyHa
ynctota"): A eHa
Ewm WUTABTECT
Nabop dyp
AHanITUK yHg
Crabinitatcnpydy
Hr TMBX,

[0AAaTKOBMM AaHMMM, WO MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiNbK/ BUMaraeTbes
CyTTeBa OLiHKa KOMMNETEHTHUM OpraHoM) Ans
no3syBaHHs 12,5 mr/1000 mr: 3asBHMKOM HagaHo
OHOBIEHWI NNaH ynpaBniHHA pu3nKaMu Bepcis
15.0. 3MiHKN BHeceHo A0 YacTuH: |l
«Cneuudikauisa 3 6e3nekuny, Il «MnaH 3
dapmakoHarnagy», V «3axoam 3 MiHimisauii
pusukis», VI «Pestome nnany ynpasniHHs
pusnkammny, VII «JogaTtku» y 38’A3Ky 3
OTPMMaHUMK AaHuMU nig vac
nicnsipeecTpauinHoro gocnimkeHHs PASS 1245-
0201 Ta BnganeHHs NOTEHLNHOrO pU3nKy
"MaHkpeatut". Pestome nnaHy ynpasniHHs
pusmkamu Bepcis 15.0 gogaeTbes.
3minu Il Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hbapmMakoHarnsgy.
BHeceHHs abo 3miHa(1) oo 3060B's13aHb Ta yMOB
BuAadi peecTpauiiHoro nocBig4eHHs,
BKItoYatoum MnaH ynpaeniHHSA pusnkamMm
(3acTocyBaHHs 3MiH(1), ski(a) BUMaraTb(€)
noAanbLIoro obrpyHTyBaHHS HOBUMM
[04aTKOBMM AaHWMMU, Lo MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiNbK/ BUMaraeTbes
CyTTEBa OLiHKa KOMMETEHTHUM OpraHoM) Ans
po3yBaHHs 5 Mr/1000 Mr: 3asBHWUKOM HagaHo
OHOBJIEHWI MMaH ynpaBriHHS pu3nkamun Bepcis
15.0. 3MiHK BHeceHo Ao YacTuH: |l
«Cneumdikauis 3 6e3nekuny, Il «MnaH 3
apmakoHarnsgy», V «3axoau 3 MiHimizauii
pusukiB», VI «Pestome nnaHy ynpaeniHHSA
pusmkammny, VIl «dogatku» y 3B’a3Ky 3
OTpUMaHUMK AaHUMU nig vac
nicnspeecTpauinHoro gocnigpxeHHs PASS 1245-
0201 Ta BUAaneHHs NOTEHLINHOIo puU3nky
"MaHkpeatut". Pestome nnaHy ynpasniHHsS
pusmkamu Bepcis 15.0 gogaetbes.
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

Himeuumnna;
KOHTPOIb AKOCTI
npw AOCHiAXKEHHI
cTabinbHOCTI (3a
BUHSITKOM TECTY
"MikpobionoriyHa

ynucroTa"):
EspodiHc PACT
'mM6X, HimeuumHa;
anbTepHaTVBHa
naboparopis ans
KOHTPOIMO TECTY
"MikpobionoriyHa
uncrota": CIrc
IHCTUTYT
®peseHiyc M'mbX ,
Himeuuunna; Nlabop
J1C CE eHa Ko.
KI', HimeudunHa;
K'toEnCiEc EIME,
[peuia

202.

CIHOXAPOI®

TabneTkn, BKPUTI
NniBKOBOO
obornoHkot, 5
mr/1000 mr; no 10
TabneTtok B 6nicTepi;
no 6 Gnictepi y
KapTOHHiI kopobui

BepiHrep
IHrenbxanm
IHTepHeLHn

m6X

HimevuunHa

BUPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPOMb SKOCTI,
BUMYCK cepii:
BepiHrep
IHrenbxanm
dapma 'M6X i Ko.
KI", Hime4uunHa;
BMPOBHMLTBO,
KOHTPOIb AKOCTI
(3a BUHATKOM
Tecty
«MikpobionorivyHa
ynucToTay),
nepBuHHE Ta
BTOPWHHE
nakyBaHHs1,
BUNYCK cepii:
BepiHrep
IHrenbxanm
Xennac CuHm
Membep C.A,,
"peuis; nepBuHHe
Ta BTOPUHHE

HimeuuunHa/
peuis/
®paHuis/
CronyyeHi
LWratn
Amepukmn

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3minu Il Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta bapmMakoHarnsgy.
BHeceHHs abo 3miHa(1) 0o 3060B's13aHb Ta yMOB
BuAadi peecTpauiiHoro nocBig4eHHs,
BKMtoyatoum MNnaH ynpasniHHS puankamm
(3acTocyBaHHs 3MiH(1), Ski(a) BUMaraTb(€)
noAanbLIoro obrpyHTyBaHHS HOBUMU
[00aTKOBMM AaHUMM, LLO MaloTb HagaBaTUcs
KOMMETEHTHVM OpPraHoM, OCKIfNbK1 BUMaraeTbcs
CYTTEBa OLiHKa KOMMETEHTHUM OpraHoM) Ans
nosyBaHHs 12,5 mr/1000 Mr: 3asBHMKOM HagaHo
OHOBJIEHWI MfaH ynpasriHHA pu3nkamun Bepcis
15.0. 3miHM BHeceHo 80 yacTuH: |l
«Cneumdikauis 3 6e3nekuny, Il «MnaH 3
apmakoHarnsgy», V «3axoau 3 MiHimizauii
pusukiB», VI «Pestome nnaHy ynpaeniHHSA
pusmkammny, VIl «dogatku» y 3B’a3Ky 3
OTPUMaHNMW AAHVUMWU Mif Yac
nicnspeecTpauinHoro gocnigpxeHHs PASS 1245-
0201 Ta BuAaneHHs NOTEHUINHOIo pU3nky
"MaHkpeaTut". Pestome nnaHy ynpasniHHsS
pusmkamu Bepcis 15.0 gogaeTbes.
3MiHu Il Tuny - 3MiHn Wwopo
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
BHeceHHs1 abo 3miHa(1) 0o 3060B'A3aHb Ta yMOB

nakyBaHHs, BMaadi peectpauiiHoro nocBig4eHHs,
KOHTPOMb SIKOCTI, BKItoYaroum MnaH ynpaeniHHSA puankamMm
BUMYCK Cepii: (3acTocyBaHHs 3MiH(K), ski(a) BUMaratoTb(€)
MATEOH noganbLIoro obrpyHTyBaHHS HOBUMM

3a
peuenmom

UA/15724/01/01




127 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
SPAHLIA, [0AAaTKOBMM JaHMMU, LLO MaloTb HagaBaTucs
DdpaHuis; KOMMETEHTHUM OpraHoOM, OCKiflbKN BUMaraeTbCcsi
BMPOBHMLTBO CyTTeBa OLjHKa KOMMNETEHTHUM OpraHoM) Ans
TabneTok "in bulk" nosyBaHHsA 5 mr/1000 Mr: 3asiBHMKOM HagaHo
Ta KOHTPOnb OHOBMEHWI NNaH ynpasriHHA pu3nkamu Bepcis
sKocTi: MaTeoH 15.0. 3MiHK BHeceHo Ao YacTuH: |l
MyepTto Puko. IHK., «Cneumdikauis 3 6e3nekuny, Il «MnaH 3
Cnonyu4eHi LWtaTtn dapmakoHarnagy», V «3axoam 3 miHimisauii
Amepukm; pusukis», VI «Pestome nnany ynpasniHHs
KOHTPOSIb SKOCTi pusmkammny, VIl «dogatku» y 3B’s3Ky 3
(32 BUHATKOM OTPUMaHUMM JaHnMK nig vyac
Tecty nicnsipeectpauinHoro gocnimkeHHs PASS 1245-
"MikpobionoriyHa 0201 Ta BuganeHHs NOTEHLINHOIMO pU3nKy
unctota"): A eHg "MaHkpeaTut". Pestome nnaHy ynpaeniHHA
Em WUTABTECT pu3unkamu Bepcia 15.0 gogaetbcs.
Na6op dyp
AHaniTuk yHa
Crabinitatcnpydy
Hr FM6X,
HimeuumnHa;
KOHTPOrb SKOCTI
npw AOCHiAXKeEHHI
cTabinbHOCTI (3a
BUHSITKOM TECTY
"MikpobionoriyHa
yncroTa"):
EBpodpiHc PACT
MM6X, HimeuuunHa;
anbTepHaTuBHa
nabopartopis ans
KOHTPOIMO TECTY
"MikpobionoriyHa
ynctorta": CI'C
IHCTUTYT
®peseHiyc M'mbX ,
Himeuuunna; Nabop
J1C CE eHa Ko.
KI, HimeuyunHa;
K'toEnCiEc EIME,
peduis
203. | CKINEPO- rpaHymu, no 10 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: bes UA/4626/01/01
’PAH nexHani "HauioHanbHa "HauioHanbHa 3miHu | TMny - 3miHn WwWoao peuenma
nonimepHomy; no 1 [omeonaTunyH [omeonaTunyHa 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
neHany B navi 3 a Cninka" Cninka" BBeneHHs abo 3miHM [0 y3aranbHEHUX AaHNX

KapToHy abo no 5
rpaHyn y KOHTenHepi
3 [03yBaHHAM; No 2
KOHTenHepu B nauui
3 KapTOHY

npo cucteMy cpapmakoHarnsay (BBeAeHHs
y3aranbHeHUX JaHnX npo cucTtemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOoi ocobu,
BiOQNoOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsify; KOHTaKTHoi ocobu 3
chapmakoHarnsgy 3asBHUKa ons 30iNCHEHHS
apmakoHarnagy B YKpaiHi, KO BOHa




128 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
Bi4NOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLEeHHI MacTep-ghanna cuctemu
hapmakoHarnsgy). 3miHa yrnoBHOBaXeHOi ocobu
3asiBHMKa, BignoBiganbHoi 3a hapmakoHarnsg.
[itoya pepakuin: bagbs OneHa AHaToniiBHa.
[MponoHoBaHa pepakuisi: TkayeHko TeTsiHa
MeTpiBHa.
204. | CONEUMCT TabneTkn, BKpUTI 3eHTiBa, K.C. Yecbka BUPOGHMLTBO "in IcnaHis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/18015/01/02
NMiBKOBOO Pecny6nika bulk", nepeuHHe 3miHu | Trny - 3minn 3 akocTi. CepTudikat peuernmom
obornoHkoto, no 10 Ta BTOPUHHE BignosigHocTi/ME-cepTudikaT BigNoBigHOCTI
mr, no 15 TabneTok nakyBaHHs, €BponeWcbkin dhapmakonei/MoHorpadii.
B GnicTepi; no 2 KOHTPOMb SKOCTI, [MoaaHHsa HoBoro abo oHoBEHOro cepTudikarta
Gnictepu B BignoBsigae 3a BignoBigHoCTi abo BUNy4YeHHs cepTudikara
KapTOHHIN navui BUMYCK Cepil: BigNoBigHOCTI €Bponeichkin dhapmakonei: ons
Henpadapm A®I; onsa BuxigHoro
dPapmacbioTukana maTepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, LLO
C.J1., IcnaHis; BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
MikpobionoriyHe AOMOMDKHOT pe4voBUHM (cepTudikat
TeCTyBaHHSA BiNOBIgHOCTI €Bponeinchkin hapmakonei) -
(anbTepHaTUBHO): HoBwuin cepTudikaT Big HOBOro BUPOGHMKa
MIKPO-BIOC, CI1, (3amiHa abo JONOBHEHHS), NOAAHHSA HOBOTO
Icnanis cepTudikaTy BignoBigHOCTI €EBponemnchkii
dapmakonei Ne R1-CEP 2016-131-Rev 00 ans
nitoyvoi pevoBuHu Solifenacin succinate Big
HoBoro Bupo6Huka ALEMBIC
PHAMACEUTICALS LIMITED, IHgis
(mnonoBHEHHS).
205. | CONEUMUCT TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka BUPOGHMLUTBO "in IcnaHis BHECEHHS 3MiH 10 peecTpaLuiiHnx mMaTepianis: 3a UA/18015/01/01
NniBKOBOO Pecnybnika bulk", nepeuHHe 3miHu | Trny - 3minm 3 akocTi. CepTudikat peuernmom
oboroHkot, no 5 wmr, Ta BTOPUHHE BignoBigHocTi/E-cepTudikaTt BiANOBIAHOCTI
no 15 tabnetok B nakyBaHHs, €Bponelicbkint hapmakonei/MoHorpadii.
GnicTepi; no 2 KOHTPOMb SIKOCTI, MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta
6nictepu B Bignosigae 3a BiAMOBIAHOCTI abo BUy4YeHHs cepTudikata
KapTOHHIN nayui BUMYCK cepii: BigMNOBigHOCTI €Bponeichkin hapmakonei: ans
Henpadapm A®I; onsa suxigHoro
dapmackioTrkana MaTepiany/peareHTy/NpoMiKHOrO NPOAYKTY, L0
C.J1., IcnaHis; BMKOPUCTOBYOTbCS Y BUpoOHUMUTBI ADI; ans
MikpobionoriyHe [OOMOMDXHOT peqoBUHU (cepTudikaT
TEeCTyBaHHs BiAMOBiAHOCTI €Bponenchkin apmakoneri) -
(anbTepHaTMBHO): HoBwuit ceptudikat Bif, HOBOro BUpoGHMKa
MIKPO-BIOC, CH, (3amiHa abo ONOBHEHHS), NOAHHS HOBOTO
IcnaHis cepTudikaTy BignoBigHOCTI €BpONenchkii
dpapmakonei Ne R1-CEP 2016-131-Rev 00 ans
nitoyoi pevoBuHm Solifenacin succinate Big
HoBoro Bupo6bHuka ALEMBIC
PHAMACEUTICALS LIMITED, Ingis
(mONOBHEHHS).
206. | COH-HOPMA | rpaHynn; no 10 r MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: be3 UA/3828/01/01
rpaHyn y neHani "HauioHanbHa "HauioHanbHa 3MiHu | TMny - 3MiHK Wwoao peuenma
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
nonimepHomy, no 1 [omeonaTuyH [omeonaTnyHa 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
neHany B nadui 3 a Cninka" Cninka" BBeneHHs abo 3miHM [0 y3aranbHeHNUX AaHnx
KapToHy; abono 5r npo cucteMy chapmakoHarnagy (BBedeHHs
rpaHyn y KoOHTenHepi y3aranbHeHVX JaHnX Npo cucTemy
3 J03yBaHHSAM, Mo 2 chapmakoHarnsgy, amiHa ynoBHoBaXeHoi ocobu,
KOHTENHEepU B nNavui BiANOBiganbHOI 3a 30iNCHEHHS
3 KapTOHY chapmakoHarnsgy; KOHTakTHoOI ocobu 3
bapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHS
chapmakoHarnsgy B YkpaiHi, Ko BoHa
BigMiHHA Big yNOBHOBaXXeHOI ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-tanna cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXXeHOI 0cobun
3asBHMKa, BigNOBiganbHOI 3a hapmakoHarnag.
[itoya pepakuin: bagbs OneHa AHaToniiBHa.
[MponoHoBaHa pepakuisi: TkayeHko TeTsiHa
MeTpiBHa.
207. | COOreEH TabneTkn, BKpUTI [eTepo J1ab3 IHgis ['eTepo J1ab3 IHais BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/17059/01/01
NniBKOBOIO Jlimiten JlimiTen 3MmiHun | TMny - 3MiHuM 3 siKocTi. [oTOBUIA peuenmom
o6onoHkoto, no 400 nikapcbkuii 3aci6. 3miHn y BUpoGHMUTBI. 3MiHa
Mr no 28 TabneTok y po3Mipy cepii (BKMtoYaroumn gianasoH po3mipy
KOHTelHepi; no 1 cepii) rotToBoro nikapcbKkoro 3acoby (36inbLueHHs
KOHTelnHepy B 0o 10 pasiB NOPIBHSAHO i3 3aTBEPHKEHUM
KapTOHHiI kopobui po3mipom), 36inbLueHHs po3mipy cepii gns 13
3aTtBepaxeHo: 42 000 TabneTok
3anponoHoBaHo: 42 000 TabneTtok, 125 000
Tabnetok
208. | COQDITI® TabneTkn, BKpUTI TOB YkpaiHa TTabopaTopioc IcnaHis BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a UA/16220/01/01
NNiBKOBOO "BOPBAPTC Jleon ®apwma, C.A. 3miHu | TNy - 3miln wWoao peuenmom
obornoHkoto, 0,03 DPAPMA" 6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
Mr/2 mr; no 28 BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
(21+7) Tabnetok y npo cucteMy chapmakoHarnagy (BBeAeHHs
6nicTepi; no 1 y3aranbHeHUX AaHnX Npo cucTemy
6nictepy pa3som 3 dapmakoHarnsgy, 3MiHa yroBHOBaXeHOi ocobu,
KaneHgapHo BiOQNOBiganbHOI 3a 3AiNCHEHHS
LUKarnow, TpuMayem apmakoHarnsify; KOHTaKTHoi ocobu 3
ans énictepy y dapmakoHarnsaay 3asiBHUKa ANs 30iNCHEHHS
KapTOHHI kopobui bapmakoHarnsgy B YKpaiHi, SIKLLO BOHa
BiAMiHHa Bi# yNOBHOBaxeHOi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXXeHOi 0cobu
3asBHVKa, BignosiganbHoi 3a hapmMakoHarnsa.
[Hitoua penakuisi: bBagbst OneHa AHaTtoniiBHa.
MponoHoBaHa pepakuisi: TkadeHko TeTsiHa
MeTpiBHa.
209. | CMMASMOBAK | po3uuH ans iH'ekuin, LWAPTIEP ITanis OONNENb ITanis BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a He UA/20005/01/01
C 40 mr/ 4 mn, no 4 mn C.N.A. SAPMALIEYTILI 3MiHu | TUNy - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa peuenmom nidnsieae
B amnyni; no 10 C.P.J. Ha3u APl abo gonomixHoi pevoBunHU. 3MiHa
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
aMmnyn y KOHTYpHin Ha3BW JONOMIKHOT pedoBuHU: [litoya pedakuis:
YapyHKOBI HaTpito cynbdit 6e3BoaHMIA; MNponoHoBaHa
ynakoBui; no 1 penakuia: JJonoMixkHi pe4oBMHK: HaTPIO
KOHTYPHI cynb@iT. 3MiHM BHECEHO B iHCTPYKLtO Ans
YapyHKOBIV ynakosLi MeANYHOrO 3acTOCYBaHHS NikapcbKoro 3acoby y
Y KapTOHHil Kopoobui po3ain "Cknag" Wwoao HasBu JOMOMIKHOT
PEYOBUHM 3 BIANOBIOHUMWN 3MIHAMW Y TEKCTI
MapKyBaHHS1 YNakoBOK nikapcbkoro 3acoby.
TepMmiH BBeOEHHS 3MiH - NPOTSArom 6 Micsuis
nicnsa 3aTBepaKeHHsi. 3MiHu | Tuny - 3miHK Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK). 3MiHN BHECEHO Y TEKCT MapKyBaHHS
BTOPWHHOI yNakoBKW fikapcbkoro 3acoby y n.11.
"HanmeHyBaHHS | MiCLLe3HaXOMKEHHS
BUpOGHMKa Ta/abo 3asBHMKA", N. 12. "Homep
peecTpauinHoro noceigyeHHs", n. 17. "IHWE" ta
y TEKCT MapKyBaHHS NEpPBMHHOI YNaKkoBKuM n.2.
"KinbkicTb Aitoyoi pedoBuHN". TepMiH BBEAEHHSA
3MiH - NPOTArom 6 MicauiB nicnga 3aTBEPLKEHHS.
210. | CNABMOMEH | Ttabnetku, BKpUTI A. MeHapiHi ITanisa A. MeHapiHi ITanis/ BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/7146/01/01
® NNiBKOBOO IHaycTpie MaHydakTypiHr HimevuunHa 3MminHun | TMny - 3MiHK Woao peuyenmom
o6onoHkoto, no 40 dapmaueyTuy JloricTikc eng 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
mr, no 10 TabneTok e PiyHiTe Cepsicec C.p.J1., BHeceHHs1 abo 3miHa(n) oo 3060B'A3aHb Ta yMOB
y bnicTepi; no 3 C.p.JL ITanis BMAadi peectpauiiHoro nocBig4eHHs,
Gnictepu B (BMpOBHMLTBO "in BKItoyaroun MNnaH ynpaeniHHA pusukamm (iHLi
KapTOHHIN kopobLyj; bulk", nakyBaHHsi 3MiHM) - 3assBHUKOM HaZlaHO OHOBMEHWUI NnaH
no 15 trabnetok y Ta BUMYCK cepilt); ynpasniHHsa puankamu Bepcis 3.0. 3MiHu
6nicTepi; no 2 A. MeHapiHi BHeceHo A0 YacTuH: |l «Cneuudikauis 3
6nictepu B MaHyakTypiHr 6esnekn», V «3axoam 3 MiHimisauii puaukisy, VI
KapTOHHiN KopobLi TloricTikc eHp, «Pestome nnaHy ynpasniHHa puaunkamuy», VII
Cepsicec C.p.J1., «[dogaTkny y 3B’A3Ky 3 BUAANEHHAM BaXnnBux
ITania (koHTponb iAeHTUMDIKOBaHMX PU3VKIB, BaXITUBNX
Ta BUMYCK cepiit); NOTEHUIVHUX PU3WKKIB, @ TaKoX BUAANEHHs
BEPIIIH-XEMI AT, BiAcyTHbOI iHpopmaluii. CTpykTypy MYPa 6yno
Himeyuunna OHOBJIEHO BiAMNOBIAHO 0O pekoMeHaaLin
(BMpOGHMLTBO "in Guideline on good pharmacovigilance practices
bulk"); BEPIIH- (GVP) Module V — Risk management systems
XEMI AT, (Rev 2).
HimevuunHa Pesiome nnaHy ynpasniHHS puamkamu Bepcis 3.0
(nakyBaHHs, [0[aeTbes.
KOHTpOMb Ta
BUMNYCK cepii)
211. | CTPOBAK® nioginizoBaHui CrtpaTmaHH HimeuunHa CrpatmanH T'mM6X HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a UA/17029/01/01
NOPOLUOK ANs 'm6X eng Ko. eHa Ko. KI 3MminHn | TMny - 3MiHK Woao peuenmom
cycneHsii ans KIr 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.

iH’ekuin; 1 donakoH 3
niocpinizoBaHnm
MOPOLLKOM (0ZHa
po3a)i 1 amnyna 3
po34MHHKKOM no 0,5
M (antoMmiHito

BBepneHHsa abo 3mMiHM 40 y3aranbHeHVX fgaHux
npo cucteMy apMakoHarnagy (BBe4eHHs
y3aranbHeHUX AaHnX Npo cucTemy
hapmakoHarnsigy, 3MiHa yroBHOBaXXEHOI 0cobu,
BiAMOBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnsifly; KOHTaKTHoi ocobu 3
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
docdat 2%, Boga hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
Ans iH'eKuin) B dapmakoHarnsay B YKpaiHi, AKLO BOHA
KapTOHHiIN kopobLyj; BigMiHHA Big yNOBHOBaXXeHOI ocobu,
3 chnakoHu 3 BiZNOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay
nioginizoBaHUm (BKNtOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y
nopoLUKoM i 3 PO3MiLLEeHHI MacTep-danna cuctemm
amnynu 3 hapmakoHarnsiay) - BeegeHHs ynoBHoBaxeHo
po34rHHMKOM no 0,5 0cobu 3asiBHMKA, BignoBigansbHoi 3a 34iCHEeHHs
M (antomiHito tbapmakoHarnagy. NponoHoBaHa peaakuis:
docdaT 2%, Boga Karim Chammas. BBefeHHs1 KOHTaKTHUX faHNX
ans iH'ekuin) B YMOBHOBAXEHOI 0COOM 3asiBHYMKA,
KapTOHHiI kopooLi BiQNOBiganbHOI 3a 3AiNCHEHHS
cdapmakoHarnsgy. BBegeHHsi KoHTakTHOT ocobu
3asiBHMKA, BignoBiganbHoi 3a 34iNCHEHHS
chapmakoHarnsagy B YkpaiHi. NponoHoBaHa
pepakuia: NisoBaposa Mapis NasnisHa.
BBeneHHs micuesHaxomkeHHa macTep-danna
cucTemMu chapmakoHarnsgy Ta horo Homepa.
BBeaeHHs micus 34iMCHEHHSI OCHOBHOI
AisnbHOCTi 3 dpapmakoHarmsay.
212. | TA®IHINAP® Kancynu Teepgai no HosapTic LLisenuapis BUPOBHMK Ansi IcnaHis/ BHECEHHS 3MiH O peecTpauiiHuX maTepianis: 3a UA/14420/01/01
50 mr; no 120 dapma Al nakyBaHHS Ta Benuka 3MiHu | TUny - AgMiHicTpaTUBHI 3MiHW. 3MiHa peuyenmom
Kancyn y cprnakoHax BUNYCKY cepii: Bpurtanis/ HanMmeHyBaHHs Ta/abo agpecu Micud
nakco Bennkom CnoBeHisi npoBafXXeHHs AisinbHOCTI BUpOGHMKa/imnopTepa

C.A., IcnaHis

BUPOGHMK
Hepo3sdacoBaHol
NpPOAyKUi:
"makco
OnepeiiwHe HOK
NimiTeq, Benuka
BpuTaHis

anbTepHaTuBHa
ainbHUUA
BignoBiganbHa 3a
BUPOBHMLUTBO
Hepo3adacoBaHol
npogykuii Ta
KOHTPOMb SIKOCTI:
3irdopin Bapbepa
C.N., IcnaHia

KOHTPO/b SIKOCTI
(4acTkoBuN):
Iek
dapmacbioTuKarnc
n.4., Cnoserist
BUPOBHMLTBO,
nepBuHHE Ta

roTOBOro MikapcbKoro 3acoby, BkIo4Yaoym
[inbHUL BUNYCKy cepii abo micLie npoBeaeHHs
KOHTPOIMIO SIKOCTI. (isiNbHICTb, 3a Ky Bignosinae
BUPOGHWMK/IMNOPTEP, HE BKIOYa0YM BUMYCK
cepin) 3miHa Ha3BW AiNbHUL Ta YTOYHEHHS
agpecu BupobHuka M3 i3 «Jlek
dapmacbloTukanc 4.4.» Ha «HosapTic
Papmacbiotukan MaHydakTypinr JI1C»,
BiANoBiganbHOI 3a BUPOGHMLTBO, NEPBUHHE Ta
BTOPWHHE NaKyBaHHSs!, KOHTPOSIb SIKOCTI
(4acTkoBun), 6€3 3MiHN MicLst BUPOOHULITBA.
[eski dyHKLUiT KOHTPOIO SKOCTi NULWATLCH Ha
AinbHUUi «Jlek apmacbkioTukanc g.4.». 3miHu
BHECEHI B iHCTPYKLIil0 A Mean4HOro
3acTocyBaHHs Nikapcbkoro 3acoby y po3ainu
«BupobHUuk» Ta «MicuesHaxomKeHHs1 BUpobHUKa
Ta agpeca MicLs NpOBaKeHHs Noro
fisinbHOCTi». BBEgeHHs 3MiH NpoTarom 6-tn
MicsaUiB Micns 3aTBepXEHHS. 3MiHu | Tuny -
3MiHn 3 gKocTi. [oToBMIA Nikapcbkuin 3aci6. 3MiHK
y BUpoGHMLTBI. 3amiHa abo BBeOEHHS
[04aTKoBOI AiNbHULI BUPOBHULITBA ANS YacTUHM
abo BCbOro BUPOBGHNYOro NpoLiecy rotoBoro
nikapcbkoro 3acoby (QinbHULSA, Ha siKil
npoBoasTbcst byab-siki BUpobHUYi cTagil, 3a
BUHATKOM BUMYCKY CEepill, KOHTPOIO SIKOCTI,
NepBUHHOIO Ta BTOPMHHOIO NakyBaHHs!, Ans
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
BTOPUHHE HecTepuIbHUX Nikapcbkunx 3acobiB) AoaaBaHHS
nakyBaHHs, BMpoGHWKa M3 Jlek ®apmacbkloTukanc a.4.,
KOHTPOSIb SKOCTi CnoBeHisl B AKOCTi AiNbHULI, BianosigansHOI 3a
(4acTkoBuN), BUpoGHMLTBO J13. BBEAEHHS 3MiH NpOoTArom 6-Tn
BUMNYCK cepil: MicALIB MiCNs 3aTBEPAKEHHS.
HosapTic 3MmiHun | TMny - 3miHun 3 siKocTi. [oToBMIA
dapmacbioTukan nikapcbkuii 3aci6. 3miHn y BUpoOHMLUTBI. 3MiHa
MaHyakTypiHr iMnopTepa/amiHu, L0 CTOCYIOTLCSA BUNYCKY cepii

JIJ1C, CnogeHisi

Ta KOHTPOJIO SKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHA AinbHULI, Ha
AKiV 30IVCHIOETBCSA KOHTPOMbL/BUNPOOYBaHHSA

cepii)
nonaeaHHs BupobHuka 13 Jlek
dapmacbloTukanc g.4., CrnoseHisi, B AKOCTi
OinbHUUI, BiANOBIAANBHOT 32 KOHTPOSb SKOCTI
(4acTkoBMI) nikapcbkoro 3acoby. 3MiHu | Tuny -
3MiHn 3 gKocTi. [oToBMI Nikapcbkuin 3aci6. 3MiHn
y BUPOBHMLTBI. 3MiHM Y Npoueci BUpoOHULITBA
roTOBOro MikapcbKoro 3acoby, BkI4aoym
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCS MNP
BMPOBHMUTBI rOTOBOrO Nikapcbkoro 3acoby
(He3Ha4Ha 3MiHa y npoueci BUpoBbHMLTBA)
He3HayHi 3aMiHu y npoueci BupobHuuTea J13 ans
BMPOGHMYOI AinbHUUi HoBapTic ®apmacbioTukan
MaHydakTypiHr JINIC, CnoBeHis Ans 3aMiHun
3MiLLyBaHHS 3 MOAPIOHEHHAM BUCOKOI
iHTEHCUBHOCTI Ha NOAPIGHEHHST HU3bKOT
iHTEHCMBHOCTI i3 4OAAaTKOBUM €TaroM CKPUHIHTY
Ha ginbHuui Jlek PapmacbioTukanc g.4.,
CnoBeHisi. 3miHu | TUny - 3MiHK 3 AKOCTi.
[oToBWI Nikapcbkuii 3aci6. (iHLWi 3MiHK)
OHOBIEHHA cepTudikaTty BiANOBIAHOCTI cMCTEMU
YKYnopKku Ans BkNtoYeHHs «polypropylene child
resistant closure 38». 3aTBepgxeHo:
polypropylene child resistant closure 33 with
induction heat seal liner. 3anponoHoBaHo:
polypropylene child resistant closure 33 and 38
with induction heat seal liner. 3minu | Tuny -
3MiHu 3 gKocTi. [oToBMIA Nikapcbkuin 3aci6. 3MiHKn
y BUpOGHMLTBI. 3MiHa imnopTepa/amiHu, Lwo
CTOCYKOTbCS BUMYCKY Cepii Ta KOHTPOSO SAKOCTI
roTOBOrO fikapcbKkoro 3acoby (3amiHa abo

OofaBaHHsi BUpOOHMKa, Lo Bianosiaae 3a

BBE3€HHs1 Ta/abo Bunyck cepii) - He Bkntoyaroum
KOHTpOb/BUNPoByBaHHs cepii
nopasaHHst BupobHuka 13, wo signosigae 3a
BUnyck cepii HoBapTic ®apmacbioTukan

ManydaktypiHr JIJIC, CnoBeHisi y 3B’s13Ky i3

3MiHO Ha3BW. 3MiHM BHECEHI B iHCTpYyKLUito Ansi
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ginu «BupobHuky Ta «MicLe3HaxomKeHHst
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
BMpOGHMKa Ta agpeca Micus NpoBag)KeHHs 1oro
JisnbHOCTI» (QoAaBaHHst BUPOBHUKa 6e3 3MiHU
Micusi BUpOGHULTBA), SIK HACMigoK —
3aTBepOKEHHS TEKCTY MapKyBaHHS YNakoBKU
nikapcbkoro 3acoby Ans 4o4aTKoBOro
BUPOGHMKA.
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEPYKEHHS.
213. | TA®IHIIAP® Kancynu Teepai no Hoeapric LLIseniapis BUPOBHMK Ansi Icnanis/ BHECEHHS 3MiH O peecTpaLiHMX maTepianis: 3a UA/14420/01/02
75 wmr; no 120 dapma Al nakyBaHHsi Ta Benwka 3MiHu | TUNy - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa peuenmom
Kancyn y cprnakoHax BUNYCKY cepii: Bpurtanis/ HanMmeHyBaHHs Ta/abo agpecu Micud
nakco Bennkom CnoBeHisi

C.A., IcnaHis

BUPOBHMK
Hepo3dgacoBaHoI
NpoAyKUii:
nakco
OnepenwHc KOK
JlimiTen, Benuka
BpuTtaHia

anbTepHaTUBHa
ainbHUUSA
BignoBiganbHa 3a
BUPOBHMLTBO
Hepo3adacoBaHol
npogykuii Ta
KOHTPOMb SKOCTI:
3irdopin Bapbepa
C.J1., IcnaHis

KOHTPOIb AKOCTI
(4acTkoBuN):
Ilek
PapmacbioTyKanc
n.4., Cnoserist
BUPOOHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOIb AKOCTI
(4acTtkoBui),
BUWMYCK Cepil:
Hosapric
dapmacbioTukan
MaHydakTypiHr
JINC, CnoseHis

NpOoBaXeHHs OisiNbHOCTI BUpobHMKa/imnopTepa
roTOBOro NiKapcbkoro 3acoby, BKoYaum
[inbHUL BUNYCKy cepii abo micLie npoBeaeHHs
KOHTPOIMIO SIKOCTI. (QisinbHICTb, 3a Ky Bignosigae
BUPOGHMK/IMNOPTEP, HE BKIOYAUM BUNYCK
cepin) 3miHa Ha3BW AiNbHULI Ta YTOYHEHHS
agpecy BupobHuka 13 i3 «Jlek
dapmackloTrkanc 4.4.» Ha «HoeapTic
dPapmacbtotukan MaHydakTypinr JI1C»,
BignosigansHoi 3a BUPOOGHMLTBO, NEPBUHHE Ta
BTOPUHHE NaKyBaHHS, KOHTPOIb SIKOCTi
(vacTkoBun), 6€3 3mMiHN Micusi BUPOOHULITBA.
[eski dyHKLiT KOHTPOIO SKOCTi NULWAIOTLCH Ha
AinbHUUi «Jlek PapmacbkioTukanc g.4.». 3miHu
BHECEHI B iHCTPYKLIil0 AnA MeaN4HOro
3acTocyBaHHs nikapcbkoro 3acoby y po3ainu
«BupobHuk» Ta «MicueaHaxogKeHHs1 BUpobOHMKa
Ta agpeca MicLsl NPOBaKeHHs MOoro
fisnbHOCTi». BBEAeHHSA 3MiH NpoTaroM 6-tu
MicauUiB nicns 3aTBepAXeHHs. 3miHu | Tuny -
3MiHn 3 gKocTi. [oToBMI Nikapcbkuin 3aci6. 3MiHK
y BUpOGHMLTBI. 3amMiHa abo BBeOEHHS
[04aTKOBOI AiNbHULI BUPOBHULITBA AN YacTUHM
ab0o BCbOro BUPOBGHNYOro NpoLecy rotoBoro
nikapcbkoro 3acoby (ginbHWLSA, Ha siKi
npoBoasTbcst byab-siki BUpobHUYi cTagil, 3a
BUHATKOM BUMYCKY CEPill, KOHTPOIHO SIKOCTI,
NepBUHHOIO Ta BTOPMHHOIO NaKyBaHHs1, Ans
HeCTepUIbHUX Nikapcbkunx 3acobiB) AoAaBaHHS
Bupo6Huka 13 Jlek PapmacbioTukanc g.4.,
CnoBeHis B AKOCTi AinNbHULI, BianosiganbHOI 3a
BUpOoGHMLUTBO J13. BBEAEHHS 3MiH NpOTsiroM 6-Tu
MicsILiB Micnsi 3aTBEPOKEHHS.
3MiHu | TUnYy - 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCS BUMYCKY cepii
Ta KOHTPOIO SKOCTi FOTOBOrO NiKapCbKOro
3acoby (3aMiHa abo gofaBaHHs AinbHUL, Ha
SKIN 3MINCHIOETBCA KOHTPOSL/BUNPOOYBaHHS

cepii)
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

nonaeaHHs BUpobHuka 13 Jlek
dapmacbioTukanc g.4., CnoseHisi, B AKOCTi
AinbHULi, BiANOBiAanbHOT 3@ KOHTPOMb SKOCTI
(4acTkoBMI) nikapcbkoro 3acoby. 3MiHu | Tuny -
3MiHu 3 siKocTi. FoTOBMIA nikapcbkuid 3aci6. 3MiHn
y BUPOBHMLTBI. 3MiHM Y Npoueci BUpOOHULITBA
roTOBOro MikapcbKoro 3acoby, BkI4aoym
NPOMIKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS MNP
BMPOGHMLTBI rOTOBOrO NikapCcbKoro 3acoby
(He3Ha4Ha 3MiHa y npoueci BUPOOHMLTBA)
He3HayHi 3aMiHu y npoueci BupobHuuTea J13 ans
BUpoGHMYOT AinbHULi HoBapTic ®apmacbkloTukan
MaHydakTypiHr JIJIC, CnoBeHist gns 3amiHn
3MiLlyBaHHS 3 MOAPIOHEHHAM BUCOKOI
iHTEHCMBHOCTI Ha NoApPiGHEHHS HU3bKOT
iHTEHCMBHOCTI i3 4O4ATKOBMM €Tanom CKPUHIHTY
Ha ginbHuui Jlek PapmacbioTukanc g.4.,
CnogeHisi. 3MiHu | TNy - 3MiHK 3 SKoCTi.
[oToBMI NikapcbkuiA 3aci6. (iHLWi 3MiHK)
OHOBIEHHA cepTudikaTty BiANOBIAHOCTI CMCTEMM
YKYNOpKn ansa BknoveHHs «polypropylene child
resistant closure 38». 3aTBepmpKkeHo:
polypropylene child resistant closure 33 with
induction heat seal liner. 3anponoHoBaHo:
polypropylene child resistant closure 33 and 38
with induction heat seal liner. 3minn | Tyny -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHK
y BUpOBHMLTBI. 3MiHa imnopTepa/aminu, LWwo
CTOCYTbCH BUMYCKY Cepii Ta KOHTPOIHO AKOCTI
roTOBOrO fikapcbKkoro 3acoby (3amiHa abo
[ofaBaHHsl BUpOOHMKa, Lo Bianosigae 3a
BBE3€eHHs1 Ta/abo Bunyck cepii) - He Bkntoyarum
KOHTpOnb/BUNpobyBaHHs cepii
popasaHHst BupobHuka 13, wo signosigae 3a
BUNyck cepii HoBapTic ®apmacbioTukan
ManydakrtypiHr JIIC, CnoBeHisi y 3B’s13ky i3
3MiHO Ha3BW. 3MiHM BHECEHI B iHCTPYKLUilo Ansi
MeOUYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y
po3ainu «BupobHuk» Ta «MicLe3HaxomKeHHst
BMPOGHMWKa Ta agpeca Micus NpoBaAXeHHs Moro
AisnbHOCTI» (QofaBaHHs BUpobHMKka 6e3 3miHu
Micusi BUPOOHULTBA), SIK HACTILOK —
3aTBEPKEHHS] TEKCTY MapKyBaHHS YNakoBKU
nikapcbkoro 3acoby Ans 4o4aTKoBOro
BMPOGHMKa.
BBegeHHs 3MiH npoTArom 6-Tu MicsuiB nicns
3aTBEPKEHHS.

214.

TAXUBEH®

KOHLIEHTpaT Ans
pO34uHy ans
iHdysin, 5 mr/mn no
20 mn B amnyni; no

EBEP Hewpo
dapma MM6X

ABCTpis

EBEP Hewipo
dapma 'M6X,
ABcTpis
(BignoBiganbHMn

ABCTpis

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3miHu | TUny - 3miHn WwWoao
6e3nekn/epeKTMBHOCTI Ta hapmakoHarnsay.
3miHa YacToTun Ta/abo TepMiHIB NogaHHs

3a
peuenmom

UA/14347/02/01
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3acoby ynakoeka) noceid4yeHHs1
5 amnyn y KapTOHHIN 3a BMNycK cepii); perynsipHoO OHOBIOBAHUX 3BITiB 3 6e3neku
KopobuLi CEHEKCI, nikapcbkux 3acobiB - 3mMiHa YacToTu Ta TepMiHy
®paHuis NOAAHHS pPerynsipHo OHOBIOBAHOIO 3BiTY 3
(BUPOBHMLTBO, Ge3neku nikapcbkoro 3acoby: [itova pegakuis:
nepBuHHe Ta Yactota nogaHHa PO3bB — 3 poku; KiHueBa aata
BTOPUHHE ans BkNoyeHHs aaHnx go PO36 — 01.07.2024
nakyBaHHs, 3
KOHTPOIb SIKOCTI) Oata nogaHHs — 29.09.2024 p. - lNponoHoBaHa
pegaakuisi: Yactota nogaHHss PO3b — 5 pokiB;
KiHueBa nata ans BknodeHHs gaHnx o PO3b —
01.07.2026 p.; Oata nogaHHsa — 29.09.2026 p. -
PekomeHaoBaHO [0 3aTBEPKEHHS BiANOBIgHO
00 NepioAnMYHOCTI NoAaHHS perynsipHo
OHOBIIOBaHMWX 3BITIB 3 6e3Mnekn NikapcbKunx
3acobiB y €sponericbkomy Cotosi.
215. | TETPAKCUM cycneHsis gns CaHodi dpaHuis BUPOBHMLUTBO dpaHuis/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/13069/01/01
®ITETRAXIM iH’ekuivi no 1 Mactep roToBOro YropwuHa 3Minn |l Tuny - 3minn 3 skocTi. A®L. Cuctema  [peuenmom
BAKLUUHA nonepegHL0 Hepo3dgacoBaHOro KOHTelHep/3aKynoptoBanbHuii 3aci6. 3MiHa y
ans 3anoBHEHOMY npoaykTy, 6e3nocepepHin ynakosui ADI (skicHi Ta/abo
MPO®INAKT wnpuuy no 0,5 mn KOHTPOMb SKOCTI, KINbKiCHI 3MiHM Cknagy ANs CTepunbHUX Ta
UKH (1 po3a) 3 BTOPUHHE He3amopoxxeHnx Ad|
OUDTEPI, NPUKPINIEHO nakyBaHHS, 6ionoriYyHoro/iMyHONOrYHOroO NOXOAXKEHHST).
NMPABLIA, rornkoto (abo 2-ma BMNYCK cepii: [opaBaHHS anbTepHaTUBHUX OQHOPa30BKX
KALLITIOKY OKpEMUMU ronkamu), CaHodi MacTep, nnacTUKOBKX MiLLKiB (single-use plastic bags)
(ALENONAP WO MiCTUTb ®paHLis; NoBHUIA Ans 36epiraHHsi CTEPUNBbHOIO 2-KOMMOHEHTHOTO
HUN cycneHxsito ans LMK OYMLLEHOTO KaLUOKOBOro aHaTokcuHy (Acellular
KOMMNOHEHT | iH’ekuiii, B KApTOHHIl BUPOGHMLTBA, Pertussis DS). 3minu Il Tvny - 3miHu 3 sikocTi.
) TA kopobui 3 KOHTPOMb SIKOCTI, [oToBWMI Nikapcbkuii 3aci6. 3MiHN y
noniomieni MapKyBaHHAM BTOPUHHE BUPOBHMUTBI. 3MiHM Yy NpoLeci BUpobHMLTBA
TY yKpaiHcbko abo nakyBaHHs1, roTOBOro MikapcbKoro 3acoby, BkIoYaym
AICOPBOBA | aHrniiicbkoto, abo BUMYCK cepii: NPOMIXHUIA NPOAYKT, LLO 3aCTOCOBYETLCA NpU
HA, iHLUMMW iIHO3EMHMMMN CaHodpi Macrep, BMPOBHMUTBI rOTOBOrO MikapCcbKoro 3acoby
IHAKTUBOBA | moBamu; o 1 dpaHLis; (cyTTeBa 3MmiHa y npoueci BUpobHULTBA, sika
HA, PIOKA nonepegHL0 BTOPUHHE MOXe MaTw iICTOTHWI BNMB Ha SKiCTb, 6e3neky Ta
3anoBHeHOMY nakyBaHHs, edeKTUBHICTb nikapcbkoro 3acoby). [lonaBaHHA
wnpwvyy no 0,5 mn BUNYCK cepii: KpUTMYHX napameTpiB npouecy (Critical Process
(1 po3a) 3 CaHodi-ABeHTic Parameters (CPP)) onst MoHiTopuHry etany

MPUKPINIEHO
ronkoto (abo 2-ma
OKpEMUMU ronkamu),
WO MiCTUTb
cycneHsito aAns
iH’€KLiN B KAPTOHHIN
Kopobui, B skin
MiCTUTbCA
cTaHgapTHO-
€eKCMopTHa ynakoBka
Ta IHCTPYKLUia Ans
Mean4Horo
3aCTOCYBaHHS 3
MapKyBaHHAM

3pT., YropwuHa

nepeMiLlyBaHHs 2-KOMMOHEHTHOIO OYMLLEHOTO
KaLuntokoBoro aHaTokcuHy (Acellular Pertussis
DS) Ha cTapgji Hepo3dgacoBaHOro NPOAYKTY, Lo
30epiraeTbcs y anbTepHaTUBHMX OOHOPA30BMX
NMacTUKOBUX MiLLIKaX.
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
yKpaiHCcbkolo abo
aHrniricekoto, abo
iHLLMMW IHO3EMHUMKN
MoBamu
216. | TUBEPAIN® TabneTku, BKpUTI Hesa XonguHr | TypeuunHa [esa XonauHr TypeyunHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a He UA/10486/01/01
A.C. A.C. 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBMIA peuenmom nidnsieae

NNiBKOBOO
obornoHkoto, no 500
mr Ne 10 (10x1) y
6nictepax

nikapcbkuin 3aci6. 3MiHW y BUPoOHMUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCS BUNYCKY cepii
Ta KOHTPOIIO AKOCTi FOTOBOTO MiKapCbKOro
3acoby (3amiHa abo goaaBaHHS BUPOBHMKa, L0
BiANoBiAae 3a BBe3eHHs Ta/abo Bunyck cepii) -
Bkntoyatoum KOHTposb/BUNPobyBaHHNA cepii.
3MiHa BMpobHMKa nikapcbkoro 3acofy, Lo
CTOCY€ETbCS BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roToBOro fikapcbKkoro 3acoby. 3MiHu1 BHeceHo B
IHCTPYKLilO AN MeANYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "BupobHuk",
"Micue3HaxoaxeHHsi BUpobHUKa Ta oro agpeca
Micua NpoBaaXeHHs QianbHOCTI" 3 BignoBigHMMKM
3MiHaMu1 B TEKCTi MapKyBaHHS ynakoBok. 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NMikapcbKuii 3aci6.
3MiHM y BUpoOHMUTBI. 3amiHa abo BBeAeHHs!
[04aTKOBOI AiNbHULI BUpOBHMUTBA Anst YaCcTUHU
abo BCbOro BUPOGHMYOro NpoLiecy roToBoro
nikapcbkoro 3acoby (AinbHWUUS ANsS BTOPUHHOIO
nakyBaHHs1). 3MiHa BUpobHUKa AN BTOPUHHOIO
nikapcbkoro 3acoby. 3miHu | Tuny - 3miHu 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHM y
BUpPOGHMUTBI. 3amiHa abo BBeAEeHHS A0AaTKOBOI
AiNbHULI BUPOGHMLTBA ANS YacTMHM abo BCbOro
BMPOOHWYOro npoLecy rotToBoro Nikapcbkoro
3aco0y (AinbHULA ANA NEPBUHHOIO NaKyBaHHS).
3MiHa BUpo6HMKa ANs NEPBUHHOIO NiKapcbKoro
3acoby. 3miHu | Tuny - 3miHu 3 sikocTi. MoToBMIA
nikapcbkuii 3aci6. 3miHn y BUpobHUUTBI. 3amiHa
abo BBeEHHS 10AaTKOBOI AinbHUL
BMPOOHMLTBA ANs YacTUHM abo BCbOro
BMPOBHMYOro NpoLecy roToBoro Nikapcbkoro
3acoby (AinbHULSA, Ha Sk NpoBoAsTLCS Byab-
sIKi BUpOOHWYI cTagii, 38 BUHATKOM BUMYCKY
cepiii, KOHTPOIO AKOCTi, MEPBUHHOIO Ta
BTOPVHHOIO NakyBaHHS, 4151 HECTEPUNbHUX
nikapcbkux 3acobis). 3amiHa BUpoBHMKa BCbOrO
BMPOBHMYOro NpoLecy roToBoro Nikapcbkoro
3acoby 3 BAT CaHngos Mpyn Carnuk YpyHnepu
Inaunapu CaH. Be Tik. Fe63e OpraHaiiag
IHpacTpian PerioH Ixcan dene Kagne Ne900.
Cokak TP-41480 Ne63e-Komxaeni, TypevdmHa
Sandoz Group Saglik Urunleri llaclari San. Ve
Tic.A.S. Gebze Organized Industrial Region
lhsan Dede Cadde No. 900. Sokak TR-41480
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
Gebze - Kocaeli, Turkey Ha BupobHuka [eBa

XonauHr A.C. Yepkeskon Opranans CaHai
Bonrece Kapaarak Max. AtaTtiopk Kag. Ne32
Kanakni /Tekipaar, TypeuunHa Deva Holding
A.S. Cerkezkoey Organize Sanayi Boelgesi
Karaagac Mah. Atatuerk Cad. No: 32Kapakli/
Tekirdag, Turkey. 3miHun | Tuny -
AamiHicTpaTVBHI 3MiHW. 3MiHa HaMeHyBaHHSA
Ta/abo agpecu 3asiBHMKA (BnacHWKa
peecTpauiiHoro noceigYeHHs). 3miHa Ha3BK Ta
agpecu 3asiBHMKA. 3MiHVM BHECEHO B iHCTPYKLItO
Ansi MEQUYHOTO 3aCTOCYBaHHS fikapCbKOro
3acoby y po3ginu "3asBHuK",
"Micue3HaxomKeHHs 3asBHMKA" 3 BiANOBIAHMMY
3MiHaMK B TEKCTi MapKyBaHHS yNakoBOK. 3MiHu |
TMny - 3MiHK 3 AKOCTI. 0TOBWIA NikapcbKuMin 3aciO.
3MiHn y BUpoBHMUTBI. 3MiHa po3Mipy cepil
(BKNtOYaouM gianasoH po3mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbweHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAXEHUM PO3MipOM)
36inbLUeHHs po3mipy cepii 113 yepes
36iNbLUEHHSI NPOAYKTUBHOCTI 06nagHaHHs
BCT@HOBIIEHOIO Ha BUPOOHMYMX AinbHuUusx Oesa
XonguHr A.C. 36inblueHHst po3mipy cepii 13 3
375 000 Tabnetok (249,375 kr) Ha 750 000
Tabnetok (498,750 kr).3miHu | Tvny - 3miHu 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHM y NpoLeci BUpobHULTBa
roTOBOrO NMikapCbKoro 3acoby, BKMKYaum
NPOMIDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS MPU
BMPOGHMUTBI FOTOBOrO NikapcbKoro 3acoby
(He3HayHa 3miHa y npoueci BUpobHMLTBA).
3MiHK y BUpOBHMYOMY NpoLeci, BHACMiAOK 3MiHM
TUMNY Ta NPOAYKTUBHOCTI obnagHaHHs,
BCT@HOBIIEHOIO Ha BUPOOHMYMX AinbHuUUsx OeBa
Xonaunr A.C. 3Mminu | Tuny - 3MiHK 3 SKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BMNPobyBaHHsA roTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHM y MeToaax BUNpobyBaHb
(Bkrtoyaro4mn 3amiHy abo JOMOBHEHHS)).
MepernaHyTo hopmyny po3paxyHKy KinbKOCTi
po3uunHeHoro OpHigasony ans Tecty
Po3unHeHHs (YP) - BkrtoueHHst Ao hopmynu
3HayeHb abcopbuii cTaHAapPTHOro PO3YMHY Ta
po34unHy nnauebo; 4o MeETOAMKM BUNPOBYBaHHS
BHECEHO NPUroTyBaHHSA AaHWX CTaHA4APTHOrO
PO34MHY Ta po3uuHy nnauebo. Mpu upomy xig Ta
YMOBM MeToAy BUNPOOYBaHHS 3anumnucs
He3MiHHUMK. 3MiHK | TUNY - 3MiHK 3 SKOCTI.
[oToBMI Nnikapcbkuii 3aci6. KoHTponb rotoBoro
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n/n

JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4OMYCTUMUX MEX FOTOBOIO
nikapcbkoro 3acoby (BHECEHHS 3MiH 40 A0ChbE
nicnsi OHOBMNEHHS 3aranbHOi CTaTTi Ha rOTOBY
nikapcbky cdopmy y [1PY/Esponenckin
capmakonei). BunyyeHo BuMoru wono
HopMyBaHHSA «Enterobacteria» ans nokasHuka
«MikpobionoriyHa YicToTa» BiANOBIAHO A0
nitovoi moHorpadii Ph Eur 5.4.1. 3MiHu | Tuny -
3MiHM Wwopo 6e3nekn/eddekTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHn). OHOBNEHHS
TEKCTY MapKyBaHHS YNaKoBKM NiKapCbKOro
3acoby 3 BHeCeHHsM iHdopmaLlii woao
3a3Ha4YeHHs OAVHULb BUMIPOBaHHA y cuctemi Sl

217.

TU3NH® BIO

cnpen HasanbHWUN,
po3uuH 0,1 %, no 10
My donakoHi 3
[03aTopoM Ans
PO3MUIEHHS, Lo
MICTUTb CPIBHY
cnipanbe Ta
3aXUCHUM
KoBMa4ykom; no 1
dnakoHy y
KapTOHHIN ynakoBLi

MakHin
Mpopaktc
Jlimiten

AHrnia

damap Xenc Keap
Cepsicus Magpug,
CAY.

IcnaHia

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MinHun | TMNy - 3MiHK Woao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnx
npo cucteMy chapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiQNOBiQanbHOI 3a 3AiNCHEHHS
hapmakoHarnsay; KOHTaKTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiJMiHHa Bif YNOBHOBaXeHOI ocobu,
BiAnoBiganbHOI 3a 3AiMCHEHHSA hapMakoHarnsay
(BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHI MacTep-anna cuctemm
hapmakoHarnsgy). 3miHa KOHTaKkTHOI ocobu
3asBHVKa, BignosiganbHoi 3a hapmMakoHarnsag B
YkpaiHi.

[itoywa pepakuisi: HaropHa KatepuHa IBaHiBHa /
Nahorna Kateryna lvanivna. NponoHoBaHa
pepakuis: YarapHa Haranis CepriiBHa /
Chagarna Natalia Serhiivna. 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu 3asiBHUKA,
BiAMoBiganbHoI 3a dapmakoHarnsg B YKpaiHi.

6e3
peuenma

UA/14228/01/01

218.

TU3NH®
Kcuno

Kpanni Ha3anbHi,
po3uymH 0,05 %; no
10 Mn y dpnakoHi; no
1 donakoHy y
KapTOHHIN ynakoBLji

MakHin
MpoaakTc
TimiTen

AHrnis

JEJIb®APM
OPINEAH

®paHuia

BHECEHHS1 3MiH 0 peecTpauinHMX maTtepianis:
3miHu | TMny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
BBepneHHsa abo 3mMiHu 4o y3aranbHeHVX fgaHux
npo cuctemy capmMakoHarnsagy (BBeAeHHs
y3aranbHeHVX AaHnX Npo cuctemy
hapmakoHarnsigy, 3MiHa yroBHOBaXeEHOI ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsaay; KOHTaKkTHoOi ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
bapmakoHarnagy B YKpaiHi, SKLO BOHa
BigMiHHA Bif YNOBHOBaXXeHOI ocobu,

6e3
peuenma

Bi4NoBiganbHoi 3a 34iMCHEHHSA dhapMakoHarnsay

UA/4817/01/01




220. | TU3NH®

Ne Haszea

n/n JNliKapcbKo20

3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk
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Kpaina

[TponoBkeHHs noaarka 3

eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceid4yeHHs1

219. | TU3SNH®
Kcuno

Kpanni HasanbHi,
po3uuH 0,1 %; no 10

MakHin
Mpopaktc

AHrnia OENb®APM

®paHuin

(BKINOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHM y
pO3MiLLieHHI MacTep-hanna cuctemm
dapmakoHarnagy). 3MiHa KOHTaKTHOI ocobu
3asiBHMKa, BignoBiganbHoi 3a hapmakoHarnsg B
YKpaiHi.

[itoua pegakuisi: HaropHa KatepuHa IBaHiBHa /
Nahorna Kateryna Ivanivna. lNponoHoBaHa
pepakuisi: YarapHa Hatanis CepriisHa /
Chagarna Natalia Serhiivna. 3miHa KOHTaKTHMX
[aHMX KOHTaKTHOI 0cobK 3asiBHMKA,
BigNoBiganbHoi 3a apMakoHarnsag B YKpaiHi.

MNAHTEHON
ANTAYUn

MmNy donakoHi; no 1
dnakoHy y
KapTOHHIN ynakoBLi

cnpew HasanbHUi,
po3yuH; no 10 mny
donakoHi; no 1

JlimiTen

MakHin
MpoaakTc

OPJIEAH

AHmMia KOHTPOMb SIKOCTI:

MenbbypH

Cnony4yeHe

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MinHun | TMNy - 3MiHK Woao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BBeneHHs abo 3miHM [0 y3aranbHeHWX AaHnx
npo cucteMy chapmakoHarnagy (BBeeHHs
y3aranbHEeHNX AaHNX Npo CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHoBaXeHoi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKTHOi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iNCHEHHSA
bapmakoHarnagy B YkpaiHi, AKLO BOHa
BigMiHHa Bif YNOBHOBaXeHOI ocobu,

BiANoBiganbHOI 3a 3AiMCHEHHSA hapMakoHarnsay

(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHI MacTep-anna cuctemm
hapmakoHarnsgy). 3miHa KOHTaKkTHOI ocobu

3asBHVKa, BignosiganbHoi 3a hapmMakoHarnsg B

YkpaiHi.

[itoywa pepakuisi: HaropHa KatepuHa IBaHiBHa /
Nahorna Kateryna lvanivna. lNponoHoBaHa
pepakuisi: YarapHa Haranis CepriiBHa /

Chagarna Natalia Serhiivna. 3miHa KOHTaKTHUX

[OaHNX KOHTaKTHOI 0COBU 3asiBHUKA,

BignoBiganbHoi 3a dapMakoHarnsag B YKpaiHi.

UA/4817/01/02

dnakoHy y
KapTOHHIN ynakoBLji

TimiTen

CanHtundik
Nimiten,
Cnony4yeHe
KoponiscTBo;
BUPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPOIb AKOCTI
Ta BUMYCK cepii:
damap Xenc Keap
Cepsicus Magpvg,
C.AY,, Icnanis

KoponisctBO
/ Icnanis

hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi 0cobu

BiA4NoBiganbHoI 3a 34iNCHEHHS hapMakoHarnsay

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHu | TMny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsagy.
BBepneHHs abo 3mMiHu 40 y3aranbHeHVX fgaHux
npo cuctemy capmMakoHarnsagy (BBeAeHHs

y3aranbHeHVX AaHnX Npo cuctemy
BiQNoBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay; KOHTaKTHOi ocobu 3
bapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
bapmakoHarnagy B YKpaiHi, SKLO BOHa
BigMiHHa Bif YNOBHOBaXXeHOI ocobu,

(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHK y

PO3MiLLieHHI MacTep-thanna cuctemm
papmakoHarnsgy). 3MiHa KOHTaKkTHOI ocobu

peuernma

UA/20086/01/01




Ne

Haszea
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n/n

JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o

221.

TOBPALEKC

3asiBHMKa, BignoBigansHoi 3a hapmakoHarnsg B
YKpaiHi.

[itoua pegakuis: HaropHa KatepuHa IBaHiBHa /
Nahorna Kateryna Ivanivna. lNponoHoBaHa
pepakuisi: YarapHa Haranis CepriiBHa /
Chagarna Natalia Serhiivna. 3miHa KOHTaKTHMX
[aHMX KOHTaKTHOI 0cobW 3asiBHMKA,
BignoBiganbHoi 3a apMakoHarnsg B YKpaiHi.

noceid4yeHHs1

222.

®

TOBPALEKC

Ma3sb O4Ha; no 3,51
y Ty6i; no 1 Ty6i y
KopoOLi 3 KapTOHY

Kpanni o4Hi; no 5 mn

HosapTic
dapma Al

Hosapric

LLisenuapis

AnkoH KyBpbop

Benbriga

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHu | TUNy - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
NpoBaXeHHs OisiNbHOCTI BUpobHMKa/imnopTepa
roTOBOro MikapcbKoro 3acoby, BkIo4aoym
[inbHULU BUNYCKy cepii abo micLe npoBegeHHs
KOHTPOIMIO SIKOCTI. (QisinbHICTb, 3a Ky Bignosigae
BUPOGHMK/iIMNOPTEP, BKIOYA4M BUMNYCK cepilt)
3MiHa Ha3Bu Ta agpecu BupobHuka M3. TepmiH
BBEAEHHSA 3MiH NpOTArom 6 micauis nicnsa
3aTBepMAKEeHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy
(iHWi 3MiHK). 3MiHN BHECEHO Y TEKCT MapKyBaHHS
BTOpPMHHOI ynakosku n.17. "IHLWE" Ta nepBuHHOI
ynakoBku n.6. "IHLE". BHeceHHs 3miH oo MKA
N3 (po3ainy "MapkyBaHHs") - 3rigHo i3
3aTBEPIKEHUM TEKCTOM MapKyBaHHS. TepMiH
BBEOEHHS 3MiH - NPOTArom 6 MicauiB nicnsi
3aTBEPKEHHS.

3a
peuyerimom

He
nidnsieae

UA/2448/02/01

223.

®

TPUMICTUH®

y dnakoHi-
KpanensHuui; no 1
hbnakoHy-
KpanenbHULi B
kopoOLli 3 KapTOHY

dapma Al

LLIsevinapisa

AnkoH KyBpbop

Benbris

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MiHM | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
NpoBaAXXeHHSA AiANbHOCTI BUPOGHMKa/imnopTepa
roTOBOro NiKapCbKOro 3acoby, BKYaym
AinbHWL BUNYycKy cepii abo micue npoBeagHHs
KOHTPOIMIO SIKOCTI. (AisiNbHICTb, 3a Ky Bignosigae
BMPOBHMK/IMNOpTEp, BKIOYAUM BUMYCK CEPilt)
3MiHa Ha3BM Ta agpecu BupobHuka M3. TepmiH
BBeAEHHS 3MiH NpoTSArom 6 micsuis nicns
3aTBEepAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHwWi 3MiHK). BHeceHHs 3miH go MKA J13
(po3piny "MapkyBaHHs") - 3rigHO i3
3aTBEPKEHUM TEKCTOM MapKyBaHHS.
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micAuiB nicns

3aTBEPAKEHHS.

3a
peyernmom

He
nidnsieae

UA/2448/01/01

- DAPHULISA

masb no 14 r y Ty6i;
no 1 Ty6i B navui

MpAT
"®apmaneBTn
YHa dipma
"OapHuus”

YkpaiHa

MpAT
"®apmaueBTniHa
cipma "[apHuusa”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3MminHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta bapmakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTuLL nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MeAMYHOro 3acTOCyBaHHS Ha NiacTasi

6e3
peuyenma

perynsipHo OHOBIOBAHOIO 3BiTY 3 6e3neku

nidnsieae

UA/6123/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep

peecmpayiliHo2o

noceid4yeHHs1

nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHS fikapcbKoro 3acoby B
nicnspeecTpauiiHuin nepiogd, abo sik pesynbtaT
OUIHKM 3BITY 3 AOCNiAXeHb, MPOBEAEHNX
BigMNOBIQHO 4O MnaHy negiaTpuyHUX AoChigXeHb
(PIP) (3MiHy y3rog»KeHo 3 KOMMNEeTEHTHUM
YNOBHOBaXXEHNM OpraHoM)
3MiHN BHECEHO A0 IHCTPYKUIii AN MEeANYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby 4o po3ainis
"MpoTunokasaHHs", "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHoCTi abo rogyBaHHs rpyaato”, "MoGiyHi
peakuii" BiaNOBIAHO 4O OHOBMEHOT iHbopMmaLii 3
©e3nekn 3acToCyBaHHS MikapCbKOro
3acoby.TepMmiH BBe4EHHS 3MiH - NpOTSArom 6
MicsaUiB nicnsa 3aTBepAXeHHsA

224.

YNbTPABICT
370

PO34MH ANs iH'ekuin
Ta iHdysin, 370
mr/mn no 50 a6o 100
MmNy donakoHi; no 1
dnakoHy y
KapTOHHIN naduj; no
500 mn 'y dnakoHi;
no 8 cpnakoHis y
KapTOHHIN nayui

Banep Al

Himeyuunna

Banep Al

Himeyuunna

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MinHn | TMny - 3MiHK Woao
6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsay.
BBeneHHs abo 3miHM 00 y3aranbHEHUX AaHNX
npo cucteMmy dapmMakoHarnsgy (BBeeHHs
y3aranbHeHUX J4aHnX Npo cucTemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHoi ocobu,
BiQNOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa NS 30iNCHEHHSA
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHa Big yNnoBHOBaxeHOi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKMHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXXeHOI 0cobu
3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsg.
[itova pepakuis: Justin Daniels. NponoHoBaHa
pepakuist: Jutta Pospisil. 3miHa KOHTaKTHMX
[OaHuX yNoBHOBaXEHOI 0COBU 3asiBHIKA,
BignosiganbHoi 3a dpapMakoHarnsag.

3a
peuerimom

UA/1987/01/01

225.

®JIYHON®

kancynu, no 50 mr
no 3 abo 7 kancyny
6nicTepi; no 1
Gnictepy B
KapTOHHIN ynakoBLji

HOBEJ INAY
CAHAI BE
TIDKAPET

AL

TypeyumnHa

HOBEJ INAY
CAHAI BE
TIIKAPET A.LLL.

TypeyunHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3miHu | TMny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTUL, NikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MEAMNYHOrO 3aCTOCYBaHHsI Ha MiACcTaBi
perynsipHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsapeecTpauiiHuin nepiogd, abo sk pesynbtaT
OL|iHKM 3BITY 3 AoCHigXeHb, NpOBeaeHUX
BigMNOBIAHO 40 MnaHy negiaTpuyHUX AochigXeHb
(PIP) (3miHy y3rog»KeHo 3 KOMMNeTEHTHUM
YNOBHOBaXEHWUM OpraHom)

3a
peuenmom

He
nidnsieae

UA/3784/01/01
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Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs1

Homep

peecmpayiliHo2o

noceid4yeHHs1

3MiHV BHeCeHi A0 IHCTPYKLIi Ans MeguyHoro
3aCTOCYBaHHsI NikapCbKoro 3acoby Ao po3ainy
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHs rpy4ar” BignoBigHO 40 OHOBMEHOT
iHcbopmaluii 3 6e3nekw gjto4oi pevoBmHW. TepMiH
BBEAEHHS 3MiH - NpOTArom 6 Micsuis nicnsi
3aTBEPOAKEHHS

226.

DITIYHON®

kancynu, no 150 mr
no 1 abo 2 kancynu
y 6nicTepi; no 1
6nictepy B
KapTOHHIN ynakoBLi

HOBEJ INAY
CAHAI BE
TII>KAPET

AL

TypeuunHa

HOBEIJ INNAY
CAHAI BE
TIIPKAPET A.LL.

TypeyunHa

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MminHn | TMNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiVi XapakTepucTuL NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
MeOU4YHOro 3acTocyBaHHs Ha nigcTa.i
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OUIHKM 3BITY 3 AOCNIAXeEHb, MPOBEAEHNX
BiAMNOBIQHO A0 NnaHy negiaTpuyHuX 4oCniaXeHb
(PIP) (3miHy y3rog)eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHMM OpraHom)
3MiHV BHeCeHi [0 IHCTPYKLii Ans MeguyHoro
3aCTOCYBaHHS NiKapcbkoro 3acoby Ao po3ainy
"8acTocyBaHHs1 y nepio BariTHocTi abo
rogyBaHHs rpyaato” BiAnoBigHO 40 OHOBMEHOT
iHdpopmauii 3 6e3neku Aitovoi peyoBuHW. TepmiH
BBEAEHHS 3MiH - NpOTArom 6 Micsuis nicns
3aTBEPOKEHHS

Ne 1— 6e3
eyenma,; Ne
2-3a
peuenmom

He
nidnsieae

UA/3784/01/02

227.

®IIOOPOYP
AUMN
MEOAK

PO34MH ONS iH eKLIN,
50 mr/mn no 5 mn,
abo no 10 mn, abo
no 20 mn, abo no
100 MmN po3uunHy y
dnakoHi; no 1
hbnakoHy B
KapTOHHiI kopobui

Mepak
[esenbwadT
rop KniHiwe
LLneuianbnpe
napate M6X

Himeyuunna

BUPOBHMK, 1O
BignoBigae 3a
BTOPWHHE
nakyBaHHs,
MapKyBaHHS,
KOHTpOnb/BUNpoby
BaHHS cepii Ta 3a
BUMYCK cepii:
Mepak
[esenbwadT rop
KniHiwe
Lneuiansnpenapa
Te M6X,
HimeuumnHa;
BUPOGHMK, LLO
Bignosigae 3a
BUnNyck dopmu in
bulk, MmapkyBaHHs,
nepBuHHE Ta

Himeyuunna/
Yecbka
Pecnybnika

BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3miHu | TNy - 3miln wWoao
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX
npo cucteMy chapmakoHarnagy (BBeAeHHs
y3aranbHeHVX JaHnX Npo cuctemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiOQNOBiganbHOI 3a 3AiNCHEHHS
apmakoHarnsify; KOHTaKTHoi ocobu 3
hbapmakoHarnsgy 3asBHUKa NS 30iNCHEHHSA
bapmakoHarnsgy B YKpaiHi, SIKLLO BOHa
BiAMiHHa Bi# yNOBHOBaxeHOi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay
(BKMHOYAKYM KOHTAKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-thanna cuctemm
dapmakoHarnagy). 3MiHa KOHTaKTHOI ocobu
3asBHYKa, BignoBiganbHoi 3a hapmakoHarnsg B
YkpaiHi.

[itoua pepakuis: BakyH AHHa OnekcangpiBHa.

BTOPUHHE [MponoHoBaHa pepakuis: Aranos Bnagucnas
nakyBaHHs1, OneroBuY. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
KOHTpOnb/BUNPOOY ocobu 3asBHMKA, BignoBigansHoi 3a
BaHHS cepii: dapmakoHarnag B YkpaiHi.

3a
peuerimom

UA/8091/01/01
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
OHkomen,
MeHbIOPEKYEPIHT,
a.c., Yecbka
Pecny6bnika
228. | ®OPTE3A cnpen Ans poToBoi HenbTa LLisenuapis AB[l IBPAXIM TypeyunHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: bes UA/13797/02/01
nopoxHuhu 0,15 % Megiken Inay CaHai Be 3MiHu | TMNYy - 3miHK 3 AkocTi. FoToBUI peuenma
no 15 mn a6o 30 mn MpomoyLH3 Tipxapet A.LL. nikapcbkui 3aci6. KoHTponb rotoBoro
PO34uHY y chnakoHi 3 Al nikapcbkoro 3acoby (iHLwi 3MiHK). OHOBNEHHS
po3nunoBayveM; no MKA gns nikapcekoro 3acoby, a came -
1 donakoHy B BVIKMaAEHHS TEKCTY Aiep>XaBHOK MOBOIO, 3rigHO
KapTOHHIN kopobui CYyYaCHUX BUMOT.
229. | ®OPTE3A PO34MH AN POTOBOI HenbTa LLiseniapis ABII IBPAXIM TypeyunHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 UA/13797/01/01
nopoxHunHn 0,15 %, Megiken Inay CaHai Be 3MmiHun | TMny - 3MiHuM 3 siKocTi. [oTOBUIA peuenma
no 60 mn abo 120 MpomoyLH3 Tipxapet A.LL. nikapcbkui 3aci6. KoHTponb rotoBoro
MIT PO34MHY Y Al nikapcbkoro 3acoby (iHwi 3MiHM). OHOBMEHHS
CKINsIHOMY chriakoHi; MKA ans nikapcekoro 3acoby, a came -
no 1 cpnakony BUKINAAEHHSI TEKCTY AEepXKaBHOK MOBOIO, 3rigHO
pa3oM 3 MipHUM Cy4YacCHUX BUMOT.
KOBMaYkoM Yy
KapTOHHiIN kopobui
230. | PPAKLIA V nacta (cybcTaHuis) TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: - UA/18826/01/01
(ANIbBYMIH) y NOABIVHNX NakeTax "BIO®PAPMA MNA3MA", 3miHu | Trny - 3miHm 3 AkocTi. A®Pl. Cuctema
3 nonieTunexy Ans MNA3MA" Ykpaina KOHTeWHep/3aKynoptoBanbHuUi 3acib (iHwi 3MiHN)
hapmaLeBTUHHOIO BUPOGHMLTBO, - lopaBaHHs anbTepHaTUBHUX NAKETIB
3acTocyBaHHsA nepBuHHe Ta BnpobHuuTBa PALL Corporation (PALL) Ta
BTOPUHHE STRUBL GmbH & Co. ans 36epiraHHs
nakyBaHHs, NPOMDKHOIO NPOAYKTY - ocaay dpakuii V
KOHTPOMb SKOCTI, CynyTHSA 3miHa - 3MiHn 3 skocTi. ADI. Cuctema
BUWMYCK cepil: KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHun
napameTpiB cneuudikauin Ta/abo gonyctummx
MeX, 3a3HaveHux y cneumdikauisx, ans
6e3nocepenHboi ynakoBkn ADI (JONOBHEHHS
crneunadikaLii HOBUM MOKa3HWMKOM Ta
BiAMOBIAHMM MEeTOAOM BUNPOOYBaHHS) -
[opaBaHHst nokasHuka «Matepian» oo
crneunikaLii nakeTiB NOMieTUNEHOBUX, a TakoX
YTOYHEHHS (hOPMYIIHOBAHHS KpUTEPIto
NPUAHSATHOCTI ANS NoKasHuKa « 30BHILLHIN
BUMMSIAY.
231. | oPOMINIO® TabneTtkn, BKpUTI KPKA, a.4., CrioBeHis BUPOOBHMLTBO "in CrnioBeHis BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/5026/02/01
nniBKOBOKO HoBo mecTO bulk", nepuHHe 3minn | TMny - 3miHn 3 akocTi. CepTndikat peuenmom

obornoHkoto, no 250
Mr; o 7 TabneTok y
6nictepi; no 2
Gnictepu B
KapTOHHiIl kopobuyi

Ta BTOPUHHE
naKyBaHHs,
KOHTPOrb cepii Ta
BUMYCK cepii:
KPKA, a.a., Hoso
mecTo, CroBeHis;
KOHTPOIb cepii:
KPKA, a.a., HoBo
mecTto, CrnoBeHis

BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponelicbkinn hapmakonei/moHorpadii.
MopaHHsa HoBOro abo OHOBIEHOro cepTudikata
BigNoBigHOCTI abo BUNy4eHHs1 cepTudikata
BiNOBIigHOCTI €Bponenchkin dapmakonei: ons
A®l; ansa suxigHoro
maTepiany/peareHTy/NpOMiIXXHOIO NPOAYKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBi A®I; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT
Bi4NoBIigHOCTI €Bponenchkin dapmakonei) -
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
OHoBREHWI cepTudikaT Bif y>Ke 3aTBEPAKEHOro
BUPOGHKKa - NoAaHHsSI OHOBIIEHOIO cepTudikaty
BignoBigHoOCTI €Bponeichkin dapmakonei R1-
CEP 2009-134-Rev 02 Big 3aTBEpPOKEHOTO
Bupo6Huka HEC PHARM CO., LTD gitouyoi
PEYOBMHM KNapuTPOMILMH (3aTBepaxeHo: R1-
CEP 2009-134-Rev 01; 3anponoHoBaHo: R1-
CEP 2009-134-Rev 02)
232. | oPOMINIO® TabneTkn, BKpUTI KPKA, a.4., CnoBeHis BUPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH O peecTpaLiHMX maTepianis: 3a UA/5026/02/02
NNiBKOBOO HoBo mecTo bulk", nepBuHHe 3minn | TMny - 3miHn 3 akocTi. CepTudikat peuyenmom
obornoHkoto, no 500 Ta BTOPVHHE BignoBigHocTI/E-cepTudikaTt BiANOBIAHOCTI
Mr; o 7 TabneTok y nakyBaHHs, €BponeWcbkin dhapmakonei/MoHorpadii.
6nictepi; no 2 KOHTPOIb cepii Ta MopaHHsA HoBOro abo OHOBIEHOro cepTudikata
6nictepu B BMNYCK cepii: BiAMOBIAHOCTI abo BUMyYeHHs cepTudikata
KapTOHHI kopobLui M KPKA, a.4., HoBo BignoBigHOCTI €Bponeichkin dhapmakonei: ons
mecTo, CroBeHis; A®l; onsa BuxigHoro
KOHTPOMb Cepii: marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, O
KPKA, a.4., HoBo BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
mecTo, CroBeHis [OMOMIDKHOI peyoBUHM (cepTudikaT
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHWI cepTudikaT Bif y>Ke 3aTBEpAXEeHOro
BMPOGHKKa - NogaHHsi OHOBIIEHOro cepTudikaty
BiAMNoBigHOCTI €Bponeincekin dapmakonei R1-
CEP 2009-134-Rev 02 Big 3aTBEpOXEHOIO
Bupo6Huka HEC PHARM CO., LTD gitouoi
PEYOBUHW KNapUTPOMILUH (3aTBepaxeHo: R1-
CEP 2009-134-Rev 01; 3anponoHoBaHo: R1-
CEP 2009-134-Rev 02)
233. | oPOMINIA® rpaHynv ans KPKA, o.4., CnoBeHis BTOPUHHE CnoseHis/ BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3a He UA/5026/01/01
oparnbHOI cycrneHsii, HoBo mecTO nakyBaHHs, IHais 3miHu | TNy - 3miln wWoao peuenmom nionsizae
125 mr/5 mn, no 60 KOHTpOMb cepii Ta 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
MIT Y CKINsIHOMY BUNYCK cepii: 3MiHa y KOpOTKili XapakTepucTuL, NnikapCbKoro

donakoHi; no 1
dnakoHy y
KOMMMEKTi 3
LUNpYLIOM ANs
opanbHoro
BBEJEHHS B KOPOOLi
KapTOHHIN

KPKA, a.4a., HoBo
MecTo, CrnoBeHisi;
BUPOOHMLTBO «in
bulk», nepsuHHe
Ta BTOPUHHE
nakyBaHHs: KPKA,
a.a., Hoso mecto,
CrnoBeHis;
BUPOBHMLUTBO
NPOMIXHOTO
npoaykTy (nicns
nokputTa): IHA-
CBIoT
JIABOPATOPIEC
NIMITEL, IHgis

3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHsI Ha MiACTaBi
perynsipHO OHOBIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiHui nepiogd, abo sk pesynbtaT
OL|iHKM 3BITY 3 AoCHigXeHb, NpOBeaeHUX
BigMNOBIQHO 40 MnaHy nefiaTpuyHUX AochigXeHb
(PIP) (iHwi 3MiHW) - 3MiHM BHECEHO B iHCTPYKLItO
Ansi MEQUYHOTO 3aCTOCYBaHHS MikapCbKOro
3acoby Ao posainis "lMpoTunokasaHHs",
"OcobnueocTi 3acTtocyBaHHA" Ta "TMOGIYHI
peakuii" BignoBigHO 40 OHOBMEHOI iHpopmaLii
Loao 6esnekn 3acTocyBaHHs Ait040i pe4YOBUHM
3rigHo 3 pekomeHaadieto PRAC. TepmiH
BBEAEHHS 3MiH - NpOTArom 6 Micsuis nicns
3aTBEpAKEHHS. 3MiHuM | Tuny - 3MiHK WwWono
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHn) (B. (x) 1A)
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
3MiHN BHECEHO [0 TEKCTY MapKyBaHHsI
nikapcbkoro 3acoby y nyHktu 4 ("OATA
SAKIHYEHHA TEPMIHY NPUOATHOCTI"
(peparyBaHHs iHdopmaLii)), 6 ("IHLLE"
(peparyBaHHs iHbopMmaLlii)) NepBMHHOT YNakoBKu
Ta y nyHktn 8 ("OATA 3AKIHYEHHA TEPMIHY
NMPNOATHOCTI" (peparyBaHHs iHopMauii)) ,
14 ("KATEIOPIA BIOMYCKY" (penaryBaHHs
iHopmauii)), 17 ("IHLE" (peaaryBaHHs
iH(bopMaLlii)) BTOPMHHOT ynakoBku. TepMiH
BBEOEHHS 3MiH - NPOTArom 6 MicauiB nicnsi
3aTBEPKEHHS.
234. | oPOMINIO® rpaHynu ans KPKA, a.4., CnoBeHis BUPOBHMLTBO "in CnoseHis/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/5026/01/02
npurotyBaHHs 60 mn Hoso mecTo bulk", nepeuHHe IHAisa 3miHu | Tvny - 3miln wopo peuernmom nionszae
(250 mr/5 mn) Ta BTOPUHHE 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
cycneHsii ans nakyBaHHsa: KPKA, 3MiHa y KOpPOTKil XapaKTepUCTULi NikapcbKoro
oparnsHoro n.4., Hoso mecTo, 3acoby, TeKCTi MapKyBaHHS Ta iHCTPyKUii Ans
3acTocyBaHHs, 1 CnoBeHis; MeON4YHOro 3acTocyBaHHs Ha nigcTasi
hnakoH 3 BTOPUHHE perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
rpaHynamu Ta 1 nakyBaHHs, nikapcbkoro 3acoby, abo gocnimkeHs 3 6e3neku
wnpuy Ans KOHTpOMb Ta 3acTocyBaHHS nikapcbkoro 3acoby B
opanbHoro BUMYCK Cepil: nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT
BBEOEHHS CyCMneHsii KPKA, a.a., Hoso OLliHKM 3BITY 3 JOCNiOKEHb, NPOBEAEHMX
B KapTOHHII kopobui mecTo, CroBeHis; BiMNOBIAHO 40 MnaHy nefiaTpuyHUX AochigXeHb
KOHTpOnb cepii (PIP) (iHWi 3MiHW) - 3MiHWM BHECEHO B iHCTPYKLIitO
(hi3nyHi Ta XimivHi ANs MEAUYHOTO 3aCTOCYBaHHS IikapCbKOro
meToau 3acoby Ao posginis "lMpoTunokasaHHs",
koHTpornio): KPKA, "B3aemogis 3 iHWKMK nikapcbkuMn 3acobamu Ta
n.4., Hoso mecTo, iHWi Buam B3aemogain" Ta "OcobnuBocTi
CnoBeHis 3acTocyBaHHs" BignoBigHO 4O OHOBMEHO!
BMPOGHMLUTBO iHdpopmaUii Wwopo 6e3nekn 3acTocyBaHHS Aito4oi
NPOMIDKHOTO peyoBuMHM 3rigHO 3 pekomeHpauieto PRAC.
npoaykTy (nmicns TepmiH BBeOEHHS 3MiH - NPOTArom 6 Micauis
nokputTs): IHO- nicns 3aTBepaKeHHs- 3miHu | Tuny - 3miHK wopao
CBI®T 6esnekn/edeKTMBHOCTI Ta dhapmakoHarnsay
JTABOPATOPIEC (iHWi 3MiHK) - 3MiHW BHECEHO [0 TEKCTY
NIIMITEL, IHgia MapKyBaHHs1 nikapcbKkoro 3acoby y nyHkTu 4
("OATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI" (peparyBaHHs iHpopmaLii)), 6
("IHWE" (peparyBaHHsi iHdbopmaLii)) nepBUHHOI
ynakoBku Ta y nyHktu 8 ("OATA 3AKIHYEHHA
TEPMIHY NMPUOATHOCTI" (peparyBaHHsi
iHpopmawii)), 14 ("KATEIOPIA BIOMYCKY"
(peparyBaHHs iHcopmalii)), 17 ("IHLLE"
(peparyBaHHsi iHdbopmaLii)) BTOPUHHOIT YNaKkoBKY.
TepmiH BBeOEHHS 3MiH - NPOTArom 6 Micsauis
nicnsa 3aTBepAXXEHHs!
235. | oPOMINIOA® TabneTku 3 KPKA, a.a., CnoBeHisi KPKA, a.a., Hoso CnoBeHisi BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a UA/9540/01/01
YHO mMoaundikoBaHUM HoBo mecTO MecTo 3miHu | TMny - 3miHm 3 sikocTi. CepTudikat peuenmom

BUBINbHEHHAM MO
500 mrno 5

BignosigHocTi/ME-cepTudikaT BiANOBIgHOCTI
€Bponewcbkin dapmakonei/MoHorpadii.
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Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
TabneTtok y 6nicrepi; MopaHHsA HoBOro abo oHoBreHoro cepTudikara
no 1 6nictepy B BianoBigHocTi abo BUNy4YeHHs cepTudikarta
KapTOHHiIN kopobLyj; Bi4NOBIgHOCTI €Bponeinchkin dhapmakonei: ons
no 7 Tabnetok y A®l; ansa suxigHoro
6nictepi; no 1 abo 2 maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, WO
Gnictepu B BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
KapTOHHiI kopooLi [OMOMIDKHOI peyoBUHM (cepTudikaT
Bi4NOBIigHOCTI €Bponenchkin dapmakonei) -
OHoBREeHWI cepTudikaT Bif y)Ke 3aTBEPAKEHOro
BMPOGHKKa - NoAaHHs1 OHOBIIEHOrO cepTudikaty
BiAMNoBigHOCTI €Bponeincekin dapmakonei R1-
CEP 2009-134-Rev 02 Big 3aTBEpOKEHOIO
BnpobHmka HEC PHARM CO., LTD gito4oi
PEYOBUHM KNapUTPOMILuH (3aTBepaxeHo: R1-
CEP 2009-134-Rev 01; 3anponoHoBaHo: R1-
CEP 2009-134-Rev 02).
236. | XENNNEKC® Tabnetku: in bulk: no TOB «Mosi YkpaiHa CaBa Xenckea IHais/ BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: - UA/9722/01/01
AHTUKONAQ 5000 TabneTok y Xenc» Ita, IHgis YropwuHa 3MiHa 3asBHuka J13 (MIBI) (BnacHuka
DX noasinHoMy peecTpauinHOro noceigYeHHs) (3rigHo Haka3sy
nonieTuneHoBomMy Megiton MOS Big 23.07.2015 Ne 460). 3miHV BHECEHO Y
nakeTi B KOHTENHepi dapmachktoTikan po3ainu "3asBHuK" Ta "Micue3HaxoaKeHHs
JIta., YropwmHa 3asBHMKA" B IHCTPYKLiO AN MEAUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y 3B'A3Ky 3i
3MiHOLO 3asiBHUKA (BNacHWKa peecTpauinHoro
NOCBIQYEHHS1) Ta K HAcNiAoK - y TEKCT
MapKyBaHHS1 YMaKoBKM NiKapCbKoro 3acoby.
BBeaeHHs 3MiH npoTsArom 6 Micsilis nicns
3aTBEPKEHHS.
237. | XENNNEKC® Tabnetkn, no 4 TOB «Mosi YkpaiHa CaBa Xenckea IHaisi/ BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 6e3 nidnsieae UA/9825/01/01
AHTUKONA TabneTku y 6nictepi; Xenc» Nra, IHpis YropwuHa 3MmiHa 3asBHuka J13 (MIBM) (BnacHuka peuenma
DX no 1 6nictepy B peecTpaLinHOro NocBiAYeHHs) (3rigHO Haka3sy
KapTOHHIN nayui; no Megiton MOS Big 23.07.2015 Ne 460). 3miHV BHECEHO Y

4 Tabnetku y
6nicTepi; no 1
6nictepy B
KapTOHHIN nayui; no
10 nayok y rpynosin
KapTOHHII ynakoBLi;
no 4 Tabnetku y
6nicTepi; no 1
Gnictepy B
KapTOHHIN nayui; no
20 navok y rpynosin
KapTOHHII ynakoBLi;
no 10 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHIN nayui; no
10 TabneTtok y
6nictepi; no 1
Gnictepy B

dapmacbioTikan
IIta., YropwwmHa

po3ginu "3asBHuK" Ta "Micue3HaXomKeHHs
3asBHMKA" B IHCTPYKLIiIO AnS MeAUYHOro
3aCTOCYBaHHS NikapCbKoro 3acoby y 3B'A3Ky 3i
3MiHOO 3asiBHUKA (BNacHuKa peecTpauinHoro
NOCBIQYEHHS1) Ta K HACcNiAoK - Y TEKCT
MapKyBaHHS YNakoBKW NMikapCbKoro 3acoby.
BBeaeHHs 3MiH npoTsArom 6 Micsilis nicns
3aTBEPKEHHS.
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
KapTOHHIN nayui; no
10 nayok y rpynosin
KapPTOHHIN ynakoBuj
238. | LENYNAP PO34uH ANS iH eKuin, MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a UA/17259/01/01
no 2 mn B amnyni; akuioHepHe akuioHepHe 3miHn | Trny - 3miHn 3 akocTi. CepTudikat peuenmom
no 5 amnyny TOBapUCTBO TOBapUCTBO BignosigHocTi/ME-cepTudikaT BigNoBIigHOCTI
6nictepi; no 1 “Ilekxim — "Jlekxim-Xapkis" €sponeicbkin hapmakonei/moHorpadii.
Gnictepy B navui Xapkis” MopaHHs HoBoro abo OHOBIEHOrO cepTudikaTta
Bi4NOBIigHOCTI abo BUNy4eHHs cepTudikara
BiNoOBIigHOCTI €Bponenchkin dhapmakonei: ons
A®I; onsa BuxigHoro
Mmarepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT peyvoBuHM (cepTudikat
BiNOBIgHOCTI €Bponenchkin thapmakonei) -
HoBwin cepTudikaT Big HOBOro BUPOGHMKa
(3amiHa abo gonoBHeHHs). NogaHHSA HOBOTO
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei Ne R1-CEP 2011-205-Rev 02 ans
A®I uiaHokobanamiHy Big HOBOro
anbTepHaTUBHOro BMpoOHMka Hebei Huarong
Pharmaceutical Co Ltd, China.
239. | LE®OTAKCHU | nopowiok Ans MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a He UA/17286/01/01
M PO34MHY AN iH'eKUin akuioHepHe akuioHepHe 3miHu | TMny - 3miHn wWoao peuenmom nionsieae
1,0r, no 1 abo 5, TOBapUCTBO TOBapUCTBO 6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
abo 50 dprakoHis 3 “Ilekxim — "Ilekxim — Xapkis", 3MiHa y KOpOTKili XapakTepucTUL, NnikapCbKoro
NOPOLLKOM Y nauui; Xapkis” YkpaiHa 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans

no 1 abo 5 cnakoHiB
3 MOPOLLKOM Y
6nicTepi; no 1
onictepy y nayui

(BUpOOHMLTBO 3

nakyBaHHs in bulk
pipMn-BUPOGHIMKa

PetoHr
dapmacbioTukan
Ko., lTa.,
KuTawncbka
HapogHa

Pecny6bnika); TOB

"Jlekxim-Ob6yxiB",
YkpaiHa
(BUPOBOHULTBO 3

nakyBaHHs in bulk
ipMn-BUpOBHYMKa

PetoHr
dapmacbioTukan
Ko., NTa.,
Kutawncbka
HapogHa
Pecny6bnika)

MEeAMNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynspHO OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapCbKoro 3acody B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OLiHKM 3BITY 3 AocChigKeHb, NpOBeAeHUX
BigMNOBIAHO A0 MnaHy nefiaTpuyHUX AochigXeHb
(PIP) (3miHy y3roa)eHo 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpraHoMm)
3MiHU BHECEHO A0 IHCTPYKLUIii AN MeauyHoro
3aCTOCYBaHHS NikapCcbKoro 3acoby y po3ainu:
"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiANOBIQHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
Aitoyoi pevoBuHU. CynyTHS 3miHa - 3MiHM WoaJo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsiay.
BHeceHHs abo 3miHa(1) 4o 3060B's13aHb Ta yMOB
BMAaui peecTpauiiHoro nocBig4eHHs,
BKMtoYatoum MNnaH ynpasniHHS puankamm
(3acToCyBaHHS TEKCTY, KW NOrOMKEHNN 3
KOMMEeTEHTHUM opraHoMm). 3assBHUKOM HafaHO
OHoBrieHun NnaH ynpasniHHS pu3nkamn Bepcis
2.2. 3MiHK BHeceHo Ao YacTuH: | “3aranbHa
iHdbopmauis”, I “Cneundbikauis 3 6e3nekn”, Il
“lNnaH 3 dapmakoHarnsay”, V “3axoam 3
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupob6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Peknamye Homep
n/n JNlikapcbKo20 | (nikapcbka ¢popma, 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
3acoby ynakoeka) noceid4yeHHs1
MiHimi3auii pusukis”, VI “Pestome nnaHy
ynpasniHHs puavkamn”’, VIl “OopaTtkn” y 38’A3Ky 3
OHOBJEHHAM iHGopMaLii 3 6e3neku gitoyol
pPEeYOoBUHM LIedhOTaKCMM Ha NiacTaBi
pekomeHaauin PRAC. Pestome nnaHy
ynpaBniHHS pu3nkamu Bepcis 2.2 A0AAETbCS.
240. | LE®OTAKCHU | nopoluok Ans MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a He UA/13415/01/01
M PO34UHY ANs iH'eKuin akuioHepHe akuioHepHe 3minu | Tvny - 3miln wopo peuernmom nidnszae
no1,0r; 1a6o 5, TOBapuUCTBO TOBapUCTBO 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
abo 50 cpnakoHiB 3 "Nekxim- "INekxim-Xapkis", 3MiHa y KOpPOTKil XapaKTepUCTULi NikapcbKoro
MOPOLLIKOM Yy mayui 3 XapkiB" Ykpaina 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
KapToHy; 1 abo 5 (nakyBaHHs i3 MEAMYHOro 3acToCcyBaHHS Ha nigcrasi
c¢nakoHiB 3 copmu in bulk perynsipHoO OHOBIIOBAHOTO 3BiTYy 3 6e3neku
MOPOLLIKOM Y dipMn-BnpobHMKa nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku
6nicTepi; no 1 Qilu 3acTocyBaHHS NikapcbKoro 3acody B

6nictepy y nayui 3
KapToHy; 1 crnakoH 3
nopoLukom Ta 1
amnyna 3

Pharmaceutical
Co., Ltd., Kutan);
TOB «Jlekxim-
O06yxiB», YkpaiHa

nicnsipeecTpauiiHuin nepiod, abo sik pesynbtaT
OLjiHKM 3BITY 3 AOCMiIKEHb, MPOBEAEHUX

BiAMNOBIQHO A0 NnaHy negiaTpuyHuX 4oCniaXeHb
(PIP) (3miHy y3rog»keHo 3 KOMMNEeTEHTHUM

po34mHHMKOM o 10
mn (Boga ans

(nakyBaHHs i3
copmu in bulk

YNOBHOBaXXEHVM OpraHom)
3MiHM BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro

iH ekuin) y 6rictepi; hipMn-BnpobHMKa
no 1 6nictepy y Qilu

naJui 3 KapToHy Pharmaceutical
Co. Ltd., Kurair)

3acTocyBaHHS nikapcbkoro 3acoby y po3ainu:
"OcobnueocTi 3actocyBaHHA", "lMo6iuHI peakuii”
BiANOBIAHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
aitoyoi pevoBuHU. CynyTHs 3miHa - 3MiHuM Woao
6esnekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) 0o 3060B's13aHb Ta yMOB
BMAadi peectpauiiHoro nocBig4eHHs,
BKItoYaroum MnaH ynpaeniHHA pusnkamm
(3acTocyBaHHSI TEKCTY, SIKUA NMOTOXKEHWI 3
KOMMETEHTHUM opraHoMm). 3asiBHUKOM HafaHO
OHOBMeHu [MnaH ynpasniHHA pusukamu Bepcist
2.2. 3MiHK BHeceHo Ao YacTuH: | “3aranbHa
iHpopmauis”, 1l “Cneumdpikanis 3 6e3nekun”, ||
“Mnan 3 dpapmakoHarnagy”’, V “3axoau 3
MiHimi3auii pusukis”, VI “Pestome nnaHy
ynpaBniHHS pusmkamu”, VIl “Oogatkn’ y 3B’A3Ky 3
OHOBIIEHHAM iHGOpMaLlii 3 6e3neku gitoyoi
pevoBUHY LedoTakcum Ha niacTasi
pekomeHaauii PRAC. Pestome nnaHy
ynpaBniHHS pu3vKamu Bepcis 2.2 A0AAETLCS.

*y pa3i HeceHHs1 3MiH Ao iHCMPYKUii Npo MeduYyHe 3acmocyeaHHs

B.o. HayaaLHUKA

dapManeBTUYHOTO YIIPABJIIHHA JIwamuaa APKO




