HEPEJIIK
JIKAPCBKHUX 3ACOBIB (MEANYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), IIOAO0 AKUX BYJIU BHECEHI

Hdonarok 3
a0 Haka3y MinicTrepcTBa 0X0poHH
3a0poB’a Ykpainu «IIpo aep:xxaBHy
peecTpauilo (mepepeecTpanio) JikapcbKUX
3ac00iB (MeJUYHHX iIMyHOOi0IOriYHMX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpauiiHuX MaTepiagiB»
Bi 16 BepecHs 2025 poky Ne 1440

3MIHU 10 PEECTPALIMHUX MATEPIAJIIB, SIKI BHOCSIThCS 10 JEPAKABHOI'O PEECTPY JIKAPCBKHX

3ACOBIB

Ne Hasea dopma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknam Homep
n/n JNiKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa euUpobHUKa eionycky yeaHHs1 | peecmpauyiliHo20
3acoby ynakoeka) noceid4yeHHs1
1. | ABUDJIOKC® TabneTkn, BKpUTI Abpun IHgis AypobiHgo IHais BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a He UA/14416/01/02
NniBKOBOO DopmMynenLH3 ®apma Nimiteq | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuyenmom | nidnseae
obornoHkoto, no 500 MeT. JlTo. HaliMeHyBaHHs Ta/abo agpecu MicLs NPOBaaKEHHSs!
mr, no 10 TabneTok nisinbHOCTI BUpOGHMKa/imnopTepa roToBoro
y 6nictepi; no 1 nikapcbkoro 3acoby, BKIMHOYa4u AinbHULL BUMYCKY
6nictepy B cepii abo micue NpoBeAEeHHS KOHTPOMH SIKOCTi.
KapTOHHIN ynakoBLi (misnbHicTb, 3a AKy Bignoeiaae BUpobHUK/imnopTep,
BKITIOHAK04M BUMYCK CEPiln).
3miHa Ha3BuM Ta agpecy BUpobHUKa BignoBigansHoOro
3a MOBHMI LWKN BUPOBHMLTBA. 3MiHWM BHECEHO B
IHCTPYKLUIilO Ans MeAWUYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby y po3ginu «BupobHuk» Ta
«Micue3HaxomkeHHs1 BUpobHWKa Ta agpeca Micus
NPOBaXEHHS NOro AiNbHOCTI» 3 BiANOBIAHMMMN
3MiHaMK y TEKCTi MapKyBaHHS YNakoBKMW NiKapCbKOro
3acoby. BeefeHHsi 3amMiH npoTsarom 6-T MicauiB nicns
3aTBEpPOKEHHS
2. | ABUNDJIOKC® TabneTku, BKPUTI Abpun IHAgis AypobiHgo IHAis BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn 3a He UA/14416/01/01

NniBKOBOIO DopmynenLH3 ®apma limiteq | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnsizae
obornoHkoto, no 250 Mer. JlTo. HanMeHyBaHHS Ta/abo agpecu Micusa NpoBafKeHHS

mr, no 10 TabneTok
y 6nictepi; no 1
6nictepy B
KapTOHHIN ynakoBLi

AisnbHOCTi BUpOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKMHYa4u AinbHULL BUNYCKY
cepii abo MicLie NpoBeAEHHS KOHTPOSIO SKOCTI.
(misnbHicTb, 3a sKy Bignoeiaae BUpobHUK/iMnopTep,
BKIH0HAKOUN BUMYCK CEPIl).
3MmiHa Ha3BK Ta agpecu BUpOoGHMKa BignoBigansHoro
3a NOBHWIA LMK BUPOOHULTBA. 3MiHWN BHECEHO B
IHCTpPYKLUIil0 AN MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu «BupobHuk» Ta
«Micue3HaxomkeHHs1 BUpOGHMKa Ta agpeca Micus
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[IponoBkeHHs noaarka 3

Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
NPOBaKEHHA NOro OisNbHOCTI» 3 BiAnoBigHUMN
3MiHaMK y TEKCTi MapKyBaHHS yNakoBKM NikapCbKoro
3acoby. BeeaeHHs1 3MiH npoTaroM 6-tu micauiB nicns
3aTBEpPOKEHHS
3. | AOENb® C TabneTku 3 AT "®apmak” Ykpaina BMPOBOHMLITBO, MonbLa BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3MiHn 3a UA/20345/01/01
MoAudIiKoBaHUM NepBuHHE i | Tuny - 3miHu 3 akocTi. CepTudikat peuenmom
BUBINbHEHHSIM, MO 6 BTOPUHHE BignosigHocTi/E-cepTudikaT BiANoOBIgHOCTI
mr/0,4 mr; no 15 naKyBaHHs, €sponeicbkin bapmakonei/moHorpadii. NMogaHHA
TabneTtok y 6nicrepi; KOHTPOMb cepii HOBOro abo OHOBMNEHOro cepTudikaTa BignoBigHOCTI
no 2 Gnictepny Ta BUNYCK cepil: abo Buny4eHHs ceptudpikata BignoBigHOCTI
navui Apamepn ®apma €sponelicbkin hbapmakonei: ana A®l; onsa BuxigHoro
C.A. MaTepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4oBMHN (CepTudikaT BigNOBIAHOCTI
€Bponecbkin dapmakonei) - Hoeuit ceptudikat Big
HOBOrO BMPOBGHMKa (3amiHa abo AONOBHEHHS) -
BBEOEHHS anbTepHaATMBHOIO BUPOBHMKa Aitoyoi
peyoBuHM Solifenacin succinate - ZHEJIANG
GUOBANG PHARMACEUTICAL CO., LTD., Kutan
B SIKOro HasiBHuI CepTudikaT BiAMoBiAHOCTI
€poneicekoi Papmakonei Ne RO-CEP 2021-166-
Rev 01 (3oNoOBHEHHS).
4. | ADXKOBI™ PO34UH ANS iH'eKUin, TOB "TeBa YkpaiHa BMPOBHMLTBO HimeuunHa/ | BHECeHHs 3MiH 4O peecTpauiiHMX MaTepianis: 3MiHn 3a UA/18633/01/01
225 mr/1,5 mn; no YkpaiHa" nikapcbKoro YropwuHa/ | TMny - 3MiHK 3 sikocTi. FoTOBMIA NikapcbKuii 3aciO. peuenmom
1,5 Mn po3unHy y 3acoby, CLUA/ NlntBa | 3MiHn y BUpOoOHMUTBI. 3MiHN Y nNpoueci BUpobHULTBa
nonepegHLo nepBUHHE roTOBOro NMikapcbKoro 3acoby, BKI4aoym
HanoBHEHOMY nakyBaHHs, NPOMIDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS MpU
wnpwui; no 1 abo 3 BTOPUHHE BUPOBHMUTBI rOTOBOrO MikapCcbKoro 3acoby
LUNPULM B KAPTOHHIN nakyBaHHS, (He3Ha4Ha 3MiHa y npoueci BUpOGHMLTBA).

kopooui

KOHTPOMb AKOCTI
nikapcbKkoro
3acoby:
Bettep ®apma-
®epTiryHr Mm6X
Ta Ko. KT,
Hime4umnHa;
KOHTPOMb AKOCTI
nikapcbkoro
3acoby: Bettep
dapma-
®epTiryHr F'M6X
Ta Ko. KT,
Hime4umnHa;
KOHTPOMb SIKOCTI
nikapcbKkoro
3acoby: Bettep
dapma-
®epTiryHr Mm6X
Ta Ko. KT,
HimeuuuHa;
KOHTPOIb SKOCTI

BHeceHHs nonpasku 40 onucy npouecy nakyBaHHS Yy
BTOPVHHY YNaKOBKy Ta 3anpoBaKeHHS [OAATKOBOI
anbTepHaTVBHOI NiHii ANS NnpoLecy BTOPUHHOI
yNaKoBKM Ha 3aTBEPAXEHi AinbHULi BUpobHUKa
Bettep ®Papma-deptiryHr F'm6X Ta Ko. KT';
oHoBneHHA po3giny 3.2.A.1 Facilities and
Equipment.
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[IponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

nikapcbKkoro
3acoby (nuwe
cvna 3cyBy Ta
curna KoB3aHHs
nicns
BTOPUHHOIO
nakyBaHHs):
Bettep ®apma-
®epTiryHr MTM6X
Ta Ko. KT,
HimeuumnHa;
KOHTPOMb SIKOCTI
nikapcbKoro
3acoby
(BUNpobyBaHHs
KNiTUHHOT
aKTMBHOCTI
nikapcbKoro
3acoby): AT
dapmMaueBTUYHN
1 3aBog TeBa,
YropwmHa;
KOHTPOMb SKOCTI
nikapcbKkoro
3acoby
(uinicHicTb
cucTemm
KOHTeWHep/3aKky
noproBanbHUIA
3acib nicns
BTOPUHHOIO
naKkyBaHHS):
Kypia Hbto
xepci, NNC,
CLUA;
BTOPWHHE
nakyBaHHs:
Mepkne 'mbX,
HimeuumnHa;
BTOPUHHE
nakyBaHHS:
TpaHchapm
ToricTik TMGBX,
HimeyuunHa;
[03BiNn Ha
BUNYCK cepii:
Mepkne 'mb6X,
HimeyuunHa;
KOHTPOMb SIKOCTI
nikapcbKkoro
3acoby
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[IponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

(BUNpobyBaHHs
KNITUHHOT
aKTUBHOCTI
nikapcbKkoro
3acoby) 3AT
Tesa banrikc,
Jlutea

A3AKC®

TabneTkn, BKpUTI
obornoHkoto, no 500
mr, no 3 TabneTkn y
6nictepi; no 1
Gnictepy B
KapTOHHIN ynakoBLi

HOBE I1AY
CAHAI BE
TIIKAPET

AL

TypeyumH
a

HOBEN INAY
CAHAI BE
TIIKAPET
A.LL.

TypeudunHa

BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK
| Tuny - 3miHmn Wwopo 6e3nekn/edhekTUBHOCTI Ta
apmakoHarnsay. 3MiHW y KOpOTKil XxapakTepuctuui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MeanYHoro 3acTocyBaHHs
reHepnyHux/ribpnaHnx/6ionodibHux nikapcekmx
3acobiB nicns BHECEHHSI TiEl camoi 3MiHN Ha
pedepeHTHMIN NpenapaT (3MiHa He noTpebdye
HaJaHHS )XOOHMX HOBUX AOAATKOBUX AAHMX). 3MiHM
BHECEHO A0 IHCTPYKLUiT A4na MmeguyHoro
3aCcToCyBaHHSA Nikapcbkoro 3acoby 4o po3aainis
"MpoTunokasanHs", "Baaemopgisa 3 iHLWMMK
nikapcbkumm 3acobamu Ta iHWi BUaM B3aemogin”,
"OcobnumBocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpyaat”, "MobivHi
peakuii" BiaNoBigHO A0 pedepeHTHOro nikapcbKoro
3acoby ZITROMAX 500 mg, TabneTtku, BKpUTI
NniBkoBOI 060MNOHKOI. BBEAEHHSI 3MiH NpOTAroM 6-
TU MicALiB Nicns 3aTBepAKEHHS

3a
peuenmom

He
nidnsieae

UA/5811/01/01

ANOPIHK®

MOpPOLLOK AnsA
0opanbHOro Po3YnHy
3i CMakoM NUMOHY
no 4,8 r B cawue; no
10 cawwe B nayui 3
KapTOoHY

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn
| Tuny - 3miHK 3 akocTi. FoToBMI Nikapcbkun 3acib.
KoHTponb AonomixxHux pevoBuH. 3MiHa napameTpis
cneundikaui Ta/abo JonNycTUMUX MexX Ansi
[OMOMIKHOI pe4oBUHU (iHLWi 3MiHK) - 3MiHa
NepioAMYHICTb KOHTPOSIO B cneumdikauii Ta
MeToAax BUNpobyBaHHS AOMOMIXKHOI PEYOBUHM —
Lykpo3a (uykop noapibHeHun (myapa)) 3a
nokasHukamu: «po3opicTb PO3UMHY»,
«KonbopoBicTb po34nHy», «HacunHa ryctuHa
BinbHay, «Po3Mip yacTok», NPONOHYETLCSA KOHTPOIb
NPOBOAMTW NP 3MiHi NapTii CUPOBUHU OOHOPA30BO.
[nsa nokasHuka «Onucy», NepioaNYHICTL KOHTPOIO
3anuwinTy 6e3 3miH, a came- 4118 KOXKHOI cepii Ta
npwu 36epiraHHi npoaykTy GinbLie 72 roguH (nicnsi
NMOBTOPHOro NoApibHeHHs ). CynyTHS 3MiHa - 3MiHK 3
sikocTi. [oTOBMI Nikapcbkui 3aci6. KoHTponb
[OMNOMIXKHMX pedoBuH. 3MiHa y MeToaax
BUNPOBYBaHHS AOMOMIXXHOT PEYOBUHY (iHLLI 3MiHK y
mMeToAax BMNpobyBaHHSA (BKNoyaoum 3aMiHy abo
[ofaBaHHs1))

be3
peuenma

UA/14813/01/01

ANOPIHK®

MOPOLLIOK AN
OpanbHOro PO3ynHy
3i CMaKkoM YOpHOi

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHn
| Tuny - 3miHM 3 skocTi. FoTOBMI Nikapcbkun 3acib.
KoHTponb fonomixxHUX pevyoBuH. 3MiHa napameTpis

be3
peuenma

UA/14814/01/01
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[IponoBkeHHs noaarka 3

Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
cmopoauHmn no 5,2 r cneunikauin Ta/abo gonycTMMmMx Mex ans
B cawe; no 10 cawe AOMNOMKHOI peqoBUHM (iHLWi 3MiHK) - 3MiHa
B Mayuj 3 KApTOHY NepioAMYHICTb KOHTPOSIO B cneumdikauii Ta
MeToAax BUNpoGyBaHHS ONOMIXKHOI pe4OBUHU —
Lykpo3a (Lykop noapibHeHwit (nyapa)) 3a
nokasHukamu: «[1po3opicTb PO3UnHYy»,
«KonbopoBicTb po34nHy», «HacunHa ryctmHa
BinbHay, «Po3Mip yacTok», NPONOHYETLCS KOHTPOIb
NpoBOAMTY NpW 3MiHi MapTii CMPOBUHW OAHOPa30BO.
[ns nokasHuka «Onucy, NepiogUYHICTb KOHTPOIO
3anuwmnTy 6e3 3MiH, a came- Ans KOXHoI cepil Ta
npw 36epiraHHi npoaykTy Ginblue 72 roguH (nicns
NOBTOPHOrO NoApPiIGHEHHS). CynyTHSA 3MiHa - 3MiHM 3
sKkocTi. [oToBMI Nikapcbkui 3aci6. KoHTponb
[OOMOMIXHMX PevoBUH. 3MiHa y MeToaax
BUNPOBYBaHHSA AOMOMIKHOT pe4YOBMHM (iHLLI 3MiHW Y
mMeTofax BMNpobyBaHHSA (BKNoYaoum 3aMiHy abo
[ogaeaHHs))
8. | AKBA CMPEM cnpen HasanbHWUN, MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH O peecTpaLinHuX maTepianis: bes UA/17924/01/01
OKCI posoBaHui 0,05% "XIMOAPM3A "XIMOAPM3AB BUNPABIIEHO TEXHIYHY NOMWIIKY B NanepoBiii BepCii peuenma
no 10 mn y cpnakoHi BOL o[l "HEPBOHA TEKCTY MapKyBaHHS NEPBUHHOI YMaKOBKM
nonimMepHomy 3 "YEPBOHA 3IPKA" nikapcbkoro 3acoby, a came: 3 n.6 BUNy4YeHO
posnunosayem 3IPKA" nomunkoBy pasy «3 MEHTONOM Ta €BKarninToBoO
Ha3anbHuM; no 1 onieto», ska 6yna BMNagKkoBO BHECEHA Mif Yac
dnakoHy B navui NpoBeAeHHs npoueaypv nepepeectpadii (Hakas
MO3 Ykpainn Ne 1967 Big 25.11.2024 p.)
9. | AKKOPOUH pPO34MH Ans iH'eKkuin, MpusaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn 3a UA/17492/01/01
100 mr/mn aKujioHepHe aKuioHepHe | Tuny - 3miHun 3 akocTi. A®I. KoHTponb ADI. 3miHa y peuenmom
no 5 mn B amnyni: TOBapucTBo TOBapuUCTBO napameTpax cneuudikauin Ta/abo 4onycTMMmnX Mex,
no 5 amnyny "Nekxim- "INekxim-Xapkis" BM3HaYeHUX y cneumdikauisx Ha Adl, abo
6nictepi; no 1 abo 2 Xapki" BVXiAHW/MPOMDKHUI NpoAyKT/pearexT, Lo
6nictepu B nauui; BMKOPWCTOBYIOTBCS Y npoLeci BupobHuutea AdPI
no 5 mn B amnyni; (monoBHeHHs cneumdikaLii HOBUM NOKa3HUKOM
no 100 amnyn y AIKOCTi Ta BiQNOBIOHMM MEeTOAOM BUNPOOYBaHHS).
navui [onoBHeHHs crneumndikauii APl HoBUM napameTpom
"Bpomign" 3 HopMyBaHHAM «He GinbLie 0,01% (100
ppm) 3 BiANOBIAHMM METOAOM BUNPOOYBaHHS y
3B’A3KY 3 MOXITMBUM BUKOPUCTAHHSA Mpu
BUPOGHMUTBI ADI BpoMMCTOI comni MENbAOHIt0.
10. | AKCETUH® NMOPOLLOK ANA Mepokemi Kinp BMPOGHMLITBO 32 Kinp/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn 3a He UA/8714/01/02
PO34UHY ONS iH'eKLin nTa NOBHWUM LIMKIOM: B’eTHam | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom | nidnseae
no 1,5r, Ne10, Ne Megokemi hapmakoHarnsagy (iHwi 3miHu). 3miHM BHECEHO A0
100 (10x10): mo 10 Nimiten, Kinp; IHCTPYKUiT ANS MEANYHOro 3aCTOCYBaHHS
abo no 100 nikapcbkoro 3acoby y po3ain "MobivHi peakuii” wono
dnakoHiB 3 BUPOGHULTBO BaXIMBOCTI 3BiTyBaHHs1 NP0 NOGiYHi peakuii.
NOPOLLUKOM Y roToBOro BBeneHHs 3MiH NnpoTArom 6-Tu MicsiliB nmicnsi
KapTOHHiIl kopobuyi nikapcbkoro 3aTBEPKEHHS
3aco0y,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs:




6 [IponoBkeHHs noaarka 3
Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Megokemi (da
IcT) Kamnari
Nimiten,
B’eTHam
11. | AKCETUH® MOPOLLOK ANs Mepokemi Kinp BMPOBHMLTBO 3a Kinp/ BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3MiHn 3a He UA/8714/01/01
PO34YMHY ANS iH'eKUin nTa MOBHUM LINKIOM: B’eTHam | Tuny - 3miHmn Wwopo 6e3nekn/edhekTUBHOCTI Ta peuenmom nionsieae
no 0,750 r; Ne10, Ne Mepokemi apmakoHarnsagy (iHwi amiHn). 3MiHu BHeceHo 4o
100 (10x10): no 10 Nimitea, Kinp; IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS
abo no 100 nikapcbkoro 3acoby y po3ain "MobivHi peakuii” woano
hnakoHiB 3 BUPOBHMLTBO Ba)XNMBOCTI 3BiTyBaHHS Npo NobiyHi peakLii.
NOPOLLUKOM Y roToBOro BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
KapTOHHiIN kopoOLi nikapcbKoro 3aTBepOAKEHHSA
3acoby,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs:
Mepgokemi (da
IcT) KamnaHi
Nimiten,
B’eTHam
12. | ANINIETPA® 120 | TabneTtku, BKpUTI TOB "Onenna YkpaiHa CaHodpi BiHTpon ®paHuin BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 6e3 nidnsieae UA/8500/01/01
Mr NniBKOBOIO Xenckea IHpacTpia | Tvny - 3MiHu 3 akocTi. FoToBMIA NikapCbkuii 3aci6. peuenma
obornoHkoto, no 120 Ykpaina" Onuc Ta cknag (iHwi 3miHw).

mr, Ne10, Ne20
(10x2): no 10
TabneTtok y bnicrepi;
no 1 abo no 2
6nictepu B
KapTOHHIN kopobui

Hasga 3miHu : 3MiHu | Tuny: 3miHm 3 sikocTi. [oToBUIA
nikapcbkui 3aci6. Onuc Ta cknag (iHwi 3MiHn) -
3MiHM LWoao onucy TabneTku, 3 BiANOBIAHUMMN
3MiHaMu B po3ainu «30BHiLWLHil BUrnsa», «Cknagy
MKA N3 ta «nikapcbka dopmar». 3aTBEepaXKeHo:
Jlikapcbka dpopma, 403yBaHHA: TabneTkn, BKpUTI
obonoHkoto, no 120 mr. 3anponoHoBaHo: Jlikapcbka
dopma, Ao3yBaHHA: TabneTkun, BKPUTI MiBKOBOIO
o6ornoHkot, no 120 mr. Onuc: TabneTtkn
NepcrKOBOro Konbopy y opMi Kancynu, BKpUTI
060mnoHKot0, 3 TUCHEHHSAM «012» Ha OfHil CTOPOHI
Ta NPOMMCHOIO MITEPOID «e» 3 IHLIOI CTOPOHN,
npubnumaHo 6,1 x 15,8 MM. 30BHiLLHIN BUMSA:
TabneTka NepcrKOBOro Kombopy, MoandikoBaHoi
KancynonoaibHoi dopmu, BKpuTa NniBKOBOHO
060mnoHKot0, 3 TUCHEHHSAM «012» Ha OfHil CTOPOHI
Ta NPOMNMCHOIO MITEPOI0 «e» 3 IHLWOI CTOPOHN,
npu6nusHo 6,1 x 15,8 Mm. 3MiHN BHECEHO B
IHCTpPYKLUil0 AN MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "Cknag" (BonomixHi
peyoBuHYK), Ta po3gin "Jlikapcebka popma” 3
Bi4NOBIgHNMM 3MiHAMUW B TEKCTI MapKyBaHHS
yNaKoBOK fikapcbKkoro 3acoby. BBeaeHHs 3MiH
nNpoTArom 6-T MicALiB Nicns 3aTBepaKeHHS. 3MiHu |
TMny - 3MiHK Wopao Geanekn/edekTUBHOCTI Ta
hapmakoHarnsigy (iHwi amiHu). 3mMiHU BHeceHo B
IHCTPYKUIil0 ANst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3gin "MNikapcbka dpopma"




7

[IponoBkeHHs noaarka 3

Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
(OCHOBHI (hi3nKO-XiMiYHi BMAcTUBOCTI). TakoX 3MiHM
BHECEHO Y TEKCT MapKyBaHHS BTOPUHHOI YNakoBKu y
nyHkTn 15, 17. BBegeHHs 3MiH npoTaromM 6-tu
MicaUiB Nicnsa 3aTBepAXeHHs
13. | ANNENPA® 120 | TtabneTku, BKPUTI TOB "Onenna Ykpaina CaHodi BiHTpon ®paHuis BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3MiHn bes UA/8500/01/01
Mr ob6onoHkoto, no 120 Xenckea IHgacTpia | TMny - 3MiHK 3 skocTi. F0TOBMIA NikapcbKuii 3aciO. peuenma
mr; Ne 10, Ne 20 Ykpaina" KoHTponb rotoBoro nikapcbkoro 3acoby (iHLwi 3MiHW).
(10x2): no 10 OHOBJIEHHS BXXE 3aTBEPAXKEHUX METO/IB KOHTPOSO
TabneTtok y 6nicrepi; sikocTi 113, a came BUKNageHHs TEKCTY AepKaBHO
no 1 abo no 2 MOBOIO 3riAHO CY4aCHWUX BUMOT Ta BHECEHHS
6nictepu B pedakuinHux npaBok Ao cneuudikadii Ta meToais
KapTOHHiIN kopoOLi koHTponto MKA J13 BignosigHo ao matepianis
BUPOGHMKA.
14. | ANINIEFPA® 180 | TtabneTtku, BKpUTI TOB "Onenna YkpaiHa CaHodi BiHTpon ®paHuis BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHn bes nionszae UA/8500/01/02
Mr NNiBKOBOO Xenckea IHgacTpia | TMny - 3MiHK 3 sikocTi. FoTOBMIA NikapcbKuii 3aciO. peuenma
obornoHkoto, no 180 Ykpaina" Onuc Ta cknag (iHwWi 3miHW)
mr, Ne 10, Ne 20 3MiHM LWoAo onucy TabneTtku, 3 BiANOBIAHUMM
(10x2): no 10 3MiHamu B po3ginu «30BHILWHIN BUrnag», «Cknaa»
TabneTok y 6nictepi; MKA N3 ta «Jlikapcbka dopmar
no 1 a6o no 2 3aTBepaxeHo: Jlikapcbka popma, AO3yBaHHS:
Gnictepu B TabneTku, BKpUTi 06onoHkoto, no 180 mr.
KapTOHHiIN kopobui 3anponoHoBaHo: Jlikapcbka hopma, A03yBaHHS:
TabneTku, BKpUTi NMiBKOBOK 060M0HKO0, Mo 180 Mmr.
3artBepokeHo: Onuc: TabneTkm NepcukoBoro
Konbopy y popmi Kancynu, BKpuUTi 060MOHKOI0, 3
TUCHeHHAM «018» Ha OfgHIV CTOPOHI Ta MPOMMCHO
niTepoto «e» 3 iHLLIOi CTOPOHW, NpnbnuaHo 7,6 x 17,3
MM. 3anponoHoBaHO: 30BHILLHIN BUrnsg: Tabnetka
NepcrKOBOro KOMNbOPY, KarncynonoaibHoi hopmu,
BKpMTa NMiBKOBOK 0OOMNOHKOM, 3 TUCHEHHAM «018»
Ha OfHil CTOPOHi Ta NPOMMCHOIO FITEPOID «e» 3
iHLWIOT CTOPOHMW, NpubNM3HO 7,6 X 17,3 MM. 3MiHK
BHECEHO B iHCTPYKLit0 ANSi MEANYHOIO 3aCTOCYyBaHHSA
nikapcbkoro 3acoby y po3ain "Cknag" (BonomixHi
peyoBuHM), Ta po3gin "llikapcbka popma” 3
BiANOBIgHNMY 3MiHAMU B TEKCTI MapKyBaHHS
ynaKoBOK fikapcbKkoro 3acoby. BBeaeHHs 3MiH
npoTArom 6-Tn MicAUiB nicns 3aTBepoKeHHS. 3MiHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsigy (iHwi amiHun); 3mMiHW BHeceHo B
IHCTPYKUil0 ANst MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "lNikapcbka opma"
(oCHOBHI hisunko-xiMidHi BMacTMBoCTi). Takox 3MiHu
BHECEHO Y TEKCT MapKyBaHHS BTOPUHHOI yYNakoBKU y
nyHkTn 15, 17. BBeAeHHs 3MiH NpoTaromM 6-tu
MicsILiB Micnsi 3aTBEPAXKEHHS.
15. | ANINIEFPA® 180 | TabneTtku, BKpUTI TOB "Onenna YkpaiHa CaHodi BiHTpon ®paHuis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn bes UA/8500/01/02
Mr obornoHkoto, no 180 Xenckea IHgacTpia | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib. peuenma
mr, Ne 10, Ne 20 Ykpaina" KoHTponb rotoBoro nikapcbkoro 3acoby (iHLwi 3MiHN)
(10x2): no 10 - OHOBIIEHHS BXe 3aTBEPKEHNX METO/AIB KOHTPOO
TabneTok y 6nictepi; sikocTi 113, a came BUKNageHHs TEKCTY AepXXaBHOK




8 [IponoBkeHHs noaarka 3
Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
no 1 abo no 2 MOBOH0 3riJHO Cy4acHMX BUMOT Ta BHECEHHS
6nictepu B pedakuinHux npaBok Ao cneuudikadii Ta meToais
KapTOHHiI kopooLi koHTponto MKA J13 BignosigHo ao martepianis
BUPOGHMKA.
16. | ANITYM PO34UH ANS iH eKuin, MpuBaTtHe Ykpaina MpuBaTHe Ykpaina BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3MiHn 3a UA/18709/01/01
100 mr/Mn no 5 mn B akuioHepHe akuioHepHe | TMny - 3MiHu 3 akocTi. ADI. KoHTponb A®I. 3miHa y peuenmom
amnyni, no 5 amnyn TOBapucTBo TOBapuUCTBO napameTpax crneuudikauin Ta/abo 4ONYCTUMUX MEX,
y 6nicTepi, no 2 “Nekxim — “Nekxim — BM3HaYeHUX y cneuudikauisx Ha Adl, abo
6nictepu B navwi Xapkis” Xapkis” BUXiOHWIA/MPOMDKHWUIA NpoayKT/peareHT, Wwo
BUKOPUCTOBYHOTLCSA Y NpoLeci BupobHuutea AdI
(monoBHeHHs crneumdikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BigNoOBIgHNM METOAOM BUNPOGYBaHHS).
[onoBHeHHs cneundikauii A®l HoBuM napameTpom
"Bpomign" 3 HopMyBaHHAM «He binbLue 0,01% (100
ppm) 3 BiAMNOBIgHMM METOAOM BUNPOOYBaHHS y
3B’3KY 3 MOXXITMBUM BUKOPUCTaHHS Npu
BNPO6HMUTBI AP| BpoMUCTOI coni MENbAOHIO.
17. | AYPOOAHC PO34MH ONs iH eKLiN, AypobiHgo IHais KOaxia Papma IHpia BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a He UA/15369/01/01
2 mr/mn; no 2 mn dapwma Jl1a CneuieniTia | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuyenmom | nidnseae
abono4 mns Nimiteq OHIT-1I HanMeHyBaHHS Ta/abo agpecu Micusa NpoBagKeHHS
amnyni; no 5 amnyn nisinbHOCTI BUpOGHMKa/imnopTepa roToBoro
Y KapTOHHIi KOpobuUi nikapcbkoro 3acoby, BKIMHOYA4u AinbHULL BUNYCKY
cepii abo Micue NpoBeAeHHS1 KOHTPOSO SAKOCTI.
(misinbHiCTb, 3a sIky Bignosigae BUpoGHMK/iMnopTep,
BKJTOYaK04M BMMYCK cepit). 3MiHa B Ha3Bi Ta agpeci
BUpPOOHMKa. MicLe3HaxomKeHHs BUPOOHNYOT
AinbHWU Ta BCi BUpOGHMYI onepalii He 3MiHUINKCh.
3MiHVM BHECEHO B iHCTPYKLIiIO A1 MEAUYHOrO
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"BupobHuk", "MicuesHaxomxeHHst BUpobHuka Ta
afpeca Micusi NPOBaMKEHHS MO0 AisnbHOCTI" 3
BiAMOBIAHVMU 3MiHAMW B TEKCTi MapKyBaHHSA
yNaKoBOK.
18. | A®ULIUKN Tabnetkn, no 6 Oenbta LLiseviLapi ANKANOIOQ A MiBHiYHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHa be3 nidnsieae UA/4125/01/01
TabneTok y Megiken A Ckor'e MakenoHis 3agBHuka 113 (MIBI) (BnacHvka peecTpauiiHoro peuenma
nepdopoBaHoMy MpomMoyLIH3 noceigyeHHs) (3rigHo Hakazy MOS3 Big 23.07.2015 Ne
cTpuni; no 1 abo 2 Al 460). 3MiHn | TMny - 3MiHn Wwoao
CTPVNV B KapPTOHHIMN 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
kopobui; no 10 BeegeHHs abo 3MiHM [0 y3aranbHeHVUX gaHUX Npo
TabneTok y cuctemy cbapmakoHarnsgy (BBeOeHHs y3aranbHEeHNX
nepdopoBaHoMy [aHWX Npo cuctemy hapMakoHarnsgy, amiHa
cTpuni; no 1 ctpuny yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
B KAPTOHHI Kopobui 3[iiCHeHHs hapMakoHarnagy; KOHTaKTHOI ocobu 3
bapmakoHarnsgy 3asiBHUKa NS 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yrnoBHOBaxeHoi ocobu, BianoBigansHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKIoYaym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
chanina cuctemu dhapmakoHarnsgy). 3miHa
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BifnoBiganbHoi 3a
capmakoHarnag. Oitova pegakuis: Aue KyamaHOBCKI.
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[IponoBkeHHs noaarka 3

n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

19.

BEPUATE®

MponoHoBaHa pepakuis: OaHinosa lNlapuca
BonoavmupiBHa. 3miHa KOHTaAKTHMX AaHKX
YyNOBHOBa)eHOI 0cobu 3asiBHMKA, BiANOBiAanbHOI 3a
tapmakoHarnag. 3miHa MicLe3HaxomKeHHs macTep-
davina cuctemu hapmakoHarnsgy Ta noro Homepa.
3MiHa Micus 30iNCHEHHSI OCHOBHOI AisiNbHOCTI 3
tapmakoHarnagy. 3mMiiu | Tuny - AamiHicTpaTuBHI
3MiHW. 3MiHa HalMeHyBaHHsi Ta/abo agpecu Micus
NPOBaXXeHHs OisNbHOCTI BUpobHMKa/imnopTepa
roTOBOrO JlikapCbKOro 3acoby, BKMYa4M ginbHULI
BMNYCKy cepii abo MicLe NpoBeAeHHS1 KOHTPOIO
SIKOCTI. (BisnbHICTb, 3a SIKy BignoBinae
BUPOGHMK/IMNIOPTEp, BKIOYAOUM BUMYCK CEPIlt).
3miHa agpecu BupobHuka 13 y 38'a3ky 3
npuBeLAEHHAM OOKYMEHTIB Y BiAnNoBIQHICTb 40
cepTtudikaty GMP.
3MmiHu | TUNY - AgMiHiCTpaTuBHI 3MiHW. 3MiHa Ha3BK
nikapcbkoro 3acoby. 3MiHa Ha3BM nikapcbKoro
3acoby. 3atBepmpkeHo: KAODPETIH ck®
B3anponoxosaHo: AGULIVKIL. 3Mitm | Tuny - 3miHn
Lofo 6esnekun/edhekTUBHOCTI Ta hapmakoHarnsay
(iHWi 3miHK). OHOBNEHHS TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKOBKU MiKapCbKOro
3acoby. 3miHu | Tuny - 3miHK Woao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3MiHa
Y KOPOTKii XapakTepucTuLi fiikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans MeanyHoro
3acTocyBaHHS Ha MiacTaBi perynsipHo
OHOBJIIOBAHOIO 3BiTy 3 6€3neku nikapcbkoro 3acooy,
abo gocnimxeHb 3 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby B nicrnsipeecTpauiiHWi nepios,
abo siK pe3ynbTaT OLiHKM 3BiTY 3 LOCTIIXEHb,
npoBeAeHuX BiANOBIAHO A0 NMnaHy negiaTpuyHux
pocnigpkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHom). 3MiHu
BHECEeHO A0 |HCTpyKLUii Ans MmegnyHoro
3aCTOCYBaHHsI NikapCcbKoro 3acoby Ao po3ainis:
"B3aemogisi 3 iHWMMK nikapcbkumm 3acobamu Ta
iHWi Buam B3aemogain", "OcobnmBocTi
3actocyBaHHs", "MobiuHi peakuii” woao 6e3neku
3aCTOCYBaHHS Jitl040i pevyoBMHM NapaileTamon
BignoBigHo 4o pekoMeHAauii PRAC

MOPOLLIOK Ta
PO3YMHHWIK A4S
PO34MHY Ans iH'eKuin
abo iHdysiin, 250
MO; no 1 donakoHy 3
MOPOLLKOM Y
KOMMAeKTi 3 1
nakoHom 3

pOo34MHHKKOM (BoZa

LICI BepiHr
MmM6X

HimeuvuunH
a

BTOPUHHE
nakyBaHHs,
BUNYCK cepii:
LICI BepinHr
m6X,
HimeuuuHa;
BMPOGHMLTBO,
nepBUHHE
nakyBaHHsi,

Himeyunna

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHn
| Tuny - 3miHun 3 skocTi. A®I. KoHTponb ADI. 3miHa y
mMeTofax BunpobysaHHs A®Il abo BuxigHoro
maTepiany/npoMixxHOro NpoayKTy/peareHTy, Lo
BVKOPVCTOBYETLCS y Mpoueci BUpobHuuTea Ad|
(iHWi 3MiHKM y MeTogax BUNPobyBaHHS (BKIOYa4n
3amiHy abo gonoBHeHHs1) A®I abo
BUXiQHOTrO/MPOMIDKHOIO NPOAYKTY). 3MiHa

3a
peuernmom

NepBUHHOIO eTasioHHOro CTaHaapTy 3 KOHUEeHTpaTy

UA/17404/01/01
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[TponoBkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
ans id'ekuin) no 2,5 KOHTPOSb SIKOCTi: caktopa VIII BOO3 8-ro mixkHapogHoOro ctaHgapTty
M Ta 1 NpUCTpoEM LICIN BepiHr (kog NIBSC: 07/350) Ha koHUeHTpaT dakTopa VIl 9-
ONs njoaaBaHHA 'M6X, ro mixxHapogHoro ctaHgapty BOOS3 (kog NIBSC:
PO34MHHMKA 3 HimeuyunHa 21/142) gnsa Bu3HaveHHs caktopa VIII: C-akTuBHICTb
BOynoBaHUM BignosigHo Ao metoamk Q-10-001 i Q-10-006 ans
dpinbTpom 15 MKM KOHTpOnto skocTi ADL. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
("Mix-2Vial™ 20/20") [oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
B KAPTOHHIN nikapcbkoro 3acoby. 3miHa y MmeTogax
Kopobui; no 1 BUNPOoOYyBaHHSA roTOBOro Nikapcbkoro 3acoby (iHLwui
hbnakoHy 3 3MiHM Y MeTofdax BUNpobyBaHb (BKNOYA4KM 3aMmiHy
NOPOLLUKOM Y abo gonoBHeHHs1)). 3MiHa NEPBMHHOIO €TanoHHOro
KOMMAeKTi 3 1 CcTaHaapTy 3 KoHueHTpaty daktopa VIII BOO3 8-ro
hnakoHom 3 MixHapogHoro ctaHgapTy (kog NIBSC: 07/350) Ha
PO34YMHHMKOM (BOAA KOHUeHTpaT caktopa VIl 9-ro mixkHapogHoro
ons id'ekuin) no 2,5 ctangapty BOOS (kog NIBSC: 21/142) ans
M Ta 1 NPUCTPOEM BU3Ha4yeHHs dakTtopa VIII: C-akTMBHICTb BigNoOBiAHO
Ons joaaBaHHA no metoamk Q-10-001 i Q-10-006 ons koHTpono
PO3YMHHMKA 3 skocTi 3.
BOygoBaHUM
dinbTpoM 15 MKM
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOHO
Kopobkoto 3
KOMMMEKTOM Ans
BHYTPILLHBOBEHHOIO
BBEAEHHS
npenapary (1
ofHOpa3oBUi
wnpwy, 1 ronka-
MeTenuk, 2
AesiHdikytoui
CepBeTKM B
iHAVBIAyanbHWX
repMeTUYHUX
ynakoBkax Ta 1
HecTepunbHUN
nerikonnacrtump) 3
KOHTpOMEeM nepLLoro
BiOKpUTTA Y
KapTOHHiIn kopobui 3
KOHTPOMEM MnepLLoro
BigKpUTTS
20. | BEPUATE® MOPOLLOK Ta LICIT BepinHr HimeuumH BTOPUHHE HimeyumHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn 3a UA/17404/01/02
PO3YMHHUK ANst m6X a nakyBaHHS, | Tuny - 3miHn 3 sikocTi. ADI. KoHTponb ADL. 3miHa y peuenmom
PO34MHY Ans iH'eKUin BUNYCK cepii: mMeTofax BunpobysaHHs A®Il abo BuxigHoro
abo iHdysin, 500 LICIN BepiHr MaTepiany/npoMiXKHOro NpoayKTy/peareHTy, Lo
MO; no 1 pnakoHy 3 m6X, BUKOPUCTOBYETbLCS Y Npoueci BUpobHuTea Ad|
NMOPOLLIKOM Y HimeuumnHa; (iHWi 3MiHKM y MeTogax BUNPobyBaHHS (BKIOYa4n
KoMnnekTi 3 1 BUPOBHMLTBO, 3aMiHy abo gonoBHeHHs) A®I abo
dnakoHoM 3 nepBuUHHE BVXifHOro/NnpoMmi>XKHOro NpPoAyKTy). 3miHa
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[TponoBkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
PO34YMHHMKOM (BOAA nakyBaHHs, NepBUHHOIO €TarloHHOro CTaHAapTY 3 KOHLEeHTpaTy
Ans iH'ekuin) no 5 KOHTPOIb SIKOCTi: caktopa VIII BOO3 8-ro mixkHapogHOro ctaHaapTty
Mn Ta 1 NpUCTPoEM LICI BepiHr (kog NIBSC: 07/350) Ha koHUeHTpaT ¢akTopa VIII 9-
ONs njoaaBaHHA 'M6X, ro mixxHapogHoro ctanHgapty BOO3 (kog NIBSC:
PO34MHHYMKA 3 HimeyvunHa 21/142) pnsa Bu3HaveHHs daktopa VIII: C-akTuBHICT
BOyaoOBaHUM BignosigHo fo metoauk Q-10-001 i Q-10-006 ans
dpinbTpom 15 MKM KOHTpOnto sikocTi ADL. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
("Mix-2Vial™ 20/20") [oToBWIN Nikapcbkuii 3aci6. KoHTponb roToBoro
B KapTOHHIN nikapcbkoro 3acoby. 3miHa y meTogax
Kopobui; no 1 BUNPOoOyBaHHSA roTOBOro Nikapcbkoro 3acoby (iHLwi
nakoHy 3 3MiHM y MeToaax BunpobyBaHb (BKMOYAKYM 3aMiHy
NMOPOLLKOM Y abo O0oNoBHEHHS)). 3MiHAa NePBUHHOMO eTanoOHHOMO
KOMMAeKTi 3 1 cTaHaapTy 3 KoHueHTpaTy daktopa VIII BOO3 8-ro
dnakoHom 3 MixkHapogHoro ctaHgapTy (kog NIBSC: 07/350) Ha
PO34YMHHMKOM (BOoAa KOHUeHTpaT cakTopa VIl 9-ro mixxHapogHoro
ons iH'ekuin) no 5 ctangapty BOOS (kog NIBSC: 21/142) ans
mn Ta 1 npucTpoem BM3Ha4eHHs daktopa VIII: C-akTuBHICTL BiANOBIAHO
Ons gogaBaHHA 0o metoamk Q-10-001 i Q-10-006 onst KOHTPOMO
PO3YMHHMKA 3 skocTi 3.
BOyaOBaHUM
dinbTPoM 15 MKM
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOM
Kopobkoto 3
KOMMNIeKToM Ansi
BHYTPILLHBOBEHHOIO
BBEAEHHS
npenapary (1
ofHopasoBuUi
wnpwy, 1 ronka-
MeTenuk, 2
AesiHdiKyoYi
CepBeTKM B
iHOVBIOyanbHMX
repMeTUYHNX
ynakoBkax Ta 1
HeCTepunbHUiA
nevikonnacrtump) 3
KOHTPOMEeM nepLuoro
BiOKpUTTA y
KapTOHHiI kopobui 3
KOHTPOMEeM nepLUoro
BigKpUTTS
21. | BEPUATE® MOPOLLIOK Ta LICN BepiHr HimeuumnH BTOpPUHHE HimeuvunHa BHECEHHS 3MiH 0 peecTpauinHMX MaTepianis: 3MiHn 3a UA/17404/01/03
PO3YMHHWK ANst m6X a nakyBaHHS, | Tuny - 3miHn 3 sikocTi. ADI. KoHTponb ADL. 3miHa y peuenmom
PO34UHY ONS iH'eKLin BUWMYCK Cepil: meTofax BunpobysaHHA A®l abo BuxigHoro
abo iHdysin, 1000 LICI BepinHr mMaTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
MO; no 1 cpnakoHy 3 mb6X, BUKOPUCTOBYETbLCS Yy Npoueci BUpobHuuTea Ad|
NMOPOLLKOM Y Hime4yumHa; (iHwWi 3MiHM y MeTopax BUNpobyBaHHS (BKIOYaum

KOMNekTi 3 1

BMPOGHMLTBO,

3amiHy abo gonoBHeHHs1) A®I abo
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[TponoBkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
¢nakoHoM 3 nepBuHHE BUXiQHOro/MPOMIXKHOIO NPOAYKTY). 3MiHa
PO34YMHHMKOM (BOAA nakyBaHHsi, NepBMHHOIO ETaroHHOrO CTaHAAPTY 3 KOHLEHTpaTy
ans iH'ekuin) no 10 KOHTPOSb SIKOCTi: caktopa VIII BOO3 8-ro mixkHapogHoro ctaHgapTty
Mn Ta 1 NpUCTPoEM LICI BepiHr (kog NIBSC: 07/350) Ha koHUeHTpaT dakTopa VIII 9-
Onsa gogaBaHHA 'm6X, ro mixxHapogHoro ctaHgapty BOO3 (kog NIBSC:
PO34YMHHMKA 3 HimeuyunHa 21/142) gnsa Bu3HaveHHs cdaktopa VIII: C-akTUBHICTb
BOyaoOBaHUM BignosigHo fo metoauk Q-10-001 i Q-10-006 ans
dinbTpom 15 MKkM KoHTponto skocTi A®l. 3MiHn | Tuny - 3MiHK 3 SKOCTi.
("Mix-2Vial™ 20/20") [oToBMI Nnikapcbkuii 3aci6. KoHTponb rotoBoro
B KapTOHHIN nikapcbkoro 3acoby. 3miHa y meTogax
kopobuj; no 1 BMNPOBOYBaHHS roTOBOrO Nikapcbkoro 3acoby (iHLwi
hnakoHy 3 3MiHM Yy MeTofdax BUNpobyBaHb (BKNOYaUM 3aMiHy
NMOPOLLKOM Y abo O0oNoBHEHHS)). 3MiHa NePBUHHOMO eTanoHHOMO
KomMnnekTi 3 1 cTaHaapTy 3 KoHueHTpaty daktopa VIII BOOS 8-ro
hnakoHom 3 MixHapogHoro ctaHgapTy (kog NIBSC: 07/350) Ha
PO34YMHHMKOM (BOoAa KOHUeHTpaT cakTopa VIl 9-ro mixxHapogHoro
ans id'ekuin) no 10 ctangapty BOOS (kog NIBSC: 21/142) ans
M Ta 1 NPUCTPOEM BU3Ha4yeHHs dakTtopa VIII: C-akTMBHICTb BigNOBiAHO
Ons gogaBaHHA 0o metoamk Q-10-001 i Q-10-006 onst KOHTPOMO
PO3YMHHUKA 3 skocTi 3.
BOygoBaHUM
inbTPoM 15 MKM
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOM
KOpOGKoOIo 3
KOMMMEKTOM Ans
BHYTPILLIHBOIO
BHYTPILLHBOBEHHOIO
npenapary (1
ofHopasoBum
wnpw, 1 ronka-
MeTenuk, 2
AesiHdiKyoYi
cepBeTku B
iHOVBIOyanbHMX
repmMeTUYHMX
ynakoBkax Ta 1
HeCTepunbHuiA
nenkonnacTtup) 3
KOHTPOMEM MnepLLoro
BiOKpUTTA y
KapTOHHiIN kopobui 3
KOHTPOMEM MnepLLoro
BigKpUTTS
22. | BIOBEH pO34uH Anst iHdy3in TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn 3a He UA/14526/01/01
MOHO® 5%; no 50 mn a6o "BIO®APMA "BIO®APMA | TMny - 3MiHu 3 akocTi. FoTOBMIA NiKapCbkuii 3aciO. peuenmom nidnsieae
100 mMn y donakoHi; MNA3MA" MNA3MA", CucTemMa KoHTelHep/3akynoptoBanbHUiA 3aci6. 3miHa
no 1 pnakoHy y YkpaiHa pO3Mipy yNakoBKM rOTOBOrO NikapcbKoro 3acoby
navuj 3 KapToHy (BupobHuuTBO, (BUMYYEHHS yNakoBK1 NEBHOTO pO3Mipy)

nepBuHHE Ta

BunyyeHHsi ynakoskv no 25 mn anst 13 6IOBEH
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
BTOPUHHE MOHO®, po3uuH ans iHdy3i 5%, y 3B’A3Ky 3 1ioro
nakyBaHHs, €KOHOMIYHOI HeaoUinbHICTI0. Po3Mipu ynakoBku, ki
KOHTPOMb AKOCTI, 3anMwnnnch, BignoBigalTe pekoMeHaauisam Wwoao
BWNYCK Cepilt) [03yBaHHA Ta TPMBArocCTi NikyBaHHA BiANOBIAHO 4O
3aTBEPAKEHNX KOPOTKOI XapaKTepucTUkn Ta
iHCTPYKLUii Ana MeguyHoro 3actocyBaHHs J13.
BunyyeHHs ynakoBku no 25 mn He obymoBneHe
HenepeabayeHMn o6cTaBMHaMK y BUPOGHUYOMY
npoveci. 3MiHM BHeCeHi B po3gin "YnakoBka" B
iHCTPYKUil0 ONst MEAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ta KOPOTKY XapaKTepUCTUKY
nikapcbKoro 3acoby y 3B’s13Ky 3 BUITyYEHHSIM
NeBHOro po3mipy ynakoBku (Mo 25 mn), sk Hacnigok -
BUITYYEHHS TEKCTY MapKyBaHHS BiAMOBIAHOT
yNaKoBKU.
23. | BlconprPonon TabneTkn, BKpUTI Canpos CnoBeHis Nlek C.A., Monblwa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a UA/4401/01/01
CAHOO3® NMiBKOBOO dPapmacbioTika Monbwa | Tuny - 3miHn 3 skocTi. CepTudikat peuernmom
060noHKoto, Mo 5 Mmr; n3 a.a. (anbTepHaTUBHU BignosigHocTi/ME-cepTudikaT BigNoBigHOCTI
no 10 TabneTtok y 1 BUPOOHMUK: €Bponeiickkin hapmakonei/MoHorpadii. MogaHHs
6nictepi; no 3 BMPOGHMLITBO 32 HoBoro abo oHoBreHoro cepTudikaTa BiANOBIAHOCTI
Gnictepu B NOBHMM LIMKITOM; abo BuNy4eHHs ceptudpikata BignoBigHOCTI
KapTOHHiIN kopooLyj; NepBUHHE i €Bponecbkin dapmakonei: gna APl; ans BuxigHoro
no 15 rabnetoky BTOPUHHE marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
6nicTepi; no 2 abo nakyBaHHS, BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
no 4, abo no 6 BUMYyCK cepii); [OMOMIDKHOI peyqoBUHM (cepTudikaT BiANOBIAHOCTI
GnictepiB y Cantotac €Bponevicbkin apmakonei) - OHoOBNeHW
KapTOHHiI kopobui dapma 'm6X, cepTudikaT Bif yxe 3aTBepaKeHOro BUpobHUKa -
HimeuuunHa noJaHHsi OHOBMNEHOTO cepTudikaTa BigNOBIAHOCTI
(BpPOBHMLTBO €sponericbkin hapmakonei Ne CEP 2008-022 - Rev
3a NOBHUM 04 (3aTBepakeHo: R1-CEP 2008-022 - Rev 02) ansi
LIMKIIOM) A®I Biconponony dymapary Arevipharma GmbH,
Germany
24. | Blconponon TabneTku, BKPUTI Canpos CnoBeHis Nlek C.A., Monbla BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn 3a UA/4401/01/02
CAHOO3® NniBKOBOO dapmachbtoTika MonbLwa | Tuny - 3miHn 3 sikocTi. CepTudikat peuenmom
obornoHkoto, no 10 n3 a.a. (anbTepHaTVBHU BignoBigHocTi/'E-cepTudikaTt BiANOBIAHOCTI
mr; no 10 TabneTok 1 BUPOBHUK: €Bponevicbkinn apmakonei/moHorpadii. NMoaaHHs
y 6nicTepi; no 3 BMPOGHMLTBO 32 HoBoro abo oHOBMeHOro cepTudikaTa BiANOBIAHOCTI
onictepu B MOBHUM LIVKIOM; abo Buny4veHHs ceptudpikata BignoBigHOCTI
KapTOHHiIl kopobuyj; NepBUHHE i €Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
no 15 tabnetok y BTOPUHHE maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
6nicTepi; o 2 abo nakyBaHHS, BVIKOPVCTOBYIOTbCS Y BUpobHuUTBi A®l; ans
no 4, abo no 6 BUNYCK cepii); [OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
GnicTtepiB y CantoTtac €Bponevicbkint papmakonei) - OHOBMNEHWN
KapTOHHiI kopooLi dapma 'M6X, cepTudikar Bif yke 3aTBepKEHOr0 BUPOOHMKa -
HimeuuunHa noJaHHsi OHOBMNEHOro cepTudikaTa BigNOBIAHOCTI
(BPOGHMLTBO €Bponelicbkint hapmakonei Ne CEP 2008-022 - Rev
3a NOBHUM 04 (3atBepakeHo: R1-CEP 2008-022 - Rev 02) ans
LIUKIIOM) A®I Biconponony dymapaty Arevipharma GmbH,
Germany
25. | BYCTPUKC cycneHsis ans nakcoCmiTKn Benuka ®opmyBaHHS, PpaHuis/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn 3a UA/14955/01/01
KOMBIHOBAH iH'ekuin, 0,5 sAnH Ekcnopt BpuTaHis HaMoOBHEHHS B Benbris/ Il Tuny - 3miHun 3 sikocTi. ADI. KoHTponb ADI. 3miHa y peuenmom
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
A BAKUMHA mMn/go3y; no 1 gosiy Nimiten nonepegHeo Himeyuunna MeTodax BunpobyeaHHsa APl abo BuxigHoro
ansa nonepegHLo HanoBHEHiI marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
NMPO®IIAKTUK | HanoBHeHOMY wnpuui, BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuuTea AdI
1 OUDTEPII, wnpuui; no 1 MapKyBaHHS Ta (cyTTeBa 3miHa y
NMPABLIA, nonepegHLo naKyBaHHs, 6ionoriyHoMy/iMyHonoriYHOMy/iMyHOXiMiYHOMY
KALUJTIOKY HanoBHEHOMY KOHTPOSb SIKOCTI: MeToAi BunpobyBaHHs abo MeTogi, y SKkoMmy
(ALENONAPH LINpULY Y KOMMNIEKTI "nakcoCwmiTKns BUKOPMCTOBYETLCS BioNOriYyHMI peareHT Ans
717} 3 IBOMa rofnikamu B H GionoriyHoro A®l, abo ioro 3amiHa). 3amiHa
KOMMOHEHT) nnacTUKOBOMY Bionogxikans, pedepeHTHOro ctaHgapTy inameHTHOro
(AOCOPBOBA KOHTelHepi; no 1 dpaHuis; remarntoTuHiHy (FHA) 3 cepii SWNO590A07
HA, 3I KOHTEVHepy y HanoBHeHHs B (oTpumaHy 3 KOMepLiHOI cepii MPOMiIXHOro
3MEHLUEHUM KapTOHHiIN kopoOLi nonepegHbo npoaykty FHA AFHADAAOQ35) Ha HoBy cepito
BMICTOM HanoBHEeHi SWNO0590A09 (oTpumaHy 3 komepLjiHOi cepii
AHTUIEHIB) wnpuui, npomixHoro npoaykty FHA AFHUDFA406). Takox,
MapKyBaHHA Ta BHECEHHS pefakuinHmx 3MiH Ao Moayns 3.2.S.5.
nakyBaHHs,
KOHTPOMb SKOCTI:
"makcoCwmiTKns
nH bionoaxikana
C.A,, benbris;
HanoBHeHHs B
nonepeaHL0
HarMoBHEHi
wnpuui:
CwmiTKnsnH
Bivem ®apma
'm6X yHa Ko.
KI, HimeudunHa;
KoHTponb
SIKOCTI, BUNYCK
cepil:
"nakcoCwmiTKns
nH Bionoaxikana
C.A., benbris
26. | BAIIEPIAHU HacTomnka ons TOB "[OKT1 YkpaiHa TOB "[OKI YkpaiHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHn bes nidnsieae UA/3505/01/01
HACTOWMKA nepoparbHOro "®PapmaLeBTn "®apmaueBTUYH | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuit 3acib. peuenma
3aCTOCyBaHHsi; Mo YHa ¢abpmka" a chabpuka" CucTemMa KoHTelnHep/3akynoptoBanbHUiA 3aci6. 3miHa

25 mn abo no 50 mn
y hnakoHax,
3aKyrnopeHnx
npobkamu Ta
KpyLLKaMK;

no 25 mMn y onakoHi,
3aKyrnopeHomy
npobkoto Ta
KpuLLIKOtO; Mo 1
dnakoHy B nayi; no
50 mn y cnakoHi,
3aKyrnopeHomy
npobkoto-
KpanenbHuLetlo Ta

PO3Mipy YMakoBKM rOTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHW) - BBEAEHHS [OAATKOBOI YNaKoBKY -
dnakoH 50 mn:
3aTBepoxeHo:

YTMAKOBKA Mo 25 mn y chnakoHu, 3aKyrnopeHi
npobkamu Ta KpyLLkamun. PrakoHn pa3om i3
BiZNOBIQHOK KINBKICTIO IHCTPYKLiM AN MEOUYHOrO
3acTOCyBaHHS YNaKoBYOTLCS Y rpynoBy Tapy. Mo 25
MI y cbnakoHu, 3aKyrnopeHi Npobkamu Ta KpuLIKaMu.
KoxeH dprnakoH pa3om 3 iHCTpyKLUi€E Ans MeauyHoro
3acToCyBaHHA BKNagaeTbes B nayky. Mo 50 mny
cbnakoHu, 3akynopeHi npobkamu-kpanensHULAMU Ta
KpULLKaMW, L0 HarBUHYYyloTbCS. KoxeH dpriakoH
pa3oMm 3 IHCTPYKLi€o Ans MEAUYHOro 3aCTOCYBaHHS
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KPULLKOIO, LLO BKIafaeTbCsi B NayKy
HarBMHYyIOTbCS; NO 3anponoHoBaHo:
1 donakoHy B nayui YTAKOBKA Mo 25 mn a6o no 50 mn y donakoHwu,
3aKyrnopeHi npobkamu Ta Kpuwkamm. PriakoHu
pa3oMm i3 BiAMOBIAHO KiNbKICTIO IHCTPYKUiN Ans
MELMYHOro 3aCTOCYBaHHS YMaKoBYIOTLCS Y rPYNoBy
Tapy. Mo 25 mn y bnakoHu, 3akynopeHi npobkamm
Ta KpuwKamn. KoxeH prnakoH pa3om 3 iHCTPYyKLiEO
ONst MEAUYHOrO 3aCTOCYBaHHS BKNAAaeTbCs B NayKy.
Mo 50 mn y donakoHu, 3akynopeHi npobkamu-
KpanenbHULAMM Ta KPULLKaMW, LLLIO HarBUHYYOTHCS.
KoxxeH ¢hnakoH pasoM 3 iHCTPYKUiE ANg MeANYHOro
3aCTOCYBaHHs BKNagaeTbCsl B Nayky . 3MiHu
BHECEHO B po34in "YnakoBka" B iHCTPyKLUito Ans
MeAMYHOro 3aCTOCYBaHHsI NikapCbKoro 3acoby y
3B"A3Ky 3 BBEAEHHSIM AOAATKOBOI YNAKOBKM, SK
HacnigoK - 3aTBEPKEHHS TEKCTY MapKyBaHHSA
[04aTKOBOI YNakoBKM fikapcbkoro 3acoby.
BBegeHHst 3MiH NpoTarom 6-tn micauis nicna
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta hbapmakoHarnsgy (iHwi
3MiHK)
3miHu BHeceHo y n. 17. IHLLE TekcTy mapkyBaHHS
yrnaKoBKW nikapcbkoro 3acoby. BeeaeHHst 3amiH
npoTsarom 6-Tn MicsaLiB Nicnsa 3aTBepAXeHHs
27. | BENNAKCUH® Kancynm 3AT YropuuHa 3AT YropwuHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHn 3a UA/3580/02/02
NPOSIOHroBaHoi Aii dapmaueBTuy dapmaueBTUYHN | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib. peuenmom
no 75 mr; no 10 HW 3aBog 1 3aBog ETC KoHTponb AonomixxHux pevoBuH. 3MiHa napameTpis
kancyn y 6nicrepi; EriC cneundikauii Ta/abo JonycTMMUX MexX Ansi
no 3 6nictepu B [OOMOMDKXHOT peYOBUHM (iHLLi 3MiHW) - BHECEHHS 3MiH
KapTOHHiI kopobuyj; 0o cneundikaii LONOMiIXKHOT pevyoBMHM 3ani3a oKcuA,
no 14 kancyny XOBTUI - 3MiHu | TUNy - 3MiHK 3 akocTi. FoToBUIA
GnicTepi; no 2 nikapcbkuii 3aci6. KOHTponb JOMOMiIXKHUX PEYOBUH.
Gnictepu B 3miHa napameTpiB cneuudikauin Ta/abo
KapTOHHIN kopooLi [OMyCTUMUX MEX A1 AOMOMKHOT peYOBUHN
(monoBHeHHs cneumdikaLii HOBUM NOKa3HWUKOM 3
BiANOBIgHWM MeTo4OM BUNPOOYBaHHS) -
[OMOBHEHHS creundikaLii LONOMKHOI pe4oBUHN
3anisa okcua >XOBTUIM nokasHukoMm «Particle size
(under 50 pym)» 3 HopmyBaHHaAM «NLT 99.0 %»
28. | BENNTAKCUH® Kancynm 3AT YropuHa 3AT YropwuHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn 3a UA/3580/02/03
NPOSIOHroBaHoiI Aii dapmaneBTuy dapmaueBTU4HN | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib. peuenmom
no 150 mr; no 10 HWUIA 3aBog 1 3aBog ETIC KoHTponb AonomixxHUx pevoBuH. 3MiHa napameTpis
kancyn y 6nicrepi; ErIC cneumdikauin Ta/abo gonycTummnx mex ans

no 3 Gnictepu B
KapTOHHiIl kopobuyj;
no 14 kancyny
6nicTepi; no 2
Gnictepu B
KapTOHHiIl kopobuyi

[OOMOMDKXHOT peYOBUHM (iHLLi 3MiHW) - BHECEHHS 3MiH
0o cneundikaLii LONOMiIXKHOT pevoBMHM 3ani3a oKcua,
XOBTUM - 3MiHn | Tuny - 3miHn 3 skocTi. oToBMNI
nikapcbkuii 3aci6. KOHTponb JOMOMiIXXHUX PEYOBUH.
3miHa napameTpiB cneuudikauin Ta/abo
[OMYyCTUMUX MEX A11S1 AOMOMIKHOT peYOBUHN
(monoBHeHHs cneumdikaLii HOBUM NOKa3HWUKOM 3
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BiAMNOBIgHMM MeTOAOM BUNPOOYBaHHS) -
AOMOBHEHHS cneumdikalii AONOMKHOI pevoBUHM
3anisa okcug >XOBTUIM nokasHukoMm «Particle size
(under 50 um)» 3 HopmyBaHHsIM «NLT 99.0 %»
29. | BENTAKCUH® Kancynm 3AT YropwuHa 3AT YropwuHa BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3MiHn 3a UA/3580/02/01
NPOSIOHroBaHoiI Aii dapmaneBTuy dapmaueBTUYHU | TMny - 3MiHK 3 skocTi. F0TOBMIA NikapcbKuii 3aciO. peuenmom
no 37,5 mr; no 10 HWI 3aBOA, n 3asog ET1C KoHTponb AonomikHMX pevoBuH. 3MiHa napameTpis
Kancyn y 6nictepi; Eric cneuudikauin Ta/abo gonycTummnx Mex ans
no 3 Gnictepu B [OMOMIDKHOI peYOBUHM (iHLLi 3MiHW) - BHECEHHS 3MiH
KapTOHHiIN kopobLyj; 0o cneundikaLii LONOMiIXKHOT pe4oBMHM 3ani3a oKcuz,
no 14 kancyny XOBTUM - 3MiHu | TUNYy - 3MiHK 3 akocTi. FoToBUIA
6nictepi; no 2 nikapcbkuii 3aci6. KOHTpornb AONOMIKHUX PeYOBUH.
Gnictepu B 3miHa napameTpiB cneundikadi Ta/abo
KapTOHHiIN kopobui A0NyCTUMMUX MEX AN JONOMDKHOI pEYOBUHN
(BonoBHEHHs cneumdikaLii HOBUM NOKa3HMKOM 3
BiANOBIgHMM MeTOAOM BUNPOOYBaHHS) -
AOMOBHEHHS crneumdikalii AOMOMKHOI pe4oBUHM
3anisa okcug >XOBTUIN nokasHukoMm «Particle size
(under 50 um)» 3 HopmyBaHHsIM «NLT 99.0 %»
30. | TEMNIBPA® PO34uH ANs iH eKuin TOB «Pouw YkpaiHa BMPOBHMLTBO Anonis/ BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHn 3a He UA/16914/01/01
no 30 mr/1 mn; no 1 YkpaiHa» Hepo3adacoBaHo | Pecny6nika | TMny - AgMiHiCTpaTUBHI 3MiHW. (iHWi 3MiHK). 3MiHa peuenmom | nidnseae
mn (30 wmr); no 0,4 T npoaykKuii, Kopes/ Ha3Bu npoueaypu BUNpobyBaHHS 3 «raMma —
mn (12 mr) y nepBuHHe LLisenuapis BMMNPOMIiHIOBaribHa cTepunisauis» Ao 6inbL
dnakoHi, no 1 nakyBaHHs, 3aranbHOI Ha3BM «iOHI3yto4a enekTpoMarHiTHa
hbnakoHy B BUNpobyBaHHs BMMPOMIiHIOBaribHa cTepunidauis» Ans obnagHaHHA
KapTOHHiIN kopobui KOHTpOIo 0OfHOpPa30BuX TexHonorik. PegakuiviHi npaBku.
AKOCTI: BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
Yyran ®apma 3aTBepAKEHHS. 3MiHuM | TMny - 3MiHKM 3 AKOCTI.
MaHydekTypuHr [oToBMI nikapcbkuin 3aci6. 3MiHWM y BUPOOHULITBI.

Ko, Jlta, AnoHis;

CamcyHr
BioJlogxuke Ko,
N1, Pecny6nika

Kopes;

BUNpOBYBaHHsI
KOHTPOMo
AKOCTI:
Yyran d®apma
MaHydekTypuHr
Ko, Jlta, AnoHis;

BUNpoByBaHHs
KOHTPOTIO
AKOCTI,
BTOPWHHE
nakyBaHHs,
BUNYCK cepii:
&.XodhdpmaHH-
J1a Pow J114,

3miHa po3Mipy cepii (BkMoyakum giana3oH po3Mipy
cepii) rotoBoro nikapcekoro 3acoby (Macwrab ans
nikapcbkoro 3acoby 6ionoriyHoro/iMmyHonoriYHoro
NOXOMKEHHS 30iNbLUMBCA/3MEHLLMBCS 6e3 3MiHK
BMPOGHMYOro npouecy (Hanpuknag AybntoBaHHs
niHii)). 36inbLweHHNA Aiana3oHy po3mipy cepil
roTOBOro MikapcbKoro 3aciby, BUroTOBNEHOro Ha
ainbHuui CamcyHr BioJlogxuke Ko, J1ta, 399 CoHrgo
biogaepo, €oHcy-ry, IH4eoH, Pecnybnika Kopesi, 3 7-
20 n po 6-50 n anst po3yeaHHst 30 mr/mn Ta 3 6-20 n
0o 6-50 n ana gosysaHHsa 150 mr/mn. Hemae
XKOAHUX 3MiH Y npoueci BupobHuuTBa. BBEAeHHS
3MiH NPOTArom 6-Tu MicsILiB NiCNsi 3aTBEPOXKEHHS.
3MmiHu | TUNYy - 3miHK 3 sKkocTi. FoTOBMIA Nikapcbkui
3aci6. 3MiHn y BUpOGHMLTBI. 3MiHW Y NpoLieci
BMPOGHMLTBA roTOBOrO fikapcbkoro 3acoby,
BKITHOMAI0YM MPOMDKHUI NPOAYKT, WO
3aCTOCOBYETLCS MPY BUPOOHULTBI rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3miHa y npoueci
BUPOGHMUTBA). 30iNbLUEHHS LWBMOKOCTI HAMOBHEHHSI
Big 100 -150 dnakoHiB /xB o 150-200 dnakoHis /xB
anst nosyeaxHsi (30 mr, 60 mr, 105 mri 150 mr), a
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LLsenyapis TaKoX 36iNbLUEHHs1 Yacy HaNnoBHEHHSI (hNaKkoHiB 3 16

roaviH o 24 rogvH Ans BCix Ao3yBaHb. BBegeHHs
3MiH NPOTArom 6-T MicsILiB Micnsi 3aTBEPOKEHHS.
3MiHn | TMNy - 3MiHK 3 siKOCTi. [OTOBUIA NikapCbkni
3aci6. CtabinbHicTb. 3MiHa y TepMiHax nNpmMaaTHOCTI
abo ymoBax 36epiraHHs roTOBOrO fikapCbKoro
3acoby (3miHa y 3aTBepXeHOMY NPOTOKO
cTabinbHocTi). 3MiHM Ao 3aTBepaxeHoro MpoTokony
nicnapeecTpauiiHoro BUBYEHHs CTabinbHOCTI Ta
3a00B'A3aHHSA WoA0 CTabinNbHOCTI, BKIHOYEHHS 403U
300 mr/2,0 Mn 4O WopiYHOro NpoTOKOy
nicnapeecTpauinHoro BUBYEHHS cTabinbHOCTI 4ns
150 mr/mn (MeTog GpeKkeTUHry) Ta BKIMOYEHHS HOBOI
no3u 12 mr/0,4 mn o LWOpiYHOro NpoTOKONy
nicnapeecTpauinHoro BUBYEHHS cTabinbHOCTI 4ns
no3yeanHs 300 mr/mn (MeTog GpekeTuHry).
BBeneHHs 3MiH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepMKeHHs. 3MiHN | Tuny - 3MiHM 3 SKOCTI.
["oToBMI Nikapcbkuit 3aci6. 3MiHM y BUPOBHULITBI.
3MiHK y npoueci BUpOOHMLITBa FOTOBOTO NiKapCbKOro
3acoly, BKMYa4M NPOMKHUIA NPOAYKT, LU0
3aCTOCOBYETLCS NPV BUPOOHULITBI rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3miHa y npoueci
BnpobHuuTea) (b.11.6.3. ). 36inbLUeHHs LWBUAKOCTI
3MiwyBaHHsa ans o6'emy 6-20 n 3 30-40 06/xB 8o
300-400 o6/xB i pns ob'emis > 20 n go 50 n 3 30-40
06/xB go 900-1000 o6/xB. BBeaeHHst 3mMiH npoTsrom
6-Tn MicsLiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny -
3MmiHu 3 gKkocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHM y Npoueci BUpobHULTBa
roTOBOro NikapcbKoro 3acoby, BkIo4aoum
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCS MNP
BMPOGHMLTBI FOTOBOrO NiKapCcbKoro 3acoby
(He3HayHa 3MmiHa y npoueci BupobHuuTBa). 3amiHa
milLka ans amiwysaHHs Pall (25 i) Ta miwka ans
36upanHs Pall (20 n) Ha MilWOK ANS 3MillyBaHHS
Merck Mobius (50 n) Ta miwok ans 36upanHsa Merck
(50 n). BBegeHHs 3MiH NpOTArom 6-Tu MicsLiB micnst
3aTBEepAKEHHS. 3MiHN | TUny - 3MiHM 3 SKOCTI.
[oToBMI Nikapcbkuit 3aci6. 3MiHKM Yy BUPOBHULITBI.
3MiHu y npoLieci BUPOGHMLITBA rOTOBOTO NiKapCbKOro
3aco0y, BKIKOYa4M NPOMDKHUIA NPOAYKT, LU0
3aCTOCOBYETLCS NPV BUPOBHULITBI rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y NpoLeci
BUPOOHMLTBA). 3amiHa CUMikoOHOBMX TPYOOK, Lo
BMKOPUCTOBYIOTbCS B PinbTpoBansHoMy 6o,
36ipui ceHcopiB, Ha Bxogi i Buxoai 6ydepHoro milka
Ta 3'€[|HaHHI ronky HamoBHIOBarnbHOro 6roky Ha
Tpybku 3 HecunikoHoBoro Matepiany (c-Flex).
BBeneHHs 3MiH npoTArom 6-Tu MicsuiB nicnsi
3aTBepAKeHHs. 3MiHu | Tuny - 3MiHM 3 SKOCTI.
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["oToBMI Nikapcbkuit 3aci6. 3MiHM y BUPOBHULITBI.
3MiHM y npoueci BUpoOHMLITBA rOTOBOTO MiKapCbKOro
3aco0y, BKMYa4M NPOMIKHUIA NPOAYKT, L0
3aCTOCOBYETLCS NPV BUPOOHULITBI rOTOBOrO
nikapcbkoro 3acoby (iHwi 3aMiHu). BBegeHHs
anbTepHaTUBHOIO MPOLECY HAaNOBHEHHS, @ came
HaMoOBHEHHS KiNbKOX J03YBaHb 3a KamMnaHinHUM
pexxumom (Multi - strength filling MSF), wo gossonse
HamNoOBHIOBATU Kiflbka OKpeMuX naprin,
BifPi3HAOYMCH NMLLE 06'eMOM HaNOBHEHHS Ha CalTi
BUIOTOBIIEHHS NMikapcbkoro 3acoby Samsung.
BBegeHHst 3MiH NpoTarom 6-tn micauis nicns
3aTBEPKEHHS.
3MmiHu | TUNy - 3MiHK 3 gKocTi. [oToBMI NiKapCbkui
3aci6. KoHTporsib roToBOro fikapcbkoro 3acofy.
3miHa y MeTogax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (iHWwi 3amMiHn y meTtoaax
BUNpobyBaHb (BKNOYayy 3amiHy abo
[OOMNOBHEHHS)). [logaBaHHs anbTepHaTUBHOIO
MeToay KOHTpOMto, a came Y® KyTOBOi crieKTpockonii
ansa n. «Bmict 6inkay. Penakuiiie oHOBREHHS Wwoao
HyMepaLii Tabnuub B pamkax MEeTOAiB KOHTPOS0
SKOCTi NSl NOKa3HUKa « aKTUBHICTbY, LLO
06yMOBneHo BBeEHHSI 00ATKOBOrO METOAY
KOHTPOJIO ANs NokasHuka «BmicT Ginky», Wwo
CNPUYUHUIIO 3MiHM HyMepalLii Tabnuub No BCboMy
[OKYMEHTY, a TakoX NePEHECEHHS 3HOCKM 3i
cneuudikauii M3 B MeToan KOHTpOIO SKOCTi Ans
nokasHuka «Bugumi yactkm». BBeaeHHs 3MiH
npoTarom 6-Tu micsiB nicnsi 3aTBepaXKeHHs. 3MiHu |
Tuny - 3MiHK 3 sikocTi. [0TOBMI Nikapcbkuit 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummnx mex
roToBOro nikapcbkoro 3acoby (iHwWi 3MiHK). 3amiHa
nokasHuka cneuudikadii rotosoro npoaykty «O6'em,
Lo BUTAraeTbesi» Ha «OB'eM y KOHTEMHEPI», TAKOX
rapMoHi3auii cneumaikaLii roToBoro fikapcbkoro
3acoby B YkpaiHi 3i cneuudikauieto B €C
(apantoBaHo fo cuctemun S . LIMS), a came
3BY>KEHHS KpUTEPITB MPUAHATHOCTI 3@ NOKa3HUKamu
«3abapeneHHs», «pH», «4ucToTa meTogom
KaninapHoro enekTpodopesy 3 HaTpito
popeumnncynbgatom y He BiAHOBMOBaNbHUX
ymMoBax» Ta «41McToTa MeTo40M KaTioHOOOMIHHOT
BEPX». BBegeHHs1 3mMiH npoTsrom 6-tu micsauis
nicns 3aTBepaKeHHs. 3MiHu | TUny - 3MiHKM 3 sIKOCTi.
A®I. KoHTponb A®I. 3miHa y meTogax
BuNpobyBaHHa APl abo BuxigHOro
mMaTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCS y NMpoueci BUpobHuuTea Ad|
(iHwWi 3MiHM y MeTofax BUNpobyBaHHs (BKIOYaKum
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3aMiHy abo gonoBHeHHs) APl abo

BVXiAHOro/NpoMPKHOrO NpoaykTy). [logaBaHHsS
anbTepHaTUBHOro MeToay koHTponto AdI, a came
Y® kyToBOi cnekTpockonii Ans n. «Bmict Ginkay, a
TakoX rapmoHisauis cneumdikauii APl B YkpaiHi 3i
cneumndikauieto B €C (agantoBaHo 40 cuctemm S.
LIMS), a came 3BY)XEHHs1 KpUTEPIiB NPUAHSATHOCTI 3@
nokasHukamu «3abapereHHsi», «pH», «4uctoTa
METOOO0M KaningapHoro enekTpodopesy 3 HaTpito
nopeumncynbegaTtom y HeBIOHOBMIOBANbHUX
ymoBax» Ta «4ucTora METOAOM KaTiOHOOBMIHHOT
BEPX», Bu3Ha4eHHs «lNonokcamepy 188».
BBegeHHst 3MiH NpoTarom 6-tn micauis nicna
3aTBepAKEHHS. 3MiHuM | Tuny - 3MiHM 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNPobyBaHHS rOTOBOrO NikKapCbKOro 3acoby (iHLwi
3MiHM Yy MeTofdax BUNpobyBaHb (BKNOYaUM 3aMiHy
abo gonoBHeHHS)). [lonaBaHHs anbTepHaTUBHOMO
MeTOAY KOHTPOrO (MEeTO4 CTEePUIbHOCTI 3a
pornomoroto cuctemu (Celsis) rotoBoro npoaykTy 3a
nokasHMkoM «CTepunbHicTb». BBeaeHHs 3MiH
npoTarom 6-Tu micsuiB nicns 3atBepaXeHHs. 3MiHu |
TNy - AOMiHICTpaTuBHI 3MiHW. BunydeHHsa
BUPOBHMYOT OinNbHUL (BKMHOYaoun AinbHUL 4ns
A®I, npomixHOro NpoaykTy abo rotoBoro
nikapcbkoro 3acoby, AinbHULI Ans NpoBeAeHHs
nakyBaHHs1, BUpOOHYKa, BiAnoBiaansHOro 3a BUnycK
cepin, micLie NpoBeAeHHSA KOHTPOro cepii) abo
nocTayanbHvKa BMXiQHOrO maTepiany, peareHTy abo
[OOMNOMIXKHOT pe4OBUHU (SIKLLO 3a3HAYEHO Y [OChE).
BunyyeHHs 3 maTepianis peecTpauiiHOro 4oCbe
anbTepHaTUBHOI AiNbHULI ANS KOHTPOMO AKOCTI -
Pow fiarHoctukc MM6X. BBeaeHHst amiH npoTtsirom 6-
TV MICAILIB NiCcNs 3aTBEPOKEHHS.
3miHn | TMny - AgMiHICTpaTuBHI 3MiHW. BunyveHHs
BMPOGHMYOI AinbHULI (BKMHOYaYM AinbHULUI Ans
A®I, npomixHOro NpoaykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHULi ANA NPoBeAEHHS
nakyBaHHs1, BUpOOHYKa, BiAnosiaansHOro 3a BUnycKk
cepil, MicLe NpoBeAeHHs KOHTPOIO cepii) abo
nocTayarnbHvKa BMXIQHOTO MaTepiany, peareHTy abo
[OMNOMIXKHOT pe4OBUHU (SIKLLO 3a3HAYEHO Y JOCHE).
BunyyeHHs 3 maTepianiB peecTpauiiHOro 4oCbe
anbTepHaTUBHOI OiNbHULI A1 KOHTPOIKO SKOCTi —
Pow ®apma Al', Eminb-bapene-LUTtpacce 1,
'peHuax-BioneH, bageH-Broptembepr, 79639,
HimeyunHa. BBegeHHs 3MiH NpoTsirom 6-Tu micauis
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3miHu Wwoao
6e3nekn/edekTMBHOCTI Ta bapmakoHarnagy (iHwi

3MiHM). 3MiHM BHECEHO A0 IHCTPYKLUii AN MeAUYHOro
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3aCTOCyBaHHSA Nikapcbkoro 3acoby 4o po3ainis
"®apmakonorivHi BnactmsocTi", "OcobnueocTi
3acTtocyBaHHs", "lMobivHi peakuii”. BBegeHHs 3MiH
NpoTArom 6-T MicsLiB Nicnst 3aTBepPAKEHHS. 3MiHM
Il Tvny - 3miHu 3 sikocTi. FoTOBUIA Nikapcbkuin 3aci6.
Cuctema koHTelHep/3akynoptoBanbHuii 3acib. 3miHa
PO3Mipy yNakoBKM rOTOBOrO NikapcbKoro 3acoby
(3miHa macu/o6'emy BMICTy KOHTelHepa
6araTogo30BOro CTEPUIbHONO NiKapcbKoro 3acoby
(abo oaHO#030BOrO, YaCTKOBOrO BUKOPUCTaHHS) Ta
6araTo030BOro fikapcbkoro 3acoby
6ionoriYyHoro/iMyHONOr4YHOro NOXOOXKEHHS A4S
napeHTepanbHOro 3acToCyBaHHs) - ANs O3yBaHHSA
no 30 mr/1 mn, JogaBaHHSA HOBOTO 06'emy
HanoBHEeHHs dorakoHiB no 12 mr/0,4 mn;
3arteepgkeHo: no 1 mn (30 mr) y donakoHi, no 1
hnakoHy B KApTOHHIN KOpobLi 3 MapKyBaHHAM
yKpaiHcbkol MoBot. PegakuinHi npaekun go EU
3.2.P.2.2 DP (30 mgl/vial). 3anponoHoBaHo: no 1 mn
(30 mr); mo 0,4 mn (12 mr) y donakoHi, no 1 nakoHy
B KaPTOHHI KOpobLi 3 MapKkyBaHHSIM YKPaiHCbKO
MoBot0. PepgakuinHi npasku go EU 3.2.P.2.2 DP (30
mg/vial). 3MiHM BHECEHO A0 IHCTPYKLUIii Ans
MeAMYHOrO 3aCTOCYBaHHsI NikapCcbKoro 3acoby Ao
po3ginie "Cknag", "Ynakoeka" 3 BignosigH1Mm
3MiHaMK 4O TEKCTY MapKyBaHHS yNaKOBKU
nikapcbkoro 3acoby (4ogaBaHHsi HOBOro 06'emy
HanoBHEeHHS rakoHiB). BBegeHHst 3amMiH npoTsrom 6-
TV MICALIB Nicns 3aTBEPKEHHS.

31.

FEMJIIBPA®

PO34MH ANS iH eKuin
no 150 mr/1 mn; no
0,4 mn (60 wmr); no
0,7 mn (105 wmr); no
1 mn (150 mr) y
dnakoHi; no 1
dnakoHy B
KapTOHHiI kopobui

TOB «Pou
YkpaiHa»

YkpaiHa

BUPOGHULTBO
Hepo3sdacoBaHo
i npoaykuii,
nepBuHHE
nakyBaHHs,
BUNpobyBaHHs
KOHTPOTIO
SIKOCTI:
Yyran ®apma
MaHydekTypuHr
Ko, Jlta, AnoHis;

CamcyHr
BioJlogxuke Ko,
JItn, Pecny6nika

Kopes;

BUNpobyBaHHs
KOHTPOTIO
AKOCTI:
Yyran dapma
MaHydeKkTypuHr

AnoHis/
Pecny6bnika
Kopes/
LLisenuapis

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn
| Tuny - AgmiHicTpaTVBHI 3MiHW. (iHWi 3MiHK). 3MiHa
Has3Bu npoueaypy BUNpobyBaHHS 3 «raMma —
BMMNpPOMiHIOBarbHa cTepunisauis» Ao 6inbLu
3aranbHOI Ha3BM «iOHi3ylo4a enekTpomarHiTHa
BUNPOMIiHIOBarnbHa cTepunisadisi» aAns obnagHaHHA
OfHOpa30BUX TexHonorin. PegakuinHi npaBku.
BBegeHHs 3MiH NnpoTArom 6-Tu MicauiB nicns
3aTBEepAKEHHS. 3MiHN | TUny - 3MiHM 3 AKOCTI.
[oToBMI Nikapcbkuit 3aci6. 3MiHKM Yy BUPOBHULITBI.
3miHa po3Mipy cepii (BkMovakum gianasoH po3mipy
cepii) rotoBoro nikapcekoro 3acoby (Macwrab ans
nikapcbkoro 3acoby 6ionori4Horo/iMmyHonoriYHoro
NOXOMKEHHS 30iNbLUMBCA/3MEHLLMBCA 63 3MiHM
BUpPOBHMYOro npovecy (Hanpuknag gyonioBaHHsA
niwii)). 36inbLeHHs Aiana3oHy po3mipy cepii
roTOBOro MikapcbKoro 3aciby, BUroTOBNEHOro Ha
ainbHuui CamcyHr Biollogxkmke Ko, ta, 399 CoHrgo
6iogaepo, EoHcy-ry, IH4eoH, Pecnybnika Kopes, 3 7-
20 n go 6-50 n anst po3yBaHHst 30 mr/mn Ta 3 6-20 n
0o 6-50 n gnsa gosyeanHsa 150 mr/mn. Hemae
KOOHMX 3MiH Yy npoueci BUpobHuLTBa. BBEeaeHHs

3a
peuenmom

He
nidnsieae

UA/16914/01/02
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Ko, Jltg, AnoHis;

BUNpobyBaHHS
KOHTPOMo
SAKOCTI,
BTOPUHHE
nakyBaHHs,
BUMNYCK cepil:
. XodhhmaHH-
J1a Pow J114,
LLiBeviuapis

3MiH NPOTArom 6-T MicsILiB Micnsi 3aTBEPOKEHHS.
3MiHu | TUNYy - 3MiHK 3 aKocTi. FoToBMI NiKapCbKui
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM Y NpoLeci
BMPOGHMLTBA roTOBOrO flikapcbkoro 3acoby,
BKI0HAI04MN NPOMIDKHUIA NPOAYKT, WO
3aCTOCOBYETLCS NPV BUPOOHULITBI rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOOHMLUTBA). 36inblUEHHS LWBUAKOCTI HANOBHEHHS
Big 100 -150 conakoHiB /xB o 150-200 dnakoHis /xB
ans gosysanHs (30 mr, 60 mr, 105 mri 150 mr), a
TakoX 36iNbLUEHHs1 Yacy HanoBHEHHs1 onakoHiB 3 16
roauH Ao 24 roguH ans Beix o3yBaHb. BBegeHHs
3MiH NPOTArOM 6-TU MiCAILIB NICNs 3aTBEPIPKEHHS.
3MmiHu | TUNy - 3MiHK 3 gKocTi. [oToBMI NiKapCbkui
3aci6. CtabinbHicTb. 3MiHa y TepmiHax npuaaTHoCTi
abo ymoBax 36epiraHHs rOTOBOrO MikapCbKoro
3acoby (3miHa y 3aTBepaKEHOMY NPOTOKON
cTabinbHocTi). 3MiHK Ao 3aTBepmpkeHoro MNpoTokony
nicnapeecTpauiniHoro BUBYEHHS CTabinbHOCTI Ta
3a60B'A3aHHS WOoA0 CTabinbHOCTI, BKIMIOYEHHS [03K
300 mr/2,0 Mn 4O WOopIYHOro NpoTOKONy
nicnapeecTpauinHoro BUBYEHHS cTabinbHOCTI 4ns
150 mr/mn (meTog GpekeTuHry) Ta BKIMHOYEHHS HOBOI
no3u 12 mr/0,4 Mn o WopiYHOro NpoToKoNy
nicnapeecTpauinHoro BUBYEHHS cTabinbHOCTI 4ns
nosyBaHHA 300 mr/mn (MeTof GpekeTuHry).
BBegeHHs 3MiH npoTArom 6-Tu MicsuiB nicns
3aTBepAKEHHS. 3MiHM | TMny - 3MiHKM 3 sKoCTi.
[oToBMI Nikapcbkui 3aci6. 3MiHKM Yy BUPOBHULITBI.
3MiHu y npoueci BUpOGHULITBA rOTOBOrO NiKapCbKOro
3acoby, BKMKYa4M NPOMIKHUIA NPOAYKT, LU0
3aCTOCOBYETLCS NP BUPOOHULTBI rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3miHa y npoueci
BMpo6HMUTBa) (B.11.6.3. ). 36inbLUEHHs WBUAKOCTI
3milyBaHHsA Ansa o6'emy 6-20 n 3 30-40 06/xB fo
300-400 o6/xB i pns ob'emis > 20 n go 50 n 3 30-40
06/xB go 900-1000 o6/xB. BBeaeHHst 3mMiH npoTsrom
6-Tn MicauiB nicna 3aTBepAXeHHS. 3MiHum | Tuny -
3MmiHu 3 gKkocTi. FoToBMIA Nikapcbkui 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHM y NpoLieci BUpobHULTBa
roTOBOrO NMiKapCbKOro 3acoby, BKI4aoym
NPOMIKHUIA MPOAYKT, L0 3aCTOCOBYETLCS MNP
BMPOGHMLTBI FOTOBOrO NiKapCbKoro 3acoby
(He3HauHa 3MiHa y npoueci BUpobHuLTBa). 3aMiHa
Milka ans amiwysaHHs Pall (25 i) Ta miwka ans
36upaHHs Pall (20 n) Ha MilWwok Ansi 3amillyBaHHs
Merck Mobius (50 n) Ta miwok ans 36upanHa Merck
(50 n). BBegeHHs 3MiH NpOTArom 6-Tv MicsiLiB nmicnst
3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHKM 3 sKOCTI.
[oToBMI Nikapcbkui 3aci6. 3MiHKM Yy BUPOBHULITBI.
3MiHu y npoueci BUpOOHMLITBA rOTOBOTO NiKapCbKOro
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3aco0by, BKMoYaun NPOMiKHUIA MPOAYKT, L0

3aCTOCOBYETHCS NPY BUPOOHULTBI FOTOBOIO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoueci
BUPOGHMLTBA). 3amiHa CunikoHOBMX TPYOOK, Lo
BMKOPWUCTOBYIOTBCS B (pinbTpoBansHoMy 6o,
306ipui ceHcopiB, Ha Bxogdj i BUXogi 6ydepHoro miwka
Ta 3'€HaHHi ronky HarnoBHIOBaNbHOro 6roky Ha
Tpy6KM 3 HecunikoHoBoro matepiany (c-Flex).
BBegeHHs 3miH npoTsarom 6-Tu MicsuiB nicnsi
3aTBepMKeHHs. 3MiHK | Tuny - 3MiHM 3 SKOCTI.
['oToBWI Nikapcbkuii 3aci6. 3MiHW Y BUPOGHULITBI.
3MiHu y npoueci BUpOGHMLTBA rOTOBOTO NiKapCbKOro
3acoby, BKMYa4M NPOMiKHUIA NPOAYKT, LU0
3aCTOCOBYETLCS MPY BUPOOHMLTBI TOTOBOrO
nikapcbkoro 3acoby (iHwi 3miHW). BBeaeHHs
anbTepHaTUBHOIO MPOLECY HAMOBHEHHS, @ came
HanoBHEHHS KifIbKOX A03yBaHb 3a KaMMaHinHUM
pexumom (Multi - strength filling MSF), wo gossonsie
HaMNoOBHIOBATM Kiflbka OKpeEMMX napTin,
BiAPi3HAOYMCH NMLLE 00'EMOM HaNOBHEHHS HA CauTi
BUIOTOBIIEHHS MikapcbKkoro 3acoby Samsung.
BBegeHHst 3MiH NpoTarom 6-tn micauis nicna
3aTBEPKEHHS.
3MinHn | TMNy - 3MiHK 3 siKoCTi. [OTOBUI NikapCcbkui
3aci6. KoHTporsib roToBOro fikapcbkoro 3acofy.
3miHa y meToAax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHM y MeToaax
BUNpobyBaHb (BKNtoYaryn 3aMiHy abo
[OMNOBHEHHS)). [logaBaHHA anbTepHaTUBHOIO
MeTOAY KOHTPOrto, a came Y® KyToBOI CneKTpocKonii
ansa n. «Bmict 6inkay. Penakuiiie oHOBREHHS Woao0
Hymepauii Tabnuub B paMKax METOAIB KOHTPOO
SIKOCTi ANS NOKa3HMKa « aKTUBHICTbY, LLO
06yMOBneHo BBeAEHHSI 100ATKOBOrO METOAY
KOHTPOIMIO ANsl NokasHuka «BmicT Ginky», wo
CNPUYUHUIIO 3MiHM HyMepaLii Tabnuub No BCboMy
[OOKYMEHTY, a TaKoX NePEeHECEHHS 3HOCKM 3i
cneundikauii 713 B MeToaun KOHTPOIO AKOCTi Anst
nokasHuka «Bugumi yactkn». BBeaeHHs 3MiH
npoTarom 6-Tu micsiyiB nicnsi 3aTBepaKeHHs. 3MiHu |
Tuny - 3MiHM 3 sKoCTi. [0TOBWI Nikapcbkni 3acib.
KoHTponb roToBoro nikapcbkoro 3acody. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTUMmnx Mex
roTOBOro MikapcbKoro 3acoby (iHwWi 3MiHK). 3amiHa
nokasHuka creumdikauii rotoBoro npogykty «O6'em,
Lo BuTAraeTbesi» Ha «OB'eM y KOHTENHEPI», TaKoX
rapmoHi3auii cneumdikaLii roToBoro nikapcbkoro
3acoby B YkpaiHi 3i cneuudikauieto B €C
(apantoBaHo fo cuctemu S . LIMS), a came
3BY)XEHHS KpUTEPIiB NPUAHATHOCTI 3@ NOKa3HWKamu
«3abapeneHHs», «pH», «YucToTa meTogom
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KaninsapHoro enektpodgopeay 3 HaTpito
aogeuuncynbs@atom y He BiQHOBMOBaNbHMX
ymoBax» Ta «4uctota MeTogomM kaTioHoOOOMiHHOT
BEPX». BBegeHHs1 3mMiH npoTsrom 6-tu micsauis
nicns 3atBepmKeHHs. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTogax
BunNpobyeaHHsA APl abo BMXigHOrO
marepiany/npoMixXHOro NpoAyKkTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuuTBa AdI
(iHWi 3miHM y MeToaax BMNpobyBaHHs (BKOYaoum
3aMiHy abo fonoBHeHHs1) A®I abo
BUXiQHOro/NpomixkHOro npoaykty). logaBaHHs
anbTepHaTUBHOro MeToay koHTponto AdI, a came
Y® kyToBOI cnekTpockonii Ans n. «Bmict Ginkay, a
TakoX rapMoHisauisi cneyundikauii A®I B YkpaiHi 3i
cneumndikauieto B €C (agantoBaHo 4o cuctemu S.
LIMS), a came 3BYXeHHS KpUTEPIiB NPUAHATHOCTI 3a
nokasHukamu «3abapeneHHs», «pH», «Huctota
METOOO0M KaninapHoro enekTpodopesy 3 HaTpito
aopeumncynedaTtom y HEBIQHOBIOBANbHNX
ymoBax» Ta «4uctota MetTogomM KkaTioHoOOMiHHOT
BEPX», Bu3Ha4eHHs «lonokcamepy 188».
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepMKeHHs. 3MiHK | Tuny - 3MiHM 3 SKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BUNpobyBaHHsi FOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Yy MeTofdax BUNpobyBaHb (BKNOYAKUMN 3aMiHy
abo gonoBHeHHS)). [logaBaHHA anbTepHaTUBHOIO
MeToay KOHTpOMto (MeToA CTEPUNBHOCTI 3a
ponomoroto cuctemu (Celsis) rotoBoro npoaykTty 3a
nokasHukom «CtepunbHiCTb». BBeaeHHs 3MiH
npoTarom 6-Tu micsiyiB nicnsi 3aTBepaXKeHHs. 3MiHu |
TMNYy - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs
BUPOBHMYOT OinNbHUL (BKIFOYA0OUN AiNbHULI Ans
A®I, npomixHOro NpoaykTy abo rotoBoro
nikapcbkoro 3acoby, AinbHULI Ans NpoBeAeHHs
nakyBaHHs1, BAPOOHMKA, Bi4NOBiganNbHOro 3a BUMNycK
cepin, micLie NpoBeAeHHSA KOHTPOrHo cepii) abo
nocTayanbHvKa BMXigHOTO MaTepiany, peareHTy abo
[OOMOMIXKHOT pe4OBUHU (SKLLO 3a3HaYeHO Y [OChE).
BunyyeHHs 3 maTepianiB peecTpauiiHOro 4oCbe
anbTepHaTUBHOI AiNbHULI ANS KOHTPOMO AKOCTI -
Pow [iarHocTnkc MmoX. BeBeaeHHs 3mMiH npoTsirom 6-
TV MICALIB Nicns 3aTBEPOKEHHS.
3miHu | TUNy - AgMiHiCTpaTuBHI 3MiHW. BunyyeHHs
BUPOBHMYOT OinbHUL (BKIHOYA0UN AiNbHULI Ans
A®I, npomixHOro NpoAyKTy abo rotoBoro
nikapcbkoro 3acoby, AinbHULI Ans NpoBeAeHHS
nakyBaHHs1, BAPOOHMKA, Bi4NOBIigaNbHOro 3a BUNYCK
cepil, MicLie MpoBeAEHHS KOHTPOI cepii) abo
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nocTayarnbHvKa BMXIQHOrO maTepiany, peareHTy abo
AOMNOMIKHOI pe4OBUHU (SKLLO 3a3Ha4YeHO Y JOCHE).
BunyyeHHs 3 maTepianis peecTpauiiHoro 4ocbe
anbTepHaTUBHOI OiNbHULI AN KOHTPOIO SKOCTi —
Pow ®apma Al’, Eminb-bapens-LTpacce 1,
'peHuax-BioneH, bageH-Bioptembepr, 79639,
HimeuyunHa. BBegeHHs 3MiH NpoTsirom 6-Tu micauis
nicnsa 3aTBepaKeHHsi. 3MiHu | Tuny - 3miHn woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHM). 3MiHM BHECEHO A0 IHCTPYKLii A4na Mean4Horo
3aCTOCyBaHHS fikapcbKkoro 3acoby Ao po3ainis
"®apmakornorivHi BnactusocTi", "OcobnuneocTi
3acTtocyBaHHs", "lMobivHi peakuii”. BBegeHHs 3MiH
npoTArom 6-Tn micsuiB nicns 3aTBepaXKeHHs. 3MiHN
I TMny - 3MiHK 3 akocTi. FoToBMIA Nikapcbkuii 3aci6.
Cuctema koHTelHep/3akynoptoBanbHui 3aci6. 3miHa
PO3Mipy YMakoBKM rOTOBOrO NiKapCbKoro 3acoby
(3miHa macu/o6'eMy BMICTY KOHTelHepa
6araTogo30BOro CTEPUIIBHONO NiKapCbKoro 3acoby
(abo ogHOO030BOrO, YaCTKOBOrO BUKOPUCTAHHS) Ta
6araTogo30Boro rikapcbkoro 3acoby
6ionoriyHoro/iMyHONOr4YHOro NOXOOXKEHHS A4S
napeHTepanbHOro 3acToCyBaHHS) - A A03YBaHHS
no 30 mr/1 Mn, oogaBaHHsi HOBOro 06'eMy
HanoBHEeHHs dorakoHiB no 12 mr/0,4 mn;
BaTtBepaxeHo: no 1 mn (30 mr) y conakoHi, no 1
(hnakoHy B KApTOHHIN kopobLi 3 MapKyBaHHSM
yKpaiHcbkolo MoBot. PepakuiviHi npasku go EU
3.2.P.2.2 DP (30 mg/vial). 3anponoHoBaHo: no 1 mn
(30 mr); no 0,4 mn (12 mr) y conakoHi, no 1 cnakoHy
B KApPTOHHIlA KOpOBLi 3 MapKyBaHHSIM YKpaiHCbKOH
MoBot. PepakuinHi npasku go EU 3.2.P.2.2 DP (30
mg/vial). 3MiHVM BHECeHO A0 iHCTPYKLiT Ans
MeAMYHOrO 3aCTOCYBaHHsI NikapCbKoro 3acoby A0
po3ginie "Cknag", "Ynakoska" 3 BignoBigHMMu
3MiHaMK 10 TEKCTY MapKyBaHHS YrNaKoBK/
nikapcbkoro 3acoby (AogaBaHHsi HOBOro 06'emy
HanoBHEeHHA drakoHiB). BBeaeHHst 3amiH npoTtsArom 6-
TV MiCALIB Nicns 3aTBEPKEHHS.

32.

FENAPU3UH®

PO34MH ANs iH eKuin
no 20 mn B amnyni;
no 10 amnyny
KapTOHHIN nayui

TOB
"BAJTAPTIH
OAPMA"

YkpaiHa

KOHTPOMb SIKOCTI
32 MOKa3HMKOM
"Miporexn",
BUNYCK cepii:
TOB "benugiH
KeBiH
TexHonoaxi
LLlenp-XongiHr
Ko.", Kutan;
BMPOGHMLTBO,
nakyBaHHS,
KOHTPOIb SIKOCTI

Kutan

BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis: 3MiHn
| Tuny - 3miHK 3 skocTi. FoTOBMI Nikapcbknn 3acib.
3MiHM y BUpo6HMLTBI. 3aMiHa abo BBeOEHHSI
[0[aTKoBOI AinbHULI BUPOBHWLTBA ANs YacTMHM abo
BCbOrO BUPOBHMYOro NpoLecy roTOBOro NiKapCbKoro
3acoly (AinbHULSA, Ha Sk NpoBOAATbLCS Oy Ab-sKi
BUPOGHWYI cTagii, 338 BUHATKOM BUMYCKY cepii,
KOHTPOIIO SIKOCTi Ta BTOPMHHOIO MaKyBaHHSA ANs
CTepunbHUX fikapcbknx 3acobiB (Bknoyvatoum
BUPOGNEHI acenTUYHUM METOAOM), KPiM MikapChKmxX
3acobiB 6ionoriYHOro/iMyHONOrYHOrO MOXOMPKEHHS).

CynyTHs 3MmiHa

3a
peuernmom

UA/15589/01/01
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(3a BUHATKOM
nokasHuka
«[MiporeHn»)):
IHCTUTYT
hapmaLleBTUYHN
X AOCHiopKeHb
TAHbUBIHb
«PapMacbioTiKN
Ko., Ilto.»,
Kutan

- 3MiHu 3 sikoCTi. FOTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOGHMUTBI. 3amiHa abo BBeAEHHS 4OAaTKOBOI
AinbHWL| BUpobHUUTBA ANs YacTuHM abo BCbOro

BMPOGHMYOro MpoLEeCy roToBOro fikapcbKoro 3acoby

(BinbHWUSA Ans BTOpuHHOro nakyBaHHst) (B.11.6.1. (a)

1AHM)

Bupo6HMKOM BYno NPUIRHATO piLLeHHS NPOo 3aMiHy
AiNbHWLI BUpOBHULITBA st BCbOrO BUPOBHUYOro
npoLecy roToBoro fikapcbkoro 3acoby. 3miHu | Tuny
- 3MiHu 3 sikoCTi. FOTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOBHMUTBI. 3MiHa iMnopTepa/amiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSIHO SAKOCTI
roToBOro Jlikapcbkoro 3acoby (3amiHa abo
[oaaBaHHSA OinbHULI, Ha Skl 30ICHIETLCS
KOHTPOSb/BUNPOBYBaHHA cepii) AogaBaHHs QinbHUL,
Ha K 34iINCHIOETLCS KOHTPOSb Cepii (3@ BUHSTKOM
nokasHuka «lliporeHn»):

IHCTUTYT (bapMaueBTUYHMX AOoCnipKeHb TAHbU3IHD
«®dapmacsbtotikn Ko., Jltg.»

Byn. XyenciHb, 29, Haykosuii napk biHbxan, 3oHa
BUCOKMX TexHonorin biHbxan, TaHbU3iHb, Kutan
Tianjin Institute of Pharmaceutical Research
Pharmaceutical Co., Ltd.

No.29 Huixin Road, Binhai Science Park, Binhai Hi-
Tech Area, Tianjin, China
3aMmicTb BUPOOHWMKa
TOB «bewugiH KeiH TexHonomxi Lerp-XongiHr
Ko.»

Kopn. 201 i 203, Byn. IcT XXyHuaH, 7, 3oHa
E€KOHOMIYHOrO | TEXHOMOrYHOro PO3BUTKY, [ekKiH,
Kutan
Beijing Kawin Technology Share-Holding Co., Ltd
Buildings 201 and 203, No. 7, East Rongchang
Street, Beijing Economic-Technological
Development Area, Beijing, China ( KoHTponb sikocTi
(3a nokasHukom «[liporeHn»), Bunyck cepii. 3miHu |
Tuny - 3MiHK 3 sikocTi. [0TOBMIA Nikapcbkuii 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby (iHLwi 3MiHN)
BUKINaAEeHHS po3ainiB 3atBepmpkeHux "METOLIB
KOHTPOIJIO AKOCTI JTIIKAPCbKOIO 3ACOBY" 3i
3MiHaMu1 Jep>kaBHO MOBOK. 3MiHM | Tuny - 3MiHK 3
skocTi. [oTOBMI Nikapcbkui 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHM y nNpoLieci BUpobHULTBa
roTOBOro MiKapCbKOro 3acoby, BKI4aoum
NPOMIXKHUI NPOAYKT, LLO 3aCTOCOBYETLCA NpU
BMPOGHMLTBI FOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y npoueci BUpobHULTBA) y 3B’A3KY
3 TUM, LLO Ha HOBI AinbHULi Byae BUpobnsaTuch
nikapcbkuii 3acié poamipom cepii Tinbku 40000
amnyr, 3aMiHIETbCS 06’eM HeOOXigHOro obnagHaHHA
Ta BBOAWTBCS KOHTPOIb repMeTUYHOCTI amnyrn 30
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[0MOMOrol0 BUCOKOBOMbTHOIO obrnagHaHHs

33.

FMIOKOBAHC®

TabneTku, BKpUTI
nniBKkOBOIO
obonoHkoto, no 500
mr/5 mr; no 15
TabneTtok y 6nicrepi;
no 2 bnictepu B
KapTOHHiIl kopobLyj;
no 20 TabneTtok y
6nictepi; no 3
6nictepu B
KapTOHHiIN kopoOLi

Mepk CaHte
c.a.c.

DdpaHuis

Mepk CaHTe

®paHuia

BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3MiHn
Il TMny - 3miHKn Wopno 6e3nekn/eddeKkTUBHOCTI Ta
apmakoHarnagy. BHecenHs abo 3miHa(v) go
3000B'si3aHb Ta YMOB BMAaYi peecTpauiiHoro
NnocBigYeHHs, BKoYaroun MNnaH ynpaeniHHs
pu3nKamMm (3aCToCyBaHHS 3MiH(K), AKi(a)
BMMaratoTb(€) NoAanbLIoro obrpyHTyBaHHS HOBUMU
[04aTKOBMM AaHMMM, Lo MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiNbK/ BUMaraeTbes
CyTTEBA OLHKA KOMNETEHTHNUM OpPraHoMm).
3asBHMKOM HafaHO OHOBIIEeHy Bepcito [naHy
ynpaBniHHSA pusmkamm 6.0. 3MiHM BHeceHo Ao
yacTuH: Il «Cneumndikauisa 3 6e3nekun», V «3axoam 3
MiHimMi3auil puaukis», VI «Pestome nnaHy ynpasniHHsS
pusnkammy, VIl «doaatkuy BignosigHoO A0 BUMOrK
€Bponencbkoi HaCTaHOBK A0 IHTerpoBaHoro
cdopmarty MYP (Rev.2.0.1 accompanying GVP
Module V Rev.2, Human Medicines Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format), Ha nigcTasi
niaTBEPOKEHHS 3aTBEPKEHHS 3MiH B KpaiHi
3asiBHUKa/BMpOOHMKa. Pestome lMnaHy ynpasniHHA
pusnkamm Bepcisa 6.0 gogaetbes.

3a
peuenmom

UA/5390/01/02

34.

FMIOKOBAHC®

TabneTkn, BKpUTI
NniBKOBOO
obornoHkoto, no 500
Mmr/2,5 mr; no 15
Tabnetok y bnicrepi;
no 2 6nictepu B
KapTOHHIN kopobLyj;
no 20 Tabnetok y
6nictepi; no 3
Gnictepu B
KapTOHHIN kopobui

Mepk CaHte
c.a.c.

DdpaHuis

Mepk CaHTe

®paHuia

BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: 3MiHn
Il Tviny - 3miHn wopo 6e3nekun/edpekTBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo amiHa(n) oo
3000B'A3aHb Ta YMOB BUAaYi peecTpauinHoro
NnocBiaYeHHs, Bktoyatoun MNnaH ynpaeniHHA
pu3nkamMm (3aCToCyBaHHs 3MiH(K), siki(a)
BMMaratTb(€) noAanbLIOoro 06rpyHTyBaHHS HOBUMU
[0AAaTKOBMM AaHMMM, L0 MaloTb HagaBaTucs
KOMMETEHTHVM OpPraHoM, OCKIfNbK1 BUMaraeTbcs
CYTTEBA OLiHKA KOMMETEHTHNM OpraHom).
3asBHMKOM HafjlaHO OHOBIEHY Bepcito NMnaHy
ynpaeniHHst puankamm 6.0. 3miHW BHeceHo A0
yactuH: Il «Cneumdikauis 3 6e3nekun», V «3axoau 3
MiHimi3auii puaukiBy, VI «Pe3tome nnaHy ynpasniHHs
pusmkammny, VIl «dogatku» BignoBigHoO A0 BUMOrM
€Bponelicbkoi HacTaHOBW A0 IHTerpoBaHoro
dopmary MYP (Rev.2.0.1 accompanying GVP
Module V Rev.2, Human Medicines Evaluation
Guidance on the format of the risk management plan
(RMP) in the EU — in integrated format), Ha niacTasi
nigTBEPOKEHHS 3aTBEPOXKEHHS 3MiH B KpaiHi
3asiBHUKa/BUPOGHMKa. Pestome MnaHy ynpasniHHS
pusmkamu Bepcisa 6.0 gogaeTbes.

3a
peuenmom

UA/5390/01/02

35.

FNIOKO3A

pPO34MH Ans iHdy3in,
50 mr/mn; no 200 mn
abo 250 mn, abo

400 mn, abo 500 mn

TOB "lOpis-
Papm"

YkpaiHa

TOB "tOpis-
Papm"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn
| Trny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHm). 3MiHM BHECeHo y
TEKCT MapKyBaHHs1 nepBuHHOI (N. 1, 11) ynakoBku

3a
peuernmom

UA/20563/01/01
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y NNSAwKax nikapcbkoro 3acoby. TepmiH BBeAEHHS 3MiH -
noniMepHmX npoTarom 6 MicsLiB MiCNsA 3aTBEPKEHHS.
36. | gun punio renb no 15 r abo no MeHTonatym Benvka MeHTONnatym Benvka BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK be3 UA/0377/01/01
50r,a6ono 100 ry Komnani Bputanis Komnani Iimiteq BputaHis | Tvny - 3miHK 3 sikocTi. FoTOBUIA Nikapcbkuin 3aci6. peuenma
Ty6i; no 1 Ty6i B Timiteq KoHTponb rotoBoro nikapcbkoro 3acoby (iHLwui 3MiHW)
KapTOHHiI kopooLi - OHOBJIEHHSA BXe 3aTBepAKEHUX METOLIB KOHTPOSIHO
sKkocTi [T13, a came BUKNageHHs TEKCTY AepKaBHO
MOBOIO 3riAHO Cy4aCHWUX BUMOT. TakoX BHOCUTBCS
TeXHi4YHe BUNpaBneHHs B cneumdikadito M3 woao
GiNbLU KOPEKTHOrO NPOBEAEHHS KOHTPOTO
nokasHuka «Onucy (3aTBepaXeHo: BidyarnbHo;
3anponoHOBaHO: OpPraHoNenTUYHO).
37. | AIAHINNA 43 po34MH Ans BeHTiB IpnaHais BeHTiB IpnaHais BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3miHa 3a He UA/12425/01/01
BMICTOM nepuToHearbHOro MeHrydekuypmn MeHydekyypuHr 3agBHuka 113 (MIBI) (BnacHvka peecTpauiiHoro peuyenmom | nidnseae
rMOKO3U gianiay; no 2000 mn Hr NimiTen NimiTen noceigyeHHs) (3rigHo Hakady MOS Big 23.07.2015 Ne
1,36% PO34MHY Y 460): TepmiH BBEAEHHS 3MiH NPOTArom 6 micauis
M/OB/13,6 nnacTyKoBOMy nicns 3aTeBepakeHHs. 3MiHn | Tuny -
Mr/mn Mmiwky 3 MBX PL AOMiHICTpaTUBHI 3MiHW. (iHLWi 3MiHK). 3MiHa Ha3BuM

146-3, ognHapHomy,
obnagHaHomy
iH’€KLiMHMM NnopToM
Ta 3’egHyBayeM, abo
y Miwky “TBiH Ber”,
obnagHaHoMy
iH'€KLiMHMM NopTOM,
3 iHTEerpoBaHuMm 3a
A0MOMOrot BOX
marictpaneu ta Y-
3'egHyBava
NMOPOXHIM
nnacTyKoBUM
MiLLIKOM Anis
ApeHaxy,
BKNaAeHUX y
npo3opuii
NnacTUKOBUIA MakeT;
no 5 komnnexTiB y
KapTOHHIN kopobLyj;
no 2500 mn po3vnHy
y NNacTUKOBOMY
miLky 3 NBX PL
146-3, ognHapHomy,
obnagHaHomy

iH’ EKUIHM NOpTOM
Ta 3'egHyBayem, abo
y Miwky “TBiH Ber”,
obnapgHaHomy
iH’€KLiNHM nopToM,
3 iHTerpoBaHuM 3a
[A0MOMOror ABOX
marictpanen Ta Y-

marepiany KoHTenHepa A5 NEPBUHHOI YNaKoBKN
roToBoro npoaykty 3 "Biacpnekc" Ha MBX. 3miHa He
YMHWUTb HECNPUSITIIMBOTO BMNIMBY Ha SKICTb, 6e3neky
Ta edekTuBHicTb [J13. 3MiHM BHECEHO B iHCTPYKLItO
AN MeQUYHOro 3acToCyBaHHS NiKapCbKoro 3acoby y
po3ain "YnakoBka" y 3B'A3Ky i3 3MiHOK Ha3BU
marepiany KOHTenHepa A5 NePBUHHOI YNaKoBKN 3
"Biaconekc" Ha MNBX 3 BignoBigHMMN 3MiHaMu y
TEKCTi MapKyBaHHS1 YNakoBOK NikapCbKoro 3acofy.
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micauiB nicns
3aTBepAKeHHS. 3MiHu | Tuny - AgMiHicTpaTuBHI
3MiHKN. 3MiHa HaMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaAXeHHS AiANbHOCTI BUPOGHMKa/imnopTepa
rOTOBOrO MiKapCbKOro 3acoby, BKIOYaoun GinbHUL
BUNYCKy cepii abo MicLie NpoBeaEeHHS1 KOHTPOIO
AKOCTI. (BisnNbHICTb, 3a sy Bignosinae
BMPOBHMK/IMNOPTEp, BKIOYaKUM BUMYCK CEPIlA).
3miHa Ha3Bu BUpobHuka 13 BignosigansHoro 3a
NMOBHUIA UMK BUPOOHMLUTBA. BupobHuya ainbHuus,
agpeca Ta yci BUpobHuyi onepaldii 3anuwiaTbes
HEe3MiHHUMW. 3MiHM BHECEHO B iHCTPYKLito Anst
MEAMYHOro 3aCTOCYBaHHsI NikapCbKoro 3acoby y
po3ain "BMpoBHMK", Sk HAcnigokK - BignoBigHi 3aMiHW y
TEKCTi MapKyBaHHS1 YNaKkoBKW NikapCbKoro 3acoby.
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB nicns
3aTBepAKEHHS. 3MiHK | Tuny - 3MiHK Wozo
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsay (iHwi
3MiHK). 3MiHN BHECEHO Y TEKCT MapKyBaHHS!
BTOpPUWHHOI N. 17. IHLWE ynakoBku nikapcbkoro
3acoby (BuaaneHHs iHpopmalii Wwoao HasiBHocTi 2D
LWITpUX-KoAy). TepMiH BBEAEHHS 3MiH NPOTSiroM 6
MiCSILIiB Micnsi 3aTBEPOXKEHHS.
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[TponoBkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3'egHyBava
MOPOXHIM
nnacTUKOBUM
MilLKOM ons
ApeHaxy,
BKNageHux y
npo3opui
NNacTUKOBUIA NakKeT;
no 4 KOMNNEKTN y
KapTOHHiIN kopobLyj;
no 3000 mn po3ynHy
y NNacTUKOBOMY
Miwwky 3 NMBX PL
146-3, ognHapHomy,
obnagHaHoMy
iH’€KLiMHMM NnopToM
Ta 3’egHyBayeM, abo
y Miwky “TBiH Ber”,
obnagHaHoMy

iH €KLiMHMM NnopTOM,
3 iHTEerpoBaHnM 3a
[0MOMOror OBOX
marictpaneu ta Y-
3'egHyBava
NOPOXHIM
NnacTMKOBUM
MilLKoM ons
ApeHaxy,
BKITAAEHUX Y
npo3opum
NnacTVKOBMWI NakeT;
no 3 KOMMNMNeKTn y
KapTOHHiI kopobuyj;
no 5000 mn po3vnHy
y NNacTUKOBOMY
miLky 3 MNBX PL
146-3, ognHapHomy,
obnapgHaHomy
iH’€KLiNHMM NnopTOM
Ta 3’egHyBayveMm,
BKITaJieHOMY Y
npo3opuii
NnacTUKOBWIA NakeT;
no 2 KOMMNMEeKTU y
KapTOHHiII kopobuyi.

38.

OIAHIT NA4 3
BMICTOM
FNOKO3n
1,36% M/OB /
13,6 MI/Mn

pO34uH Ansi
NnepuUTOHearnbHOro
gianisy; no 2000 mn
PO34MHY Y
nnacTMKoOBOMY
Miwky 3 NMBX PL

BeHTiB
MeHydekuypun
Hr Jlimiteq

Ipnangis

BeHTiB
MeHydekyypuHr
Nimiten

Ipnangis

BHECEHHS 3MiH 10 peecTpaLiiiHix MaTepianis: 3miHa
3asBHuka J13 (MIBI) (BnacHuka peectpauiiHoro
noceigyeHHs) (3rigHo Hakazy MOS3 Big 23.07.2015 Ne
460): TepmiH BBeAEHHSI 3MiH NpoTsarom 6 micsiuis
nicns 3aTBepaXKeHHs. 3MiHn | Tuny -
AaMiHiCTpaTMBHI 3MiHW. (iHLWi 3MiHK). 3MiHa Ha3BK

3a
peuenmom

He
nionsieae

UA/12425/01/03
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
146-3, ognHapHomy, maTtepiany KoHTenHepa Arsi NepPBMHHOT YyNaKoBKM
obnagHaHomy rotosoro npoaykty 3 "Biadpnekc" Ha MBX. 3miHa He

iH €KLiMHMM NopTOM
Ta 3’egHyBayeM, abo
y Miwwky “TBiH Ber”,
obnagHaHoMy

iH €KLiIMHMM NopTOM,
3 iHTerpoBaHnm 3a
[0MOMOror ABOX
Mmarictpanen Ta Y-
3’egHyBava
NOPOXHIM
nnacTUKOBUM
MiLLIKOM A5is
ApeHaxy,
BKNageHux y
npo3opuii
NnacTVKOBWI NakeT;
no 5 KOMNNeKTIB y
KapTOHHIN kopobLyj;
no 2500 Mn po34nHy
y NNacTUKoBOMY
miLky 3 MNBX PL
146-3, ognHapHomy,
obnagHaHoMy
iH’€KLiNHMM NopTOM
Ta 3’egHyBavem, abo
y Miwky “TBiH Ber”,
obnapgHaHomy
iH’€KLiMHM nopToM,
3 iHTEerpoBaHnM 3a
[0MOMOroH ABOX
marictpanen ta Y-
3’egHyBava
MOPOXHIM
NnacTMKOBUM
MilLKoM ans
ApeHaxy,
BKITAAEHUX Y
npo3opumn
NNacTUKOBUIA NakKeT;
no 4 KOMNMNeKTn y
KapTOHHiIl kopobuyj;
no 3000 mn po3ymHy
y NNacTUKOBOMY
miwky 3 MBX PL
146-3, ognHapHomy,
obnapgHaHomy
iH’€KLiMHMM NnopToM
Ta 3’egHyBayeM, abo
y Miwky “TBiH Ber”,

YMHUTb HECMIPUSITIIMBOrO BNIIMBY HA SIKICTb, 6e3neky
Ta edpekTuBHicTb [T13. 3MiHM BHECEHO B iHCTPYKLiIO
AOnsi MEOUYHOTO 3aCTOCYBaHHS fikapcbkoro 3acoby y
po3ain "YnakoBka" y 3B'A3Ky i3 3MiHOK Ha3BU
MaTepiany KOHTelHepa A5l NEPBMHHOT YyNaKoBKM 3
"Biadpnekc" Ha NBX 3 BignoBigHUMn 3MiHamMu y
TEKCTi MapKyBaHHS1 yNaKoBOK flikapcbkoro 3acoby.
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micsauiB nicns
3aTBepAKeHHs. 3MiHu | Tuny - AgMiHicTpaTuBHI
3MiHW. 3MiHa HaMeHyBaHHs1 Ta/abo agpecu Micust
NpOoBaXeHHs OisNbHOCTI BUpobHMKa/imnopTepa
rOTOBOrO MiKapCbKOro 3acoby, BKIOYaouM GinbHULI
BUMYCKy cepii abo Micue NpoBeAeHHs1 KOHTPOIO
SIKOCTI. (BisnbHICTb, 3a SIKy BignoBinae
BMPOBHMK/IMNOPTEp, BKIOYaK04M BUMYCK CEPIlA).
3miHa Ha3Bu BUpobGHMKa 113 BignoBiganbHOro 3a
NOBHWIA UMKN BUPOBHULTBA. BUpoGHMYa ginbHuus,
agpeca Ta yci BUpobHuYi onepaldii 3anuwarTbes
He3MiHHUMW. 3MiHM BHECEHO B IHCTPYKLiO Ans
MeONYHOro 3acToCyBaHHs! NikapcbKoro 3acoby y
po3ain "BMpobHMK", SiK HAcnigokK - BignoBigHi 3MiHW y
TEKCTi MapKyBaHHS1 yNaKoBKW flikapcbkoro 3acoby.
TepmiH BBEAEHHS 3MiH NpoTAromM 6 micauis nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsaay (iHwi
3MiHK). 3MiHN BHECEHO Y TEKCT MapKyBaHHS!
BTOpPUWHHOI N. 17. IHWE ynakoBku nikapcbkoro
3acoby (BuaaneHHs iHpopMalii Wwoao HasisHocTi 2D
LWITpUX-KOAY). TepMiH BBEAEHHS 3MiH NPOTSIroM 6
MiCSILIiB MiCNsi 3aTBEPAXKEHHS.
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[TponoBkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

obnagHaHoMy
iH’€KLiNHM NnopTOM,
3 iHTEerpoBaHnM 3a
[0MOMOror ABOX
marictpaneu ta Y-
3'egHyBava
NOPOXHIM
NNacTUKOBUM
MilLKOM onsa
ApeHaxy,
BKITaAEeHUX y
npo3opui
NnacTVKOBWI NakeT;
no 3 KOMMNMNeKTn y
KapTOHHiIN kopooLyj;
no 5000 Mn po34nHy
y NNacTUKOBOMY
Miwwky 3 NMBX PL
146-3, ognHapHomy,
obnapgHaHomy
iH’€KLiMHMM NnopToMm
Ta 3’eqHyBayveM,
BKITaiEHOMY Y
npo3opui
NnacTVKOBWI NakeT;
no 2 KOMMNMEKTU y
KapTOHHiII kopobuyi.

39.

OIAHIT NA4 3
BMICTOM
FNIOKO3n
2,27% M/OB /
22,7 MIr/Mn

PO34MH Ans
nepuTOHeanbHoro
gianiay; no 2000 mn
PO34MHY Y
nnacTyKoBOMy
Mmiwky 3 MBX PL
146-3, ognHapHomy,
obnapgHaHomy
iH’€KLiNHMM NnopToM
Ta 3'egHyBayem, abo
y Miwky “TBiH Ber”,
obnagHaHomy
iH’€KLiNHM nopToMm,
3 iHTEerpoBaHnMm 3a
[0MOMOrot BOX
marictpanen Ta Y-
3'egHyBava
NMOPOXHIM
nnacTKoBUM
MiLLIKOM Anis
ApeHaxy,
BKMNaAeHUX y
npo3opuii
NIacTUKOBU MakeT;

BeHTiB
MeHrydekuypun
Hr Jlimiteq

Ipnangis

BeHTiB
MeHydekyypuHr
Nimiten

Ipnangis

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHa
3agBHuka 113 (MIBI) (BnacHvka peecTpauiiHoro
noceigyeHHs) (3rigHo Hakazy MOS3 Big 23.07.2015 Ne
460): TepmiH BBeAEHHSI 3MiH NpoTArom 6 micsiuis
nicns 3aTBepaXeHHs. 3MiHn | Tuny -
AaMiHiCTpaTMBHI 3MiHW. (iHLWi 3MiHK). 3MiHa Ha3BwK
mMaTepiany KOHTenHepa Ansi NepPBUHHOT YNaKoBKU
roToBoro npoaykty 3 "Biacpnekc" Ha MBX. 3miHa He
YYMHUTb HECTIPUATIMBOrO BNMBY Ha AKICTb, 6e3neky
Ta edekTuBHicTb [J13. 3MiHM BHECEHO B iHCTPYKLitO
0N MeQUYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby y
po3ain "YnakoBka" y 3B'si3Ky i3 3MiHOO Ha3BuU
MaTepiany KoHTerHepa ANnsi NePBUHHOI YNaKkoBKM 3
"Biadonekc" Ha MNBX 3 BignoBigHMN 3MiHaMK Y
TEKCTi MapKyBaHHS1 yNakoBOK NikapcbKoro 3acoby.
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBepAKeHHS. 3MiHu | Tuny - AgMiHicTpaTuBHI
3MiHU. 3MiHa HallMeHyBaHHs Ta/abo agpecu Micus
npoBafXXeHHs AisinbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO JikapCbKOro 3acoby, BKMYaK4M OiNbHULL
BUNYCKy cepii abo MicLie NpoBeaEHHST KOHTPOIO
AKOCTI. (QisinNbHICTb, 3a sIKy Bignosinae
BMPOGHMK/IMNOPTEp, BKIOYAKUM BUMYCK CEPili).
3miHa Ha3Bu BUpobHuka 13 BignosiganbHoro 3a

3a
peuenmom

He
nidnsieae

UA/12425/01/02
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[TponoBkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

no 5 KOMNNekTiB y
KapTOHHiIl kopobuyj;
no 2500 mn po3ynHy
y NNacTUKoOBOMY
miLky 3 MNBX PL
146-3, ognHapHomy,
obnagHaHoMy
iH’€KLiNHMM NnopToM
Ta 3’egHyBayeM, abo
y Miwky “TBiH Ber”,
obnagHaHomy

iH €KLiMHMM NopTOM,
3 iHTEerpoBaHnM 3a
[0MOMOrot0 ABOX
marictpanen Ta Y-
3'egHyBava
MOPOXHIM
nnacTUKoBUM
MiLlLKOM ons
ApeHaxy,
BKNageHux y
npo3opui
NNacTUKOBUIA NakKeT;
no 4 KOMNNEKTN Yy
KapTOHHiIN kopooLyj;
no 3000 mn po3ynHy
y NNacTUKoBOMYy
Mmiwky 3 MBX PL
146-3, ognHapHomy,
obnagHaHomy
iH’€KLiNHMM nopToM
Ta 3’egHyBayeM, abo
y Miwky “TBiH Ber”,
obnagHaHomy

iH €KLiIMHM NopTOM,
3 iHTEerpoBaHuMm 3a
[0MOMOror ABOX
marictpaneu ta Y-
3'egHyBava
NMOPOXHIM
nnacTMKOBUM
MiLLIKOM Anis
ApeHaxy,
BKIAAEHUX Y
npo3opuii
NnacTVKOBWI NakeT;
no 3 KOMMNMeKTn y
KapTOHHIl kopobLyj;
no 5000 mn po3vnHy
y NNacTUKOBOMY
miLky 3 NBX PL

NOBHWI UMK BUPOBHULTBA. BUpobHMYa ginbHuus,
agpeca Ta yci BUpobGHMYi onepauii 3anmwaiTbest
He3MiHHMMK. 3MiHM BHECEHO B IHCTPYKLiO Ans
MeONYHOro 3aCToCyBaHHS NikapcbKoro 3acoby y
po3ain "BupobHuK", sik Hacnigok - BignoBigHi 3MiHN y
TEKCTi MapKyBaHHS1 YNaKoBKW fikapcbkoro 3acoby.
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micsauiB nicns
3aTBepAKEHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHM). 3MiHM BHECEHO Y TEKCT MapKyBaHHS
BTOpWHHOI N. 17. IHWE ynakoBku nikapcbkoro
3acoby (BnaaneHHs iHdpopMauii woao HasiBHocTi 2D
LWTpUx-koay). TepMiH BBeAEHHSI 3MiH NpoTaAroMm 6
MiCSILIiB MiCNsi 3aTBEPOXKEHHS.
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[TponoBkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

146-3, ognHapHomy,
obnagHaHomy

iH €KLiMHMM NopTOM
Ta 3’eqHyBayeM,
BKIageHoOMY Y
npo3opui
NnacTVKOBWI NakeT;
Mo 2 KOMMNMEKTN y
KapTOHHIN kopo6Li.

40.

EOEM® PIHO

cnpen HasanbHWUN,
po3uuH; no 10 mny
dnakoHi; no 1
dnakoHy y nayui

AT "dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK
| Tuny - 3miHn 3 akocTi. ADI. KoHTponb ADI. 3miHa y
napameTpax cneuudikadin Ta/abo JonyCTUMUX MEX,
BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
BVXiAHW/MPOMDKHUI NpOAYyKT/pearexT, LWo
BUKOPUCTOBYIOTLCS Y NpoLeci BupobHuuTea AdI
(iHWi 3MiHN) -
BHECeHHSs 3miH Ao Crneumdikauii/meToaiB KOHTPOIO
Lil0401 peYOBMHU OUMETUHAEHY MarnearT, a came 3
po3ainy «laeHTudikauia» BuganeHo nocunaHHa Ha
KOHKPeTHU cTanaapTHui 3pasok (EP CRS),
iHdbopMmaLia Woao SKOCTi CTaHAapTHUX 3paskis, Lo
BUKOPUCTOBYIOTLCS NpW aHanisi cybcTaHuii
HaBefeHa B po3aini 3.2.S.5 CtaHgapTHi 3pasku abo
npenapaTu peecTpauinHoro gocbe. [lJogaHo
nocunaHHsa Ha EP ans satBepaxeHoro metoay, Wwo
3a3HayeHul B MoHorpadii (2.2.24) A®Y*, EP*
«IHbpayepBOHUIA CNEKTP NOrnNMHaHHA cybcTaHuii
Mae BignoBigaTh CNekTpy CTaHA4apTHOro 3pasky
AvMeTuHAeHy maneaty. 3miHu | Tuny - 3miHu 3
sikocTi. CepTudikaT BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponeinchkii
apmaxkonei/moHorpadii. 3MiHK, NoB'A3aHi 3
HeobXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii PY abo Esponeinckkoi hapmakoner,
abo iHwWoi HauioHanbHOi hapmakonei aepxasu €C
(iHLWi 3MiHNK) -
npvBeaeHHs cneuudikadii Ans giro4oi pe4oBrHU
OvMeTUHAeHy maneart, BupobHuka AT «Papmak» y
BiANOBIgHICTb A0 BUMOr MoHorpadii Dimetindene
maleate €®* 3a nokasHukoM «CynpoBigHi LOMILLKM».
3asHayeHo nocunaHHs Ha €O* 4ns NokasHWKIB
«laeHTndikauisy, «po3opicTb PO3UMHY»,
«KonbopoBicTb po3unHy», «ONTUYHE 0BepTaHHs»,
«BTpaTa B Maci npu BucyLuyBaHHi», «CynpoBigHi
nomiwkny», «CynbgaTHa 3onax», «MBY», «KinbkicHe
BU3HaYeHHS». 3MiHu | TUNY - 3MiHK 3 SIKOCTI.
CeprtudikaT BignosigHocTi/l E-cepTudikat
BianoBigHOCTI €Bponenchkii
dapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXiaHICTIO NpuBeaeHHS Yy BigNoBIgHICTE OO
MoHorpadii PY abo Esponeiicbkoi hapmakonei,

be3
peuenma

UA/14054/01/01
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[TponoBkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
abo iHWoI HauioHanbHoI chapmakonei gepxasu €C
(iHWi 3miHn) - NpuBeaeHHs cneundikadii / meToais
KOHTPOIMIO Ans Aito4oi PeYOBUHM OAMMETUHAEHY
Marnear 3a nokasHukom «CynpoBigHi 4OMILIKNy y
BiANOBIgHICTb 40 BUMOr MoHorpadii Dimetindene
maleate €*.
41. | EKCTPAHIN po34uH Ans BeHTiB IpnaHais BeHTiB IpnaHais BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3miHa 3a He UA/3426/01/01
nepuToHearbHOro MeHrydekuypmn MeHydekyypuHr 3assHuka 13 (MIBI) (BnacHvka peecTpauiiHoro peuenmom | niidnszae
aianisy; no 2,5 n Hr limiTea NimiTen noceigyeHHs) (3rigHo Hakasdy MOS Big 23.07.2015 Ne
PO34MHY Y 460). TepmiH BBeeHHS 3MiH - NpPOTArom 6 micsuis
nnacTMKkoBoMy nicns 3aaTeBepAKeHHs. 3MiHn | Tuny -
MiLLIKY, ApOMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS
obnagHaHomy Ta/abo agpecu MicLs NPoBaMKEHHS OiSnbHOCTI

iH'€KLiINHM NOPTOM i
3'egHyBayemMm,
BKIageHoMy Y
npo3opuii
NnacTVKOBWI NakeT;
no 4 KOMNNEKTN Yy
KapTOHHIN kopobLyj;
no 2,5 N po3ynHy y
nnacTuKoBOMy
MiLLKY,
obnagHaHoMy

iH €KLiMHMM NopTOM,
3 iHTEerpoBaHuMm 3a
[0MOMOror ABOX
marictpaneniY-
3'egHyBava
NMOPOXHIM
nnacTUKoBUM
MiLLIKOM Anis
ApeHaxy,
BKNafeHux y
npo3opuii
NnacTVKOBMWI NakeT;
no 4 KOMNNeKTn y
KapTOHHIN kopobLyj;
no 2,0 n po3ynHy y
nnacTyKoBOMy
MiLLKY,
obnagHaHomy
iH’€KLiNHM NOPTOM i
3'eQHyBayeM,
BKINageHoMy y
npo3opumn
NNacTUKOBUIA NakKeT;
no 5 koMnnexTiB y
KapTOHHiIl kopobuyj;
no 2,0 n po3ynHy y
nnacTukoBOMy

BMPOGHMKa (BKIO4alouM, 3a HEOOXiAHOCTI, Micue
NpoBeEeHHS KOHTPOJ SIKOCTi), abo BnacHuka
MacTep-canna Ha A®l, abo nocTayanbHuKa
AdI/BuxigHoro matepiany/peareHTy/npoMixKHOro
NpPOAYKTY, L0 3aCTOCOBYOTLCSA Y BUPOOHULTBI ADI
(SIKLLO 3a3HAYeHO y AOChE Ha Nikapcbkuii 3acit) 3a
BiICYTHOCTi cepTudikaTa BignoBigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoOMy
nocbke, abo BUpobHMKa HOBOI 4OMOMIXKHOIT pe4oBUHM
(SIKLLO 3a3HAYEHO y AOCHE).
3MiHa Ha3Bu BUpobHMKa AP ikogeKCTpUH, a Takox
3MiHa agpecu, a caMme JOAaBaHHs LWwe 04HOro
agpecy BMpobHuUTBa. BupobHuya ainbHuuA Ta B
BUPOGHWYI onepauii 3anuwatTbes 6e3 3MiH. 3minu |
TMny - AOMiHiCTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS!
Ta/abo agpecy MicLA NPOBaMKEHHS AiSNbHOCTI
BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
BKITOMaK0UM AinbHULI BUNYCKY cepii abo micue
NpOBEeAEHHS KOHTPOJSIO SKOCTI. (AIANbHICTb, 3a AKY
BignoBigae BUpOGHWK/iMNopTep, BKIOYa4M BUMYCK
cepin). 3miHa Ha3Bu BUpobHuka 13
BiZNOBIgANbHOro 3a NOBHUIN LMK BUPOOHMLTBA.
BupobHuya ginbHuUS, agpeca Ta yci BUpoOHUI
onepaLii 3anuwakTbCs HE3MIHHUMU. 3MiHWM BHECEHO
B iHCTPYKLit0 ANs MEANYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby y po3gin "BupobHuk" 3
BiANOBIgHNMM 3MiHAMUW B TEKCTI MapKyBaHHS
yrnakoBoK. TepmiH BBEAEHHS 3MiH - MPOTArom 6
MicauiB nicns 3aTBepaxeHHs. 3MiHu | Tuny - 3miHn
oo 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3miHW). 3miHK BHeceHo y n. 17. IHLLE TekcTy
MapKyBaHHS1 BTOPMHHOI YNaKOBKW fikapCbKOro
3acoly Woao BunyyYeHHs 2D wrpux-kogy. TepmiH
BBEAEHHS 3MiH - NpOTArom 6 MicsuiB nicnsi
3aTBEPOKEHHS
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MiLLIKY,
obnagHaHomy
iH €KLiIMHMM NopTOM,
3 iHTEerpoBaHnM 3a
A0MOMOroro ABOX
marictpaneni Y-
3'egHyBava
MOPOXHIM
nnacTUKOBUM
MilLKOM ons
ApeHaxy,
BKNageHux y
npo3opui
NNacTUKOBUIA NakKeT;
no 5 KOMNNeKTIB y
KapTOHHiIN kopobui
42. | ENNEPIK TabneTkn, BKpUTI Mictpan AHrnis BMPOGHMLTBO, Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/20957/01/01
NNiBKOBOO Kenitan nepBuHHeE, Yexisa/ YTOUYHEHHS1 HaNnUCaHHSA Ha3BU BUPOOHUKIB B peuenmom
obornoHkoto, no 25 MeHegXMeHT BTOPUHHE HimeuyunHa Haka3si MO3 YkpaiHnu Ne 1326 Big 21.08.2025 B
mr, no 10 TabneTok NimiTen nakyBaHHS, npoueci peectpauii. Pegakuisi B Hakasi -
y 6nicTepi, no 3 KOHTPOMb SIKOCTI, BMPOGHMLTBO, NEPBUHHE, BTOPUHHE NaKyBaHHS,
Gnictepn y BUMYCK cepii KOHTPOSb sIKOCTI, BUNyck cepii: CiHTOH XicnaHis,
KapTOHHiIN kopobui CiHToH XicnaHis, C.J1., IcnaHis; KOHTPONb AKOCTi (PI3NKO-XIMIYHWIA:
C.J1., IcnaHis; KBiHTa-AHanitTuka c.p.o., Yexis; KOHTponb SKOCTi
MikpoGionoriyHuia: NTabop JIC CE Ta Ko. KT,
KOHTPOMb SIKOCTI HimeyurHa; KOHTPOnb SKOCTi MiKPOGIONOriYHMIA:
i3nKO-XiMIYHWIA: ITECT INntoc c.p.o., Yexis; KOHTponb SKOCTI
KBiHTa- MikpobionoriyHuia: ITECT Mntoc c.p.o., Yexis. BipHa
AHanituka peAakuifa - BApOOHULTBO, NEPBUHHE, BTOPVHHE
c.p.o., Yexis; nakyBaHHs1, KOHTPOIb SIKOCTi, BUMNYyck cepii: CiHTOH
XicnaHis, C.J1., IcnaHisi; KOHTpONb AKOCTi (i3nKo-
KOHTPOMb SKOCTI ximivyHun: KBiHTa-AHaniTuka c.p.o., Yexisd; KoHTponb
MikpobionoriyHm sikocTi MikpobionorivyHuia: JlTabop J1C CE Ta Ko. KT,
n: Hime4yurHa; KOHTpOnb SIKOCTi MiKpOGioNorivYHMIA:
Ia6op JIC CE ITECT nntoc c.p.o., Yexisi; KOHTpOnb AKOCTI
Ta Ko. KT, MikpobionoriyHuia: ITECT nntoc c.p.o., Yexis.
HimeyumnHa;
KOHTPOMb SIKOCTI
MikpobionoriyHm
"
ITECT nntoc
c.p.o., Yexis;
KOHTPOMb SIKOCTI
MikpobionoriyHm
"
ITECT nntoc
c.p.o., Yexia
43. | ENNEPIK TabneTku, BKPUTI Mictpan AHrnis BMPOGHMLTBO, IcnaHis/ BHECEHHS 3MiH 10 peecTpauiiHnx MaTepianis: 3a UA/20957/01/02
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3acoby ynakoeka) noceio4yeHHs1
NNiBKOBOO Kenitan nepBuHHe, Yexis/ YTOUYHEHHS1 HanUCaHHsA Ha3BXU BUPOOHUKIB B peuenmom
obonoHkoto, no 50 MeHempKkmeHT BTOPUHHE HimeyunHa Hakasi MO3 Ykpaihun Ne 1326 Big 21.08.2025 B
mr no 10 TabneTok y Nimiten nakyBaHHS, npoueci peectpauii. Pegakuisi B Hakasi -
6nictepi, no 3 KOHTPOMb SIKOCTI, BMPOGHMLTBO, NEPBUHHE, BTOPUHHE NaKyBaHHS,
Gnictepu y BUNYCK cepil KOHTPOMb SKOCTI, BUNYycK cepii: CiHTOH Xicnaris,
KapTOHHiI kopooLi CiHTOH XicnaHis, C.J1., IcnaHis; KOHTPOMb AKOCTi AI3NKO-XiMIYHWIA:
C.J1., IcnaHis; KBiHTa-AHanituka c.p.o., Yexis; KOHTpOonb SKOCTi
mikpobionoriyHumii: JTabop JIC CE Ta Ko. KT,
KOHTPOIb AKOCTi HimeuunHa; KOHTPOrnb AKOCTI MiKpOBIONOriYHMIA:
Pi3nKO-XiMiYHWNA: ITECT lMntoc c.p.o., Yexis; KOHTpOnb AKOCTI
KBiHTa- mikpobionoriyHui: ITECT Mntoc c.p.o., Yexis. BipHa
AHaniTuka pepakuif - BUpoOHWULTBO, NEPBUHHE, BTOPUHHE
C.p.o., Yexis; nakyBaHHS, KOHTPOIb SIKOCTi, BUNyck cepii: CiHTOH
Xicnanis, C.J1., IcnaHis; KOHTPONb AKOCTi (i3nKo-
KOHTPOSb AKOCTI XimiyHui: KBiHTa-AHanituka c.p.o., Yexisi; KOHTponb
MikpoGionoriyHm sKkocTi MikpobGionoriyHunia: JTabop J1IC CE Ta Ko. KT,
n: HimeyurHa; KOHTPONb SKOCTi MiKPOGIONOrivYHMIA:
Ia6op JIC CE ITECT nntoc c.p.o., Yexisi; KOHTPOsb SKOCTI
Ta Ko. KT, MikpoGionoriynuii: ITECT nntoc c.p.o., Yexis.
HimeuuunHa;
KOHTPOMb SIKOCTI
MikpobionoriyHm
n:
ITECT nntoc
c.p.o., Yexis;
KOHTPOMb SIKOCTI
MikpobionoriyHm
n:
ITECT nntoc
C.p.o., Yexia
44. | EPBICON® PO34uH ANs iH'eKuiin, mnn YkpaiHa TOB "EPBIC", YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnX maTepianis: 3a UA/9178/01/01
no 1 mn abo 2 mn B "Naboparopis Ykpaina; MMM TexHiyHa nomunka (3rigHo Hakasy MO3 Big peuenmom
amnyni; no 10 amnyn EPBIC" "Nabopatopis 23.07.2015 Ne 460). BunpaBneHo TexHi4YHy NOMUIIKY
Y KapTOHHIlA kopoobuUi Epb6ic", YkpaiHa; B IHCTPYKUiT ANsi MEAUYHOrO 3aCTOCYBaHHSA
MpAT "Nekxim - nikapcbkoro 3acoby y posainax "BupobHuk” Ta
Xapkis" "Micue3HaxomkeHHs BUpobHuKa Ta oro agpeca

(BUPOBHUK «in
bulk»), YkpaiHa;
MAT HBL,
"BopLuariscbkui
XiMiKo-
dapMaLleBTUYHU
1 3aBog"
(BMPOBHUK «in
bulk»), YkpaiHa

Micusi NpoBaKeHHS AisnbHOCTI", gonyLeHy nig vac
npouenypv nepepeectpadii (Hakaz MO3 YkpaiHu
Ne2446 Big 11.12.2019), cTOCOBHO Ha3BW po3ainis

IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ta ix 3micTy, a came:
3aTBepOXeHo:
3assHuk. MMM "NabopaTtopis Epbic"

E-mail: erbis@ukr.net
Be6-cTopiHka: www.erbisol.com.ua
Micue3HaxomKeHHs 3asiBHUKA.

Ykpaina, 02002, m. Kuis, Byn. Paicu OkinHoi, 10-b,
ogic 92
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n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
Ten: +38 (044) 592-37-77, 592-17-30.
3anponoHoBaHo:
BupoGHuK.
M "Na6opatopis EpLic"
TOB "EPBIC"
E-mail: erbis@ukr.net
Beb6-cTopiHka: www.erbisol.com.ua
MicuesHaxomkeHHs1 BUpobHUKa Ta agpeca micus
NPOBaKEHHA NOro OisiNbHOCTI.
YkpaiHa, 02002, m. Kui, Byn. Paicu OkinHoi, 10-b,
odic 92
Ten: +38 (044) 592-37-77, 592-17-30.
3asHayeHe BUMNpaBeHHs BignoBigae matepianam
pEeECTPaLLiHOro AOChE.
45. | ETONO31A KOHUEHTpaT ans EBEBE ABcTpis NOBHUIN LUMKN ABcTpis BHECEHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a UA/2569/01/01
"EBEBE" PO34MHy ans dapma BUpOGHMUTBA: | Tuny - 3miHu Wwopo 6e3nekn/edekTMBHOCTI Ta peuenmom
iHdpy3in, 20 mr/mm; lec.m.6.X. PAPEBA dapmakoHarnsaay. 3miHa yactotn Ta/abo TepmiHiB
no 2,5 mn (50 mr), Hdr. KI YHTepax T'M6X, NnoJaHHsi perynsipHoO OHOBOBaHMX 3BiTiB 3 6e3neku
abo no 5 mn (100 ABcTpist; Bunyck nikapcbkux 3acobis. 3miHa y TepMiHax nogaHHs
mr), abo no 10 mn cepii: EBEBE perynspHO OHOBIOBaHOrO 3BiTy 3 6e3neku:
(200 wmr), abo no 20 dapma [itoua pegakuis: YactoTa nogaHHs perynsipHo
mn (400 mr) y lec.m.6.X. Hor. OHOBJHOBAHOrO 3BiTY 3 6Ge3nekn 3 poku.
donakoHi; no 1 KI', ABcTpis; KiHueBa gata ans BkntoyeHHs gannx go PO36 -
¢nakoHy B TECTYBaHHSA: 16.02.2019 p.
KapTOHHiI kopooLi Mrn [ata nogaHH4 - 16.05.2019 p.
Mikpobionoriwe [MponoHoBaHa pepakuis:
¢ Mprocnabop YacToTa nogaHHs perynsipHO OHOBIOBAHOIO 3BITY 3
'M6X, ABCTpisi; 6e3neku 3 poku
TeCTyBaHHS: KiHueBa gata ans BkntoyeHHs gannx go PO36 -
3enbepcoopd 16.02.2026 p.
Jlabop Mm6X , [Oata nogaHHs — 17.05.2026 p.
ABCTpis PekomeHpoBaHo A0 3aTBEpOKEHHS BiAMOBIAHO A0
nepioANYHOCTI NOAAHHS PEryrsipHO OHOBIOBaHMX
3BiTiB 3 6e3neku nikapcbkux 3acobis y €C.
46. | ETONO3MUA- KOHLIeHTpaT Ans Mini Xenckepe Benuka BeHnyc Pemegic IHAisA BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3MiHn 3a UA/6439/01/01
Mini po34nHy Ans Nimiteq BpuTaHis Timiteq Il Tvny - 3minHu 3 akocTi. ADI. BupobHuuteo. 3miHa peuenmom

iHcpy3in, 20 mr/mn,
no 2,5 mn (50 wmr),
abo 5 mn (100 wr),
abo 10 mn (200 mr)
y donakoHi; o 1
(hnakoHy B kKopobLyi

BMPOGHMKa BUXiQHOMO/MPOMIXXHOIO
NpoAYKTY/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpoGHMYoMy npoueci A®I, abo 3miHa BUpoGHMKa
(Bkntovatoun, Ae HeobxigHoO, MicLie NPoBEAEHHS
KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudikata
BignoBigHocCTi €Bponenchkit papmakonei y
3aTBEepAKEHOMY [0CbE)(BBEAEHHS HOBOIO
BMpoGHMKa APl 3 HapaHHsAM macTep-caiina Ha API)
- 3miHa BupobHuka A®I etonosmay Shanghai
Modern, Kutai Ha Bupo6Hmka Mac-Chem Products
(India) Pvt. Ltd., IHgis, 3aTBEepaxXeHO: Jiangsu
Hengrui Medicine, Kutain Shanghai Modern, Kutai
3anponoHOBaHo:

Jiangsu Hengrui Medicine, Kutait Mac-Chem
Products (India) Pvt. Ltd., IHgis
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3acoby ynakoeka) noceio4yeHHs1
47. | XKOBYOlHHU 36ipno50ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK be3 UA/5862/01/01
" 3B6IP Ne2 navkax 3 BHYTPILHIM "IMikTpasun" "IMikTpasun" | Tvny - 3miHK 3 saikocTi. FoTOBUIA Nikapcbkuin 3aci6. peuenma
naketom; no 2,0ry 3MiHV y BUpOBHMUTBI. 3MiHM y Npoueci BUpobHULTBa
dinbTp-nakeTi, No roTOBOro NiKapcbKoro 3acoby, BKIYaum
20 inbTp-nakeTiB y NPOMIXKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS MNP
nadui; no2,0ry BMPOBHMUTBI rOTOBOrO fikapCbKoro 3acoby
dinbTp-nakeTi, No (He3HayHa 3MiHa y npoueci BUpOOHMLTBA) -
20 cpinbTp-nakeTiB y BHeceHHs! 3MiH fo p. 3.2.P.3.3. Onuc BupobHuyoro
nayi 3 BHyTPILLHIM npoLecy Ta KOHTPOSo Npouecy, a caMe He3HauYHi
nakeTom 3MiHM Y npoueci BUpobHULTBa nikapcbKoro 3acoby
Ha cTagii TI-3 BurotoBneHHs npomikHOT Ta
Hepo3adhacoBaHoi NpoayKuii (4oaaBaHHs
onuioHanbHoi cTagii «paHynauis, noapiGHeHHs,
NpOCitoBaHHSA» O CXEMU TEXHOIONYHOro npouecy
Ha cTagii Tl1-3, sika 3aCTOCOBYETLCA B pasi
HeobXiaHOCTI Ans KoMrnoHeHTa 36opy «LIMUHY
niLLaHOro KBIiTU» A11S TEXHOMOrYHOro npouecy
BMpobHMuTBa J13 y naykax no 50 r, B 3anexHocCTi Big,
CTYMNeHs! ONnyLLEHOCTi MOBCTSHMMW BONOCKaMu
KBITKOHOCIB KOLLMKIB (B pa3i BUCOKOrO CTyneHs)).
[paHynauia 4o3BONAE YLiNbHUT KOMMOHEHTH,
3abe3neyvyoum KpaLLi TEXHOSOTIYHI XapakTepuUCTUK1
BCi€i cymiwi (36opy)
48. | 30J10PT® TabneTkn, BKpUTI BiaTpic CLWA BUPOBHMUTBO, ITanis/ BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a UA/7475/01/01
NNiBKOBOO CnewenTi nepBuHHE Ta HimeyumHa | TMny - 3MiHu 3 sikocTi. ADL. BupobHmuTBo. 3MiHN B peuenmom
obornoHkoto, no 50 inc BTOPUHHE npoteci BupobHmutea AP| (HeaHayHa 3miHa y
Mr; no 14 TabneTok nakyBaHHs, npoteci BupobHmuTea AdI)
y 6nicTepi; no 2 KOHTPOMb SIKOCTI, OHOBIEeHHs po3giny 3.2.S.2.2. Onuc BMpobHUYoro
onictepn y BUNYCK cepii: npouecy Ta Noro KOHTPOIto, a came: Ha etani 0A
KapTOHHIN ynakoBLi Xaynt ®apma (Step 0A-Ketal Formation) onucy npouecy
Nartiva C.p.n., yTBOpeHHsi KeTanto oHoBneHo 3 “The product is
ITanis; dried under vacuum at a temperature not greater
BMPOGHMLTBO, than 65°C” Ha “Ketal is used in next step as wet in
nepBUHHE Ta ethanol”; Ha eTani 0B (Step OB — Ketal Hydrolysis)
BTOPUHHE onwuc npouecy rigponidy Ketanto oHOBNOETLCA 3
nakyBaHHs, “The isolated product 4S-Tetralone (CP-83,118) is
KOHTPOMb SIKOCTI, dried under Vacuum at a temperature not exceeding
BUWMYCK cepil: 65°C " Ha “4S Tetralone is used in next step as wet
Mdpanzep in water/methanol”. 3miHu | Tuny - 3MiHK 3 siKOCTi.
MeHtodekdypuH A®I. BupobHuuteo. 3MiHu BUnpobyBaHb abo
r JonuneHa [OMyCTUMUX MeX Yy npoueci BupobHuutea AdI, wo
m6X, BCTaHOBIMEHI Y cneuundikaisx (BUNYyYEHHs!
HimeuunHa HEeCYTTEBOro BUNPOOYBaHHS1) OHOBIEHHS po3Ainy

3.2.S.2.4. KoHTpOnb KPUTUYHUX CTafin i MPOMIKHOI
npoaykuii, a came: Ha etani OA In-Process controls
3amiHeHO TepMiH 3 “Reaction Mixture” Ha “Wet
Sample Intermediate”; BupaneHo in-process control
Ha eTani 0B. Takox oHoBneHo po3gain 3.2.5.2.6.
Po3pobka BupobHuyoro npouecy: goaasaHHs NaOH
SIK anbTepHaTMBHOI OCHOBU AN NepeTBopeHHs 4R-
TeTpanoHy Ha paueMiYyHUn TeTparnoH
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49. | IJIOH® KINACIK | ma3b no 25, no 50 Llecpa HimeyumH Bunyck cepii: HimeuyunHa BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK be3 UA/16843/01/01
r,no 100 r masiy ApuHanmitTen a Llecpa | Tuny - 3miHun 3 akocTi. A®I. KoHTponb ADI. 3miHa y peuenma
Ty6i; no 1 Ty6i y b 'M6X i Ko. ApuHanmiTTenb MeTodax BunpobyeaHHsa APl abo BuxigHoro
KapTOHHiI kopooLi KIr 'm6X i Ko. KT, MaTepiany/npoMixKHOro NpoayKTy/peareHTy, Lo
Himeuuunha; BMKOPUCTOBYETLCS y Npoueci BUpobHuuTea Ad|
BupobHuLTBO (iHWi 3miHM y MeToaax BMNpobyBaHHs (BKOYaoum
Hepo3adacoBaHo 3aMiHy abo gonoBHeHHs) APl abo
ro NPoAykKTy, BVXiAHOro/NpOMIDKHOrO MPOAYKTY) 3MiHa MeToay
nepBuHHE Ta BMNpobyBaHHsA X B igeHTUdikauii Ta KinbkicHomy
BTOPUHHE BM3HAYEHHI TPbOX Ail04NX PEYOBUH (TEPNEHTUHY
nakyBaHHs: eTorn MOZAPWHK, ONii TEPNEHTUMHOBOI Ta Onil €BKaninToBoi).
[e3ynaxantcnd 3MinHn | TMny - 3MiHK 3 siKoCTi. [OTOBUI NMikapCbkUi
nere- yHg 3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
dapmanpogykre 3miHa y meTogax BunpobyBaHHSA roTOBOro
'M6X, nikapcbkoro 3acoby (iHwi 3aMiHM y MeTogax
HimeuyunHa BUNpobyBaHb (BKNOYayy 3amiHy abo
[OOMOBHEHHS)) 3MiHM Y MeTofax BunpobysaHHs 13
nokasHukamu «lgeHTtudikadia» Ta «KinbkicHe
BM3HaAYEHHS», a caMe: 3aMiHa TECTOBOI npoueaypu
«Assay 1,8 cineole (GC)» Ta «Assay B-pinene (GC)»
Big nabopatopii HWI (AM 0859) Ha npoueaypy
TecTyBaHHs Big Cesra Arzneimittel GmbH & Co. KG
AN igeHTugiKaLii Ta KinbKiCHOrO BU3HaYEeHHS
[ilounx pevyoBMH €BKarninToBOi Onii | TepneHTUHOBOI
onii. BunpobyBaHHs ans igeHTudikauii Ta
KifTIbKICHOTO BU3HAYEHHS! TEPNEHTUHY MOAPVHU
3anuwaeTtbesi B naboparopii HWI, ane 3amiHioeTbes
meTtog X AM 0460 (BukoHye HWI) Ha
BaockoHaneHu metog X AM 0859 (BukoHye HWI).
50. | IMYMNMPET® TabneTkun, BKPUTI BioHopuka CE | HimeyuumH nepBuHHE Ta HimeuumHa BHECEHHs 3MiH 10 peecTpauiiHuX MaTepianis: 3MiHu | bes nionsizae UA/6909/02/01
o6oroHKoto, no 25 a BTOPUHHE T™ny - 3Mi|-w|_ 3 AAKOCTi. Ad'JI. Bupo6HuuTeo. 3miHa peuenma
rageroy oncrepi eyt A A
g 6n|(_::repl/| v KoHTpONb Ta a60 3miHa BUpOGHMKa (BKNOYaloum, Ae HeobXxigHo, ,
KapTOHHil kopobui BUMYyCK cepil: Micue npoBeAeHHs KOHTponto sikocTi) APl (3a
BioHopuka CE, BiAcyTHOCTI cepTudikaTa BignoBiaHOCTI EBponeickKin
HimeuunHa chapmakonei y 3aTBepaXeHOMy AOCLE)(3MiHM A0
3axopiB, NoB'si3aHuX 3 kKoHTponem A®I|, abo aoaaBaHHA
Brpo6HuuTBO AiNbHULI, fie NPOBOANTLCA KOHTPOIL/BUNPOGYBaHHS
in-bulk: cepii) - BBe,quHs_a KOHTPaKTHOT na60paTopi:|' Lagpr L + S AG
AK 0OOaTKOB INbHULIKO ANA KOHTPOJIK MIKPOOIONOriYHOI
PotTenpopd ﬂkﬂcfi pocnifuoro nl-rl)ennapaTy. 32TBep,D,)KgHOZ Release
®dapma 'MBX, testing by: BIONORICA SE Kerschensteinerstrasse 11-15
HimeuunHa

92318 Neumarkt Germany. 3anponoHoBaHo: Testing of the
herbal preparation by contract laboratories: Microbiological
quality (alternative to testing performed by Bionorica SE):
Labor L + S AG Mangelsfeld 4, 5, 6 97708 Bad Bocklet-
Grossenbrach Germany Release testing is performed by:
BIONORICA SE Kerschensteinerstrasse 11-15 92318
Neumarkt Germany.
3MmiHu | TUNy - 3MiHK 3 AkocTi. APl BUpo6GHULTBO.
3miHa BUpoGHMKa BUXiAHOro/npoMiXkHOro
npoAyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCA Y
BUpOOHUYOoMy npoueci A®I, abo 3miHa BUpobGHUKa
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(BknOYarouu, e HeobxigHO, MicLie NpoBeAeHHsA

KOHTponto skocTi) A®I (3a BiacyTHoCTi cepTudikarta
BiAnoBigHocTi EBponenicbkin hapmakonei y
3aTBepAXeHOMY AO0ChLE)(3MiHM A0 3axoAiB, NOB'A3aHUX 3
koHTponem A®Il, abo AoaaBaHHA AiNbHULI, Ae
NPOBOAUTLCA KOHTPOIbL/BMNPO6GYBaHHSA cepii) -
BBeneHHs koHTpakTHOi nabopatopii PhytoLab GmbH & Co.
KG sik goaaTkoBy AiNbHULIEO AN NPOBeAEHHs TECTIB Ha
BUBINbHEHHS MIKOTOKCUHIB, BaXKKUX MeTanis, NecTuumais
NS POCNVMHHMX NpenapartiB. 3aTBepaKeHO:
Release testing by: BIONORICA SE Kerschensteinerstrasse
11-15 92318 Neumarkt Germany. 3anponoHoBaHo:
Testing of the herbal preparation by contract laboratories:
Heavy metals, mycotoxins, pesticides PhytoLab GmbH &
Co. KG Dutendorfer Str. 5 — 7 91487 Vestenbergsgreuth
Germany.
3MiHu | TNy - 3MiHK 3 akocTi. A®PL. KoHTponb AdI.
3miHa y napameTtpax cneuudikadin Ta/abo gonycTtummx
MeX, BU3HaYeHux y cneuudikauisx Ha A®I, abo
BUXiHUA/MPOMIXXHUIA NpoAyKT/peareHT, Wo
BUKOPUCTOBYIOTbCS Yy npoueci BUpobHuuTea A®I (iHwi
3MiHM) - Y crneundikaLii pocnuHHoi cuposuHu Tpasa
Kynb6abw (Herba Taraxaci) Buny4yaerbca napametp
cneundikauii «lgeHTuuHicTb TLWX» 3a MeTOoaoOM TeCcTyBaHHSA
B PY PM 315/01.3atBepmxeHo: TLC Identity, B PY PM
315/01: must comply with the requirements TLC Identity, B
PY PM 317/02: must comply with the requirements
macroscopic characteristics and mscroscopic
characteristics, B PY PM 314/02: must comply with the
requirements. 3anponoHosaHo: TLC Identity, B PY PM
317/02: must comply with the requirements macroscopic
characteristics and mscroscopic characteristics, B PY PM
314/02: must comply with the requirements.
3MiHu | TUny - 3MiHn 3 AkocTi. A®DL. KoHTponb A®PI.
3miHa y napameTtpax cneuudikauin Ta/abo gonycTtummx
MeX, BU3HauyeHux y cneundikadisx Ha A®I, abo
BUXiAHWA/NPOMIXHUIA NpoAyKT/peareHT, LWo
BUKOPUCTOBYIOTbCA Y nNpoueci BUpo6Huurea A®I (iHwwi
3MiHK) - Y cneumdikauii pocnMHHOI cmpoBuHK Tpasa
[OepeBito BUNyYaeTbcs napameTp cneuundikadii
«laeHTnyHicTb TLWX» 3a meTogom TecTyBaHHs B PY PM
135/04.

must comply with the requirements Identity C according to
the Ph. Eur. Monograph «yarrow» Identity D — TLC
according to the Ph. Eur. Monograph «yarrow» Identity A
according to the Ph. Eur. Monograph «yarrow»

Eur. Monograph «yarrow» (microscopic characteristics).
3anponoHoBaHo: Identity C according to the Ph. Eur.

Eur. Monograph «yarrow» Identity A according to the Ph.
Eur. Monograph «yarrow» (macroscopic characteristics)
Identity B according to the Ph. Eur. Monograph «yarrow»
(microscopic characteristics).
3MiHu | TUNy - 3miHun 3 AkocTi. A®DL. KonTponb A®PI.
3miHa y meToaax BunpobyBaHHsA A®| a6o BuxigHoro

maTepiany/npoMixkHOro npoAayKTy/peareHTy, wo

3aTBepaxeHo: Identity — TLC essential oil, B PY PM 135/04:

(macroscopic characteristics) Identity B according to the Ph.

Monograph «yarrow» Identity D — TLC according to the Ph.
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BUKOPUCTOBYETLCA y npoueci BUpo6HuuTea AdPI|
(He3HauHi 3MiHM y 3aTBepAXeHNX MeToaax
BUNpoOyBaHHA) - OHoBneHHst meToay TLUX ans
BU3HAYEHHS iAEHTUYHOCTI aMiHOKMCIOT Yy 3B’A3KY i3
BUMNpaBEHHAM TunorpadivyHoi nomunku. Metog
BUKOPUCTOBYETLCH ANA POCMNHHOT CUpOoBMHU KopiHb anTteto
(Radix Althaeae) Ta ans ineHTudikaLuii KopeHs anTes y
roToBOMY nikapcbkomy 3acobi. 3aTeepakeHo: 3.2.S.4.1
Specification(s) Identity TLC amino acids, B PY PM 220/01:
must comply with the requirements 3.2.P.5.1
Specification(s) TLC amino acids, B PY PM 220/01: must
comply with the requirements Althaeae Radix via TLC amino
acids, B PY PM 220/01: must comply with the requirements
3.2.S.4.2 Analytical Procedures/3.2.P.5.2 Analytical
Procedures B PY PM 220/01 3.2.S.4.3 Validation of
Analytical Procedures/3.2.P.5.3 Validation of Analytical
Procedures Validation report 220 from October 2007.
3anponoHosaHo: 3.2.S.4.1 Specification(s) Identity TLC
amino acids, B PY PM 220/02: must comply with the
requirements 3.2.P.5.1 Specification(s) TLC amino acids, B
PY PM 220/02: must comply with the requirements Althaeae
Radix via TLC amino acids, B PY PM 220/01: must comply
with the requirements 3.2.S.4.2 Analytical
Procedures/3.2.P.5.2 Analytical Procedures B PY PM
220/02 3.2.S.4.3 Validation of Analytical
Procedures/3.2.P.5.3 Validation of Analytical Procedures
Validation report 220 from January 2008.
3MiHun | TNy - 3MiHK 3 akocTi. A®PL. KoHTponb AdI.
3miHa y meToaax BunpobyBaHHsa A®| abo BuxigHoro
maTepiany/npoMi>kHOro npoAayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci Bupo6Huutea AdI
(He3Ha4Hi 3MiHM y 3aTBepAXEeHUX MeToAax
BUNpPoOyBaHHs) - OHOBNEHHSA MeToAy TEeCTyBaHHS
MaKpPOCKOMIYHOT Ta MiKPOCKOMIYHOT iA€HTUYHOCTi POCAIMHHOT
cvpoBuHM TpaBa kynb6abu (Herba Taraxaci) gns
KOPEKTHOTrO 3a3HayveHHs1 3abapBneHHs Tpasu kynb6abu y
MiKpOCKOMIiYHiN ineHTuYHoCTi. 3aTBepaxeHo: 3.2.S.4.1
Specification(s) Assay Macroscopic characteristics, B PY
PM 314/01: must comply with the requirements Microscopic
characteristics, B PY PM 314/01: must comply with the
requirements 3.2.S.4.2 Analytical procedures B PY PM
314/01. 3anponoHoBaHo: 3.2.S.4.1 Specification(s) Assay
Macroscopic characteristics, B PY PM 314/02: must comply
with the requirements Microscopic characteristics, B PY PM
314/02: must comply with the requirements 3.2.S.4.2
Analytical procedures B PY PM 314/02.
3MiHu | TMNy - 3MiHun 3 AkocTi. A®DL. KoHTponb A®I.
3miHa y meToaax Bunpo6yBaHHsA A®| a6o BuxigHoro
maTepiany/npoMi)kKHOro npoAayKTy/peareHTy, wo
BUKOPUCTOBYETLCA y npoueci BUpobHuuyTtea API|
(He3Ha4Hi 3mMiHM y 3aTBepAXeHUX MeToaax
BUNpPoOyBaHHs) - OHOBNEHO METOAUKY TECTYBaHHSA
BU3HAYEHHSI adhNaTOKCUHIB KOHTPaKTHO nabopaTopieto
Phytos Labor for Analytik von Arzneimitteln GmbH & Co.KG.
BaTtBepakeHo: 3.2.S.4.1 Specification For Matricaria flower,
yarrow, dandelion herb, walnut leaf, equisetum stem, oak
bark: Aflatoxin B1 HPLC-fluorescense detection <= 2 [ug/kg]
Aflatoxins sum (B1, B2, G1, G2) HPLC-fluorescense
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detection <= 4 [ug/kg] For Marshmellow root Aflatoxin B1
HPLC-fluorescense detection <= 2 [ug/kg] Aflatoxins sum

(B1, B2, G1, G2) HPLC-fluorescense detection <= 4 [ug/kg]
3.2.S5.4.2.2 Analytical procedures — Mycotoxins 3.2.S.4.3
Validation of analytical procedures — Mycotoxins Phytos
validated report including the method description dated
April, 1999. 3anponoHoBaHo: 3.2.S.4.1 Specification For
Matricaria flower, yarrow, dandelion herb, walnut leaf,
equisetum stem, oak bark: Aflatoxin B1; test instruction No.
PV.11.P019_03 or SOP 805025, issue 2: <= 2 [ug/kg]
Aflatoxins sum (B1, B2, G1, G2); test instruction No.
PV.11.P019_03 or SOP 805025, issue 2: <= 4 [ug/kg] For
Marshmellow root Aflatoxin B1; test instruction No.
PV.11.P019_03 or SOP 805021, issue 1: <= 2 [ug/kg]
Aflatoxins sum (B1, B2, G1, G2); test instruction No.
PV.11.P019_03 or SOP 805021, issue 1: <= 4 [ug/kg]
3.2.S.4.2.2 Analytical Procedures - — Mycotoxins Phytos
method PV.11.P019_03 dated May 14, 2014 SOP 805025,
issue 2 SOP 805021, issue 1 3.2.S.4.3 Validation of
analytical procedures — Mycotoxins V.11.REP.P011_03
805050 _root_val, issue 1 805050_leaf val, issue 2.
3miHu | TUNy - 3MiHK 3 AkocTi. APl KoHTponb AdL.
3miHa y meToaax BUnpo6yBaHHsA A®I a6o BuxigHoro
martepiany/npomMixkHOro NpoAayKTy/peareHTy, Wo
BMKOPUCTOBYETbLCA Y NpoLeci Bupo6Huutea AdPI
(He3Ha4Hi 3MiHM y 3aTBepAXEeHMX MeToaax
BUMNPOOYBaHHSA) - 3MiHN Y METOAi TECTYBaHHSA BaXKMX
MeTaniB BHacnigok OHOBIEHHS 3aranbHoi MoHorpadii Eur.
Ph. Ha pocnuHHi npenapatu.
3MiHu | Tuny - 3MiHn 3 AkocTi. A®DL. KonTponb A®PI.
3miHa y meToaax BunpobyBaHHsa A®| a6o BuxigHoro
maTepiany/npoMiXkHOro npoAayKTy/peareHTy, Wwo
BUKOPUCTOBYETLCA Y npoueci BUpo6HuuTBa A®PI (iHwi
3MiHM y MeToAax BUNpobyBaHHA (BKNOYaUM 3aMiHy
a6o nonoBHeHHs1) AP| a6o BUxigHOro/npomMikHoro
npoaykTy) - BBeaeHHsa anbTepHaTMBHOrO Metoay
TECTYBaHHSA cnekTpohoTOMETPISA 3 iIHAYKTMBHO 3B'S3aHOI0
nnasmoto (ICP-MS) ans BU3HaYeHHS BMICTY BaXKuX
MeTaniB y POCNUHHUX CyBCTaHLisX.
3miHu | TuNy - 3MiHK 3 AkocTi. APl KoHTponb AdL.
3miHa y meToaax BUnpobyBaHHA A®l abo BuxigHoro
MaTepiany/npoMi)kHOro NpoAyKTy/peareHTy, Wo
BUKOPUCTOBYETbLCA Y Npoueci BUpo6HuUTBa A®PI (iHwWi
3MiHM y MeToAax BUNpoOyBaHHA (BKNIOYaloum 3amiHy
a6o nonoBHeHHs1)) APl abo BUXigHOro/npoMidkHoro
npoAaykTy) - 3MiHM y MeToAax TeCTyBaHHS Npy BUSHaYEHHi
anaToKCUHIB y POCITMHHWX Npenaparax.
3aTtBepakeHo: 3.2.S.4.1 Specification For Matricaria flower,
yarrow, dandelion herb, walnut leaf, equisetum stem, oak
bark: Aflatoxin B1 HPLC-fluorescense detection <= 2 [ug/kg]
Aflatoxins sum (B1, B2, G1, G2) HPLC-fluorescense
detection <= 4 [ug/kg] For Marshmellow root Aflatoxin B1
HPLC-fluorescense detection <= 2 [ug/kg] Aflatoxins sum
(B1, B2, G1, G2) HPLC-fluorescense detection <= 4 [ug/kg]
3.2.5.4.2.2 Analytical procedures — Mycotoxins 3.2.S.4.3
Validation of analytical procedures — Mycotoxins Phytos
validated report including the method description dated

September, 1997. 3anponoHoBaHo: 3.2.S.4.1 Specification




42 [TponoBkeHHs JoaaTka 3
Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
For Matricaria flower, yarrow, dandelion herb, walnut leaf,

PV.11.P019_03 or SOP 805025, issue 2: <= 2 [ug/kg]
Aflatoxins sum (B1, B2, G1, G2); test instruction No.
PV.11.P019_03 or SOP 805025, issue 2: <= 4 [ug/kg] For
Marshmellow root Aflatoxin B1; test instruction No.
PV.11.P019_03 or SOP 805021, issue 1: <= 2 [ug/kg]
Aflatoxins sum (B1, B2, G1, G2); test instruction No.
PV.11.P019_03 or SOP 805021, issue 1: <= 4 [ug/kg]
3.2.5.4.2.2 Analytical Procedures - — Mycotoxins Phytos
method PV.11.P019_03 dated May 14, 2014 SOP 805025,
issue 2 SOP 805021, issue 1 3.2.S.4.3 Validation of
analytical procedures — Mycotoxins V.11.REP.P011_03
805050_root_val, issue 1 805050_leaf val, issue 2
3MmiHu | TUNy - 3MmiHKn 3 skocTi. A®L. Cucrtema
KOHTeHep/3aKynoptoBanbHui 3aci6. 3miHa 'y
6e3nocepenHin ynakoBui A®I (iHwi 3miHn) - AkTyanisauis
[OKyMeHTaLjii Ha nakyBanbHUii MaTepian poOCIMHHOIO
npenapaty 6e3 3MiH1 AKOCTi NakyBanbHOro Matepiany.
3aTtBepaxeHo: 3.2.S.6.1 Container closure system
Descriptiom of Packaging Materials for paper bags Page 2:
Packaging material is made of: Unbleached kraft bag paper
PE foils These materials comply with the EU guideline no
1935/2004 Polyethylene foil complies with the commission
guideline 200/418, 2000/EEC, 2002/72/EC and 2004/19.
3anponoHosaHo: 3.2.S.6.1 Container closure system
Specification issued by Bionorica SE Material outer layer:
paper, 2 to 3 layer Material inliner: polyethylene, thickness
60 pm Specification issued by Bionorica SE Material outer
layer: paper, 2 to 3 layer Material inliner: polyethylene,
thickness 60 pm The specification includes all tests relevant
for released of the packaging material Declaration of
Conformity The packaging material used for storage of
pulverized herbal substance confirms with regulation (EC)
1935/2004 and regulation (EU) No. 10/2011.
3miHu | TUNy - 3MiHK 3 AkocTi. API. CTabinbHicTb. 3MiHa
nepioay NOoBTOPHUX BUNpoGyBaHb/nepiody 36epiraHHs
a6o ymoB 36epiraHHsa A®I (3a BiacyTHOCTI y
3aTBepaXeHOMY focbe cepTudikaTa BianoBiAHOCTI
€Bponenicbkin hapmakonei, Lo BKnoYvae nepion
NOBTOPHOro BMNpo6GyBaHHsA) (nepioa NoBTOpHOro
BuNpobyBaHHsA/nepioa 36epiraHHs) - Binbw XopcTki
yMoBM 36epiraHHsA - BBeaeHHs1 yMoB 36epiraHHsa Ansi
POCIMHHOI CMPOBWHM KBiT pomallku Ta 3miHa yMOB
36epiraHHa Ans pocrnvMHHOI cupoBuHM TpaBa Aepesito.
3artBepaxeHo: 3.2.8.7.1 Stability — matricaria flower -
3.2.8.7.1 Stability — yarrow herb Do not store above 30°C.
3anponoHosaHo: 3.2.S.7.1 Stability — matricaria flower Do
not store above 25°C 3.2.S.7.1 Stability — yarrow herb Do
not store above 25°C.
3MiHu | TUNY - 3MiHM 3 skocTi. CepTudbikar
BianoBiaHocTi/lE-cepTuddikar BignoBigHoCTI
€Bponencbkin hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 Heo6XiAHICTIO NPUBeAEHHA Y BiANOBIQHICTb
Ao MoHorpadii APY abo €Bponeicbkoi chapmakonei,
a6o iHwWoi HauioHanbHoI thapmakonei gepxasu €C
(3miHa y cneundikauisx, nos'asaHa 3i smiHamu B AdY,

abo €Bponencbkin papmakonei, abo iHWin

equisetum stem, oak bark: Aflatoxin B1; test instruction No.
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HauioHanbHin apmakonei gepxaBu €C) - CneumndikaLito
TpaBu Kynb6abu 3miHeHo BignosigHo Ao Bumor Ph. Eur.
MoHorpadist “TpaBa kynb6abu 3 kopiHHAM”. Kpim Toro,
MEeTOA TECTYBaHHA Ta KpUTEpii NPUNHATHOCTI AN
MikpobionoriyHoi sikocTi 6ynu aganToBaHi 4O NOTOYHOrO
BuaaHHa Ph. Eur. O6mexeHHs ans kagmito 6yno
apanToBaHo Ao Bumor Ph. Eur. MoHorpadist «Jlikapcbki
3aco6U POCIIMHHOTO MOXOXEHHS» | BCTAHOBNEHO
Cadmium: < 1.0 ppm 3atBepmxeHo: 3.2.S.4.1 Specification
(s) General characteristics Taste, sensory test: bitter Purity
Cadmium: < 0.5 ppm Purity Microbiological quality, Ph. Eur.
2.6.12/2.6.13 method B: Ph. Eur. 5.1.4 Escherichia coli,
2.6.13: not detectable in 1 g Bile-tolerant gram-negative
bacteria, 2.6.13: < 103 cfu/g Salmonellae, 2.6.13: not
detectable in 1 g Total aerobic microbial count, 2.6.12: <105
cfu/g Total combined yeasts/moulds count, 2.6.12: < 104
cfu/g. 3anponoHoBaHo: 3.2.S.4.1 Specification (s)
Characteristics Taste: bitter Purity — Heavy metals
Cadmium: < 1.0 ppm Purity — Microbiological quality
Escherichia coli, Ph. Eur. 2.6.12/2.6.31: absencein 1g
Bile-tolerant gram-negative bacteria, Ph. Eur. 2.6.12 /
2.6.31: <= E +04 cfu/g Salmonella, Ph. Eur. 2.6.12/2.6.31:
absence in 25 g Total aerobic microbial count, Ph. Eur.
2.6.12/2.6.31: <= 50000 cfu/g Total combined
yeasts/moulds count, Ph. Eur. 2.6.12 / 2.6.31: <= 5000
cfu/g.
3miHu | TUNY - 3MiHM 3 AkocTi. CepTudikar
BignoBigHocTi/TE-cepTudikar BignosigHoCTI
€Bponencbkin hapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HeOGXiAHICTIO NPUBEAEHHS Yy BiANOBIAHICTb
Ao MoHorpadii APY abo €Bponencbkoi chapmakonei,
a6o iHwWoi HauioHanbHoI hapmakonei aepxasu €EC
(3miHa y cneumdikauisx, nos'asaHa 3i amiHamu B AdY,
abo €Bponeiickkin hapmakonei, abo iHwWin
HauioHanbHiI phapmakonei gepxasu €C) - [ins
POCRUHHOT CUPOBUHM JINCTS rpeLbKoro ropixa MeTos
TeCTyBaHHs Ta KpUTEPIT NPUAHATHOCTI AN MikpobionoriyHol
skocTi 6ynu aganToBaHi 4O NOTOYHOro BuaaHHs Ph. Eur.
ObMmexeHHs1 ana kagmito 6yno agantosaHo Ao BuMor Ph.
Eur. MoHorpadis «Jlikapceki 3acobu pocnmHHoro
noxomxeHHs» i BctaHoBneHo Cadmium: < 1.0 ppm.
3atBepaxeHo: Microbiological quality, Ph. Eur. 2.6.12/
2.6.13 method B: Ph. Eur. 5.1.4 Escherichia coli, 2.6.13: not
detectable in 1 g Bile-tolerant gram-negative bacteria,
2.6.13: £ 103 cfu/g Salmonellae, 2.6.13: not detectable in 1
g Total aerobic microbial count, 2.6.12: <105 cfu/g Total
combined yeasts/moulds count, 2.6.12: < 104 cfu/g Purity
Cadmium: < 0.2 ppm. 3anponoHoBaHo: Purity —
Microbiological quality Escherichia coli, Ph. Eur. 2.6.12 /
2.6.31: absence in 1 g Bile-tolerant gram-negative bacteria,

Ph. Eur. 2.6.12 / 2.6.31: <= E +04 cfu/g Salmonella, Ph. Eur.

2.6.12/2.6.31: absence in 25 g Total aerobic microbial
count, Ph. Eur. 2.6.12/2.6.31: <= 50000 cfu/g Total
combined yeasts/moulds count, Ph. Eur. 2.6.12/2.6.31: <=
5000 cfu/g Purity — Heavy metals Cadmium: < 1.0 ppm.
3miHu | TNy - 3miHn 3 AkocTi. CepTudikar
BianoBigHocTi/lE-cepTudikar BignoBigHoCTI
€Bponencbkin hapmakonei/MoHorpadii. 3miHu,
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NnoB'A3aHi 3 Heo6XigHICTIO NPpUBeAEHHSA Y BiANOBIQHICTb
Ao MoHorpadii APY abo €Bponeicbkoi thapmakonei,
a6o iHwWoi HauioHanbHoI (hapmakonei gepxaBu €C
(3miHa y cneumndikauisx, noB'a3aHa 3i amiHamu B DY,
abo €Bponeicbkin hapmakonei, abo iHWin
HauioHanbHin dapmakonei gepxasu €C) - 3MiHM y
cneuudikaLii pocnvMHHOT cMpoBuHM Tpasa xBoLa, y
BignosigHocTi Ao moHorpadii Eur. Ph. «Herba Equiseti».
3atBepaxeHo: 3.2.S.4.1 Specification Purity Foreign matter
|/ stems from other Equisetum species and hybrids, Ph. Eur.
2.8.2: £ 5% (m/m) Foreign matter / other foreign matter, Ph.
Eur. 2.8.2: £ 2% (m/m) TLC purity (other Equisetum species
and hybrids), Eur. Ph. «Herba Equiseti», purity: must comply
with the requirements Loss on drying, Ph. Eur. 2.2.32: <10%
(m/m) Purity Microbiological quality, Ph. Eur. 2.6.12/2.6.13
method B: Ph. Eur. 5.1.4 Escherichia coli, 2.6.13: not
detectable in 1 g Bile-tolerant gram-negative bacteria,
2.6.13: < 103 cfu/g Salmonellae, 2.6.13: not detectable in 1
g Total aerobic microbial count, 2.6.12: <105 cfu/g Total
combined yeasts/moulds count, 2.6.12: < 104 cfu/g.
3anponoHoBaHo: Foreign matter (tested on the herbal
substances), Ph. Eur. 2.8.2: < 5% (m/m) Test for Equisetum
palustre Eur. Ph. «Herba Equiseti», purity: must comply with
the requirements Loss on drying, Ph. Eur. 2.2.32: £10%
(m/m) Purity — Microbiological quality Escherichia coli, Ph.
Eur. 2.6.12 / 2.6.31: absence in 1 g Bile-tolerant gram-
negative bacteria, Ph. Eur. 2.6.12/2.6.31: <= E +04 cfu/g
Salmonella, Ph. Eur. 2.6.12 / 2.6.31: absence in 25 g Total
aerobic microbial count, Ph. Eur. 2.6.12 / 2.6.31: <= 50000
cfu/g Total combined yeasts/moulds count, Ph. Eur. 2.6.12 /
2.6.31: <= 5000 cfu/g.
3MiHu | TNy - 3miHn 3 AkocTi. CepTudikar
BianoBigHocTi/lE-cepTudikar BignoBigHocCTI
€BponencbKin apmakonei/moHorpadii. 3miHu,
nos'sA3aHi 3 HeOGXiAHICTIO NPMBeAEHHSA Yy BiANOBIAHICTb
Ao moHorpadii APY abo EBponelicbkoi hapmakonei,
a6o iHwWoi HauioHanbHoI hapmakonei aepxasu €C
(3miHa y cneundikauisx, nos'asaHa 3i amiHamu B AdY,
abo €Bponeiickkin hapmakonei, abo iHWin
HauioHanbHin ¢apmakonei aepxasu €C) - 3miHn y
cneumdikaLii pocnuHHOi cMpoBuHY TpaBa Aepesito, y
BignosigHocTi Ao MoHorpadii Eur. Ph. «Herba Millefolii».
3atBepaxeHo: 3.2.S.4.1 Specification Assay Essential oil,
Ph. Eur. 2.8.12: 20.2% (V/m). 3anponoHoBaHo: 3.2.S.4.1
Specification Assay Essential oil, Ph. Eur. «Herba Millefolii»,
assay: 2 2 ml/kg.
3miHu | TMNY - 3miHn 3 AkocTi. CepTudikar
BianoBigHocTi/lE-cepTudikar BignoBigHocCTi
€BponencbKin apmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 Heo6XigHICTIO NPUBeAEHHA Y BiANOBIQHICTb
Ao MoHorpadii APY abo €Bponeicbkoi chapmakonei,
a6o iHwWoi HauioHanbHoI thapmakonei gepxaBu €C
(3miHa y cneundikauisx, nos'asaHa 3i smiHamu B AdY,
abo €Bponencbkin hapmakonei, abo iHWin
HauioHanbHin ¢apmakonei aepxasu €C) - 3miHn y
cneumdikaLii pocnnHHOT cMpoBMHM KBiTW poMaLuku, y
BignosigHocTi Ao MoHorpadii Eur. Ph. «Matricaria flores».
3artBepaxeHo: 3.2.S.4.1 Specification Assay Essential oil,
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Ph. Eur. 2.8.12: 20.4% (V/m). 3anponoHoBaHo: 3.2.S.4.1
Specification Assay Essential oil (dried drug), Ph. Eur.
Monograph «Matricaria flores», assay: = 4 mi/kg
3MiHu | TNy - 3MiHM 3 skocTi. CepTudikar
BianoBigHocTi/lE-cepTudikar BignoBigHoCTI
€Bponencbkin chapmakonei/MoHorpadii. 3miHun,
noB'A3aHi 3 Heo6XigHICTIO NpUBeAEHHA Y BiANOBIQHICTb
Ao MoHorpadii APY abo €Bponeicbkoi chapmakonei,
a6o iHwWoi HauioHanbHoI (hapmakonei gepxaBu €C
(3miHa y cneumndikauisx, noB'a3aHa 3i amiHamu B ADY,
abo €Bponenicbkin hapmakonei, abo iHWin
HauioHanbHin dapmakonei aepxasu €C) - 3miHn y
cneuudikaLii pocnvHHoi cupoBuHu Kopa ay6a, y
BignoBigHoOCTI Ao MoHorpadii Eur. Ph. «Quequs cortex».
3areepaxeHo: Microbiological quality, Ph. Eur. 2.6.12 /
2.6.13 method B: Ph. Eur. 5.1.4 Escherichia coli, 2.6.13: not
detectable in 1 g Bile-tolerant gram-negative bacteria,
2.6.13: < 103 cfu/g Salmonellae, 2.6.13: not detectable in 1
g Total aerobic microbial count, 2.6.12: <105 cfu/g Total
combined yeasts/moulds count, 2.6.12: < 104 cfu/g Assay
Tannins, absorbed by hide powder, calculated as pyrogallol,
Ph. Eur. 2.8.14: 2 3.0 % (m/m). 3anponoHoBaHo: Purity —
Microbiological quality Escherichia coli, Ph. Eur. 2.6.12 /
2.6.31: absence in 1 g Bile-tolerant gram-negative bacteria,
Ph. Eur. 2.6.12 / 2.6.31: <= E +04 cfu/g Salmonella, Ph. Eur.
2.6.12/2.6.31: absence in 25 g Total aerobic microbial
count, Ph. Eur. 2.6.12/ 2.6.31: <= 50000 cfu/g Total
combined yeasts/moulds count, Ph. Eur. 2.6.12/2.6.31: <=
5000 cfu/g Assay Tannins, expressed as pyrogallol (dried
drug), Ph. Eur. Monograph «Quequs cortex», assay: = 3.0%
(m/m)
3MiHu | TNy - 3miHn 3 AkocTi. CepTudikar
BianoBigHocTi/lE-cepTudikar BignoBigHocCTI
€Bponencbkin chapmakonei/MoHorpadii. 3miHum,
nos'sA3aHi 3 HeOGXiAHICTIO NPMBeAEHHSA Yy BiANOBIAHICTb
Ao moHorpadii APY abo EBponelicbkoi hapmakonei,
a6o iHwWoi HauioHanbHoI hapmakonei aepxasu €C
(3miHa y cneundikauisx, nos'asaHa 3i amiHamu B AdY,
abo €Bponeiickkin hapmakonei, abo iHWin
HauioHanbHin ¢apmakonei aepxasu €C) - 3miHn y
cneumdikaLii pOCNNHHOT CMPOBWHM JTUCTS rpeLbKoro ropixa,
y BignosigHocTi 4o MoHorpadii Eur. Ph. «Folia Juglandis».
3atBepaxeHo: 3.2.S.4.1 Specification General
characteristics Odour, sensory test: weekly aromatic to spicy
Taste, sensory test: slightly scratchy, bitter and astringent
Purity Microbiological quality, Ph. Eur. 2.6.12/2.6.13
method B: Ph. Eur. 5.1.4 Escherichia coli, 2.6.13: not
detectable in 1 g Bile-tolerant gram-negative bacteria,
2.6.13: £ 103 cfu/g Salmonellae, 2.6.13: not detectable in 1
g Total aerobic microbial count, 2.6.12: €105 cfu/g Total
combined yeasts/moulds count, 2.6.12: < 104 cfu/g.
3anponoHoBaHo: 3.2.S.4.1 Specification General
characteristics Odour: weekly aromatic to spicy Taste:
slightly scratchy, bitter and astringent Purity —
Microbiological quality Escherichia coli, Ph. Eur. 2.6.12 /
2.6.31: absence in 1 g Bile-tolerant gram-negative bacteria,
Ph. Eur. 2.6.12 / 2.6.31: <= E +04 cfu/g Salmonella, Ph. Eur.
2.6.12/2.6.31: absence in 25 g Total aerobic microbial
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count, Ph. Eur. 2.6.12/ 2.6.31: <= 50000 cfu/g Total
combined yeasts/moulds count, Ph. Eur. 2.6.12/2.6.31: <=
5000 cfu/g.

3MiHu | TURY - 3MiHM 3 AKocTi. FoTOBUIN NikapCcbKU
3aci6. 3miHn y BUpo6HMUTBI. 3MiHa iMnopTepa/amiHu,
Lo CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPOMIO AKOCTi
roToBOro nikapcbkoro 3acoby (3amiHa a6o goaaBaHHA
AiNbHULI, Ha SKIW 3QiACHI0ETLCA
KOHTpoNb/BUNPOGYBaHHA cepii) - llTabopaTtopis Labor L+S
AG BBOAUTBLCS 5IK AOAATKOBA AiNbHULSA ANt KOHTPOSIIO
MikpobGionoriyHoi sakocTi 13.
3MiHu | TMNY - 3MiHM 3 AkocTi. FoTOBUI NikapCcbkumn
3aci6. 3MiHM y BUpo6GHULTBI. 3MiHKM Y npoueci
BUPOGHULITBA FOTOBOrO JlikapCcbKOro 3acoby,
BKIHOYAO4M NPOMIDXKHAW NPOAYKT, WO 3aCTOCOBYETbLCA
npu BUPOGHMLTBI FOTOBOro nikapcbkoro 3aco6y
(He3Ha4Ha 3MiHa y npoueci BUpo6HULUTBA) - HeaHauHi
3MiHU B onwuci BUpo6HMLTBa. MpoMixHUIA Yac 36epiraHHs
bulk-npoaykTy 6yno 3MiHeHo i Tenep BU3Ha4YaeTLCS
BiANOBIAHO A0 AaHux cTabinbHocTi bulk-npoaykTy.
3aTtBepaxeHo: A PD HV 589/02 3.2.P.3.3 Manufacturing
description Storage of the bulk The bulk product is sorted
and is then filled in polypropylene bags. This packaging
material is intended only for transport in which the product is
stored for max. 3 months at 15 — 25 °C. 3anponoHoBaHo: A
PD HV 58901/01 3.2.P.3.3 Manufacturing description
Storage of the bulk The bulk product is sorted and is then
filled in polypropylene bags. Intermediate storage of the bulk
takes place at room temperature. The intermediate storage
time is defined according to the bulk stability data.
3miHu | TUNY - 3MiHK 3 AKocTi. FoTOBMI Nikapcbku
3aci6. CucteMa KoHTelHep/3aKynoproBarnbHUI 3aci6.
3miHa y NepBUHHIN yNnaKoBLi rOTOBOro nikapcbKoro
3acoby (sikicHMM Ta KinbKicHuM cknapg) - TBepai
nikapcbki popmum - MakyBanbHWn MmaTepian ans bulk
npoAaykTy 3MiHIoeTbCA 3 «PP-fabric sacks» abo «PE sacks»
Ha «LDPE-flatbags». 3atBepaxeHo: 3.2.P.7.1 Container
closure system of the bulk material The bulk product is filled
into polyethylene or polypropylene bags. This is only
packaging for transport in which the product is stored for no
longer than 3 months. Tablet cores: Description of LDPE
flatbag Certificate of compliance with guidelines for
packaging material in contact with food. Coated tablet:
Specification by TechnoPac for a PP-farbic sack Declaration
of compliance with regulations of FDA. 3anponoHoBaHo:
3.2.P.7.1 Container closure system of the bulk material
According to A PD HV 58901/01: Until further manufacturing
takes place the tablet cores are stored max. 31 days in
polyethylene bags at 15 — 25 °C. The coated tablets are
stored in PE — flatbags in containers or in BigBags with PE —
Inliner. PE-flat bag Specification by Rottendorf Pharma
Certificate of analysis Declaration of compliance with food
Guidelines, Product Stewardship Bulletin BigBags with PE-
Inliner: Specification by Bionorica (PM-Big-Bag-QSV-V02
Declaration of conformity
3miHu | TMNY - 3MiHM 3 AkocTi. FoTOBUI NikapCbKu
3aci6. CuctemMa KoHTelHep/3aKynoproBarnbHUI 3aci6.
3MmiHa nocTayanbHMKa NakyBanbHUX MaTepianiB a6o
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KOMMIIEeKTYIUYUX (AKLLO 3a3Ha4YeHOo B AOCbE) (3amiHa a6o
AofaBaHHA nocTavanbHUKa) - MNoctavansHuk PVC/PVAC-
nniBkx 3MiHuB Ha3By 3 EVC Ha Bilcare Research. Akictb

camoi nniBk1 He 3MiHMnacs, ane BiagnosigHa AOKyMeHTauia
6yna oHoBneHa. Kpim Toro, cneuudikauis BUNycky Big,
Bionorica 6yna BkntoYeHa B 4OCbE Ha OCHOBI cnevudikaLil
noctavanbHuka. 3atBepaxeHo: Supplier — EVC Technical
data sheet. 3anponoHoBaHo: Bionorica release specification
PM-F-PVC-120-A-V01 Supplier — Bilcare Research -
Technical data sheet - IR-Spectrum - Product Regulatory
Information Sheet Declaration of conformity
3miHu | TNy - AamiHicTpaTuBHI 3miHK. 3miHa
HallMeHyBaHHs Ta/abo agpecu Micusi NnpoBagKeHHs
AiANbHOCTIi BUPOGHMKA (BKMOYaK4m, 3a HeobxigHoCTI,
Micue NnpoBeAeHHs1 KOHTPOII AKOCTi), abo BnacHuKa
macTtep-channa Ha A®l, abo noctayanbHuKa
Adl/BuxigHoro matepiany/peareHTy/npoMixxHoro
NPOAYKTY, WO 3aCTOCOBYIOTLCA Y BUPOGHULTBI ADI
(AKWO 3a3Ha4YeHO Yy AOCbE Ha Nikapcbkui 3acib) 3a
BiACyTHOCTiI cepTudikaTa BianoBigHOCTi €EBponenchbkin
chapmakonei y 3aTBepaKeHOMY A0CbE, a60 BUPOOHMKaA
HOBOI JONOMiXKHOT Pe4OBUHM (AKLLO 3a3Ha4Y€HO Y AOChE)
- KoHTpakTHa nabopatopis «Phytos Labor for Analytik von
Arzneimitteln GmbH & Co.KG» 3miHuna Ha3By Ta agpecy.
3artBepaxeHo: 3.2.5.2.1 Manufacturer(s) Testing of the
herbal preparation by contract laboratories Heavy metals,
mycotoxins: Phytos Labor for Analytik von Arzneimiteln
GmbH & Co. KG Leibnitzstr. 9 89231 Neu-Ulm Germany
3anponoHoBaHo:
3.2.8.2.1 Manufacturer(s) Testing of the herbal preparation
by contract laboratories Heavy metals, aflatoxins GBA
Pharma GmbH Ernst-Abbe-Str. 40 89079 Ulm Germany
3miHu | TUNY - AgMiHicTpaTUBHI 3MiHKU. 3MiHa
HaWMeHyBaHHs Ta/abo agpecu MicusA npoBaAXeHHs
AiANbHOCTI BUPOGHMKA (BKMOYaK4m, 3a HeobxigHOCTI,
MicLie NpoBeAeHHA KOHTPONIO AAKOCTi), a0 BNacHUkKa
macTep-caiina Ha A®l, abo nocTayanbHuka
A®l/BuxinHoro matepiany/peareHTy/npoMiXkHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCS Y BUPOGHULTBI ADI
(sIKLL0 3a3Ha4YeHO Yy AOCHE Ha fNikapcbkuii 3acib) 3a
BiAICYTHOCTi cepTudikara BignoBiaHOCTI €EBponencbkin
chapmakonei y 3aTBepaXeHOMY AOCbE, a60 BUPOGHMKa
HOBOI [JONMOMDKHOI Pe4OBUHM (AKLLO 3a3HAa4YEHO Y AOChE)
- KoHTpakTHa nabopatopisa «Labor L+S AG» 3miHuna Ha3By
Ha «Labor LS SE & Co. KG». 3atBepaxeHo: 3.2.S.2.1
Manufacturers Labor L + S AG Mangelsfeld 4,5,6 97708
Bad Bocklet-Grobenbrach, Germany 3.2.P.3.1
Manufacturers Labor L + S AG Mangelsfeld 4,5,6 97708
Bad Bocklet-Grobenbrach, Germany 3anponoHoBaHo:
3.2.8.2.1 Manufacturers Labor LS SE & Co. KG Mangelsfeld
4,5, 6 97708 Bad Bocklet-Grobenbrach, Germany 3.2.P.3.1
Manufacturers Labor LS SE & Co. KG Mangelsfeld 4, 5, 6
97708 Bad Bocklet-Grobenbrach, Germany
3miHu | TUNY - 3MiHn 3 AkocTi. A®IL. Bupo6HuuTBO.
3miHa BUpoGHMKa BMXigHOro/npomixkHoro
npoaykTy/peareHTy, WO BUKOPUCTOBYHOTLCA Y

BUPOGHUYOMY npoueci A®Pl, abo 3miHa BUpoGHUKaA

(BKIOYaKOuMK, e HeobxigHO, MicLie NpoBeAeHHsA
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KoHTponto fkocTi) A®I (3a BiacyTHoCTi cepTudikara
BiAnoBiaHocTi EBponencbKin hapmakonei y
3aTBepaXXeHOMY Aocbe)(iHwWi 3MiHM) - OHOBNEHO nepenik
nocTayanbHUKIB POCIMHHOT cpPOBUHK TpaBa Kynb6abu.
3a3HayeHi koMmnaHii HecyTb BiQNOBiganbHICTb 3a
nocTayaHHsi POCANHHOI PEYOBUHU, Sika BXOAWUTb A0 cdepu
3actocyBaHHsi GACP. Yci noctayanbHvky BignoeigaoTb
Bumoram GACP. 3aTtBepaxeHo: 3.2.S.2.1 Manufacturers
Martin Bauer GmbH & Co. KG Bahnhofstrasse 2 25486
Alveslohe Germany Alfred Galke GmbH Am Bahnhof 1-5
37534 Gittelde Germany Heinrich Klenk GmbH & Co. KG
Aschenhof 35 97525 Schwebheim Germany Kraeuter Mix
GmbH Wiesentheider Strasse 4 97355 Abtswind Germany
Christof Peter GmbH & Co. KG Roethleiner Strasse 5 97525
Schwebheim Germany. 3anponoHosaHo: 3.2.S.2.1
Manufacturers Martin Bauer GmbH & Co. KG
Bahnhofstrasse 2 25486 Alveslohe Germany Alfred Galke
GmbH Am Bahnhof 1-5 37534 Gittelde Germany Heinrich
Klenk GmbH & Co. KG Aschenhof 35 97525 Schwebheim
Germany Kraeuter Mix GmbH Wiesentheider Strasse 4
97355 Abtswind Germany Christof Peter GmbH & Co. KG
Roethleiner Strasse 5 97525 Schwebheim Germany
Hermann Oberhauser Seeoner Strasse 62 83125 Eggstaedt
Germany.
3miHu | TUNY - 3MiHK 3 AkocTi. APl BupoGHULTBO.
3MmiHa BUpOGHMKa BUXigHOro/npoMidkHoro
npoaykTy/peareHTy, WO BUKOPUCTOBYIOTLCA Y
BUpPOGHUYOMY npoueci A®I, abo 3miHa BUpoGHUKaA
(BknOYaroum, e HeobxigHO, MicLie NpoBeAeHHs
KoHTponto skocTi) A®I (3a BiacyTHoOCTi cepTudikara
BignoBiaHocTi €EBponencokin hapmakonei y
3aTBepaXeHOMY Aocbe)(iHwWi 3MiHM) - OHOBNEHO nepenik
nocTayasnbHWKIB POCIIMHHOI CMpPOBMHU TpaBa XBoLua.
3a3HayeHi koMmnaHii HecyTb BiANOBIAANbHICTb 3a
nocTayaHHs POCNMHHOI PEYOBUHU, SKa BXOAWUTb A0 cdepu
3actocyBaHHst GACP. Yci noctayanbHvky BignosigaoTb
Bumoram GACP. 3atBepaxeHo: 3.2.S.2.1 Manufacturers
Martin Bauer GmbH & Co. KG Bahnhofstrasse 2 25486
Alveslohe Germany Kraeuter Mix GmbH Wiesentheider
Strasse 4 97355 Abtswind Germany Christof Peter GmbH &
Co. KG Roethleiner Strasse 5 97525 Schwebheim
Germany. 3anponoHoBaHo:
3.2.8.2.1 Manufacturers Martin Bauer GmbH & Co. KG
Bahnhofstrasse 2 25486 Alveslohe Germany Heinrich Klenk
GmbH & Co. KG Aschenhof 35 97525 Schwebheim
Germany Kraeuter Mix GmbH Wiesentheider Strasse 4
97355 Abtswind Germany Christof Peter GmbH & Co. KG
Roethleiner Strasse 5 97525 Schwebheim Germany
Hermann Oberhauser Seeoner Strasse 62 83125 Eggstaedt
Germany
3MmiHu | TuNy - 3MiHK 3 AkocTi. APl BUupo6GHULTBO.
3MmiHa BUpoGHMKa BUXiAHOro/npoMixkKHOro
npopayKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpOGHUYOMy npoueci A®l, abo 3miHa BUpobHUKa
(BKknOYaroum, e HeobxigHO, MicLie NpoBeAeHHs
KoHTponto fkocTi) A®I (3a BiacyTHoOCTi cepTudikarta
BignoBiaHocTi €EBponenckkin hapmakonei 'y
3aTBepaXeHOMy focbe)(iHwi 3MiHM) - OHOBMNEHO nepenik
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nocTayanbHVKIB POCIIMHHOT CUPOBUHY KopiHb antest.

37534 Gittelde Germany Kraeuter Mix GmbH Wiesentheider

3a3HauyeHi komnaHii HecyTb BiANOBiAanbHICTb 3a
nocTayaHHsi POCMMHHOI PEYOBMHU, Sika BXOAWUTb A0 cdhepu
3actocyBaHHss GACP. Yci noctayanbHvky BignosigaoTb
Bumoram GACP. 3atBepaxeHo: 3.2.S.2.1 Manufacturers
Martin Bauer GmbH & Co. KG Bahnhofstrasse 2 25486
Alveslohe Germany Alfred Galke GmbH Am Bahnhof 1-5

Strasse 4 97355 Abtswind Germany Christof Peter GmbH &
Co. KG Roethleiner Strasse 5 97525 Schwebheim Germany
3anponoHoBaHo: 3.2.S.2.1 Manufacturers Martin Bauer
GmbH & Co. KG Bahnhofstrasse 2 25486 Alveslohe
Germany Alfred Galke GmbH Am Bahnhof 1-5 37534
Gittelde Germany Agroproduct sh.p.k. Fsh. Sinaje 31000
Istog Kosovo Kraeuter Mix GmbH Wiesentheider Strasse 4
97355 Abtswind Germany Christof Peter GmbH & Co. KG
Roethleiner Strasse 5 97525 Schwebheim Germany Herba
D.o.o. Ustanicka 194 11000 Belgrad Serbia
3MiHu | TUNY - 3MiHM 3 AkocTi. ADL. BUpo6GHUUTBO.
3miHa BUpoGHMKa BMXigHOro/npomixkHoro
npoaykTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpOGHUYOMY npoueci A®Pl, abo 3miHa BUpoGHUKa
(BKNtOYaloum, e HeobXiAHO, MicLie NpoBeAeHHSA
KOHTponto sikocTi) A®I (3a BiacyTHOCTI cepTudpikata
BignoBiaHocTi €EBponenckkin hapmakonei 'y
3aTBepAXKeHOMY A0oCbE)(iHWi 3MiHKU) - OHOBMNEHO CNMCOK
nocrayanbHUKIB POCITMHHOT CUPOBUHM KBiTY poMaLLKu.
3a3HayeHi komnaHii HecyTb BigNOBigANbHICTL 3a
nocTayaHHs POCMMHHOI PEYOBMHU, SKa BXOAWUTb A0 cdepu
3actocyBaHHst GACP. Yci noctayanbHvky BignoeigaoTb
Bumoram GACP. 3atBepaxeHo: 3.2.S.2.1 Manufacturers
Martin Bauer GmbH & Co. KG Bahnhofstrasse 2 25486
Alveslohe Germany Kraeuter Mix GmbH Wiesentheider
Strasse 4 97355 Abtswind Germany Christof Peter GmbH &
Co. KG Roethleiner Strasse 5 97525 Schwebheim
Germany. 3anponoHoBaHo:
3.2.8.2.1 Manufacturers Martin Bauer GmbH & Co. KG
Bahnhofstrasse 2 25486 Alveslohe Germany Waldland
Naturstoffe GmbH Oberwaltenreith 10 3533 Friedersbach
Austria Kraeuter Mix GmbH Wiesentheider Strasse 4 97355
Abtswind Germany Christof Peter GmbH & Co. KG
Roethleiner Strasse 5 97525 Schwebheim Germany
Ferencne Nagy Foe ut 17. 4177 Foeldes Hungary Heinrich
Klenk GmbH & Co. KG Aschenhof 35 97525 Schwebheim
Germany Dr. Junghanns GmbH Aue 182 06449
Aschersleben Germany
3MiHu | TMNY - 3MiHn 3 AkocTi. A®L. BupobHuuTBO.
3miHa BUpoGHMKa BMXigHOro/npomixkHoro
npoaykTy/peareHTy, WO BUKOPUCTOBYHOTLCA Y
BUpOGHUYOMy npoueci A®l, abo 3miHa BUpobGHUKa
(BKknOYaroum, e HeobxigHO, MicLe NnpoBeAeHHs
KoHTponto AkocTi) A®I (3a BiacyTHoOCTi cepTudikarta
BignoBiaHocTi €EBponenckkin hapmakonei 'y
3aTBepaXeHOMY Aocbe)(iHwWi 3MiHM) - OHOBNEHO nepenik
nocTayanbHUKIB POCIIMHHOT pe4oBUHM Kopa ayba. 3asHaueHi
KOMMaHii HeCcyTb BiANOBIAAMNbHICTb 3@ MOCTAYaHHS
POCIIMHHOT PEYOBUHW, sika BXOAUTb [0 cdepun 3aCTOCyBaHHS

GACP. Yci noctayanbsHukm BignosigawTe Bumoram GACP.
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3aTtBepaxeHo: 3.2.S.2.1 Manufacturers Martin Bauer GmbH
& Co. KG Bahnhofstrasse 2 25486 Alveslohe Germany
Alfred Galke GmbH Am Bahnhof 1-5 37534 Gittelde

Schwebheim Germany Kraeuter Mix GmbH Wiesentheider

Germany Heinrich Klenk GmbH Aschenhof 35 97525

Strasse 4 97355 Abtswind Germany. 3anponoHoBaHo:
3.2.8.2.1 Manufacturers Martin Bauer GmbH & Co. KG
Bahnhofstrasse 2 25486 Alveslohe Germany Alfred Galke
GmbH Am Bahnhof 1-5 37534 Gittelde Germany Heinrich
Klenk GmbH & Co. KG Aschenhof 35 97525 Schwebheim
Germany Kraeuter Mix GmbH Wiesentheider Strasse 4
97355 Abtswind Germany
3MiHu | TUNY - 3MiHM 3 skocTi. ADl. BUpoGHULTBO.
3miHa BUpoGHMKa BMXigHOro/npomixkHoro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCA Y
BUpOGHUYOMY npoueci A®Pl, abo 3miHa BUpoGHUKa
(BKnO4aroum, e HeobxigHO, MicLie NpoBeAeHHs
KOHTponto sikocTi) A®PI (3a BiacyTHoCTi cepTudikara
BignoBiaHocTi €EBponencbkin hapmakonei y
3aTBepAXXeHOMy Aocbe)(iHwWi 3MiHu) - OHOBNEHO nepenik
nocrayanbHUKIB POCIIMHHOI CUPOBUHM JINCTA rpeubKkoro
ropixa. 3a3HayeHi komnaHii HecyTb BignoBiganbHiCTb 3a
nocTa4yaHHsA POCIMHHOI PEYOBUHM, ika BXOAUTb A0 cdhepu
3actocyBaHHst GACP. Yci noctayanbHuKK BignoBiganTb
Bumoram GACP. 3atBepaxeHo: 3.2.S.2.1 Manufacturers
Martin Bauer GmbH & Co. KG Bahnhofstrasse 2 25486
Alveslohe Germany Alfred Galke GmbH Am Bahnhof 1-5
37534 Gittelde Germany Kraeuter Mix GmbH Wiesentheider
Strasse 4 97355 Abtswind Germany. 3anponoHoBaHo:
3.2.8.2.1 Manufacturers Martin Bauer GmbH & Co. KG
Bahnhofstrasse 2 25486 Alveslohe Germany Alfred Galke
GmbH Am Bahnhof 1-5 37534 Gittelde Germany Heinrich
Klenk GmbH & Co. KG Aschenhof 35 97525 Schwebheim
Germany Kraeuter Mix GmbH Wiesentheider Strasse 4
97355 Abtswind Germany PMA 28 SARL 1 place de leglise
28140 Varize France Hermann Oberhauser Seeoner
Strasse 62 83125 Eggstaedt Germany
3miHu | TUNy - 3MiHK 3 AkocTi. APl KoHTponb ADL.
3miHa y meToaax BUnpo6yBaHHsA A®l abo BuxigHoro
MaTepiany/npoMi)kHOro NpoAyKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6HuuTea A®I
(He3Ha4Hi 3mMiHW y 3aTBepAXeHUX MeToaax
BMNPOBYBaHHS) - Y KOHTpakTHIN nabopaTopii PhytoLab
GmbH & Co. KG meToa TecTyBaHHS achnaTOKCUHIB y
POCIUHHIN peYOBUHI KOpeHs anTesi byB OHOBMEHW Ta
nepeHyMepoBaHuin Yepes BHYTPILLHI NPUYNHK.
OnTtumizoBaHo meToa TecTyBaHHA 805023 Bunyck 2 3amicTb
nonepeaHboro SOP 805021 Bunyck 1. 3aTBepaxeHo:
3.2.S.4.1 Specification(s) Release specification T0000027-
DE-V2.0 Purity Aflatoxin B1, test instruction No.
PV.11.P019_03 or SOP 805021, issue 1: <= 2 [ug/kg]
Aflatoxins sum (B1, B2, G1, G2), test instruction No.
PV.11.P019_03 or SOP 805021, issue 1: <= 4 [ug/kg]
3.2.S.4.2 Analytical Procedures SOP 805021, issue 1,
Phytolab GmbH & Co. KG 3.2.S.4.3 Validation of Analytical
Procedures Validation report to test method

805050_root_Val, issue 1, Phytolab GmbH & Co. KG

BanponoHoBaHo: 3.2.S.4.1 Specification(s) Release
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specification 2045201-160TCT-DE-V005 Purity Aflatoxin B1,
test instruction No. PV.11.P019_03 or SOP 805023, issue 2:
<= 2 [ug/kg] Aflatoxins sum (B1, B2, G1, G2), test
instruction No. PV.11.P019_03 or SOP 805023, issue 2: <=
4 [ug/kg] 3.2.S.4.2 Analytical Procedures SOP 805023,
issue 2, Phytolab GmbH & Co. KG 3.2.S.4.3 Validation of
Analytical Procedures Validation report to test method
805023, issue 1, Phytolab GmbH & Co. KG
3miHu | TUNY - AamiHicTpaTuBHI 3miHK. 3miHa
HallMeHyBaHHs Ta/abo agpecu Micusi NnpoBagKeHHs
AiANbHOCTIi BUPOGHMKA (BKMOYal4m, 3a HeobxigHoCTI,
micue NnpoBeAeHHs1 KOHTPOII AKOCTi), a6o BnacHuka
macTtep-chaina Ha A®I, abo noctayanbHuKa
A®l/BuxigpHoro matepiany/peareHTy/npoMiXkHOro
NPOAYKTY, WO 3aCTOCOBYIOTbLCS Y BUPO6GHMUTBI ADI
(sIKLL0 3a3Ha4YeHO Yy AOCHE Ha Nikapcbkui 3acib) 3a
BiAcyTHOCTI cepTudpikata BignoBigHOCTI €EBponenchbKin
chapmakonei y 3aTBepaXeHOMYy AOCb€E, a60 BUPOGHMKa
HOBOI AONOMiDKHOI Pe4OBMHM (SIKLLO 3a3HAYEHO Y AOCbLE)
- 3MiHeHO agpecy nocTtavanbHUKa POCIIMHHOT CUPOBUHM
Kopa gy6a Martin Bauer GmbH & Co. KG. 3aTBepaxeHo:
3.2.8.2.1 Manufacturers 3.2.S.2.1.1 Suppliers of herbal
substance for Oak bark Martin Bauer GmbH & Co. KG
Bahnhofstrasse 2 25486 Alveslohe, Germany.
3anponoHoBaHo: 3.2.S.2.1 Manufacturers 3.2.S.2.1.1
Suppliers of herbal substance for Oak bark Martin Bauer
GmbH & Co. KG Dutendorfer Str. 5-7 91487
Vestenbergsgreuth, Germany
3miHu | TUNY - AgMiHicTpaTUBHI 3MiHK. 3MiHa
HaWMeHyBaHHs Ta/abo agpecu MicusA npoBaAXeHHs
AiANbHOCTI BUPOGHMKA (BKIOYaK4m, 3a HeobxigHOCTI,
MicLie NpoBeAeHHA KOHTPONIO AAKOCTi), a6o BNacHuUkKa
macTtep-channa Ha A®I, abo nocTayanbHuKa
A®l/BuxinHoro matepiany/peareHTy/NnpoMi>kHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y BUPOGHULTBI ADI
(AKLWO 3a3HaYeHO Yy AOCLE Ha Nikapcbkuit 3acib) 3a
BiAICYTHOCTi cepTudikara BignoBigHOCTI €EBponencbkin
chapmakonei y 3aTBepaXeHOMYy AOCb€E, a60 BUPOGHMKa
HOBOI JONMOMiDKHOI PE4OBUHM (AKLLO 3a3HAa4YEHO Y AOChE)
- MocTayanbHUK poCNHHKUX cUpoBUH TpaBa kynb6abwu,
Jlucta rpeuboro ropixa, Tpasa xsowa Hermann Oberhauser
3MiHuB Ha3By Ha Oberhauser Natur-Fruechte-Pflanzen
GmbH. 3atBepaxeHo: 3.2.S.2.1 Manufacturers 3.2.5.2.1.1
Suppliers of herbal substance fo rDandelion herb, Walnut
leaf, Equisetum stem Hermann Oberhauser Seeoner
Strasse 62 83125 Eggstaett, Germany.
3anponoHoBaHo:3.2.S.2.1 Manufacturers 3.2.S.2.1.1
Suppliers of herbal substance for Dandelion herb, Walnut
leaf, Equisetum stem Oberhauser Natur-Fruechte-Pflanzen
GmbH Seeoner Strasse 62 83125 Eggstaett, Germany.
3MmiHu | TuNy - 3MiHK 3 AkocTi. APl BUupo6GHULTBO.
3MmiHa BUpoGHMKa BUXiAHOro/npoMixkKHOro
npopayKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpOGHUYOMy npoueci A®l, abo 3miHa BUpobHUKa
(BKknOYaroum, e HeobxigHO, MicLie NpoBeAeHHs
KoHTponto fkocTi) A®I (3a BiacyTHoOCTi cepTudikarta
BignoBiaHocTi €EBponenckkin hapmakonei 'y
3aTBepaXeHOMy focbe)(iHwi 3MiHM) - OHOBMNEHO nepenik
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nocTayanbHWKIB POCIMHHOT CMpOBKHK TpaBa Kynb6abu.
BaTtBepmkeHo: 3.2.S.2.1 Manufacturers 3.2.5.2.1.1
Suppliers of herbal substance Martin Bauer GmbH & Co.
KG Bahnhofstrasse 2 25486 Alveslohe, Germany Alfred
Galke GmbH Am Bahnhof 1-5 37534 Gittelde, Germany
Heinrich Klenk GmbH & Co. KG Aschenhof 35 97525
Schwebheim, Germany Kraeuter Mix GmbH Wiesentheider
Strasse 4 97355 Abtswind, Germany Christof Peter GmbH &
Co. KG Roethleiner Strasse 5 97525 Schwebheim,
Germany Hermann Oberhauser Seeoner Strasse 62 83125
Eggstaett, Germany. 3anponoHoBaHo: 3.2.5.2.1
Manufacturers 3.2.S.2.1.1 Suppliers of herbal substance
Kraeuter Mix GmbH Wiesentheider Strasse 4 97355
Abtswind, Germany Oberhauser Natur-Fruechte-Pflanzen
GmbH Seeoner Strasse 62 83125 Eggstaett, Germany
3miHu | TUNy - 3MiHK 3 AkocTi. APl Bupo6GHUUTBO.
3MmiHa BUpOGHMKa BUXigHOro/npoMidkHoro
npoaykTy/peareHTy, WO BUKOPUCTOBYIOTLCA Y
BUpOGHUYOMY npoueci A®I, abo 3miHa BUpoGHUKaA
(BknOYaroum, e HeobxigHO, MicLie NpoBeAeHHsA
KOHTponto sikocTi) A®I (3a BiacyTHOCTI cepTudpikata
BignoBiaHocTi €EBponenckkin hapmakonei 'y
3aTBepaKeHOMY Aocbe)(iHwWi 3MiHKM) - OHOBNEHO nepenik
nocTavanbHUKIB POCNMHHOI CMPOBUHM Tpasa XBoLua.
3aTtBepaxeHo: 3.2.S.2.1 Manufacturers 3.2.5.2.1.1
Suppliers of herbal substance Martin Bauer GmbH & Co.
KG Bahnhofstrasse 2 25486 Alveslohe, Germany Heinrich
Klenk GmbH & Co. KG Aschenhof 35 97525 Schwebheim,
Germany Kraeuter Mix GmbH Wiesentheider Strasse 4
97355 Abtswind, Germany Christof Peter GmbH & Co. KG
Roethleiner Strasse 5 97525 Schwebheim, Germany
Hermann Oberhauser Seeoner Strasse 62 83125
Eggstaedt, Germany. 3anponoHoBaHo: 3.2.S.2.1
Manufacturers 3.2.S.2.1.1 Suppliers of herbal substance
Martin Bauer GmbH & Co. KG Bahnhofstrasse 2 25486
Alveslohe, Germany Heinrich Klenk GmbH & Co. KG
Aschenhof 35 97525 Schwebheim, Germany Kraeuter Mix
GmbH Wiesentheider Strasse 4 97355 Abtswind, Germany
Oberhauser Natur-Fruechte-Pflanzen GmbH Seeoner
Strasse 62 83125 Eggstaett, Germany
3miHu | TUNy - 3MiHK 3 AKkocTi. APl BUpo6GHULTBO.
3miHa BUpoGHMKa BMXigHOro/npomixkHoro
npoaykTy/peareHTy, WO BUKOPUCTOBYHOTLCS Y
BUPOGHUYOMY npoueci A®PI, abo 3miHa BUpoGHUKa
(BknOYaroum, e HeobxigHO, MicLie NpoBeAeHH:A
KOHTponto sikocTi) A®PI (3a BiacyTHoCTi cepTudikara
BiAnoBigHocTi EBponencbkin hapmakonei y
3aTBepAXeHOMY AocCbe)(iHwWi 3MiHK) - OHOBNEHO nepenik
nocTayanbHVKIB POCIIMHHOT CUPOBWHYM JINCTS ropixa
rpeubkoro. 3aTBepaxeHo: 3.2.S.2.1 Manufacturers
3.2.S.2.1.1 Suppliers of herbal substance Martin Bauer
GmbH & Co. KG Bahnhofstrasse 2 25486 Alveslohe,
Germany Alfred Galke GmbH Am Bahnhof 1-5 37534
Gittelde, Germany Heinrich Klenk GmbH & Co. KG
Aschenhof 35 97525 Schwebheim, Germany Kraeuter Mix
GmbH Wiesentheider Strasse 4 97355 Abtswind, Germany
PMA 28 SARL 1 place de leglise 28140 Varize, France

Hermann Oberhauser Seeoner Strasse 62 83125
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Eggstaedt, Germany. 3anponoHoBaHo: 3.2.S.2.1
Manufacturers 3.2.S.2.1.1 Suppliers of herbal substance
Kraeuter Mix GmbH Wiesentheider Strasse 4 97355
Abtswind, Germany PMA 28 1 place de leglise 28140
Varize, France Oberhauser Natur-Fruechte-Pflanzen GmbH
Seeoner Strasse 62 83125 Eggstaett, Germany
3MiHu | TUNY - 3MiHK 3 AkocTi. A®l. Bupo6HUUTBO.
3MiHa BUpOoGHMKa BUXigHOro/npoMidkHoro
npoaykTy/peareHTy, WO BUKOPUCTOBYHOTLCS Y
BUPOGHUYOMY npoueci API, abo 3miHa BUpOGHUKaA
(BknOYaroum, e HeobxigHO, MicLie NpoBeAeHHsA
KoHTponto AkocTi) A®I (3a BiacyTHoOCTi cepTudikata
BiAnoBiaHocTi EBponencbKin hapmakonei y
3aTBepaXXeHOMy Aocbe)(iHwWi 3MiHM) - OHOBNEHO nepenik
nocrayanbHUKIB POCIIMHHOI CMpPOBUHM KopiHb anTes.
3aTtBepaxeHo: 3.2.S.2.1 Manufacturers 3.2.5.2.1.1
Suppliers of herbal substance Martin Bauer GmbH & Co.
KG Bahnhofstrasse 2 25486 Alveslohe, Germany Alfred
Galke GmbH Am Bahnhof 1-5 37534 Gittelde, Germany
Agroprodukt sh.p.k. Fsh. Sinaje 31000 Istog, Kosovo
Kraeuter Mix GmbH Wiesentheider Strasse 4 97355
Abtswind, Germany Christof Peter GmbH & Co. KG
Roethleiner Strasse 5 97525 Schwebheim, Germany Herba
D.o.o. Ustanicka 194 11000 Beograd, Serbia
B3anponoHoBaHo: 3.2.S.2.1 Manufacturers 3.2.5.2.1.1
Suppliers of herbal substance Agroprodukt sh.p.k. Fshati:
Sinaje Rruga: Rudina 135 31000 Istog, Kosovo Kraeuter Mix
GmbH Wiesentheider Strasse 4 97355 Abtswind, Germany
Herba D.o.0. Ustanicka 194 11050 Beograd, Serbia.

3miHu | TUNy - 3MiHK 3 AKkocTi. APl BUpo6GHULTBO.
3miHa BUpoGHMKa BMXigHOro/npomixkHoro
nNpoAyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCA Y
BUPOGHUYOMY npoueci A®l, abo 3miHa BUpoGHUKa
(BKNlOYalouM, e HeobXiAHO, MicLie NpoBeAeHHSA
KoHTponto sAkocTi) A®I (3a BiacyTHoOCTi cepTudikarta
BignoBiaHocTi €EBponencokin hapmakonei y
3aTBepAXXeHOMY A0CLE)(iHLWi 3MiHKM) - OHOBNEHO CMNCOK
nocrayanbHUKIB POCITMHHOT CUPOBUHM KBiTH poMaLLKu.
3aTtBepaxeHo: 3.2.S.2.1 Manufacturers 3.2.5.2.1.1
Suppliers of herbal substance Martin Bauer GmbH & Co.
KG Bahnhofstrasse 2 25486 Alveslohe, Germany Waldland
Naturstoffe GmbH Oberwaltenreith 10 3533 Friedersbach,
Austria Kraeuter Mix GmbH Wiesentheider Strasse 4 97355
Abtswind, Germany Christof Peter GmbH & Co. KG
Roethleiner Strasse 5 97525 Schwebheim, Germany
Ferencne Nagy Foe ut 17. 4177 Foeldes, Hungary Heinrich
Klenk GmbH & Co. KG Aschenhof 35 97525 Schwebheim,
Germany Dr. Junghanns GmbH Aue 182 06449
Aschersleben, Germany. 3anponoHoBaHo:
3.2.8.2.1 Manufacturers 3.2.S.2.1.1 Suppliers of herbal
substance Waldland Naturstoffe GmbH Oberwaltenreith 10
3533 Friedersbach, Austria Ferencne Nagy Foe ut 17 4177
Foeldes, Hungary Heinrich Klenk GmbH & Co. KG
Aschenhof 35 97525 Schwebheim, Germany
3MmiHu | TUNy - 3MiHK 3 AkocTi. APl BUupo6HULTBO.
3miHa BUpoGHMKa BUXigHOro/npoMixkHOro
npopayKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUPOOGHUYOoMy npoueci A®I, abo 3miHa BUpobGHUKa
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(BknOYarouu, e HeobxigHO, MicLie NpoBeAeHHsA

KOHTponto skocTi) A®I (3a BiacyTHoCTi cepTudikarta
BiAnoBigHocTi EBponenicbkin hapmakonei y
3aTBepAKeHOMY A0CbE)(iHwWi 3MiHK) - OHOBMNEHo nepenik
nocTayanbHWKIB POCIIMHHOT CUPOBWHK TpaBa Aepesito.
BaTtBepmkeHo: 3.2.S.2.1 Manufacturers 3.2.5.2.1.1
Suppliers of herbal substance Martin Bauer GmbH & Co.
KG Bahnhofstrasse 2 25486 Alveslohe, Germany Alfred
Galke GmbH Am Bahnhof 1-5 37534 Gittelde, Germany
Kraeuter Mix GmbH Wiesentheider Strasse 4 97355
Abtswind, Germany Christof Peter GmbH & Co. KG
Roethleiner Strasse 5 97525 Schwebheim, Germany
Agroprodukt sh.p.k. Fsh. Sinaje 31000 Istog, Kosovo
Ferencne Nagy Foe ut 17. 4177 Foeldes, Hungary.
3anponoHoBaHo: 3.2.S.2.1 Manufacturers 3.2.5.2.1.1
Suppliers of herbal substance Kraeuter Mix GmbH
Wiesentheider Strasse 4 97355 Abtswind, Germany
Agroprodukt sh.p.k. Fshati: Sinaje Rruga: Rudina 135 31000
Istog, Kosovo Ferencne Nagy Foe ut 17. 4177 Foeldes,
Hungary.
3MiHu | TNy - 3MiHK 3 akocTi. A®PL. KoHTponb AdI.
3miHa y napameTtpax cneuudikadin Ta/abo gonycTtummx
MeX, BU3Ha4yeHux y cneundikauisix Ha A®I, abo
BUXiAHUA/NPOMIXKHUI NpoAyKT/peareHT, Wo
BMKOPUCTOBYHOTbCS Y Npoueci BupooHuursa AdI
(3BY>XEHHS1 AONYCTUMMX MEX, BUSHAYEHUX Y
cneuudikauii) - Y cneuudikauii Ha TepMiH npuaaTHOCTI
POCIMNHHOI CMPOBUHM TpaBa XBOLLA 3BYXYETbCA Mexa
BMU3HAYEHHS ANs nokasHuka «Assay. Peak E — recovery of
the starting value». 3atBepmxeHo: 3.2.S.4.1 Specification
Shelf-life specification 2045001-160TCT-S-DE-V001 Assay
Peak E — recovery of the starting value; B PY PM 214/02: 90
- 110 [%)]. 3anponoHoBaHo: 3.2.S.4.1 Specification Retest
specification B0000427-S-MRP-BAS-V1.0 Assay Peak E —
recovery of the starting value; B PY PM 214/02: 95 - 105 [%)]
3MiHu | TUny - 3MiHn 3 AkocTi. A®DL. KoHTponb A®PI.
3miHa y napameTpax cneuudikauiit Ta/abo gonyctummx
MeX, BU3Ha4YeHux y cneundikadisx Ha A®l, abo
BUXiAHWA/NPOMIXHUIA NpoAyKT/peareHT, LWo
BMKOPUCTOBYIOTbCA Y Npoueci Bupo6Huursa AdI
(3BYXXEHHS AONYCTUMMX MEX, BUSHAYEHUX Y
cneuudikauii) - Y cneuudikauii Ha TepMiH npuaaTHOCTI
POCNUHHOT CMPOBUHM JINCTS rPeLbKOro ropixa 3ByXyeTbCs
Mexa BU3HaueHHs1 ans nokasHukis «Hyperoside — recovery
of the starting value» Ta «Tannins adsorbed by hide powder,
calculated as pyrogallol (dried drug) - recovery of the
starting value». 3aTtBepmxeHo:
3.2.S.4.1 Specification Shelf-life specification 2045101-
160TCT-S-DE-V001 Assay Hyperoside — recovery of the
starting value; B PY PM 216/04: 90 - 110 [%] Tannins
adsorbed by hide powder, calculated as pyrogallol (dried
drug) - recovery of the starting value; DAC monograph
"Juglandis folium", assay: 90 - 110 [%]. 3anponoHoBaHo:
3.2.S.4.1 Specification Retest specification BO000428-S-
MRP-BAS-V1.0 Assay Hyperoside — recovery of the starting
value; B PY PM 216/04: 95 - 105 [%] Tannins adsorbed by
hide powder, calculated as pyrogallol (dried drug) - recovery

of the starting value; DAC monograph "Juglandis folium",
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assay: 95 - 105 [%]
3MiHu | TUNy - 3MiHn 3 AkocTi. ADL. KoHTponb A®I.
3miHa y napameTtpax cneuudikadin Ta/abo gonycTtummx
MeX, BU3Ha4YeHux y cneuudikauisx Ha A®l, abo
BUXiHUA/MPOMIXXHUIA NpoAyKT/peareHT, Wo
BUKOPUCTOBYIOTbLCS Yy Npoueci BUpo6HuuTBa AdDI
(3BY)XE€HHS1 AOMYCTUMMUX MeX, BUSHAYEHUX Y
cneuudikauii) - Y cneuudikauii Ha TepMiH NpuaaTHOCTI
POCMMHHOI cUpoBUHKM TpaBa AEepeBito 3BYXKYETbCA Mexa
BM3HAYEHHA ANs nokasHuka «Assay Peak M + M — recovery
of the starting value». 3aTtBepmxeHo: 3.2.S.4.1 Specification
Shelf-life specification 2044801-160TCT-S-DE-V001 Assay
Peak M + M — recovery of the starting value; B PY PM
215/03: 90 - 110 [%]. 3anponoHoBaHo: 3.2.S.4.1
Specification Retest specification B0000425-S-MRP-BAS-
V1.0 Assay Peak M + M — recovery of the starting value; B
PY PM 215/03: 95 - 105 [%]
3miHu | TUNy - 3MiHK 3 AkocTi. APl KoHTponb AdI.
3miHa y napameTtpax cneuudikauin Ta/abo gonycTtumux
MeX, BU3Ha4yeHux y cneundikauisx Ha A®l, abo
BUXiAHUW/NPOMIXKHUIA NpoAYyKT/peareHT, Wo
BMKOPUCTOBYIOTbCA Y npoueci Bupo6Huursa AdI
(monoBHeHHA cneundikauii HOBUM NOKa3HMKOM SIKOCTi
Ta BiANoBiAHUM MeTOAOM BUNPOGYBaHHs) - BBeaeHHs
TecToBoro napametpy «CTyniHb nogpibHeHHs» Oo
cneuudikaLin BUNycKy BCiX POCIMHHMX cyBCTaHLin, Ak
MICTATBbCS y rOTOBOMY NikapcbkoMy 3acobi (KopiHb anTeto,
TpaBa kynb6a6u, TpaBa aepesito, TpaBa xsowa, Keitu
pomauku, Kopa gy6a, Jlucts rpeubkoro ropixa).
3aTtBepaxeHo: 3.2.S.4.1 Specification Herbal preparation
Dandelion herb Release specification T0000028-DE-V2.0
Definition - Herbal preparation Equisetum stem Release
specification T0000043-DE-V2.0 Definition - Herbal
preparation Marshmallow root Release specification
2045201-160TCT-DE-V005 Definition - Herbal preparation
Matricaria flower Release specification T0000023-DE-V2.0
Definition - Herbal preparation Oak bark Release
specification T0000025-DE-V2.0 Definition - Herbal
preparation Walnut leaf Release specification TO000026-
DE-V2.0 Definition - Herbal preparation Yarrow herb
Release specification T0000024-DE-V2.0 Definition.
BanponoHosaHo: 3.2.S.4.1 Specification Herbal preparation
Dandelion herb Release specification BO000430-MRP-V1.3
Definition Degree of comminution: < 250 ym Herbal
preparation Equisetum stem Release specification
B0000427-MRP-V1.0 Definition Degree of comminution: <
250 um Herbal preparation Marshmallow root Release
specification B0000429-MRP-V1.0 Definition Degree of
comminution: < 250 um Herbal preparation Matricaria flower
Release specification B0000424-MRP-V1.0 Definition
Degree of comminution: < 250 ym Herbal preparation Oak
bark Release specification B0000426-MRP-V1.0 Definition
Degree of comminution: < 250 pm Herbal preparation
Walnut leaf Release specification B0000428-MRP-V1.0
Definition Degree of comminution: < 250 ym Herbal
preparation Yarrow herb Release specification BO000425-
MRP-V1.0 Definition Degree of comminution: < 250 ym
3MiHu | TMNY - 3miHn 3 sakocTi. A®L. Cuctema
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KOHTelHep/3akynopioBanbHui 3aci6. 3miHa y
6e3nocepenHin ynakoBui A®I (sikicHi Ta/abo KinbKicHi
3MiHM cknaay) - [lo nigpo3giny 3.2.5.6.1 Cuctema

KOHTeWHep/3aKkynoptoBanbHWiA 3aci6 - PocnuHHi npenapatu
BHOCWTbCS iH(bopMalLlisi oo NakyBanbHOro martepiany BCix
pPOCNMHHUX Npenaparis. 3anponoHoBaHo: 3.2.S.6.1
Container closure system — Herbal substance Herbal
substance is stored and transported in paper bags,
polyethylene bags or PP-fabric bags for protection against
light, bugs and dirt. -Declaration on conformity by Bionorics
SE
3MiHu | TMNY - 3MiHK 3 AkocTi. FoTOBUI NikapCcbKkumn
3aci6. Cuctema KoHTeliHep/3aKynoproBanbHui 3aci6.
3miHa napameTpiB cneuundikauini Ta/abo gonyctummnx
MeX NepBUHHOI YNaKOBKW rOTOBOIO fiKapCbKOro 3acoby
(monoBHeHHs cneundikaLii HOBUM NOKa3HUKOM 3
BiANOBiAHMM MeTO4OM BUNPOGYBaHHA) -
3MiHM y cneumdikauii Ha anmtoMiHieBy donbry. Y posgin
«loeHTudikauis» noaaeTbca TectoBui napameTp «ldentity-
IR». 3aTtBepaxeHo: 3.2.P.7 Container closure system —
Aluminium foil Release specification PM-F-ALU-V04
BanponoHosaHo: 3.2.P.7 Container closure system —
Aluminium foil Release specification PM-F-ALF-V02
Definition Thickness of aluminium foil: 20 + 1.6 um Material
Aluminium min. 98.1 % Heat seal lacquer: Vinyl-acrylate
(7.0+ 1.0 g/m2)
3miHu | TUNY - 3MiHK 3 AKocTi. FoTOBMI Nikapcbkui
3aci6. Cuctema KoHTeliHep/3aKynoproBanbHui 3aci6.
3miHa napameTpiB cneundikauini Ta/abo gonyctummnx
MeX NepBUHHOI YNaKoOBKM FOTOBOrO JlikapCcbKOro 3acoby
(iHwi 3miHK) - 3miHa KpUTepito NPUIHATHOCTI NapameTpa
cneuudikauii «ToswmHay NMBX/MBOX nnisku 3a mexamu
rpaHWYHOro 3aTBEpPKEHOro Aiana3oHy 6e3 3aMiHW SKoCTi
nniskn. 3aTBepaxeHo: 3.2.P.7 Container Closure system
PVC-PVDC-foil Specification by Bionorica SE PM-F-PVC-
120g-A-V03 General characteristics Thickness; DIN 53370:
306-338 [um]. 3anponoHosaHo: 3.2.P.7 Container Closure
system PVC-PVDC-foil Specification by Bionorica SE PM-F-
PVC-120g-A-V04 General characteristics Thickness; DIN
53370: 307-339 [um]
3MiHu | TNy - 3MiHn 3 AkocTi. FoTOBUI NikapCcbKun
3aci6. Cuctema KoHTelHep/3aKynoproBarnbHUi 3aci6.
3miHa y meToaax BUNPoGYyBaHHS NePBUHHOT YyNaKoBKU
roToBOro NikapcbKoro 3acoby (iHwi 3miHM y MmeToaax
BUNpoOyBaHb (BKNO4Yaloym 3amiHy abo aodaBaHHA)) -
3MiHM LLO0A0 NepeBipkU PO3MipiB antomiHieBOT dhonbru;

system Release specification: PM-F-ALU-V04 Additional

the requirements. 3anponoHoBaHo: 3.2.P.7 Container

closure system Release specification: PM-F-ALF-V02

Additional tests Dimensions; metric, plotting scale: must
comply with the requirements.

3miHu | TMNY - 3MiHM 3 AKkocTi. FoTOBUI NikapCbKun

pepakuinni amiHn. 3aTBepaxeHo: 3.2.P.7 Container closure

tests Dimensions; metric, sliding calliper: must comply with

3aci6. CuctemMa KoHTelHep/3aKynoproBarnbHUI 3aci6.
3miHa nocTayanbHMKa NnakyBanbHUX MaTepianiB a6o

HA

KOMMJIEKTYHOUMX (AKLLO 3a3HAYEHO B AOCLE) (BUNYyYEH

nocravyanbHu1Ka) - 3MiHM LWoJ0 NocTavyanbHWKIB
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antoMiHieBoi bonbru. 3aTBEepaAXKEHO:
3.2.P.7 Container Closure System Aluminium foil
Specification by Bionorica SE PM-F-ALU-V04 Supplier

Constantia Nusse GmbH -Specification IR-spectrum of heat
seal lacquer -Declaration of compliance Supplier Constantia
Patz GmbH -Specification and declaration of compliance -
IR-spectrum of heat seal lacquer Supplier Schlueter Print
Pharma Packaging GmbH -Specification -IR-spectrum of
heat seal lacquer Declaration of compliance.
3anponoHoBaHo:
3.2.P.7 Container Closure System Aluminium foil
Specification by Bionorica SE PM-F-ALF-V02 Certificates of
analysis by Bionorica SE IR spectrum of heat seal lacquer
(exemplary) Declaration of conformity by Bionorica SE
Identity Test Method Description — B PY PM 627 Validation
Report for B PY PM 627.
3MiHu | TUny - 3miHKM 3 akocTi. CepTudikar
BianoBigHocTi/lE-cepTudikar BignoBigHoOCTI
€Bponenckkin papmakonei/MoHorpadii. 3miHu,
nos'sA3aHi 3 HeO6XiAHICTIO NPUBEAEHHSA Y BiANOBIAHICTb
Ao MoHorpadii APY abo €Bponeicbkoi hapmakonei,
abo iHwWoi HauioHanbHoI chapmakonei aepxasu €C
(3miHa y cneundikauinx, nos'a3aHa 3i 3minamu B DY,
abo €BponeiicbKin hapmakonei, abo iHWin
HauioHanbHiIK phapmakonei gepxasu €C) - [ins
POCNMHHOI cupoBUHKM TpaBsa Kynbbabu amiHeTbCs «part of
plant used», y BignosigHocTi Ao moHorpadii Ph. Eur.
«Taraxaci officinalis herba cum radice». 3aTBepaxeHo:
3.2.S.4.1 Specification Definition Part of plant used:
harvested before bloom, dried, aerial parts.
3anponoHoBaHo:
3.2.S.4.1 Specification Definition Part of plant used: whole
or fragmented, dried, aerial parts
3MiHu | TUny - 3MiHn 3 AkocTi. A®DL. KoHTponb A®PI.
3miHa y meToaax BunpobyBaHHsa A®| a6o BuxigHoro
maTepiany/npoMiXkHOro npoAayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y Npoueci BUpo6HuuTea A®I
(He3Ha4Hi 3mMiHM y 3aTBepAXeHUX MeToaax
BMNPOBYBaHHS) - Y KOHTpakTHIN nabopaTopii PhytoLab
GmbH & Co. KG oHoBnOETLCSA Ta NepeHyMepoBYETLCS
MeToavKa OOCMiMKEHHS adpnaTOKCUHIB Y POCIMHHIN
cybcTaHuii luctsa rpeubkoro ropixa. 3ateepmxeHo: 3.2.5.4.1
Specification B0000430-MRP-V1.4 B0000427-MRP-V1.0
B0000424-MRP-V1.1 B0000426-MRP-V1.0 BO000428-
MRP-V1.0 B0000425-MRP-V1.0 Purity Aflatoxin B1; test
instruction No. PV.11.P019_03 or SOP 805025, issue 2: <=
2 [ug/kg] Aflatoxins sum (B1, B2, G1, G2); test instruction
No. PV.11.P019_03 or SOP 805025, issue 2: <= 4 [ug/kg]
3.2.8.4.2.2 Analytical Procedures SOP 805025, issue 2
3.2.8.4.3 Validation of analytical procedures
805050_leaf_val, issue 2 PhytoLab GmbH & Co. KG.
3anponoHoBaHo: 3.2.S.4.1 Specification 2045301-160TCT-
MRP-V001 2045001-160TCT-MRP-V001 2044701-160TCT-
MRP-V001 2044901-160TCT-MRP-V001 2045101-160TCT-
MRP-V001 2044801-160TCT-MRP-V001 Purity Aflatoxin
B1; test instruction No. PV.11.P019_03 or SOP 805026,

issue 1: <= 2 [ug/kg] Aflatoxins sum (B1, B2, G1, G2); test

instruction No. PV.11.P019_03 or SOP 805026, issue 1: <=
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4 [ug/kg] 3.2.S.4.2.2 Analytical Procedures SOP 805026,
issue 1 3.2.S.4.3 Validation of analytical procedures VR to

test method 805026, issue 1 PhytoLab GmbH & Co. KG
3MiHu | TURy - 3MiHun 3 AkocTi. ADL. KoHTponb A®I.
3MiHa y MeToaax BunpobyBaHHA APl abo BuxigHoro
MaTepiany/npomixkHOro npoayKTy/peareHTy, Wo
BUKOPUCTOBYETLCA y npoueci BUpo6HuuTea AdPI|
(He3HauHi 3MiHM y 3aTBepAXeHNX MeToAax
BUNPOOYBaHHA) - Y KOHTpakTHin nabopatopii PhytoLab
GmbH & Co. KG oHOBOETLCS Ta NEPEHYMEPOBYETLCS
MeToavKa OOCMIIKEHHSt adpraTOKCUHIB Y POCIMHHIN
cy6cTaHuii Kitn pomaluku. 3atBepmxeHo: 3.2.S.4.1
Specification B0000430-MRP-V1.4 B0000427-MRP-V1.0
B0000424-MRP-V1.1 B0000426-MRP-V1.0 BO000428-
MRP-V1.0 B0000425-MRP-V1.0 Purity Aflatoxin B1; test
instruction No. PV.11.P019_03 or SOP 805025, issue 2: <=
2 [ug/kg] Aflatoxins sum (B1, B2, G1, G2); test instruction
No. PV.11.P019_03 or SOP 805025, issue 2: <= 4 [ug/kg]
3.2.S.4.2.2 Analytical Procedures SOP 805025, issue 2
3.2.8.4.3 Validation of analytical procedures
805050_leaf val, issue 2 PhytoLab GmbH & Co. KG.
3anponoHosaHo: 3.2.S.4.1 Specification 2045301-160TCT-
MRP-V001 2045001-160TCT-MRP-V001 2044701-160TCT-
MRP-V001 2044901-160TCT-MRP-V001 2045101-160TCT-
MRP-V001 2044801-160TCT-MRP-V001 Purity Aflatoxin
B1; test instruction No. PV.11.P019_03 or SOP 805026,
issue 1: <= 2 [ug/kg] Aflatoxins sum (B1, B2, G1, G2); test
instruction No. PV.11.P019_03 or SOP 805026, issue 1: <=
4 [ug/kg] 3.2.S.4.2.2 Analytical Procedures SOP 805026,
issue 1 3.2.S.4.3 Validation of analytical procedures VR to
test method 805026, issue 1 PhytoLab GmbH & Co. KG
3MiHu | TUny - 3MiHn 3 AkocTi. ADI. KoHTponb A®PI.
3miHa y meToaax BunpobyBaHHsa A®| a6o BuxigHoro
maTepiany/npoMiXkHOro npoAayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci Bupo6Huutea AdI
(He3Ha4Hi 3MiHM y 3aTBepAXEeHUX MeToAax
BMNPOBYBaHHS) - Y KOHTpakTHIN nabopaTopii PhytoLab
GmbH & Co. KG oHoBnoeTLCA Ta NepeHyMepoBYETLCS
MeToavKa OOCMiMKEHHS adpnaTOKCUHIB Y POCIMHHIN
cy6cTaHuii TpaBa gepesito. 3atBepaxeHo: 3.2.S.4.1
Specification B0000430-MRP-V1.4 B0000427-MRP-V1.0
B0000424-MRP-V1.1 B0000426-MRP-V1.0 BO000428-
MRP-V1.0 B0000425-MRP-V1.0 Purity Aflatoxin B1; test
instruction No. PV.11.P019_03 or SOP 805025, issue 2: <=
2 [ug/kg] Aflatoxins sum (B1, B2, G1, G2); test instruction
No. PV.11.P019_03 or SOP 805025, issue 2: <= 4 [ug/kg]
3.2.8.4.2.2 Analytical Procedures SOP 805025, issue 2
3.2.5.4.3 Validation of analytical procedures
805050_leaf_val, issue 2 PhytoLab GmbH & Co. KG.
3anponoHoBaHo: 3.2.S.4.1 Specification 2045301-160TCT-
MRP-V001 2045001-160TCT-MRP-V001 2044701-160TCT-
MRP-V001 2044901-160TCT-MRP-V001 2045101-160TCT-
MRP-V001 2044801-160TCT-MRP-V001 Purity Aflatoxin
B1; test instruction No. PV.11.P019_03 or SOP 805026,
issue 1: <= 2 [ug/kg] Aflatoxins sum (B1, B2, G1, G2); test
instruction No. PV.11.P019_03 or SOP 805026, issue 1: <=
4 [ug/kg] 3.2.S.4.2.2 Analytical Procedures SOP 805026,

issue 1 3.2.S.4.3 Validation of analytical procedures VR to
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test method 805026, issue 1 PhytoLab GmbH & Co. KG

3MiHu | TUNy - 3MiHn 3 AkocTi. ADL. KoHTponb A®I.
3MiHa y MeToaax BunpobyBaHHA A®PI abo BuxigHoro
MaTtepiany/npomiXXHOro NpoAyKTy/peareHTy, Wwo
BUKOPUCTOBYETLCA y npoueci BUpo6HuuTea AdPI|
(He3Ha4Hi 3mMiHW y 3aTBepAXeHUX MeToaax
BUNPOOYBaHHSA) - Y KOHTpakTHin nabopatopii PhytoLab
GmbH & Co. KG oHOBMIOETLCS Ta NEPEHYMEPOBYETLCS
MeToavKa OOCHIIKEHHSt adpnaTOKCUHIB Y POCIMHHIN
cybcTaHuii Kopa ay6a. 3ateepaxeHo: 3.2.5.4.1
Specification BO000430-MRP-V1.4 B0000427-MRP-V1.0
B0000424-MRP-V1.1 B0000426-MRP-V1.0 B0000428-
MRP-V1.0 B0000425-MRP-V1.0 Purity Aflatoxin B1; test
instruction No. PV.11.P019_03 or SOP 805025, issue 2: <=
2 [ug/kg] Aflatoxins sum (B1, B2, G1, G2); test instruction
No. PV.11.P019_03 or SOP 805025, issue 2: <= 4 [ug/kg]
3.2.S.4.2.2 Analytical Procedures SOP 805025, issue 2
3.2.8.4.3 Validation of analytical procedures
805050_leaf val, issue 2 PhytoLab GmbH & Co. KG
3anponoHosaHo: 3.2.S.4.1 Specification 2045301-160TCT-
MRP-V001 2045001-160TCT-MRP-V001 2044701-160TCT-
MRP-V001 2044901-160TCT-MRP-V001 2045101-160TCT-
MRP-V001 2044801-160TCT-MRP-V001 Purity Aflatoxin
B1; test instruction No. PV.11.P019_03 or SOP 805026,
issue 1: <= 2 [ug/kg] Aflatoxins sum (B1, B2, G1, G2); test
instruction No. PV.11.P019_03 or SOP 805026, issue 1: <=
4 [ug/kg] 3.2.S.4.2.2 Analytical Procedures SOP 805026,
issue 1 3.2.S.4.3 Validation of analytical procedures VR to
test method 805026, issue 1 PhytoLab GmbH & Co. KG
3MiHu | Tuny - 3MiHn 3 AkocTi. A®DL. KonTponb A®PI.
3miHa y meToaax BunpobyBaHHsa A®| a6o BuxigHoro
maTepiany/npoMiXkHOro npoAayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci Bupo6Huutea AdI
(He3Ha4Hi 3MiHM y 3aTBepAXEeHUX MeToAax
BUNPOOYBaHHSA) - Y KOHTPaKTHin nabopaTopii PhytoLab
GmbH & Co. KG oHOBMIOETLCA Ta NEPEHYMEPOBYETLCS
MeToavKa OOCMiMKEHHS adpnaTOKCUHIB Y POCIMHHIN
cy6cTaHuii TpaBa kynb6abu. 3atBepmkeHo: 3.2.5.4.1
Specification BO000430-MRP-V1.4 B0000427-MRP-V1.0
B0000424-MRP-V1.1 B0000426-MRP-V1.0 BO000428-
MRP-V1.0 B0000425-MRP-V1.0 Purity Aflatoxin B1; test
instruction No. PV.11.P019_03 or SOP 805025, issue 2: <=
2 [ug/kg] Aflatoxins sum (B1, B2, G1, G2); test instruction
No. PV.11.P019_03 or SOP 805025, issue 2: <= 4 [ug/kg]
3.2.8.4.2.2 Analytical Procedures SOP 805025, issue 2
3.2.5.4.3 Validation of analytical procedures
805050_leaf val, issue 2 PhytoLab GmbH & Co. KG.
3anponoHosaHo: 3.2.S.4.1 Specification 2045301-160TCT-
MRP-V001 2045001-160TCT-MRP-V001 2044701-160TCT-
MRP-V001 2044901-160TCT-MRP-V001 2045101-160TCT-
MRP-V001 2044801-160TCT-MRP-V001 Purity Aflatoxin
B1; test instruction No. PV.11.P019_03 or SOP 805026,
issue 1: <= 2 [ug/kg] Aflatoxins sum (B1, B2, G1, G2); test
instruction No. PV.11.P019_03 or SOP 805026, issue 1: <=
4 [ug/kg] 3.2.S.4.2.2 Analytical Procedures SOP 805026,
issue 1 3.2.5.4.3 Validation of analytical procedures VR to
test method 805026, issue 1 PhytoLab GmbH & Co. KG

3MiHu | TMny - 3miHun 3 AkocTi. ADI. KonTponb A®I.
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3MiHa y MeToaax BunpobyBaHHA A®PI abo BuxigHoro
MaTtepiany/npomiXXHOro NpoAyKTy/peareHTy, Wwo
BUKOPUCTOBYETLCA y npoueci BUpobHuuTea AdPI|
(He3Ha4Hi 3mMiHW y 3aTBepAXeHUX MeToaax
BUNPOOYBaHHA) - Y KOHTpakTHin nabopatopii PhytoLab
GmbH & Co. KG oHOBIOETLCS Ta NEPEHYMEPOBYETLCS
MeToavKa OOCMiIKEHHSt adpnaTOKCUHIB Y POCIMHHIN
cybceTaHuii Tpaea xBowwa. 3aTeepakeHo: 3.2.S.4.1
Specification BO000430-MRP-V1.4 B0000427-MRP-V1.0
B0000424-MRP-V1.1 B0000426-MRP-V1.0 BO000428-
MRP-V1.0 B0000425-MRP-V1.0 Purity Aflatoxin B1; test
instruction No. PV.11.P019_03 or SOP 805025, issue 2: <=
2 [ug/kg] Aflatoxins sum (B1, B2, G1, G2); test instruction
No. PV.11.P019_03 or SOP 805025, issue 2: <= 4 [ug/kg]
3.2.S.4.2.2 Analytical Procedures SOP 805025, issue 2
3.2.8.4.3 Validation of analytical procedures
805050_leaf val, issue 2 PhytoLab GmbH & Co. KG.
3anponoHosaHo: 3.2.S.4.1 Specification 2045301-160TCT-
MRP-V001 2045001-160TCT-MRP-V001 2044701-160TCT-
MRP-V001 2044901-160TCT-MRP-V001 2045101-160TCT-
MRP-V001 2044801-160TCT-MRP-V001 Purity Aflatoxin
B1; test instruction No. PV.11.P019_03 or SOP 805026,
issue 1: <= 2 [ug/kg] Aflatoxins sum (B1, B2, G1, G2); test
instruction No. PV.11.P019_03 or SOP 805026, issue 1: <=
4 [ug/kg] 3.2.S.4.2.2 Analytical Procedures SOP 805026,
issue 1 3.2.S.4.3 Validation of analytical procedures VR to
test method 805026, issue 1 PhytoLab GmbH & Co. KG.
3MiHu | TNy - 3MiHK 3 AKkocTi. FOTOBUM NikapCcbKUi
3aci6. Onuc Ta cknaa. 3miHa y cknaai (AonomMixkHMUX
peyoBMHaXx) roToBOro nikapcbkoro 3acoby (cmakoBi
po6aBku abo 6apBHUKK) - [loaaBaHHSA, BUNy4YeHHs abo
3amiHa - I3 cknagy AONOMIDKHMX peyvoBUH IMynper,
TabneTok, BKpUTMX OBOSIOHKOI, BUMYYEHO «iHAUIOTUH E
132» (6nakuTHW 6apBHWK), KM BUKOPUCTOBYBABCS SIK
GapBHUK Ha eTani NoKpUTTA aaep TabneTok. 3aTBepaAXeHo:
3.2.P.1.1 Description of the dosage form Light-blue, round,
biconvex coated tablet with smooth surface. 3.2.P.1.2
Composition Quantity per one coated tablet Reference to
quality standard Function Excipients, Coating Indigotin - E
132 0.002 mg Manufacturer dye Titanium dioxide 1.183 mg
Ph. Eur. white pigment 3.2.P.3.2 Batch formula HV
00006/01en ERV 5. Excipients for coating: 5.7 Titanium
dioxide 4.140 kg Ph. Eur. 6. Excipients for dyeing: 6.4
Indigotin E 132 0.006 kg Manufacturer specification
3.2.P.3.3 Description of Manufacturing Process and Process
Controls Insulating/Sugar coating: Subsequently the cores
are coated layer after layer with a mixture of sucrose,
purified water, dextrin, liquid glucose, talc, calcium
carbonate and titanium dioxide. Dyeing/Polishing: Finally,
the coated tablets are dyed in the coating pans with a
mixture of sucrose, purified water, povidone K 25 and
indigotin E 132 and are polished with montan glycol wax.
3.2.P.3.4 Controls of Critical Steps and Intermediates
Coated tablets: IPC Test parameter (method) Specification
(% tolerance) 18 Colour (visually) light-blue.
3anpononoBaHo: 3.2.P.1.1 Description of the dosage form
White to nearly white, round, biconvex coated tablet with
smooth surface. 3.2.P.1.2 Composition - 3.2.P.3.2 Batch




61

[TponoBkeHHs JoaaTka 3

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

formula HV 00176.01en STD 5. Excipients for coating: - 6.
Excipients for dyeing: - 3.2.P.3.3 Description of
Manufacturing Process and Process Controls
Insulating/Sugar coating: Subsequently the cores are coated
layer after layer with a mixture of sucrose, purified water,
dextrin, liquid glucose, talc and calcium carbonate.
Dyeing/Polishing: Finally, the coated tablets are dyed in the
coating pans with a mixture of sucrose, purified water,
povidone K 25 and calcium carbonate and are polished with
montan glycol wax. 3.2.P.3.4 Controls of Critical Steps and
Intermediates Manufacturing stage IPC: test parameter
(method) Acceptance criteria ( tolerance) Preparing the
dyed tablets Colour (visually) White to nearly white. 3miHu
BHeceHo B po3gin "Cknaa" (4onomixHi pe4oBrHM) Ta sk
Hacnigok - B po3ain "OcHoBHI di3nko-xiMivHi BnacTusocTi" B
iHCTPYKLit0 ANS MEAMYHOIO 3aCTOCYBaHHS MiKapCbKOro
3acoby (eCTD Bepcia 0000). BeegeHHsi 3amMiH npoTsirom 6-u
MicaUIB Nicns 3aTBepKEHHS.

3MiHu | TNy - 3MiHK 3 AKkocTi. FOTOBUM NikapCcbKUi
3aci6. Onuc Ta cknaa. 3miHa y cknaai (AonomMidkHUX
peyoBMHaXx) roToBOro nikapcbkoro 3acoby (cMakoBi
no6aBku abo 6apBHUKK) - [loaaBaHHs, BUNy4YeHHs1 abo
3aMiHa - I3 cknagy JONOMiIXHMX pe4oBUH Imynper,
TabneTok, BKpUTMX OGOSIOHKOLO, BUMYYEHO «AioKcua
TUTaHy» (BiNWA NiIrMeHT), KNI BUKOPUCTOBYBABCSH 5K
6GapBHUK Ha eTani NOKPUTTSA saep TabneTok. 3aTBepaXeHo:
3.2.P.1.1 Description of the dosage form Light-blue, round,
biconvex coated tablet with smooth surface. 3.2.P.1.2
Composition Quantity per one coated tablet Reference to
quality standard Function Excipients, Coating Indigotin - E
132 0.002 mg Manufacturer dye Titanium dioxide 1.183 mg
Ph. Eur. white pigment 3.2.P.3.2 Batch formula HV
00006/01en ERV 5. Excipients for coating: 5.7 Titanium
dioxide 4.140 kg Ph. Eur. 6. Excipients for dyeing: 6.4
Indigotin E 132 0.006 kg Manufacturer specification
3.2.P.3.3 Description of Manufacturing Process and Process
Controls Insulating/Sugar coating: Subsequently the cores
are coated layer after layer with a mixture of sucrose,
purified water, dextrin, liquid glucose, talc, calcium
carbonate and titanium dioxide. Dyeing/Polishing: Finally,
the coated tablets are dyed in the coating pans with a
mixture of sucrose, purified water, povidone K 25 and
indigotin E 132 and are polished with montan glycol wax.
3.2.P.3.4 Controls of Critical Steps and Intermediates
Coated tablets: IPC Test parameter (method) Specification
(% tolerance) 18 Colour (visually) light-blue.
3anpononoBaHo: 3.2.P.1.1 Description of the dosage form
Light-blue, round, biconvex coated tablet with smooth
surface. White to nearly white, round, biconvex coated tablet
with smooth surface. 3.2.P.1.2 Composition - 3.2.P.3.2
Batch formula HV 00176.01en STD 5. Excipients for
coating: - 6. Excipients for dyeing: - 3.2.P.3.3 Description of
Manufacturing Process and Process Controls
Insulating/Sugar coating: Subsequently the cores are coated
layer after layer with a mixture of sucrose, purified water,
dextrin, liquid glucose, talc and calcium carbonate.
Dyeing/Polishing: Finally, the coated tablets are dyed in the
coating pans with a mixture of sucrose, purified water,
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povidone K 25 and calcium carbonate and are polished with
montan glycol wax. 3.2.P.3.4 Controls of Critical Steps and
Intermediates Manufacturing stage IPC: test parameter
(method) Acceptance criteria (+ tolerance) Preparing the

3MiHK BHeceHo B po3ain "Cknag" (4onomixHi pe4oBuHM) Ta

dyed tablets Colour (visually) White to nearly white

SIK Hacnigok - B po3ain "OCHOBHI (i3nKo-XiMiYHi
BNAcCTMBOCTI" B IHCTPYKUIilO ANS MEANYHOro 3acToCyBaHHs
nikapcbkoro 3acoby (eCTD Bepcis 0000).
BBepneHHs 3MiH npoTarom 6-t1 micsauis nicnsa
3aTBEPIKEHHS.
3MiHu | TMNY - 3MiHM 3 AkocTi. FoTOBUI NikapCcbku
3aci6. Onuc Ta cknag. 3miHa y cknagi (BonomikHUX
pevyoBMHAax) rOTOBOro JiKapCbKOro 3acoby (iHwi
AOMNOMiXHiI pe4oBUHM) - Byab-ika He3Ha4yHa 3MiHa
KinbKiCHOro cknapy AoMOMiKHMX PEHYOBUH Y FOTOBOMY
nikapcbkoMmy 3aco6i - BHacnigok BuganeHHs 4onomipkHoOT
PeYoBMHM Aiokeua TUTaHy (6inuni NirMeHT), SKuii
BMKOPWCTOBYBABCA Nif Yac eTany NokpuUTTs sigep TabneTok,
KinbkicTb kapboHaTy KarnbLiilo Ta caxapo3n K OCHOBHUX
[OMOMDKHUX PEYOBUH y TabneTui, BKpuTiii 060roHkoto, 6yno
BiANoBigHO aganToBaHo. KinbkicTb ounLleHoi Boau
apanToBaHO BIANOBIAHO A0 3MiHW cknagy AOMOMIKHUX
peyoBuH. 3ateepaxeHo: 3.2.P.3.2 Batch formula HV
00006/01en ERV Sugar coating Coating components
Quantity Quality standard Excipients for coating Sucrose
142.787 kg Ph. Eur. Purified water 76.877 kg Ph. Eur.
Dextrin 11.080 kg Ph. Eur. Liquid glucose (dry substance)
3.847 kg Ph. Eur. Talc 133.897 kg Ph. Eur. Calcium
carbonate 15.168 kg Ph. Eur. Titanium dioxide 4.140 kg Ph
Eur. Excipients for dyeing Sucrose 56.114 kg Ph. Eur.
Purified water 20.881 kg Ph. Eur. Povidone K 25 0.201 kg
Ph. Eur. Indigotin E 132 0.006 kg Manufacturer
Specification. 3anponoHosaHo: 3.2.P.3.2 Batch formula HV
00176.01en STD Sugar coating Coating components
Quantity Overages (incl.) Quality standard Excipients for
coating Sucrose 142.787 kg - Ph. Eur. Purified water 76.775
kg - Ph. Eur. Dextrin 11.080 kg - Ph. Eur. Liquid glucose
(dry substance) 3.847 kg - Ph. Eur. Talc 133.897 kg - Ph.
Eur. Calcium carbonate 19.308 kg - Ph. Eur. Excipients for
dyeing Sucrose 52.270 kg - Ph. Eur. Purified water 21.128
kg - Ph. Eur. Povidone K 25 0.201 kg - Ph. Eur. Calcium
carbonate 3.850 kg - Ph. Eur.
BBeneHHs1 3mMiH npoTsarom 6-tu MicauiB nicns
3aTBEPOXKEHHS.
3miHu | TMNY - 3MiHK 3 AKocTi. FoTOBMI Nikapcbkui
3aci6. Onuc Ta cknaa. 3miHa y cknapgi (BonomikHUX
pPe4YoBMHAxX) rOTOBOroO fiKapCcbKOro 3acoby (iHwi
AONOMiXHI pe4oBUHM) - Byab-Aka He3Ha4yHa 3MiHa
KiNIbKiCHOro cknagy AOMoOMiKHMX PeYOBMUH Y FTOTOBOMY
nikapcbkoMmy 3aco6i - BHacnigok BuganeHHs 4onomipkHoOT
PEYOBUHM «IHAUFOTUHY» (CUHI BapBHWK), AKNIA
BMKOPWCTOBYBABCA Nif 4Yac eTany NokpuUTTS siaep TabneTok,
KiNbKiCTb kapboHaTy KanbLijto Ta caxapo3un sik OCHOBHMX
[OOMOMIKHUX PevoBUH y TabneTui, BKpuTii 06oroHkoto, 6yno
BianoBigHo agantoBaHo. KinbKicTb ounLLeHol Boan

afAanToBaHo BiANOBIAHO A0 3MiHW cknagy AOMOMDKHUX

peyoBuH. 3aTBepaxeHo: 3.2.P.3.2 Batch formula HV
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00006/01en ERV Sugar coating Coating components

Quantity Quality standard Excipients for coating Sucrose
142.787 kg Ph. Eur. Purified water 76.877 kg Ph. Eur.
Dextrin 11.080 kg Ph. Eur. Liquid glucose (dry substance)
3.847 kg Ph. Eur. Talc 133.897 kg Ph. Eur. Calcium

Eur. Excipients for dyeing Sucrose 56.114 kg Ph. Eur.
Purified water 20.881 kg Ph. Eur. Povidone K 25 0.201 kg
Ph. Eur. Indigotin E 132 0.006 kg Manufacturer
Specification. 3anponoHosaHo: 3.2.P.3.2 Batch formula HV
00176.01en STD Sugar coating Coating components
Quantity Overages (incl.) Quality standard Excipients for
coating Sucrose 142.787 kg - Ph. Eur. Purified water 76.775
kg - Ph. Eur. Dextrin 11.080 kg - Ph. Eur. Liquid glucose
(dry substance) 3.847 kg - Ph. Eur. Talc 133.897 kg - Ph.
Eur. Calcium carbonate 19.308 kg - Ph. Eur. - - - -
Excipients for dyeing Sucrose 52.270 kg - Ph. Eur. Purified
water 21.128 kg - Ph. Eur. Povidone K 25 0.201 kg - Ph.
Eur. Calcium carbonate 3.850 kg - Ph. Eur.
BBeaeHHs1 3mMiH npoTsarom 6-tu MicauiB nicns
3aTBEPXEHHS.
3miHu | TUNY - 3MiHK 3 AKocTi. FoTOBMI Nikapcbkui
3aci6. 3mMiHM y BUpo6HUUTBI. 3MiHM Y npoueci
BUPOBGHULITBA FOTOBOrO JlikapCbKOro 3acoby,
BKITHO4A04M NPOMIXKHUIA NPOAYKT, L0 3aCTOCOBYETbCA
npy¥ BUPOGHULTBI roTOBOro nikapcbKkoro 3aco6y (iHLwi
3MiHuM- Onuc BUpo6HMLTBa IMynpeT TabneTok, BKpUTUX
060noHKo, GyNo aganToBaHO B KOHTEKCTi BUAANEHHs
nioKeuay TUTaHy sik JOMOMiXKHOI PeYOBUHU 3 HACTYNMHUMM
3MiHaMm1 B KOMNO3ULii NOKPUTTS. YCi 3MiHW He3Ha4YHO
BNMUBAIOTb HAa BUPOBHMYMIA NpoLec.
3MiHu | TMNy - 3MiHun 3 AkocTi. FoTOBUI NikapCcbkun
3aci6. KoHTponb rotoBoro nikapcbkoro 3aco6y. 3miHa y
MeToAax BUNPoOGyBaHHSA roTOBOro JlikapCbKOro 3acoby
(He3Ha4Ha 3miHa y 3aTBepAXeHMX MeToAax
BUNPOBYBaHHS) - 3a NOKa3HUKOM «3anuLLKOBi PO3UMHHUKN
— eTaHonN» 3MiHeHO mMeToA kKoHTponto Ph. Eur.2.2.28 Ha
SOP 805764, Bunyck 4.
3MiHu | TNy - 3MiHn 3 AkocTi. FoTOBUI NikapCbkun
3aci6. KoHTponb rotoBoro nikapcbkoro 3aco6y (iHLwi
3MiHK) - BkrtoyeHHs cneundikauii Ha TepmiH 36epiraHHs B
MeToaun KoHTponto sikocTi. Mpoekt MKA J13 (0005).
3miHu | TUNy - 3MiHK 3 AKkocTi. APl BUpoGHULTBO.
3miHa BUpoGHMKa BMXigHOro/npomixkHoro
npoAyKTy/peareHTy, 110 BUKOPUCTOBYIOTLCA Y
BUpOGHUYOMY npoueci A®Pl, abo 3miHa BUpOGHUKaA
(BknoYaroum, e HeobxigHO, MicLie NpoBeAeHH:A
KOHTponto sikocTi) A®PI (3a BiacyTHoCTi cepTudikara
BiAnoBigHocTi EBponencbkin hapmakonei y
3aTBepaXeHOMY Aocbe)(iHwWi 3MiHM) - OHOBNEHO nepenik
nocrayanbHUKIB POCITMHHOT cUpoBMHM TpaBa Aepesito.
3a3HayeHi koMnaHii HecyTb BiANOBIAANbHICTb 3a
nocTayaHHsi POCIMHHOI PEYOBUHU, Sika BXOAWTb A0 cdepu
3actocyBaHHsi GACP. Yci noctayanbHvky Bignoeigaotb
Bumoram GACP. 3atBepaxeHo: 3.2.5.2.1 Manufacturers
Martin Bauer GmbH & Co. KG Bahnhofstrasse 2 25486

Alveslohe Germany Alfred Galke GmbH Am Bahnhof 1-5

carbonate 15.168 kg Ph. Eur. Titanium dioxide 4.140 kg Ph.

37534 Gittelde Germany Kraeuter Mix GmbH Wiesentheider
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Strasse 4 97355 Abtswind Germany Christof Peter GmbH &

Co. KG Roethleiner Strasse 5 97525 Schwebheim
Germany. 3anponoHoBaHo: 3.2.S.2.1 Manufacturers Martin
Bauer GmbH & Co. KG Bahnhofstrasse 2 25486 Alveslohe

Germany Alfred Galke GmbH Am Bahnhof 1-5 37534
Gittelde Germany Kraeuter Mix GmbH Wiesentheider
Strasse 4 97355 Abtswind Germany Christof Peter GmbH &
Co. KG Roethleiner Strasse 5 97525 Schwebheim Germany
Agroproduct sh.p.k. Fsh. Sinaje 31000 Istog Kosovo
Ferencne Nagy Foe ut 17. 4177 Foeldes Hungary.
3MiHu | TUNY - 3MiHn 3 AkocTi. ADL. KoHTponb A®I.
3MiHa y MeToaax BunpobyBaHHA A®PI abo BuxigHoro
MaTtepiany/npomiXXHOro NpoAyKTy/peareHTy, Wwo
BUKOPUCTOBYETLCA Y npoueci BUpo6HuuTBa A®PI (iHwi
3MiHM y MeToAax BUNPoOyBaHHS (BKMNHOYaKUM 3aMiHy
a6o nonoBHeHHs1) APl a6o BUXigHOro/npoMidkHoro
npoaykty) - 3amiHa metoay TLX ons Bu3HaveHHs
nokasHuka «laeHtudikauis C» BignosigHo no DAC
Monograph «Juglandis folium» Ha BHYTpiLlWHi meToa
Bionorica B PY PM 533/01 y cneuwndikauii Ha BUNyck Ta Ha
TEPMiIH NPUAATHOCTI ANst POCAMHHOI CUPOBWUHM JlncTsa
rpeLbKoro ropixa.
3MiHu | TMNy - 3MiHuK 3 AkocTi. FoTOBUI NikapcbKnn
3aci6. Onuc Ta cknag. 3miHa y cknagi (BonomikHUX
pevyoBMHAax) rOTOBOrO JiKapCcbKoOro 3acoby (iHwi
AOMNOMiXHiI pe4oBUHM) - Byab-Aka He3HayHa 3MiHa
KinbKiCHOro cknapy A0OMOMiKHMX PEHYOBUH Y TOTOBOMY
nikapcbkomy 3aco6i - [TPONoOHYETbLCS 3MEHLIUTM KiNbKICTb
OYWLLIEHOI BOAMW, SiKa BUKOPUCTOBYETHLCS NS FPaHyMioBaHHS.
3atBepaxeHo: A PD HV 589/02 3.2.S.3.1 Batch formula
Item 2.5 Purified water 120.225 kg. 3anponoHoBaHo: A PD
HV 58901/01 3.2.S.3.1 Batch formula Item 2.5 Purified
water 110.250 kg. BBegeHHsi 3amiH npoTsirom 6-T micsauiB
nicnsi 3aTBepaXKEeHHS.
3miHu | TUNY - 3MiHK 3 AKocTi. FoTOBMI Nikapcbku
3aci6. KoHTponb rotoBoro nikapcbkoro 3aco6y. 3MiHa
napameTpiB cneyudikauin Ta/abo AONyCTUMUX MEX
roToBOrO JlikapCbKOro 3acoby (A0NOBHEHHSA
cneuudikauii HOBUM NOKa3HUKOM 3 BiANOBIAHUM
MeToAOM BUMNPOG6YBaHHA) - [IoNnoBHEHHS cneumdikauii
HOBUM Moka3HUKoM «laeHTudikauis-Kopa ay6a (Cortex
Quercus) yepes nik Q+J» metogom B PY PM 217/02.
3MiHu | TNy - 3MiHun 3 AkocTi. FoTOBUI NikapCcbkun
3aci6. KoHTponb rotoBoro nikapcbkoro 3aco6y. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTuMmnx Mex
roToBOrO JiKapCbKOro 3acoby (A0NOBHEHHSA
cneuudikauii HOBUM NOKa3HUKOM 3 BiANOBIAHUM
MeToAOM BUMNPOGYBaHHA) - [lonoBHEHHS cneumdikauii
M3 HoBUM noka3Hukom «laeHTudikauis-KopiHb AnTtes
(Radix Althaeae) yepes TLIX amiHokmucnoT» metogom B PY
PM 1162/01.
3MiHu | TMNy - 3MiHun 3 AkocTi. FoTOBUI NikapCcbkun
3aci6. KoHTponb rotoBoro nikapcbkoro 3aco6y. 3MiHa
napameTpiB cneumdikauin Ta/abo gonycTumMmnx Mex
roToBOrO JiKapCbKOro 3acoby (A0NOBHEHHSA
cneuudikauii HOBUM NOKa3HUKOM 3 BiANOBIAHUM

MeToAOM BMNPOGYBaHHA) - [IoNoBHEHHS cneumndikauii

N3 HoBMM nokasHukoM «lgeHTudikauis- JIncTts rpeubkoro
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ropixa (Folia Juglandis), KeiTn pomawku (Flores
Chamomillae), Tpaea gepesito (Herba Millefolii) uepes TLUX
edipHi onii» metogom B PY PM 1163/01.
3MiHu | TURY - 3MiHM 3 AkocTi. FoTOBMIN NiKapCbKU
3aci6. KoHTponb rotoBoro nikapcbkoro 3aco6y. 3MiHa
napameTpiB cneumdikauin Ta/abo gonycTMMUX Mex
roToBOro NiKapCbKOro 3acoby (AONOBHEHHs
cneumdikauii HOBUM NOKa3HUKOM 3 BiANOBIAHUM
MeToAOM BUMNPOo6yBaHHA) - [IoNoBHEHHS cneumdikaii
N3 HoBMM nokasHuKoM «laeHTudikauis- NucTts rpeubkoro
ropixa (Folia Juglandis), TpaBa xBowia (Herba Equiseti),
TpaBa kynb6abu (Herba Taraxaci) yepes TLUX
cnaBoHoigis» metogom B PY PM 137/02.
3miHu | TUNY - 3MiHK 3 AKocTi. FoTOBMI Nikapcbkui
3aci6. KoHTponb rotoBoro nikapcbkoro 3aco6y. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTMMUX Mex
roTOBOrro NikapCbKOro 3aco6y (4ONOBHEHHs
cneuudikauii HOBUM NOKa3HUKOM 3 BiANOBIAHUM
MeToAOM BUMNpPOoGyBaHHA) - [JoNoBHEHHS cneumndikauii
N3 HoBMM Moka3HUKOM «Akanoiaum niponiananHy —
rpaHn4HMi BMicT/go6oBa fo3a <1,0 [MKr/aeHb]», MeTogom
SOP 805521, Bunyck 3.
3MiHu | TMNy - 3MiHun 3 AkocTi. FoTOBUI NikapCcbKnn
3aci6. KoHTponb rotoBoro nikapcbkoro 3aco6y. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTMMUX Mex
roTOBOro NikapCbKOro 3aco6y (4ONOBHEHHs
cneuudikauii HOBUM NOKa3HUKOM 3 BiANOBIAHUM
MeToAOM BUMNpPOoGyBaHHA) - [JoNoBHEHHS cneumdikauii
N3 HoBMMM nokasHukamu «Tpaea xsoLa (Herba Equiseti)
y nepepaxyHky Ha nik E - 9,0-11,0 [mr/TabneTky, BKpUTY
obonoHkoto]» Ta «[Mik E y nepepaxyHky Ha isodepynoBy
kucnoty - 0,003-0,064 [Mr/TabneTky, BKpUTY 06OIOHKO]»
meTogom B PY PM 214/02.
3MiHu | TMNy - 3MiHun 3 AkocTi. FoTOBUI NikapCcbkun
3aci6. KoHTponb rotoBoro nikapcbkoro 3aco6y. 3MiHa
napameTpiB cneyudikauin Ta/abo AoNyCTUMUX MEX
roTOBOrO NiKapCbKOro 3acoby (A0NOBHEHHSA
cneuudikauii HOBUM NOKa3HUKOM 3 BiANOBIAHUM
MeToAOM BUNMPOGYBaHHs) - [lonoBHeHHs cneumdikauii
N3 HoBumK nokasHukamu «lineposug — 0,01-0,24
[Mr/TabneTky, BkpuTy 060510HKOK]» Ta «JIMCTS rpeLpbkoro
ropixa (Folia Juglandis) y nepepaxyHky Ha rinepoaug — 10,2-
13,8 [Mr/TabneTky, BkpuTy 06050HKoW]» MeTogom B PY PM
216/04.
3miHu | TNy - 3MiHn 3 AkocTi. FoTOBUI NikapCcbkumn
3aci6. KoHTponb rotoBoro nikapcbkoro 3aco6y. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTumMmnx Mex
roToBOrO JiKapCbKOro 3acoby (A0NOBHEHHSA
cneuudikauii HOBUM NOKa3HUKOM 3 BiANOBIAHUM
MeToAOoM BUMNpPo6yBaHHA) - [IoNOBHEHHS cneumdikauii
N3 HoBuMYK nokasHukamu «KeiTun pomaluku (Flores
Chamomillae), TpaBa gepesito (Herba Millefolii), y
nepepaxyHky Ha nik M+M — 9,0 — 11,0[mr/TabneTky, BKpUTy
o6onoHkow]» Ta «[Iik M+M y nepepaxyHky Ha izocdepynoBy
kucnoty 0,01-0,04[mr/TabneTky, BKpUTY 060MOHKO]»
meTofom B PY PM 215/03.
3MmiHu | TUNy - 3MiHK 3 AkocTi. APl BUupo6GHULUTBO.
3MiHa BUpoGHMKa BUXigHOro/npoMixkHOro
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npoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BUpPOGHUYOMY npoueci API, abo 3miHa BUpOGHUKaA
(BknOYarouu, e HeobxigHO, MicLie NpoBeAeHHsA
KOHTponto skocTi) A®I (3a BiacyTHoCTi cepTudikarta
BiAnoBigHocTi EBponenicbkin hapmakonei y
3aTBepAKeHOMY A0CbE)(iHwWi 3MiHK) - OHOBMNEHo nepenik
nocTayanbHWKIB POCNNMHHOT cpoBuHY Kopa ayba.
BaTtBepmkeHo: 3.2.S.2.1 Manufacturers 3.2.5.2.1.1
Suppliers of herbal substance Martin Bauer GmbH & Co.
KG Bahnhofstrasse 2 25486 Alveslohe, Germany Alfred
Galke GmbH Am Bahnhof 1-5 37534 Gittelde, Germany
Heinrich Klenk GmbH & Co. KG Aschenhof 35 97525
Schwebheim, Germany Kraeuter Mix GmbH Wiesentheider
Strasse 4 97355 Abtswind, Germany.
3anponoHoBaHo:
3.2.8.2.1 Manufacturers 3.2.S.2.1.1 Suppliers of herbal
substance Martin Bauer GmbH & Co. KG Dutendorfer Str. 5-
7 91487 Vestenbergsgreuth, Germany Heinrich Klenk
GmbH & Co. KG Aschenhof 35 97525 Schwebheim,
Germany Kraeuter Mix GmbH Wiesentheider Strasse 4
97355 Abtswind, Germany
3miHu | TUNY - 3MiHK 3 AKocTi. FoTOBMI Nikapcbkui
3aci6. CucteMa KoHTelHep/3aKynoploBanbHUI 3aci6.
3MmiHa nocTayanbHUKa nakyBanbHUX MaTepianiB a6o
KOMMJIEKTYHOUMX (AIKLLO 3a3Ha4YeHO B AOCbLE) (3aMiHa a6o
AoAaBaHHA NocTayanbHUKa) - [MocTavanbHKK antoMiHieBoT
donbru 3miHneeA 3 Alcan Ha Constantia Nusser i Constantia
Patz, asi govipHi komnaHii ogHiei komnanii Constantia
flexibles. Kpim Toro, Schlueter Print Pharma Packaging
GmbH 6yno gogaHo sik noctayanbHuka.
3MmiHu | TUNY - 3MiHK 3 AkocTi. APl CTabinbHicTb. 3MiHa
nepioay NOBTOPHUX BUNpoGyBaHb/nepioady 36epiraHHs
a6o ymoB 36epiraHHsa A®I (3a BiacyTHOCTI y
3aTBepaXeHOMY focbe cepTUdikaTa BignoBiAHOCTI
€Bponeiicbkin hapmakonei, Lo BKnoYvae nepion
NOBTOPHOro BMNpo6yBaHHsA) (nepioa NoBTOpHOro
BUNpobyBaHHs/Nepion 36epiraHHs) - 3MeHLIEHHSA -
CKOpOYEHHS TePMiHY NPMAATHOCTI aKTUBHOTO iHrpeaieHTa
KopeHsi anTei 3 12 go 6 micsuis.
3MmiHu | TUNy - 3MiHK 3 AkocTi. APl CTabinbHicTb. 3miHa
nepioay NOBTOPHUX BUNpoGyBaHb/nepioady 36epiraHHs
a6o ymoB 36epiraHHsa A®I (3a BiacyTHOCTI y
3aTBepaXeHOMY focbe cepTUdikaTa BignoBiAHOCTI
€Bponenicbkin hapmakonei, Lo BKnoYvae nepion
NMOBTOPHOro BMNpobyBaHHA) (3MiHa y 3aTBepAXeHOMYy
npoTokoni cTabinbHocTi) - Y cneuudikauii Ha KopiHb
anTelo Ha TEPMIH NpMAATHOCTI NokasHWK «BigHoBNEHHs
inaekcy HabyxaHHs» (swelling index - recovery of the
starting value) amiHunucs kpuTepii NPUAHATHOCTI.
3aTBepaxeHo: Retest specification Swelling index Ph. Eur.
2.8.4 210 90 - 110% of the starting value. 3anponoHoBaHo:
Retest specification Swelling index Ph. Eur. 2.8.4> 10
Swelling index — recovery of the starting value: 75-110 [%]
3miHum Il Tuny - 3MiHK 3 akocTi. APL. Bupo6HuuTBO.
3miHu B npoueci BUpo6HuuTBa A®I (3MiHa y
nikapcbKoMy 3aco6i pPOCNTMHHOIO NOXOMXKEHHSA, sika
CTOCYETbCS OAHIET 3 TAKNX XapaKTePUCTUK: Axepeno
NOXOAXXEHHA CUPOBUHMU, cnoci6 BUpo6HuuTBa abo
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BUrOTOBIIeHHA) - OHOBMNEHO KpaiHN NOXOOXKEHHS
POCNUHHOI cUpoBUHK TpaBa Kynb6abu Ta 3MiHEHO 3ararnbHy
Ha3BYy perioHy «EBponay Ha GinblU TOYHEe BU3HAYEHHS
KpaiH. Bumorn GACP Gynu oHOBneHi. 3aTBepaxXeHo:
3.2.8.2.2 Description of the Manufacturing Process and
Process controls Country of origin: Europe.
BanponoHoBaHo: 3.2.S.2.2 Description of the Manufacturing
Process and Process controls Country of origin: Albania,
Bulgaria, China, Germany
3MiHu Il TUny - 3MiHK 3 sikocTi. APL. Bupo6HMUTBO.
3MiHu B npoueci Bupo6HuuTea A®I (3miHa y
nikapcbKoMy 3aco6i pOCNTMHHOIO NOXOMXXEeHHA, sika
CTOCYETbCA OAHI€ET 3 TaKMX XapaKTePUCTUK: Axepeno
NOXOAXXeHHA CUPOBUHU, cnoci6 BUpo6HMLUTBa abo
BUroTOBJIeHHA) - KpaiHW NOXO4KEHHS POCIIMHHOT CUPOBUHM
TpaBa xBoLLa OHOBMNEHO, @ 3ararnbHy Ha3By perioHy
«EBpona» 3MiHEHO Ha GinblL TOYHE BU3HAYEHHS KpaiH.
Bumorn GACP 6ynu oHoBneHi. 3aTBepmpkeHo: 3.2.S.2.2
Description of the Manufacturing Process and Process
controls Country of origin: Europe. 3anponoHoBaHo:
3.2.S.2.2 Description of the Manufacturing Process and
Process controls Country of origin: Bulgaria, China, Poland,
Serbia
3MiHum Il TUny - 3MiHK 3 sikocTi. A®L. Bupo6HUUTBO.
3miHu B npoueci BUpo6HuuTBa A®I (3miHa y
nikapcbKoMy 3aco6i POCNIMHHOIO NOXOMKEHHA, sika
CTOCYETbCSAl OAHIET 3 TAKMX XapaKTePUCTUK: Axepeno
NOXOMKEHHA CUPOBUHU, cnoci6 BUpo6GHMUTBa abo
BUroToBneHHA) - KpaiHu MoxomkeHHA poCnMHHOT
cvpoBuHM KopiHb anTes OHOBMEHi, a 3aranbHy Ha3By
perioHy «EBponay 3MiHeHO Ha BinbLl TOYHEe BU3HAYEHHS
kpaiH. Bumorn GACP 6ynuv oHOBIeHi. 3aTBEPAXEHO:
3.2.S.2.2 Description of the Manufacturing Process and
Process controls Country of origin: Europe.
3anponoHosaHo: 3.2.S.2.2 Description of the Manufacturing
Process and Process controls Country of origin: Bulgaria,
Kosovo, Serbia
3minum Il Tuny - 3miHm 3 sikocTi. A®L. Bupo6HUUTBO.
3miHu B npoueci BUpo6HuuTBa A®I (3MiHa y
nikapcbKoMy 3aco6i POCNIMHHOIO NOXOMXEHHA, sika
CTOCYETbCS OAHIET 3 TAKUX XapaKTepPUCTUK: Axepeno
NOXOAXXeHHA CUPOBUHU, cnoci6 BUpo6HMLUTBa abo
BUroToBreHHA) - KpaiHn noxoa)eHHs pOCIIMHHOT CUPOBUHM
KBiTkv pomaLLkv 6ynu oHOBMEHI, a 3aranbHi Ha3BK PerioHiB
«MiBHiYHa Adpurkar Ta «EBpona» 3aMiHEHO Ha BinbLu ToYHe
BW3HaYeHHs KpaiH. Bumorn GACP 6ynu oHoBReHi.
3aTtBepaxeHo: 3.2.S.2.2 Description of the Manufacturing
Process and Process controls Country of origin: North
Africa, Europe. 3anponoHoBaHo:
3.2.8.2.2 Description of the Manufacturing Process and
Process controls Country of origin: Egypt, Germany, Austria,
Hungary
3miHum Il Tuny - 3miHn 3 sikocTi. A®L. Bupo6HUUTBO.
3MiHu B npoueci Bupo6Huurea A®I (3miHa y
nikapcbKoMy 3aco6i POCNIMHHOIO NOXOMXKEHHA, sika
CTOCYETbCS OAHIET 3 TAKUX XapaKTepPUCTUK: AXepeno
NOXOAXXEHHA CUPOBUHU, cnoci6 BUpo6GHMLTBa abo
BUroToBneHHs) - KpaiHu noxog)keHHs pOCIMHHOT CUPOBUHM
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Kopa ny6a 6ynun oHoBneHi, a 3aranbHa Ha3Ba perioHy
«EBpona» 3MiHeHa Ha Ginbll TOYHE BU3HAYEHHS KpaiH.
Bumorn GACP 6ynu oHoBneHi. 3atBepmpxeHo: 3.2.5.2.2
Description of the Manufacturing Process and Process

controls Country of origin: Europe. 3anponoHoBaHo:
3.2.8.2.2 Description of the Manufacturing Process and

Process controls Country of origin: Germany, Luxembourg,
Poland, Hungary
3MiHum Il Tuny - 3MiHu 3 sikocTi. APL. Bupo6GHuuUTBO.
3MiHu B npoueci BUpo6HuuTBa A®I (3miHa y
nikapcbKoMy 3aco6i pOCNTMHHOIO NOXOMXXEeHHA, sika
CTOCYETbCS OAHIET 3 TAKMX XapaKTePUCTUK: Axkepeno
NOXOMKEeHHA CUPOBUHU, cnoci6 BUpo6HMUTBa abo
BUroTOBIEHHS) - OHOBNEHO KpaiHN NOXOAXXEHHS
POCNNHHOT CUPOBUHYM JINCTS rPeLbKOro ropixa, a 3aranbHy
Ha3By perioHy «EBponay 3MiHeHo Ha BinbL TouHe
BU3HAYEHHS KpaiH. Bumorn GACP Gynu oHOBEHi.
3atBepaxeHo: 3.2.S.2.2 Description of the Manufacturing
Process and Process controls Country of origin: Europe.
3anponoHosaHo: 3.2.S.2.2 Description of the Manufacturing
Process and Process controls Country of origin: Albania,
Bulgaria, Hungary
3miHum Il Tuny - 3miHu 3 sikocTi. A®L. BUpo6HULTBO.
3MiHu B npoueci BUpo6HuuTea A®I (3amiHa y
nikapcbKoMy 3aco6i pPOCNTMHHOIO NOXOMXXEHHA, sika
CTOCYETLCA OAHIEI 3 TAKUX XapaKTepUCTUK: Axepeno
NOXOAXXeHHA CUPOBUHU, cnoci6 BUpo6HMLUTBa abo
BUroToBreHHSA) - OHOBEHO KPaiHN NOXOOXEHHS!
POCNMHHOI cupoBUHKM TpaBa AepeBito Ta 3MIHEHO 3aranbHy
Ha3By perioHy «EBpona» Ha Binbll TOYHE BUSHAYEHHS
kpaiH. Bumorn GACP 6ynu oHoBneHi. 3aTBepaxeHo:
3.2.8.2.2 Description of the Manufacturing Process and
Process controls Country of origin: Europe.
3anponoHoBaHo: 3.2.S.2.2 Description of the Manufacturing
Process and Process controls Country of origin: Kosovo,
Hungary
3miHum Il Tuny - 3miHm 3 sikocTi. A®L. BUpo6HULTBO.
3miHu B npoueci BUpo6HuuTBa A®I (3miHa y
nikapcbKkomy 3aco6i pOCIMHHOrO NOXOMXKEHHSA, ska
CTOCYETbCSAl OAHIET 3 TAKMX XapaKTepPUCTUK: Axepeno
NOXOAKeHHS CUPOBUHMU, cnoci6 BUpoGHULTBa abo
BUroToBneHHs) - KpaiHu noxoaxeHHs 6ynv oHoBneHi y
Bumorax GACP ansa pocnmHHoi cupoBuHmn KBiTv pomatuku.
3atBepaxeHo: 3.2.S.2.2 Description of manufacturing
process and process controls GACP-2044701-160TCT-DE-
V01 Country of origin: Egypt, Germany, Austria, Hungary.
3anponoHoBaHo: 3.2.S.2.2 Description of manufacturing
process and process controls GACP-2044701-160TCT-DE-
V03 Country of origin: Egypt, Austria, Hungary

51.

IHOOMETALIVH
-3[10POB'Sl

TabneTkn, BKpUTI
060mnoHKol0,
KMLLKOBOPO3YUHHI,
no 25 mr; no 10

TabneTok y 6nictepi;

no 3 Gnictepny

KapTOHHiIn kopobLyj;
no 30 TabneTok y

TOBAPWCTB
03
OBMEXEHO
10
BIOMOBIOAN
bHICTIO
"KOPMOPAL|
A

YkpaiHa

BCi cTaaii
BMPOGHMLTBA,
KOHTPOMb SIKOCTI,
BUWMYCK Cepil:
ToBapucTtBo 3
obmMexeHow
BignoBiganbHicT
10

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn
| Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib.
3MiHM y BUpoBHMUTBI. 3MiHa po3mipy cepii
(BKrroYaro4mM gianasoH po3Mipy cepii) roToBoro
nikapcbkoro 3acoby (3meHLweHHs go 10 pasis) -
BBEAEHHS oaaTKkoBOro po3mipy cepii M3 gna
BMPOGHMKa ToBapncTBO 3 0OMEXEHO0
BignosigansHicTio "OAPMEKC I'PYM"

3a
peuenmom

UA/5763/01/01
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6nictepi; no 1 "300POB A" "®apmMaueBTUYH 3artBepaKeHo:
6nictepy y a KomMaHis ToBapucTBO 3 06MEXEHOI0 BiANOBIAAMBHICTIO
KapTOHHiI kopooLi "3gopos'sa"”, "®APMEKC Irpyn"
YkpaiHa; BCi Llex TN3
cragii Po3mip cepii cknapae:
BUPOGHMUTBA, 22,666 Tnc. yn. Ne 30 (10x3) y 6nictepax (81,600 «kr)
KOHTPOMb SIKOCTI, 3anponoHoBaHo:
BUMNYCK cepil: ToBapucTBO 3 06MEXEHOI0 BiANOBIAAMBHICTIO
ToBapwucTBoO 3 "®APMEKC Irpyn"
obBMexeHo Llex TN3
BignosiganbHicT Po3mip cepii cknapae:
10 "OAPMEKC 22,666 Trc. yn. Ne 30 (10x3) y 6nictepax (81,600
FPYI", Ykpaina Kr);
9,722 1nc. yn. Ne 30 (10x3) y 6nictepax (35,000 «kr)
52. | IHOAHPUKC cycneHsis gns nakcoCmiTKn Benvka "nakcoCmiTKns PdpaHuis/ BHECEHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a UA/15120/01/01
KOMBIHOBAH iH’ eKLiin; cycneHsis SAMH Ekcnopt BpuTaHis 1H Benbrisi/ I Tuny - 3miHK 3 akocTi. ADL. KoHTponb AdL. 3miHa y peuenmom
A BAKUUHA ans iH'ekuini no 1 Jlimiten Bionogxikans, HimeuunHa MeTodax BunpobyeaHHsa APl abo BuxigHoro
onsa nosi (0,5 mn)y PdpaHuis MaTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
NMPO®IAKTUK | nonepegHbo (PopmyBaHHs, BUKOPUCTOBYETbLCS Y Npoueci BUpobHuutea AdI
M OUDTEPI, 3aroBHEHOMY HarNoBHEHHS! B (cyTTeBa 3miHa y
NMPABLA, wnpuui Ne 1y nonepegHbo 6ionoriyHoMy/iMmyHomnoriYHOMy/iMyHOXiMIYHOMY
KALUJTIOKY KOMMAEKTi 3 OAHiE0 HanoBHEeHiI MeToAi BunpobyBaHHs abo MeTogi, y Skomy
ALEJNONAPHA | abo gBoma ronkamu; wnpuui, BUKOPUCTOBYETLCS BIONOriYHMI peareHT Ans
OYMLLEHA no 1 nonepeaHLo MapKyBaHHS Ta GionoriyHoro A®l, abo 1ioro 3amiHa). 3amiHa
IHAKTUBOBAH | HanoBHeHOMYy nakyBaHHs, pedepeHTHOro cTaHgapTy inameHTHOro
A PIOKA LINpuWLi Y KOMMMEeKTi KOHTPOIb remarnioTuHiny (FHA) 3 cepii SWNO590A07
3 ogHieto abo aBoma AIKOCTi); (oTpumaHy 3 KOMepLilHOI cepii NPOMiXXHOro

ronkamu y
nnacTyKoBOMy
KOHTerHepi; no 1
nnacTKoBoMy
KOHTEViHepy B
KapTOHHiI kopobui

"nakcoCmiTKns
"H Bionogxikana
C.A., benbris
(HanoBHeHHs B
nonepegHeo
HanoBHEeHiI
wnpuui,
MapKyBaHHs Ta
nakyBaHHs,
KOHTpPOIb
SKOCTI);
CwmiTKnsiiH
Bivem ®apma
'm6X yHa Ko.
KI, HimeuunHa
(HanoBHeHHs1 B
nonepegHeo
HanoBHEHiI
winpuui);
"nakcoCwmiTKns
"H Bionoaxikana
C.A., benbris
(KoHTpornb
SIKOCTI, BUNYCK

npoaykty FHA AFHADAAO035) Ha HoBY cepito
SWNO590A09 (oTpvMaHy 3 KOMepLjiHOi cepii
npomixHoro npogykty FHA AFHUDFA406). Takox,
BHECEHHS pefakLuinHmx 3MiH Ao Moayns 3.2.S.5.
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cepii)
53. | KAMETOH aeposonbno 30ry TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3MiHn bes UA/0939/01/01
GanoHi "Mikpocapm" "Mikpocbapm" | Tuny - 3MiHu 3 akocTi. CepTudikat peuenma
aepo3onbHoMy; no 1 BignosigHocTi/E-cepTudikaT BiANoBIigHOCTI
6anoHy B nayui 3 €sponevicbkin bapmakonei/moHorpadii. NMogaHHA
KapTOHY HOBOro abo OHOBMNEHOro cepTudikaTa BignoBigHOCTI
abo Buny4YeHHs cepTudikaTa BiANoOBiAHOCTI
€sponelicbkin hbapmakonei: ana A®l; onsa BuxigHoro
maTepiany/peareHTy/NnpoOMiKHOro NPOAYyKTY, Lo
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4oBUHN (CepTudikaT BigNOBIAHOCTI
€Bponeicbkin dapmakonei) - HoBuit ceptudikat Big
BXXe 3aTBePApKeHOro BUpobHukKa - MNoaaHHA HoBOro
cepTudikaTta BignoBigHOCTI €BpONENnChbKiin
dapmakonei CEP: No. CEP 2013-148-Rev 01 gns
[itoyoi pevoBunHN XnopbyTaHony remirigpart Big
3aTBepakeHoro BupobHuka JSK "Olainfarm", JlaTsis.
Y 3B'A3Ky JoAaBaHHS HOBoro ceptudikata €9
Bigbynock 3miHa Ha3Bu BUpobHuka AdDI
(nponoHoBaHa: OLPHA AS, JlaTsis)
54. | KEOQON PO34MH AN iH'EKUIN, ToBapucTBoO 3 YkpaiHa MpuBaTHe YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a UA/17035/01/01
50 Mr/2 mn; no 2 mn obmexeHo aKuioHepHe Il Ty - 3miHun 3 akocTi. A®I. BupobHuuteo. 3miHa peuenmom
npenaparty B amnyni; | BignoBiganbHi TOBapuUCTBO BMPOGHMKA BUXIQHOTO/MPOMIXXHOIO
no 50 amnyny CTiO “Ilekxim-XapkiB” NPOAYKTY/peareHTy, Lo BUKOPUCTOBYHOTLCS Y
KapTOHHiIN kopobuyj; "BEPKAHA+" BUpo6HM4omy npoueci A®I, abo 3miHa BUpOGHMKa
no 5 amnyny (Bknoyatoum, Ae HeobxiaHO, MicLe NPoBeAEHHS
6nictepi, no 1 abo 2 KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudpikata
Gnictepn y BiANoBiAHOCTI €Bponencokin apmakonei y
KapTOHHiIN kopooLi 3aTBEpPAKEHOMY A0CHE)(BBEAEHHSI HOBOTO
BUpOoGHMKa AD| 3 HagaHHsSM macTep-danna Ha AdI).
BeeaeHHs Hosoro Bupo6Huka A®P| SCL Lifesciences
Limited, India 3 HagaHHAM mMacTep-canna Ha ADI.
[Hitoua pepakuisi: BupobHuk A®I gekcketonpodeH (y
BUrNsgi Tpometamony): Zhejiang Raybow
Pharmaceutical Co., Ltd, China. NMponoHoBaHa
pepakuisi: BupobHuku A®I gekcketonpodeH (y
BUrNsgi Tpometamony): Zhejiang Raybow
Pharmaceutical Co., Ltd, China; SCL Lifesciences
Limited, India.
55. | KETOPOIJIAKY NOpOLLOK AT YkpaiHa Cumeg Nebec IHais BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHn - UA/15273/01/01
TPOMETAMIH KpucTaniyHmn "KNIBCbKUIN Timiteq | Tuny - 3miHun 3 skocTi. A®I. KoHTponb ADI. 3miHa y
(cybcTaHuis) y BITAMIHHAN napametpax cneuudikauinn Ta/abo gonycTumMmnx Mex,
naketax noaBiiHUX 3ABOLO" BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
nonieTuneHoBmx BVIXiAHWI/MPOMDKHUI NpoayKT/pearexT, LWo
ans BUKOPUCTOBYIOTBCS Y NpoLeci BUpobHuutea AdI
hapmaLeBTU4HOro (iHwWi 3miHW) - 3MiHa NoB'A3aHa 3 OHOBIEHHSAM
3acToCyBaHHS cneuudikauii/meToaiB koHTponto Ha Al Big
3aTBEpAKEHOro BUPobOHMKa
56. | KNOBECUN renb, 50 mr/r; no 45 AHTUBIOTUK PymyHis AHTUBIOTUKN PymyHis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn bes nionszae UA/19630/01/01
r rento B Ty6i; no 1 M CA CA | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa Ha3BuK peuenma

Ty06i Y KAPTOHHIW

nikapcbkoro 3acoby. 3MiHa Ha3BM Nikapcbkoro
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nayui 3acoby.
SATBEPI)KEHO: KINA®EH (CLAFEN)
3AMNPOMNOHOBAHO: KNOBECWI (CLOBESIL).
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micsauiB nicns
3aTBEPKEHHS.
57. | KNOOU®EH renb, 10 mr/r; no 45 TOB «YOPNA YkpaiHa K.O. CNABIA PymyHis BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK be3 He UA/10810/02/01
r B Ty6i; no 1 1y6i y MEOWLNH» PAPM C.P.J. | Tny - 3miHn wopo 6e3nekn/edekTBHOCTI Ta peuyenma nidnszae
KapTOHHiN Kopobui apmakoHarnsay. 3miHa y KopoTKi Xxapakrepuctuui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANs MeAMYHOro 3acToCyBaHHSA Ha nigcTasi
perynsipHo OHOBIOBaHOrO 3BTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acody B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OLiHKM 3BiTY 3 AOCMiAXeHb, NPOBEAEHMX BiANOBIAHO
[0 nnaHy negiatpuyHunx gocnimkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHom).
3MiHM BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHS
rpy4aar” BignoBigHO 40 OHOBREHOI iHhopMaLlii 3
6e3neku Aitoyoi pevoBUHM (AMKNOodeHaKy HaTpito)
3rigHo 3 pekomeHaauismm PRAC. TepmiH BBeAeHHS
3MiH NpOTAroM 6 MicauiB Nicnsa 3aTBEPAXKEHHS.
58. | KNOTPUMA30O | tabnetku BariHanbHi | OPFAHOCWH OAE EBepTomkeH IHAisA BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHn bes UA/8794/02/01
n no 100 mr; no 6 NAADCAEHC Nawid CaeHcus | Tuny - 3MiHn wWopo 6e3nekn/edeKTUBHOCTI Ta peuenma
TabneTok y cTpuni; N3 (E® 3ET ) Nimiten dapmakoHarnsaay. BeegeHHst abo 3miHn go
no 1 ctpuny 3 y3aranbHeHVX AaHnxX Npo cuctemy dapmakoHarnsgy
annikaTopom y (BBEOEHHS y3aranbHEeHUX AaHuX Npo cucTemy
KapTOHHIN naywi abo dapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobu,
no 6 TabneTok y BiAMOBiAanNbHOI 3a 34iNCHEHHs hapmakoHarnsay;
6nicTepi; no 1 KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa ons
Gnictepy 3 34iicHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHa
annikaTopom y BigMiHHa Bif, yNOBHOBaXXeHOI 0co0M, BignoBigansHoi
KapTOHHIN nayui 3a 3[iicHeHHs hapmMakoHarnagy (Bknoyarym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
danna cuctemu dpapmakoHarnagy) - 3miHa
yMNOBHOBaeHoI ocobu 3asiBHMKa, BiANOBiganbHOI 3a
capmakoHarnag. Hitova pegakuis: a-p Awy [iin
Llapma. MNponoHoBaHa pepakuis: LLnHkapeHko
Jlogmuna HOpiiBHa. 3MiHa KOHTAKTHUX AaHWX
yMNOBHOBaXeHOo! 0cobu 3asiBHMKa, BiANOBiganbHOI 3a
chapmakoHarnsg
59. | KOMBIrPUN MOPOLLIOK ANsi OPIrAHOCWVH OAE EBepTomkeH IHpia BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: Bes UA/11504/01/01
XOT CIn® oparnbHOro Po34uHy NAN®CAEHC Nand CaeHcns TexHivyHa nomwunka (3rigHo Hakasy MO3 Big peuyenma
3 MannHOBUM N3 (E® 3ET ) Timiten 23.07.2015 Ne 460) - BunpaBneHo TexHi4Hy

cmakomno 5r
MOPOLLKY B calle, Nno
10 cawe B
KapTOHHI kopobui

NOMWIKY B NanepoBiil Ta eNeKTPOHHIN BepCisix
TEKCTYy MapKyBaHHS BTOPUHHOI yNakoBKN
nikapcbkoro 3acoby, a came: B n. 17 BunpaBneHo
rpamMaTuyHy NOMUNKY B BUpasi "nigBuLLeHHs
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
TemnepaTypu Tina", sika 6yna BunagkoBo gonyLuieHa
nig yac nposeAeHHs npouenypu 3miH B.(x), IA
(Haka3z MO3 Ykpainn Ne25 Big 03.01.2025 p.).
3asHayeHe BUMpaBreHHs BignoBigae matepianam
peecTpaLinHOro 4ocbe
60. | KOMBIrPUN NMOPOLLOK Anst OPIrAHOCWH OAE EBepTomkeH IHpis BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: bes UA/11503/01/01
XOT CIN® opanbHOro po34nHy NANDCAEHC Jland CaeHcus TexHiyHa nomurnka (3rigHo Haka3y MOS Big peuenma
3 NMMMOHHUM cmakom | U3 (EP 3ET I) Timiteq 23.07.2015 Ne 460) - BunpaeneHo TexHi4Hy
no 5 r NOpoLLKy B NOMUIIKY B NanepoBii Ta eNeKTPOHHIN BepCisxX
cawe, no 10 cawe B TEKCTY MapKyBaHHS1 BTOPUHHOI YMaKOBKM
KapTOHHiI kopobui nikapcbkoro 3acoby, a came: B . 17 BunpaBneHo
rpamaTU4Hy NOMUIIKY B BUpasi "MiaBULLEHHSA
TemnepaTypu Tina", sika 6yna BunagkoBo gonyLueHa
nig yac nposeAeHHs npouenypu 3miH B.(x), IA
(Haka3z MO3 Ykpainn Ne25 Big 03.01.2025 p.).
3asHayeHe BUMNpaBeHHs BignoBigae matepianam
peecTpaLiiHOro 4ocbe
61. | KOHTPUBEH PO34MH Anst iH'ekuin, TOB «®3 YkpaiHa TOB «®3 YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a He UA/10355/01/01
10 000 KIO/mrm; mo 1 «CTAOA» «CTAOA» | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuyenmom | nidnseae

M B amnyni; no 5
amnyn y 6nictepi; no
2 6nictepun y nayui 3
KapToHy; No 5 mn B
amnyni; no 5 amnyn
y 6nictepi; no 1
Onictepy B nauyui 3
KapTOoHY

HanmMeHyBaHHA Ta/abo agpecu 3asBHMKa (BNacHyKa
peecTpaLiiHoro noceig4eHHs). 3mMiHa
HaVMeHyBaHHs 3asiBHUKA BIiacHMKa peecTpaLiiHoro
noceigYeHHs. 3MiHN BHECEHO B KOPOTKY
XapaKTepuCTHKy fikapcbkoro 3acoby y po3agin
"BnacHuk peectpauinHoro nocsigyeHHs". TepmiH
BBEOEHHS 3MiH - NPOTArom 6 MicsuiB nicnsi
3aTBEpAKEHHS. 3MiHuM | Tuny - AgMiHicTpaTUBHI
3MiHN. 3MiHa HanveHyBaHHs Ta/abo agpecu micua
NpoBaAXeHHS AiANbHOCTI BUPOGHMKa/imnopTepa
rOTOBOrO fikapCbKoro 3acoby, BkIoYaouy GinbHULI
BUNYCKY cepii abo MicLie NpoBeAEeHHS KOHTPOIO
SIKOCTI. (BisnNbHICTb, 3a AKy BignoBigae
BUPOGHWMK/IMNOPTEP, BKIOYAKYM BUMYCK CEPIlA).
3MiHa HaliMeHyBaHHS! BUPOGHMKa rOTOBOrO
nikapcbkoro 3acoby. BupobHuya ginbHuUA Ta BC
BUPOGHWYI onepaLii 3anuwaTbCs HE3MIHHUMU.
3MiHM BHECEHO B iHCTPYKLUIiO ANst MEOUYHOTO
3aCTOCYBaHHS! NiKapCbKoro 3acoby y po3ain
"Bupo6HKK" 3 BiANOBIAHMMUN 3MIHAMW B TEKCTI
MapKyBaHHs1 YNaKOBOK.

TepMiH BBEAEHHS 3MiH - NPOTSArom 6 MicsiliB nicns
3aTBEpAKEHHS. 3MiHuM | Tuny - 3MiHKM WwWono
6e3nekn/eekTMBHOCTI Ta dhapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX Mpo
cuctemy cdbapmakoHarnsiy (BBEAEHHS y3aranbHEHUX
OaHunx npo cuctemMy cpapmakoHarnsay, amiHa
yrnoBHOBaxeHoi ocobu, BianoBigansHoi 3a
3[iCHEHHs1 hapMakoHarnsay; KOHTakTHOI ocobu 3
hbapmakoHarnsgy 3asiBHUKa ONs 30iNCHEHHS
chbapmakoHarnsgy B YKpaiHi, AKLo BoHa BiAMiIHHA Bif
yNoBHOBaXeHOI ocobu, BignosigansHoi 3a
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(nikapcbka ¢ghopma,
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PeecmpauyitiHa npoyedypa
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yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3piicHeHHs chapmakoHarnagy (BKrovarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
darina cuctemu chapmakoHarnsgy).
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobu
3asiBHMKA, BiANOBiAanbHOI 3a hapmakoHarnsa.
3miHa Homepa macTep-danina cuctemm
capmakoHarnsgy. 3MiHu | Tuny - 3MiHun Wwoao
6e3nekun/edekTVBHOCTI Ta hbapmakoHarnsgy (iHLwi
3MiHK). 3MiHN BHECEHO Y TEKCT MapKyBaHHS
BTOPUHHOI (M. 3, 11, 17) ynakoBKu nikapCbKoro
3acoby. TepMiH BBEAEHHS 3MiH - NPOTArom 6 MicsLiB
nicns 3aTBEpAXKEHHS.

62.

KOHTPUBEH

PO34MH AN iH'EKUIN,
10 000 KIO/mnm; no 1
MA B amnyni; no 5
amnyn y 6nictepi; no
2 6nictepun y nayui 3
KapToHy; no 5 mn B
amnyni; no 5 amnyn
y 6nictepi; no 1
6nictepy B nauui 3
KapToHY

TOB "®3
"CTALA"

YkpaiHa

TOB "®3
"CTAOA"

YkpaiHa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK
| Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANs MeAMYHOro 3acCTOCYBaHHSA Ha NiacTasi
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS NikapCcbKoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbtaT
OLiHKM 3BiTY 3 JOCiAXeHb, NPOBEAEHMX BiAMNOBIAHO
A0 nnaHy neaiaTpnyHmx gocnigkeHs (PIP) (3miny
Y3ro4>kKeHo 3 KOMNETEHTHUM YNOBHOBaXEHUM
opraHom).
3MiHVM BHECEHO [0 iHCTPYKLUii ANst MEANYHOTO
3acTocyBaHHS nikapcbkoro 3acoby 4o po3ginis
"®apmakornorivyHi BnactusocTi”, "Baaemogis 3
iHLLIMMK nikapcbkuMK 3acobamu Ta iHLWi Buam
B3aemogin", "OcobnmeocTi 3acTtocyBaHHs", "Cnocio
3acTocyBaHHs Ta go3un", "MobivHi peakuii" Ta oo
KOPOTKOI XapaKTepUCTUKU NiKapcbKoro 3acoby Ao
po3ginis "[do3n Ta cnocib 3actocysaHHs", "Ocobnuei
3acTepexeHHs Ta 3anobixHi 3axoau npu
3actocyBaHHi", "B3aemopis 3 iHLWMMK nikapCbKumu
3acobamu Ta iHwWi Buay B3aemopiin”, "MoGidHi
peakuii”, "®apmakoguHamiyHi BnacTusocTi"
BiMNOBIQHO 4O OHOBIEHOI iHpopmaLlii 3 6esneku
[it040i pe4OBUHM (aNPOTUHIHY) 3rigHO 3
pekomeHaauismu PRAC. TepmiH BBEAEHHSI 3MiH -
NpoTsArom 6 MicsLIB Nicns 3aTBEPIKEHHS.

3a
peuenmom

He
nidnsieae

UA/10355/01/01

63.

KCUNOCMPEWN

cnpew HasanbHUi,
0,5 mr/mn no 10 mn
y chnakoHi 3
HacocoMm [103aToOpoM
i3 po3nuntoBayem;
no 1 dnakoHy B
navuj

TOB
"APTEPIYM
nTa”

YkpaiHa

NAT
"Tannudapm”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3miHn
| Tuny - 3MiHn Wwopao G6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHm). 3MiHM BHeceHo y
TEKCT MapKyBaHHS NEPBUHHOI (M. 2) Ta BTOPUHHOI (.
8, 9, 11, 17) ynakoBku nikapcbkoro 3acoby.
BBeneHHs 3miH npoTArom 6-Tu MicsuiB nicnsi
3aTBEpPAKEHHS!

6e3
peuenma

UA/19065/01/01

64.

JIA®EPOBIOH
®

cynoauTopii no 150
000 MO; no 3
cynosutopiino 1ry

TOB «®3
«CTAOA»

YkpaiHa

TOB «®3
«CTALA»

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHn
| Tuny - AgMmiHicTpaTuBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu 3asiBHWKA (BNacHuka

be3
peuenma

He
nionsieae

UA/13779/01/01
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KOHTYPHIN peecTpauiiHoro noceigvyeHHs). KomnaHis 3asiBHMKa
YapyHKOBIN 3MiHuna ceoto Ha3sy 3 TOB «®3 «bIOPAPMA» Ha
ynakoBui; no 1 TOB «®3 «CTAOA».
KOHTYPHilA 3MiHN BHECEHO B KOPOTKY XapaKTepUcTuKy

YapyHKOBIN ynakoBLi
B nayi 3 KapTOHy;
no 5 cynosutopiis
no 1 ry KOHTYpHI#
YapyHKOBIn
ynakoBui; no 1 abo
MO 2 KOHTYPHI
YapyHKOBi YNaKoBKU
B Nayui 3 KapToHy

nikapcbkoro 3acoby y po3aain "BnacHuk
peecTpauiiHoro noceigyeHHs". TepMmiH BBeAeHHS
3MiH - NPOTAroM 6 MicsauiB nicnsa 3aTBEPAKEHHS.
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu Micusa NpoBagXeHHs
nisinbHOCTI BUpOGHMKa/imnopTepa roToBoro
nikapcbkoro 3acoby, BKMOYayM AinbHUL BUNYCKY
cepii abo Micue NpoBeAeHHs1 KOHTPOSTO SKOCTI.
(misinbHiCTb, 3a sIky Bignosigae BUpobHMK/iMnopTep,
BKJTO4AK0UM BUMYCK Cepit). 3MiHa HaNMeHyBaHHS
BUPOGHMKA roToBOro fnikapcbkoro 3acoby 3 TOB «$3
«BIODPAPMA» Ha TOB «®3 « CTALA». BupobHuua
[inbHUUS Ta BCi BUpOOHMYi onepauii 3anuwaTbest
He3MiHHMMW. 3MiHM BHECEHO B IHCTPYKLiO Ans
MEAMNYHOrO 3aCTOCYBaHHSI Ta KOPOTKY
XapaKTepUCTUKY MikapCbKoro 3acoby y po3ain
"BUpoBHMK" 3 BIONOBIAHMMM 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBoOK. TepMiH BBEAEHHSA 3MiH -
npoTarom 6 micsAuiB nicnsa 3aTBep/KeHHs. 3MiHu |
Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta
tapmakoHarnagy. BeegeHHst abo 3miHu oo
y3aranbHEeHUX AaHux nNpo cuctemy papmakoHarnsgy
(BBEOEHHS y3aranbHEHWX AaHWX Npo cucTemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asBHuKa ons
34iicHeHHs dapmakoHarnagy B YKpaiHi, SKLLO BOHa
BigMiHHa Bif, yNOBHOBaXXeHOI 0co0M, BignoBigansHoi
3a 3[iicHeHHs hapmMakoHarnagy (Bknoyarym
KOHTaKTHi faHi) Ta/abo 3mMiHM y po3MilLleHHi MacTep-
darina cuctemn chapmakoHarnsgy). 3miHa
KOHTaKTHUX JAHMX YNOBHOBAXXEHOI 0CObM 3asiBHMKA,
BignoBiganbHoi 3a hapmakoHarnag. 3MiHa Homepa
macTtep-darina cuctemmn papmakoHarnsgy. 3Minm |
Tmny - 3MiHn Wwopao 6e3nekn/eceKkTMBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHu). 3MiHWM BHeCeHo y
TEKCT MapKyBaHHSA BTOpUHHOI (n. 3, 8, 11, 14, 17)
yMNakoBKM Nikapcbkoro 3acoby. TepmiH BBeAEHHSA
3MiH - NPOTAroM 6 MicAUiB Nicnsa 3aTBEPAXEHHS.
3miHu Il TUny - 3miHn 3 gKocTi. [oToBMI NiKapCbkui
3aci6. KoHTporb roToBOro nikapcbkoro 3acooy.
3miHa napameTpiB cneuudikauin Ta/abo
[OMyCTUMUX MEX rOTOBOTO MikapCbkoro 3acoby
(3miHa 3HaxoouTbCS No3a 3aTBEPAKEHNMMU
OonycTMMUMU Mexamm crieumndikauin). 3miHa 3a
nokasHukom «Onucy» Mae Ha MeTi YTOUYHEHHS
iHpopmauii B cneumdikauii MKA 1080 30BHILLIHBOIO
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUIMSAY rOTOBOrO Nikapcbkoro 3acoby. [itoya
pepakuisa: CMELUN®IKALIA: Onuc: KynesugHi
Cyno3nTopii XXOBTYBaTO-6iNoro Konbopy, o4HOPIAHOI
KOHcucTeHLji. MponoHoBaHa pepakuis:
CNEUMPIKALIA: Onunc: Ha MOMEHT BMMYCKY:
KyneBugHi cynosunTopii >koBTyBaTO-6inoro konoopy,
OLHOPIOHOT KOHCUCTEHLT. B NpoLeci 36epiraHHs:
KyneBugHi cynoamtopii xoBTyBaTo-6inoro Konsopy,
OLHOPIAHOT KOHCUCTEHLT.
[onyckaeTbcs HEOAHOPIAHICTL KONbOopY. 3MiHN
BHeCeHOo B po3gin "OCHOBHI (i3NKO-XiMiYHi
BAcTMBOCTI" B iHCTPYKLiO A4Nst MegUYHOro
3acTocyBaHHS LLOAO ONUCy nikapcbkoro 3acoby.
TepMiH BBEAEHHS 3MiH - NPOTSArom 6 MicsiliB nicnsi
3aTBEPKEHHS.

65.

JIA®EPOBIOH

®

cynosuTopii no 500
000 MO; no 3
cynosuTopiino 1 ry
KOHTYPHIW
YapyHKOBIN
ynakosui; no 1
KOHTYPHIN
YapyHKOBIN ynakoBLi
B nayui 3 KapTOHy;
no 5 cynosuropiis
no 1 ry KOHTYpHIW
YapyHKOBIN
ynakoBui; no 1 abo
Mo 2 KOHTYPHI
YapyHKOBi YNaKoBKU
B Nayui 3 KapToHy

TOB «®3
«CTAOA»

YkpaiHa

TOB «®3
«CTAOA»

YkpaiHa

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK
| Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HaiMeHyBaHHs1 Ta/abo agpecu 3asiBHUKA (BnacHWKa
peecTpauiiHoro noceigvyeHHs). KomnaHis 3asiBHMKa
3MiHMna ceoto Ha3sy 3 TOB «®3 «bIOPAPMA» Ha
TOB «®3 «CTALA».
3MiHN BHECEHO B KOPOTKY XapaKTepUCTUKY
nikapcbkoro 3acoby y po3ain "BnacHuk
peecTpauiiHoro noceigyeHHs". TepMmiH BBEAEHHS
3MiH - NPOTSAromM 6 MicAUIB NiCNSA 3aTBEPIYKEHHS.
3miHu | TUNY - AgMmiHiCTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micusa NpoBadKeHHS
AisnbHOCTi BUpOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKIMHOYaYu AinbHULL BUMYCKY
cepii abo micLe NpoBeAeHHS KOHTPOMIO SIKOCTi.
(misnbHicTb, 3a AKy Bignoeiaae BUpobHUK/imnopTep,
BKJTHOYAK0UM BUMYCK Cepiit). 3MiHa HaNMeHyBaHHS
BMPOGHKMKa roToBOro nikapcbkoro 3acoby 3 TOB «d3
«BIO®APMA» Ha TOB «®3 «CTALA». BupobHuya
[inbHUUS Ta BCi BUpOBHMYi onepaii 3anuianTbest
HEe3MiHHUMW. 3MiHM BHECEHO B iHCTPYKLito Anst
MEAMNYHOIO 3aCTOCYBaHHSI Ta KOPOTKY
XapaKTepUCTUKY MikapCbkoro 3acoby y po3ain
"Bupo6HMK" 3 BiANOBIAHMMUN 3MiHAMW B TEKCTI
MapKyBaHHS yNakoBOK. TepMiH BBeOEHHS 3MiH -
npoTArom 6 micsAuiB nicns 3aTBepmpkeHHs. 3MiHu |
TMny - 3MiHK Wopao Gesnekn/edekTUBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHu go
y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy
(BBEOEHHS y3ararnbHEHWX AaHKX Npo cucTemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi ocobu,
BiZ4NOBIgaNbHOI 3a 34iMCHEHHS hbapMakoHarnsay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsay 3asiBHuKa ans
34iicHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHa
BiAMiHHa Bif, yNOBHOBaXXeHOI 0CO0M, BignoBigansHoi
3a 3[ilicHeHHs1 papmMakoHarnagy (BknYaym

6e3
peuenma

He
nidnsieae

UA/13779/01/02
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noceio4yeHHs1

KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darnna cuctemn papmakoHarnsgy). 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXXEHOI 0COOU 3asiBHWKA,
BignoBigansHoi 3a hapMakoHarnsg. 3miHa Homepa
macTtep-carina cuctemmn dapmakoHarnagy. 3MiHu |
Tmny - 3MiHun wopo 6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy (iHwi 3amiHn). 3mMiHM BHECeHO y
TEKCT MapKyBaHHS BTOpUHHOI (n. 3, 8, 11, 14, 17)
ynakoBKW nikapcbkoro 3acoby. TepMiH BBeAEHHS
3MiH - NPOTAroM 6 MicsAuiB nicns 3aTBEpPAKEHHS.
3minn [l Tuny - 3miHn 3 axocTi. [oToBMI NiKapCbKuni
3aci6. KoHTporsib roToBOro fikapcbkoro 3acofy.
3miHa napameTpiB cneundikadi Ta/abo
[OMyCTUMUX MEX rOTOBOrO MikapCbKoro 3acoby
(3MiHa 3HaxoaMTbCst N03a 3aTBEPAKEHNMU
OOMNyCTUMUMK Mexamu crneumdikauin). 3miHa 3a
nokasHukom «Onmc» Mae Ha MeTi YTOYHEHHS
iHcbopmauii B cneundikauii MKA woao 30BHiWHBOro
BUIMSAY rOTOBOrO Nikapcbkoro 3acoby. [itoya
pepakuia: CMELUN®IKALIA: Onuc: KynesugHi
Cyno3nTopii XXOBTYBaTO-6iNoro Konbopy, oaHOPIAHOI
KOHCUCTeHLUIi. MponoHoBaHa pefakuis:
CNEUMPIKALIA: Onmnc: Ha MOMEHT BMMYCKY:
KyneBugHi cynosunTopii >koBTyBaTO-6inoro konbopy,
OAHOPIOHOT KOHCUCTEHLT. B NpoLeci 36epiraHHs:
KynesugHi cynosutopii xxoBTyBaTO-6inoro konsopy,
OAHOPIAHOT KOHCUCTEHLUI.
[onyckaeTbcst HEOAHOPIAHICTb KONbopy. 3MiHM
BHECeHO B po3gin "OCHOBHI (i3nNKO-XiMiYHi
BNACTMBOCTI" B IHCTPYKLiO AN MeanyHoro
3acTocyBaHHS LLOAO OnNuUcy nikapcbkoro 3acoby.
TepMiH BBEAEHHS 3MiH - NPOTSArom 6 MicsiLiB nicnsi
3aTBEPKEHHS.

66.

NEAKEPAH™

TabneTku, BKPUTI
NniBKOBOO
obornoHkot, No 2 mMr
no 25 tabnetok y
dnakoHi; no 1

dnakoHy y
KapTOHHI kopobui

AcneH ®apma
TpengiHr
Nimiten

Ipnangis

Ekcenna Mv6X i
Ko. KI

Himeyumna

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn
| Tuny - 3miHK 3 akocTi. FoToBMI Nikapcbkun 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BuNpobyBaHHS rOTOBOTO MikapCbKoro
3aco0y (iHwi 3amiHn y MmeToAax BunpobyBaHb
(Bkntovatoum 3amiHy abo JOMNOBHEHHS)) 3aMiHa
xpomatorpadgivHoi kornoHku “Phenomenex IB-SIL C-
1, 250 Mm x 4,6 mm id., 5 mkm” Ha “Waters Sunfire
C18, 150 x 4,6 mm, 3,5 MKM” Ang KinbKicHOro
BU3HAYEHHS Ta BU3HAYEHHS CYNpOBiAHMX JOMILLOK
meTogoM BEPX y rotoBomy nikapcbkomy 3acobi 3
BiANOBIAHMM OHOBMEHHAM aHanN TU4HUX METOAVK.
BBegeHHs 3MiH npoTArom 6-Tu Micsuis nicns
3aTBepAKEHHs.  3MiHM | TUny - 3MiHM 3 AKOCTI.
[oToBwMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLWi 3MiHN) OHOBMEHHS BXe
3aTBEPKEHNX METOAIB KOHTPOMIO SKOCTI
nikapcbkoro 3acoby, a came BUKMafeHHs TEKCTY

3a
peuenmom

UA/3396/01/01




77

[TponoBkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
[epXXaBHOK MOBOH, BiAMOBIAHO A0 Cy4aCHUX BUMOT.
BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
3aTBEPAKEHHS. - 3MiHU | TNy - 3MiHM Woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHN). 3MiHN BHECEHO Y TEKCT MapKyBaHHS
nepBuHHOI (n. 3, 4, 6) Ta BTOpMHHOI (N. 8, 12, 13, 17)
ynakoBKW nikapcbkoro 3acoby. BeeaeHHst 3amiH
NpOTHArom 6-Tv MiCcSILB MicNsi 3aTBEPAXEHHS.
67. | MEPOMNEHEM- NMOPOLLOK Anst M.BIOTEK Benvka BUPOBHMK Ipeuis/ BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a UA/19378/01/01
MB PO34YMHY ANS iH'eKUin NIMITE[ BputaHia roToBOro Kutan | Tuny - 3miHmn Wwopo 6e3nekn/edhekTUBHOCTI Ta peuenmom
Ta iHdys3in no 1000 nikapcbkoro dapmakoHarnsagy (iHwi 3amiHn). 3MiHW BHeCeHo B
mr, no 1 donakoHy 3acoby, Wwo TEeKCT MapKyBaHHS1 NEPBUHHOI (M. 6) Ta BTOPUHHOI (.
abo no 10 cpnakoHis 3A4iicHIoE 17) ynakoBOK nikapcbkoro 3acoby
B KapTOHHIN kopobui BMPOGHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb SIKOCTI
Ta BUMYCK cepil:
PEME[IHA CA,
[peuis;
BUPOBHMK
Hepo3dacosaHo
ro NpoayKkTy
nikapcbKoro
3acoby -
CTepUnbHOI
cyMiLLi
MeponeHemy
TpurigpaTy Ta
HaTpito
kapboHaTy
(cTepunbHui
bulk):
LLleHbYxeHb
XaibuHb
dapmacbioTmkan
Ko., [lTa., Kutan
68. | MIHOKCUKYTA | cnpei HawkipHui, TOB «MIBE YkpaiHa Mmi6e MmMBX HimeuumHa BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn bes nionseae UA/20641/01/01
H® ®OPTE po3uuH, 50 mr/mn; YKPATHA» ApuHaimiTTenb | Tuny - 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenma

no 60 mMn po3unHy y
dnakoHi i3
3MOHTOBaHO
HaCOCHOI0
cucTemMoto Ta
aganTepom i3
NOJOBXEHUM
HaKoHeYHWUKoM; Mo 1
dnakoHy y nayui

dapmakoHarnsaay. 3miHa y KopoTKili XxapakTrepuctui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Ha NiacTasi
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsapeecTpauiiHuin nepiogd, abo sk pesynbtaT
OLiHKM 3BITY 3 JOCNigKEHb, NPOBEAEHUX BignoBigHO
[0 nnaHy negiatpuyHmx gocnigxkeHs (PIP) (3miHy
Y3ro)keHO 3 KOMMETEHTHVM YNOBHOBaXKEHUM
opraHoMm). 3miHM BHECEHO B iHCTPYKLUil0 Ansi
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby B
po3ain "OcobnmBocTi 3acTocyBaHHA" Ta [0 TEKCTY
MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNakoBOK
nikapcbkoro 3acoby (n. 5) BignoBigHO 40 OHOBMEHOT
iHcpopMmawii 3 6e3nekn Ajtoyoi peyoBMHU
(miHokcKawuny) 3rigHo 3 pekomMeHgauismmn PRAC.
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micsauiB nicns
3aTBepAKeHHs. 3MiHu | Tuny - AgMiHicTpaTuBHI
3MiHW. 3MiHa Ha3BwM fnikapcbkoro 3acoby. 3miHa
Ha3BM Nikapcbkoro 3acoby, a came foAaBaHHS 3HaKy
"®". fitova pegakuis: MiHokcukyTaH dopre.
[MponoHoBaHa peaakuis:
MiHokcukyTaH® ®opTe. TepmiH BBeAEHHS 3MiH
npoTarom 6 micsAuiB nicnsa 3aTBepKeHHs. 3MiHu |
Tmny - 3MiHuM wopo 6eanekn/edpekTMBHOCTI Ta
capmakoHarnsgy (iHwi 3amiHM). OHOBMEHHS TEKCTY
MapKyBaHHsSi BTOPUHHOI Ta NEPBMHHOI YNaKoOBOK
nikapcbkoro 3acoby.

TepmiH BBEAEHHS 3MiH NpoTaromM 6 micauis nicns
3aTBEPYKEHHS.

69.

MOKCUBAP

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 400
mr, no 5 TabneTtok y
6nictepi; no 1 abo 2
6nictepu B
KapTOHHiI kopobui

AypobiHgo
dapwma JITg

IHAis

AypobiHao
dapma Nimiteq
— KOHiT VI

IHgia

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK
| Tuny - 3miHu Wwopo 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsaay. 3mMiHW y KOpOTKil XxapakTepuctuui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT 4NS MeanYHoro 3acTocyBaHHs
reHepuyHnX/ribpnaHnx/6ionoaibHux nikapcekmx
3acobiB nicns BHECEHHSI TiEl camoi 3MiHK Ha
pedepeHTHUIA Npenapar (3mMiHa He noTpebye
HaaHHS )XOOHMX HOBUX AOAATKOBUX AAHMX). 3MiHM
BHECEHO A0 IHCTPYKUii AN MeanyHoro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu
"®apmakonorivHi BnactusocTi", "lMoka3aHHA",
"MpoTunokasaHHs", "B3aemopais 3 iHWMMK
nikapcbkumu 3acobamu Ta iHWi BUAM B3aemogin",
"OcobnueocTi 3acTocyBaHHA", "3acTocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpyaa”,
"38paTHiCTb BNNMBAaTH Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTPaAHCMNOPTOM abo iHWNMK
MexaHiamamu", "Cnocib 3actocyBaHHs Ta 4o3un",
"Oitn", "MobiyHi peakuii” BignosigHo Ao iHdopmaLii
LLIOA0 MEAMNYHOrO 3aCTOCYBaHHSA pedepeHTHOro
nikapcbkoro 3acoby (ABenokc, TabneTku, BKPUTI
nniBkoBoto 060mnoHkoto, no 400 mr).
BBeneHHs 3miH npoTArom 6-Tu MicsuiB nicnsi
3aTBEPKEHHS.

3a
peuenmom

He
nidnsieae

UA/14296/01/01

70.

MOKCU®NOKC
ALVH

TabneTku, BKPUTI
obornoHkoto, no 400
mr; no 1 Tabnetui y
6nictepi; no 70
GnicTtepiB y kopobui
3 kapToHy; no 5 abo

MpAT
"TexHonor"

YkpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn
| Trny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkili XxapakTepuctuui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3acTOCYBaHHSA Ha NigcTasi
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku

3a
peuernmom

He
nionsieae

UA/17766/01/01
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
no 7, abono 10 nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
TabneTok y 6nicTepi; 3aCTOCYBaHHS fikapcbKoro 3acoby B
no 1 Gnictepy B nicnspeecTpauiiHuin nepiog, abo sik pesynbtaT
nayui 3 KApTOHYy OLiHKM 3BiTY 3 JOCTiAXeHb, NPOBEAEHMX BiANOBIgHO
A0 nnaHy neaiaTpnyHmx gocnigxkers (PIP) (3miny
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHu BHEeCeHO A0 IHCTPYKLii ANa MeanyHoro
3acToCcyBaHHsI Nikapcbkoro 3acoby Ao posainy
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOT
iHdpopmaLii Wwopo 6e3neku 3acTocyBaHHs Aito4oi
PEYOBUHM.
71. | MOHOCAH® Tabnetku no 20 mr, MPO.ME[L.LIC Yecbka BUPOBHMUTBO 3a Yecbka BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a UA/4257/01/01
no 10 TabneTtoky Mpara a.c. Pecnybnik | nosBHum uuknom: | Pecny6nika/ | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nictepi; no 3 a MPO.ME[L.LIC Cnoeaubka dapmakoHarnagy (iHwi 3miHu). 3MiHM BHECEHO B
Gnictepu B Mpara a.c., Pecnybnika TEKCT MapKyBaHHS BTOPUHHOI (M. 17) ynakoBku
KapTOHHiIN kopobui Yecbka nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH -
Pecny6nika; npoTsrom 6 mMicauis nicnsa 3aTBEPKEHHS.
BUPOBHMUTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOMb SKOCTI:
XBEM dapma
c.p.o.,
CnoBaubka
Pecnybnika;
nepBuHHE Ta
BTOPWHHE
nakyBaHHs:
KOODPAPMA
C.p.0., Yecbka
Pecnybnika;
KOHTPOMb SIKOCTI:
AJC Yecbka
Pecnybnika,
c.p.o., Yecbka
Pecnybnika
72. | MOHOCAH® Tabnetku no 40 wmr, MPO.ME[L.LC Yecbka BMPOGHMLTBO 32 Yecbka BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn 3a UA/4257/01/02
no 10 TabneTok y Mpara a.c. Pecnybnik | nosHum uuknom: | Pecny6nika/ | Tuny - 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nictepi; no 3 a MPO.MEQ.LIC CnoBaubka dapmakoHarnsay (iHwi 3amiHn). 3MiHU BHeceHo B
Gnictepu B Mpara a.c., Pecny6bnika TEKCT MapKyBaHHS BTOPUHHOI (N. 17) ynakoBku
KapTOHHiIl kopobui Yecbka nikapcbkoro 3acoby. TepmiH BBEAEHHSI 3MiH -
Pecnybnika; npoTArom 6 MicsALUIB MiCnsA 3aTBEPPKEHHS.
BMPOGHMLTBO,
nepBUHHE Ta
BTOPWHHE
nakyBaHHsi,

KOHTPOI1b SAKOCTI:

XBM ®apma
c.p.o.,
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
CrnoBaubka
Pecny6nika;
nepBuHHe Ta
BTOPWHHE
nakyBaHHsi:
KOO®APMA
C.p.0., Yecbka
Pecny6nika;
KOHTPOMb AKOCTi:
AJIC Yecbka
Pecny6nika,
C.p.o. , Yecbka
Pecny6nika
73. | MYKANTUH® cupon, no 100 mny MAT YkpaiHa yci cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHn bes UA/8800/01/01
GaHUi cknsaHin abo y "Tannugapm"” BUPOBHMUTBA, Il Tuny - 3MiHn 3 sikocTi. ADI. (iHLWi 3MiHK) - peuenma
nakoHi CKNAHOMY; 32 BUHSITKOM akTyanisauisi maTepianis peecTpauinHoro 4OCbe Ha
no 1 6aHui abo nepBUHHOIO M3 MykanTnH®, cupon, y 3B’a3Ky 3 Ha4aHHAM
bnakoHy 3 NOXKOK nakyBaHHA B oHoBreHoro [IM® Ha ADI AnTei KopeHs eKCTpakTy
MIpHOO B Nayi; no cawe: MNAT CyXOro, eKCTPaKTy Cyxoro (cybGcTaHLis) Big
100 mn y donakoHi «annudpapm», BnpobHuka JSC “Halychpharm”, a came: BunyyeHHs
nonimepHomy; no 1 YkpaiHa; 3 HOPMYBaHHS NOKa3HWUKa «laeHTndikauisa
bnakoHy 3 NOXKOK nepBuUHHE nonicaxapmais» onucy aHaniTU4HOI MeTOANKN
MIipHOIO B NayLi; No nakyBaHHs B nposeaeHHs aHanidy B p. Cneumndikauis, a Takox
200 mMn y donakoHi cawe: TOB 3MiHa HOpMYyBaHHSA nokasHuka « MBY»; BHeCeHHs B
cknsiHomy abo "®apmMaueBTUYH MEeTOAM KOHTpOnto N. «Baxki metanu» (Lewn
nonimepHomy; no 1 a KoMMaHis MOKa3HUK KOHTPOSOBABCS KOHTPAKTHOIO
hNakoHy 3 FTOXKOI0 "3popos's", opraHisaLlieto); 3miHa BTOpUHHOI ynakoBku Adl;
MipHOIO B nauuj; no YkpaiHa 3MiHa yMoB 36epiraHHst AdI
15 mn B cawe; no 20
calle B navui
74. | MYKANTUH® cupon in bulk: no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3MiHn - UA/9508/01/01
100 mn y 6aHui "Tannydapm” "Tannydapm” Il Ty - 3miHun 3 akocTi. ADI. (iHWi 3MiHN) -
CKINsHiN, abo y akTyanisauis maTtepianis peecTpauinHoro 4OCbe Ha
dnakoHi CKNsiHOMY, N3 MykanTuH®, cupon, y 38’s3Ky 3 HagaHHSM
abo dnakoHi oHoBneHoro fIM® Ha A®I AnTei KopeHst ekCTpakTy
nonimepHomy; no 48 CYXOro, eKCTpakTy cyxoro (cybcraHuis) Bia
6aHoK cknsHuX, abo Bupo6Huka JSC “Halychpharm”, a came: Buny4eHHs
hbNaKoHIB CKIAHUX, 3 HOPMYBaHHS MokasHuKa «laeHTudikauis
abo ¢nakoHiB nonicaxapvais» onucy aHaniTU4HOT MeToANKN
noniMepHux y kopobi npoBefeHHs1 aHanidy B p. Cneumdikalis, a Takox
KapToHHOMY; in bulk: 3MiHa HOpMYBaHHS NokasHunka «MBY»; BHeceHHs B
no 200 mny MeToau KOHTporio n. «Baxki meTanu» (uen
dbnakoHi cknsHomy MOKa3HWK KOHTPOIOBaBCS KOHTPAKTHOO
abo dpnakoHi opraHisadlieto); 3miHa BTOpUHHOI ynakoBku Adl;
nonimepHomy; no 30 3MiHa yMoB 36epiraHHst AdI
PNaKoHIB CKISIHNX
abo crakoHiB
noniMepHux y kopobi
KapTOHHOMY
75. | MYNbTUIPUN TabneTku Wnnyui, HenbTa LLisenuapi Annekc ®apma LLiBenuapis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn bes UA/18647/01/01
BPOHXO 600 wmr; no 10 Megiken s CA | Tuny - 3MiHM 3 sikocTi. CepTudikat peuenma
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Ne
n/n

JliKapcbKo20
3acoby

Haszea

Popma sunycky
(nikapcbka ¢ghopma,
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3aseHUK
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3asieHUKa
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eupobHUKa
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Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

TabneTtok y Ty6i, no
1 Ty6i B KAPTOHHIlA
Kopobui

MpomoyLwH3
Al

BignosigHocTi/FE-cepTudikaT BiANoOBIgHOCTI
€Bponencbkin dapmakonei/MoHorpadii. 3miHun,
NnoB'A3aHi 3 HEOOXIOHICTIO NPUBEAEHHS Y
Bi4NOBIgHICTb 40 MoHorpadii dY abo
€Bponeiicbkoi hapmakonei, abo iHWOT HalioHanbHoI
capmakonei aepxasu €C (3MiHa y cneuudikauisix,
nos'sA3aHa 3i amiHamu B [1®Y, abo €Bponencokii
dapmackonei, abo iHLiN HauioHanbHiIn hapmakonei
nepxasun €C) - OHOBNEHHS cneumdikauii girovoi
PEYOBUHM aLeTUNLUCTEIHY BignoBIigHO 40 NMOTOYHOI
pepakuii moHorpadii €®. 3minu | TUny -
ApOMiHicTpaTUBHI 3MiHW. BunyyeHHs BUpOGHNYOI
OinbHUU (BKMOYaoum ginbHuui ans Adl,
NPOMIXKHOTO NPOAYKTy abo roTOBOro NikapCbKoro
3acoly, AinbHULi ANs NPoBeAEHHS NaKyBaHHS,
BUPOGHMKA, BignoBigansHOro 3a BUNYyCK cepii, Micue
NpoBeAEeHHS KOHTPOIO cepii) abo nocTavanbHUKa
BUXigHOro Matepiany, peareHTy abo JOMOMiKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCHE) - BUITYYEHHS
Bupo6Huka AP F.I.S. Fabbrica Italiana Sintetici
S.p.A., ITanis. 3MiHu | TunNy - 3MiHM 3 AKOCTi.
["oToBMI Nikapcbkuit 3aci6. 3MiHM Yy BUPOBHULITBI.
3MiHK y npoueci BUPOOHMLITBa FOTOBOTO NiKapCbKOro
3acoby, BKMYa4M NPOMIKHUIA NPOAYKT, LU0
3aCTOCOBYETLCS NPV BUPOOHULITBI rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3miHa y npoueci
BMPOGHMLUTBA) - AoAaBaHHS anbTepHaTUBHOIO
BUPOGHMYOro npouecy (HassaHoro metogom ll) 3
HE3HAYHO 3MIHOI MOPIBHAHO 3 MOYATKOBO
3aTBEpOKEeHUM BUPOBHNYMM npouecoM, 6e3 Bnnuey
Ha SIKiCTb FOTOBOro NpoaykTy. 3miHu | Tuny - 3miHn 3
skocTi. CepTudikaT BignosigHocTi/l'E-cepTudikat
BignoBigHOCTI €Bponeinchkii
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUITyYeHHSA cepTudikaTa BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ansi
[OOMOMDXHOT pevoBUHU (cepTudikaT BignoBiAHOCTI
€Bponeickkin dhapmakonei) - OHoBNEHWU
cepTudikaT Bif yXe 3aTBepaKeHOro BUpobHuKa -
nopaya oHosneHoro CEP R1 - CEP 2010-092-
Rev02 Big yxxe 3aTBepakeHoro BupobHuka AdI
Wuhan Grand Hoyo. Co. Ltd., Kutan. 3atBepaxeHo:
CEP R1 - CEP 2010-092-Rev01 3anponoHoBaHo:
CEP R1 - CEP 2010-092-Rev02

76.

HAKNO®EH

ayo

Kancynu no 75 mr
no 10 kancyny
6nictepi; no 2
Gnictepu y

KPKA, 8.4,
HoBo mecto

CnoseHisi

KPKA, a.4.,
HoBo mecto

CnoseHisi

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn
| Tuny - 3MiHn Wwopao G6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsay (iHwi 3amiHu). 3MiHM BHeceHo B
TEKCT MapKyBaHHS BTOPMHHOT YNaKOBKM fiKapCbKoro

3a
peuernmom

UA/3480/06/01




82 [TponoBkeHHs JoaaTka 3
Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KapTOHHiI kopooLi 3acoby y nyHkTn 3, 8, 14, 17 Ta B TEKCT MapKyBaHHsI

NepBUHHOI YyNaKoBKW y MyHKT 6. BBeAeHHs 3MiH
npoTArom 6-T MicsLiB nicns 3aTBepmKeHHs. 3MiHu |
TMNy - 3MiHKU 3 AKOCTI. FOTOBMIA NikapCbKuMii 3aci6.

3MiHn y BUpoBHMUTBI. 3MiHM BUNpobyBaHb abo
[OMNyCTUMUX MEX, BCTAHOBIEHUX Y cneundikauisx,
nig yac BMPOGHMLTBA roTOBOrO NikapCbKoro 3acoby
(iHWi 3MiHK) 3miHa BuMor go npoeeaeHHs IPC
BMNpobyBaHb 3a NokasHukoM «CepefHa maca
kancyn» (Average weight), a came 3miHa KinbKocTi
Karncyn, Lo BUKOPUCTOBYETLCS Anst BUNPOOYBaHHS

3artBepaKeHo:
3.2.P.3.4.

Prescribed weight of capsule content: 0.211 g*
Average weight (N=10) 0.211g+2 %
Weight variation (N=20): 18/20: 0.211g+5 %
(0.2005-0.2216) g
3anponoHoBaHo:
3.2.P.34.

Prescribed weight of capsule content: 0.211 g*
Average weight (N=20) 0.211g+2 %
Weight variation (N=20): 18/20: 0.211g+5 %
(0.2005-0.2216) g. BBeaeHHsi 3amMiH NpoTsArom 6-Tu
MicaUiB Micnsa 3aTBepmKeHHs. 3miHu | Tuny - 3miHn 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHKM y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo AonycTUMumX
MeX, BCTaHOBIEHWX y crneumndikauisx, nig yac
BMPOGHMLTBA rOTOBOIO MikapcbKoro 3acoby (iHLui
3MiHM) 3MiHa BUMOTr Ao nposefeHHst IPC koHTponto
Ons iHauBigyanbHOI Macy kancyn
3aTBeEpOXeHo:

Weight variation (N=20): 0.211g+5 %
3anponoHoBaHo:

Weight variation (N=20): 18/20: 0.211g+5 %
(0.2005-0.2216) g
2/20: 0.211 g+ 10 % (0.1899-0.2321) g
BBeneHHs 3miH NpoTArom 6-Tu MicsuiB nmicnsi
3aTBEpPAKEHHS. 3MiHM | TUny - 3MiHKM 3 sIKOCTI.
[oToBMI Nikapcbkui 3aci6. 3MiHKM y BUPOBHULITBI.
3MiHM BUNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBMEHWX Y creumdikauisx, nig yac
BUPOBHMLTBA rOTOBOIO NiKapCbkoro 3acoy (iHwi
3MiHM) He3Ha4yHa 3MiHa BUMOT [0 npoBeaeHHs IPC
KOHTPOIIO 3a NokasHWkoM «Loss on drying» ans
rpaHyn, BKpUTUX NEPLLNM LLAPOM
3aTBepoxeHo:
3.2.P.3.4.

Diclofenac pellets — coated with first coating

Loss on drying: <2,0 %
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yeaHHs1
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3anpornoHoBaHo:
3.2.P.3.4.

Diclofenac pellets — coated with first coating
Loss on drying: < 2,0 %
BBegeHHs 3miH NnpoTArom 6-Tv MicsuiB nicnsi
3aTBEpPOKEHHS

77.

HANBY®IH-
30PABO
IH" €KL

pO34MH Ans iH'ekuin,
10 mr/mn, no 1 mn
abono2 mne
amnyni; no 5 amnyn
y 6nicTtepi; no 1 abo
no 2 6nictepu B
KapTOHHIN navui

TOB
"30PABQO"

Ykpaina

MpuBaTtHe
akuioHepHe
TOBapUCTBO

"Nekxim-Xapkis"

Ykpaina

BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHn
| Tny - 3miHn wopo 6e3nekn/edekTBHOCTI Ta
capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHSA Ha NiacTasi
perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTocyBaHHS NikapCbKoro 3acoby B
nicnsipeecTpauiiHuin nepiod, abo sik pesynbTaT
OLiHKM 3BiTY 3 JOCMiAXeHb, NPOBEAEHMX BiANOBIAHO
A0 nnaHy neaiaTpnyHmx gocnigxkeHs (PIP) (3miny
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom). 3MiHW BHECEHI 40 iHCTPYKUii ans
MEeOUYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao
po3ainy "Cnoci6 3acTocyBaHHsi Ta 4o3n" BianoBigHO
[0 OHOBreHoI iHdbopmalii 3 6esneku aitoyoi
peyoBuHN. 3MiHKM | TUNY - 3MiHK Woao
Ge3nekn/edekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHn
Y KOPOTKi1 XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Anst MeanyHoro
3acToCcyBaHHS reHepuYHUX/ribpuaHmx/GionoaibHMx
nikapcbkux 3acobiB nicns BHECEHHSs Tiel camoi 3MiHK
Ha pedepeHTHWI Npenapar (3MiHa He NoTpebye
HaflaHHS )XOAHUX HOBMX 4OAATKOBUX AaHKX). 3MiHK
BHECEHO A0 iHCTPYKUii Ans MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
"®apmakonorivHi BnactusocTi", "lMoka3aHHA",
"MpoTunokasaHHs", "B3aemopais 3 iHWMMK
nikapcbkumm 3acobamu Ta iHWi Buav B3aemogin”,
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpyaa”,
"3paTHiCTb BNNMBaTK Ha LWBMAKICTb peakuii npn
KepyBaHHi aBTOTpaHCNopToM abo iHWKMK
MexaHiamamu ", "Cnoci6 3actocyBaHHsi Ta 4o3un",
"Mepeno3yBaHHs", "MobiyHi peakyii” 3rigHo 3
iH(bopMaUi€to WoA0 MeANYHOTO 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (NALBUPHINE
HYDROCHLORIDE, injection 10 mg/ml)

3a
peuenmom

He
nidnsieae

UA/19284/01/01

78.

HATPIIO
OUKINO®EHAK-
KB

Kancynu TBepgi no
25 wr, no 10 kancyn
y GnicTepi; no 3
Gnictepu B navui

AT

"KUIBCHKNN

BITAMIHHUM
3ABO["

YkpaiHa

AT

"KUIBCLKUI

BITAMIHHUM
3ABOA"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHn
| Tuny - 3MiHn Wwopao G6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKili XxapakTepuctui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT ANS MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi
perynsipHo OHOBIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3neku

3a
peuernmom

He
nidnsieae

UA/2091/01/01
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3acTocyBaHHS nikapcbKoro 3acody B
nicnapeecTpauinHuii nepiog, abo sik peaynbTaT
OLiHKM 3BiTY 3 JOCiAXeHb, NPOBEAEHMX BiANOBIgHO
[0 nnaHy negiatpuyHunx gocnimkeHs (PIP) (3MiHy
Y3ro4XXeHo 3 KOMNETEHTHUM YNMOBHOBaXEHUM
opraHom).
3MiHV BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
3aCTOCYBaHHsI NikapCbkoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHS
rpyaato” BianoBigHoO [o OHOBNEHOI iHdhopmaLii 3
Ge3neku fitoyoi pevoBUHM (HaTpitD AMKIOodEHaKY)
3rigHo 3 pekomeHaauismm PRAC. TepmiH BBeAeHHS
3MiH NpOTAroM 6 MicAuiB Nicnsa 3aTBEPAXKEHHS.
3minn | Tvny - 3miln wopo 6esnekv/edekTMBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepuCTULi Nnikapcbkoro 3acoby, TeKCTi
MapKyBaHHsI Ta iHCTPYKUiT A4ns Mean4Horo
3acTocyBaHHS Ha MiacTaBi perynspHo
OHOBIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby,
abo gocnimkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiuii nepiog,
abo sik pe3ynbTaT OLiHKM 3BiTY 3 LOCHifKEHb,
npoBeAeHVX BIAMOBIAHO A0 NraHy neaiaTpuyHnx
pocnigxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoMm). 3MiHu
BHECEHO [0 iHCTPYKUii ANst MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby 4o po3ginis
"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiMNOBIOHO 4O OHOBIEHOI iHpopmaLlii 3 6esneku
[itoyoi pevoBUHU (HaTpito AvknodeHaky) 3rigHo 3
pekomeHaauismm PRAC. TepmiH BBeAeHHS 3MiH
NpoTsArom 6 MicsLIB Nicns 3aTBEPIKEHHS.

79.

HATPIIO
xnoeug
AHAHTA

PO34MH ANs iHdy3in
0,9%, no 100 mn B
KOHTelHepi; no 1
KOHTerHepy Y nnisui
B KOpoOLUi

AHaHTa
Megikeap J14.

Benvka
BpuTaHis

€Bponanid
XenTtkeap lBT.
Nta.

IHaia

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn
| Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa Ha3BM
nikapcbkoro 3acoby (A.2. I1B)
3miHa Ha3BM nikapcbkoro 3acoby. 3aTBepaXeHo:
COIJIEH (SOLEN)
3anponoHoaHo: HATPIKO XJTOPU AHAHTA
(SODIUM CHLORIDE ANANTA). BBegeHHs 3MiH
npoTsArom 3-X MicAUiB Nicns 3aTBEPAXEHHS.

3a
peuenmom

He
nidnsieae

UA/18188/01/01

80.

HEBIBOPIA

TabneTku no 5 wmr,
no 14 tTabnetoky
6nicTepi; no 2 abo 6
GnictepiB y
KapTOHHIl kopobui

TOB «YOPIA
MEOVLNH»

YkpaiHa

YOPNA
MEOVLIMH
INAY CAH. BE
TIDK. A.LL.

TypeyunHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn
| Tuny - 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkili XxapakTepuctui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS Ha NiacTasi
perynsipHo OHOBIOBaHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHs 3 6e3neku
3acTocyBaHHs nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sk pesynbtat
OLLiHKM 3BITY 3 JOCHNIOKEHb, NPOBEAEHNX BigNOBIgHO
[0 nnaHy negiaTpuyHmx gocnigxkers (PIP) (3miHy

3a
peuernmom

He
nidnsieae

UA/18963/01/01
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Y3ro4>kKeHo 3 KOMNETEHTHUM YNOBHOBaXXEHUM
OpraHom).
3MiHV BHECEHO B iHCTPYKLiO A5 MEAUYHOMO
3aCTOCyBaHHSA Nikapcbkoro 3acoby 4o po3ainis
"B3aemogis 3 iHWKMK nikapcbkumn 3acobamm Ta
iHWi Bam B3aemogain" Ta "OcobnmeocTi
3acTocyBaHHA" BignoBigHO 4O OHOBIEHOI
iHdpopmauii Wwopo 6e3nekn 3acTocyBaHHs Aito4oi
pevoBUHY 3rigHo 3 pekoMeHaauieto PRAC. TepMiH
BBEAEHHS 3MiH NPOTSArom 6 Micsuie nicns
3aTBEPAKEHHS.

81.

HEOMIOAHTAH

kancynu no 100 wmr,
no 10 kancyny
6nictepi, no 5
GnicTepiB y navui

AT «Onda»

JartBia

AT «Onda»

JartBia

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK
| TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa
HanMeHyBaHHA Ta/abo agpecu 3asBHMKa (BNacHyKa
peecTpauiiHoro noceigveHHs). 3MiHa Ha3BK Ta
appecu 3asiBHUKA, Y 3B'SI3KY 3 PiLLEHHAM
KepiBHMLTBA 3asBHMKa. 3MiHM | Tuny -
ApnMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micLsa NpoBaKEHHS OisANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro nikapcbKoro 3acoby,
BKITHOYaK04M AinbHULI BUNYCKy cepii abo micue
NPOBEAEHHSI KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3@ Ky
BiAnNoBigae BUPOGHWK/iMNopTep, BKIOYaK4M BUMYCK
cepin). 3miHa Ha3Bu BMpoOHUKa M3, a Takox 3miHa
HanucaHHs agpecy BUPOBHMKa aHrMiNnCbKoK MOBOHO.
3MiHM BHECEHO B iHCTPYKLIiO A1 MEAUYHOrO
3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
"BupobHuk" Ta "Micue3HaxomkeHHs BUpobHuka Ta
afpeca Micusi NPOBaMKEHHS WOro AisnbHOCTI" y
3B’A3KY 3 3aMiHOK BMPOBOHMKa Ta sk HacnigokK-
BiAMNOBIAHI 3MiHW Y TEKCTi MapKyBaHHS YNakoBKW
nikapcbkoro 3acoby. 3miHu | Tuny - 3miHu Woao
6e3nekn/echekTMBHOCTI Ta dhapmakoHarnsgy.
BeeaeHHs abo 3MiHM [0 y3aranbHeHWUX gaHUX Npo
cuctemy bapmakoHarnsgy (BBeOeHHs y3aranbHEeHNX
OaHunx npo cuctemMy cpapmakoHarnsay, amiHa
yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
3iicHeHHs1 hapMakoHarnagy; KOHTaKTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yrnoBHOBaxeHoi ocobu, BianosigansHoi 3a
3[iCHeHHs1 hapmakoHarnagy (BKYaym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
danna cuctemu dpapmakoHarnagy).
3MiHa KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0cobu
3asBHMKA, BiANoOBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnagy. 3miHa MicLe3HaxOmKeHHs
macTtep-darina cuctemu chapmakoHarnagy (y
3B'A3Ky i3 aAMIHICTPaTUBHO 3MiHOW). 3MiHuM | TUnNYy -
3MiHM Wwopo 6e3nekn/eddeKTUBHOCTI Ta
dapmakoHarnsiay. 3miHa y KopoTkil XxapakTepuctudi

3a
peuenmom

He
nidnsieae

UA/6205/01/01
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3acoby ynakoeka) noceio4yeHHs1
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHSA Ta
IHCTPYKUIT ANS MeAMYHOro 3acTOCYBaHHSA Ha NiacTasi
perynsipHoO OHOBIIOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHS fikapcbKoro 3acoby B
nicnspeecTpauiiHuin nepiog, abo sik pesynbtaT
OLiHKM 3BiTY 3 JOCiAXeHb, NPOBEAEHMX BiANOBIgHO
A0 nnaHy neaiaTpnyHmx gocnigxers (PIP) (3miny
Y3rOAXXeHO 3 KOMMNETEHTHNUM YNOBHOBaXXEHNM
opraHom). 3MiHM BHeceHO A0 IHCTpykKuii ons
MeANYHOro 3acTOCYBaHHS Nikapcbkoro 3acoby Ao
po3ainy "OcobnuBocTi 3acTocyBaHHA" LWOA0
6e3nekn 3acTocyBaHHS il040i Pe4OBUHU
amaHTaguHy ruapoxnopus BignosigHo A0
pekomeHgauin PRAC. 3MiHu | Tuny - 3MiHn wonio
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHN).
OHOBRNEHHA TEKCTY MapKyBaHHSA NEPBUHHOI Ta
BTOPWHHOI YNakoBKW fikapcbkoro 3acoby. BBeaeHHs
3MiH NPOTArom 6-T MicsILLIB MiCNsi 3aTBEPAXKEHHS.
82. | HEOTPU3O/® TabneTtku BariHanbHi | OPFAHOCWH OAE EBepTomkeH IHpia BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a UA/10674/01/01
no 4 Tabnetkny NAADCAEHC Jand CaeHcus | Tuny - 3miHu Wwopo 6e3nekn/edekTMBHOCTI Ta peuenmom
CTpvni; No 2 cTpunn N3 (E® 3ET ) Timiteq dapmakoHarnsagy (iHwi 3amiHn). 3MiHW BHeCeHo B
B KAPTOHHI Kopobui TEKCT MapKyBaHHSA BTOPUHHOT YNAKOBKM JiKapCbKOro
Y KOMMNeKTi 3 3acoby y NyHKT 17 Ta B TEKCT MapKyBaHHS
annikatopom; no 8 NepBUHHOI YNaKoBKW y MyHKT 6. BBeAeHHs 3MiH
TabneTok y 6nictepi; NpOTHArom 6-Tu MicsILiB NicNs 3aTBepOXKEHHS
no 1 6nictepy B
KapTOHHiIn kopobuji y
KOMMNNeKTi 3
annikatopom
83. | HE®ONAM- PO34UH ANS iH'eKUiN, TOBAPUCTB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3MiHn 3a UA/17470/01/01
300POB'A 20 Mr/2 mn, no 2 mn 03 BMPOGHMLTBA, Il Tvny - 3minHu 3 akocTi. ADI. BupobHuuteo. 3miHa peuenmom
B amnyni; no 5 OBMEXXEHO KOHTPOMb SIKOCTI, BMPOGHMKa BUXiQHOrO/MPOMIXXHOIO
amnyn y KapTOHHIW O BUWMNYCK Cepil: npoayKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
kopobui 3 BIOMNOBIOAN ToBapucTso 3 BUpoGHMYoMy nipoueci A®I, abo 3miHa BUpoGHMKa
neperopofxkoto; no 2 bHICTHO obmexeHoto (Bkntoyatoun, ae HeobxigHO, MicLe NpoBeAEeHHS
Mn B amnyni; no 5 «KOPTTOPALII BiAMNoBiganbHIiCT KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudikaTa
amnyn y 6nictepi; no A 10 BignoBigHoCTi €Bponenchkii hapmakonei y
1 6nictepy y «300POB’A» "®apmaueBTUYH 3aTBEpOKEHOMY [0Che)(BBEAEHHSI HOBOMO
KOpOO6Lii 3 KapTOHY; a KoMMaHis BMpoGHMKa APl 3 HagaHHsAM macTep-caiina Ha API)
no 2 mn y crakoHi; "3gopos's", - BBepeHHsi HoBoro BupoGHuka APl cipmm
no 5 cpnakoHis y YkpaiHa; BCi Pharmaceutical Works Polpharma S.A., 6 Annopol
KOHTYPHil cragii Str., 03-236 Warsaw, Poland go Bxe
YapyHKOBIl BMPOGHMLTBA, 3aTBepakeHoro BupobHuka PMC ISOCHEM, France
ynakosui; no 1 KOHTPOMb SIKOCTI,
KOHTYPHilA BUWMYCK Cepil:
YapyHKOBIN ynakosLi ToBapucTtBo 3
B KapTOHHII kopobui obmexeHo

BignoBiganbHicT
10 "OAPMEKC
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n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
PYI", YkpaiHa
84. | HE®OPOOON® TabneTku, BKpUTI TOB "®K Ykpaina BiAnNoBiganbHUi Ykpaina BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3MiHn bes nidnszae UA/15033/01/01
o6onoHkoto no 10 "CAJNKOTAPIC 3a | TMny - 3MiHK 3 skocCTi. FOTOBMIA NikapCbKuii 3aciO. peuenma
TabneTok y bnicTepi; " BMPOOHMLITBO, 3MiHv y BUpOBHMLUTBI. 3miHa iMnopTepa/amMiHu, Lwo
no 6 Gnictepis y nepBuHHe Ta CTOCYIOTbCH BUMYCKY Cepii Ta KOHTPOMIO AKOCTI
nayui i3 KapToHy BTOPUHHE roToBOroO Jlikapcbkoro 3acoby (3amiHa abo
nakyBaHHsi, [oAaBaHHs BUPOBHWMKa, LU BignoBifae 3a BBE3EHHS
KOHTpOIb Ta Ta/abo Bunyck cepii) - He Bkrovyaroum
BUNpobyBaHHsA KOHTPOnb/BUNpobyBaHHA cepii. 3amiHa BUpobHMKa,
cepii, He BignosigansHoro 3a Bunyck cepii M3 TOB "OK
BKITIOY4AI04M "CAJTIOTAPIC", YkpaiHa. Takox po3nmcaHo dyHKLiT
BUMYCK cepii: 3aTBepakeHoro BupobHuka M3 MpAT "TexHonor"
MpAT (BianoBiganbHUI 3a BUPOOHULITBO, NEPBUHHE Ta
"TexHonor", BTOPWHHE NaKyBaHHS, KOHTPOMb Ta BUNPoOyBaHHSA
YkpaiHa; cepii, He BKMoYaoum BUNYCK cepii). 3MiHN BHECEHO B
BignoBsiganbHUn IHCTPYKLUIitO ONA MeANYHOro 3aCTOCYBaHHS
3a BUNyCK cepii, nikapcbkoro 3acoby y posginun «BrupobHuk» Ta
He BKIoYaun «MicuesHaxomKkeHHst BUpOBGHUKa Ta agpeca micus
KOHTPOrnb/BUMNPO NPOBAKEHHA NOro AisiNbHOCTI» 3 BignoBigHUMN
ByBaHHSA cepii: 3MiHaMK y TEKCTi MapKyBaHHS yNakoBKMW NiKapCbKOro
TOB «®K 3acoby (goaaeaHHsl BUpobHMKa). 3miHn | Trny -
«CAJTIOTAPIC», 3MiHM woao 6e3nekn/eddekTUBHOCTI Ta
YkpaiHa dapmakoHarnsagy (iHwi 3amiHn). 3MiHW BHeCeHo B
TEKCT MapKyBaHHSA BTOPUHHOT YNaKoBKM MiKapCbKoro
3acoby y nyHkt1 3 Ta 15.
85. | HHKOTUHOBA PO34UH ANS iH'eKUiN, TOBAPUCTB YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHn 3a UA/7775/01/01
KUCIOTA- 10 mr/mn; no 1 mn B 03 obmexeHoto | Tuny - 3MiHn wWopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
3[00POB'A amnyni; no 5 amnyn OBMEXEHO BiAMNoBiganbHIiCT dapmakoHarnsaagy (iHwi 3amiHn).
y 6nictepi; no 2 O 10 OHOBIEHHS TEKCTY MapKyBaHHSi MEPBUHHOI Ta
Gnictepu B BIOMNOBIOAN "®apmaueBTUYH BTOPUWHHOI YNaKoBOK Nikapcbkoro 3acoby, a came:
KapTOHHIN kopobLyj; bHICTHO a KoMnaHisi - BUITyYeEHO iHopMaLlito, 3a3Ha4YeHy pOCIiiCbKO
no 1 mn B amnyni; «KOPTTOPALII "3popos's" MOBOI0;
no 10 amnyny A - NepeHeceHo MiXXHapOAHi MO3HAYEeHHs OANHULb
6nicTepi; no 1 «300POB’A» BVMIipIOBaHHS;
6nictepy B - YTOYHEHO iHopMaLio WOAO NOoroTuny 3asiBHUKA
KapTOHHiIl kopobuyj; Ta TexHiYHoI iHhbopmaLii;
no 1 mn B amnyni; - YHichikoBaHO TEKCT MapKyBaHHS NEPBUHHOT
no 10 amnyny yMakoBKM (4151 aMnynuy Ta eTUKETKN Ha amnyri);
KapTOHHiI kopobui - BHECEHO He3HauyHi pedakUinHi NpaBku B TEKCT
MapKyBaHHS YNaKkoBOK Nnikapcbkoro 3acoby.
TepMiH BBEAEHHS 3MiH - NPOTSArom 6 MicsiliB nicns
3aTBEpPAKEHHS!
86. | HOBO-NACUT PO34UH OparnbHWUiA; TOB «TeBa YkpaiHa TeBa Yex Yecbka BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn bes UA/9976/01/01
no 100 mny YkpaiHa» IHpacTpi3 c.p.o. Pecnybnika | Tuny - AgmiHicTpaTuBHI 3miHW. 3MiHa peuenma

donakoHi; no 1
nakoHy 3 MipHUM
KOBMa4koM B
kopobui; no 5 mny
cawe; no 30 cawe B
Kopobui

HalMeHyBaHHs Ta/abo agpecu Micus NpoBafKeHHS
LisiNbHOCTI BUPOOHMKa (BKIOYarouu, 3a
HeoOXigHOCTI, MicLie NpoBeAEHHS KOHTPOSHO AKOCTI),
abo BnacHvka mactep-anna Ha AdIl, abo
noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/NpOMIKHOrO NMPOAYKTY, LLO
3acTocoByTbCs Y BUpobHUUTBI ADI (sKLI0
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3a3HayeHo y OCbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTi cepTudikaTa BignoBigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoOMy
nocbke, abo BUpobHMKa HOBOI 4OMOMIXKHOT pe4oBMHM
(SKLLLO 3a3HaYveHo y AOCbE) - 3MiHa HaNMeHyBaHHS
BUpobHuKa APl (ekctpakT anst Hoso-MNacuty pigkuin)
Teva Czech Industries s.r.o. Ha TAPI Czech
Industries s.r.o, sika cTana okpemum BUPOGHUYMM
ManaaH4YMKOM BigMNOBIAHO OO PilLEHHsT KOMNaHii.
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEPYKEHHS.

87.

HOBO-NACUT

TabneTkn, BKpUTI
obornoHkoto; no 10
Tabnetok y bnicrepi;
no 1 abo no 3
6nictepu B kopobLi

TOB «TeBa
YkpaiHa»

YkpaiHa

Tesa Yex
IHgacTpis c.p.o.

Yecbka
Pecnybnika

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK
| TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu Micusa NpoBafKeHHS
[isnbHOCTI BUPOGHMKa (BKIOYakoum, 3a
HeobXxigHOCTI, MicLie NpoBeAeHHS KOHTPOSHO SIKOCTI),
abo BnacHuka mactep-canna Ha AdI, abo
noctavanbHuka A®l/BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
3acTOCOBYOTbCA Y BUpobHUUTBI ADI (sKLLO
3a3HayeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkint hapmakonei y 3aTBepaxXeHoMy
nocbke, abo BUpobHMKa HOBOI 4ONOMIXKHOT pe4oBMHM
(SKWO 3a3HaYeHo y Aocbe) 3MiHa HalMeHyBaHHS
BUpo6HWKa ADI (ekcTpakT ans Hoso-Macuty pigkuin)
Teva Czech Industries s.r.o. Ha TAPI Czech
Industries s.r.o, sika cTana okpeM1Mm BUPOBHUYUM
ManaaH4YMKOM BiOMOBIAHO OO PilLEHHsT KOMNaHii.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEpPOKEHHS

bes
peuenma

UA/1830/02/01

88.

HYTPUHIN NA4
31,1%
BMICTOM
AMIHOKUCNOT

pO34MH Ans
nepuTOHeanbHoro
fianisyno2ny
nnacTMKOBOMY
MiLLKY,
obnagHaHomy

iH EKUIiHM NOpTOM
i 3’'egHyBayemMm,
BKINageHoMy B
iHauBiayanbHWU
naket; no 5
KOMMNEKTIB y
KapTOHHIN kopooLyj;
no2ny
nnacTuKkoBOMy
MiLLKY,
obnagHaHomy

iH €KLiNHMM nopTOoM,
3 iHTEerpoBaHnM 3a
[J0MOMOro ABOX

BeHTiB
MeHnydek4ypu
Hr Jlimiteq

Ipnangis

BeHTiB
MeHydek4vypuHr
Nimiten

Ipnangis

BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3miHa
3asBHuka 113 (MIBI) (BnacHvka peecTpauiiHoro
noceigyeHHs) (3rigHo Haka3zy MO3 Big 23.07.2015 Ne
460). TepmiH BBeeHHS 3MiH NPOTSArom 6 MicsiLiB
nicns 3aTBepaXKeHHs. 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHW. (iHLLi 3MiHW).
AamiHicTpaTuBHa 3MiHa Ha3BM marepiany
KOHTeWHepa AN NepBUHHOI YNaKoBKW rOTOBOIO
npoaykTy 3 "Viaflex" Ha "PVC". 3miHa He 4nHUTb
HEeCnpuATNNBOIO BMNMBY Ha SKiCTb, 6e3neyHicTb Ta
edpekTuBHiCcTb [13. TepMiH BBEAEGHHS 3MiH NPOTArOM
6 Mmicauis nicna 3aTBepAXeHHs. 3MiHn | Tuny -
ALMiHICTpaTMBHI 3MiHN. 3MiHa HaMeHyBaHHSst
Ta/abo agpecy MicLs NPOBaMKEHHS AiSNbHOCTI
BMPOOHWKa/imnopTepa rotToBoro nikapcbkoro 3acoby,
BKITOYaK0UM AinNbHULi BUNYCKY cepii abo micue
NpOBEeAEHHS KOHTPOIKO SIKOCTI. (AiSNbHICTb, 3a AKY
BignoBigae BUPOGHWK/iIMNopTep, BKIOYaKYM BUMYCK
cepin). 3miHa Ha3Bu BUpobHuka 13
BiAMNOBigaNbLHOro 3a NOBHWIN LMK BUPOBHULITBA.

3a
peuenmom

He
nidnsieae

UA/4981/01/01
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
marictpaneni Y- Bupob6Huya ainbHuus, agpeca Ta yci BUPOOHWUYi
3'egHyBava onepaLlii 3anuLwalTbCA HE3MIHHUMUW. 3MiHWU BHECEHO
NOPOXHIM MiLLKOM B iHCTPYKL,iO 4N18 MeOMYHOro 3aCTOCyBaHHSA
Ona opeHaxy, nikapcbkoro 3acoby y po3ain "BupobHuk", sk
BKNageHuX B HacnigokK - BigNoBIAHi 3MiHW Y TEKCTi MapKyBaHHsI
iHaMBIgyaneHUn ynakoBKW nikapcbkoro 3acoby. TepMiH BBEAEHHS
naker; no 5 3MiH NpOTSArom 6 MicsLiB Nicnsi 3aTBEPOKEHHS.
KOMMMEKTIB Yy
KapTOHHiIN kopooLi
89. | ONIA30JIb® aepo3onb, N0 60 ry AT "Ctoma" YkpaiHa AT "Ctoma" YkpaiHa BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK be3 UA/0790/01/01
6anoHi 3 knanaHom | Tny - 3miHn wopo 6e3nekn/edekTBHOCTI Ta peuenma
6e3nepepBHOI Aii; tapmakoHarnagy (iHwi 3miHu).
no 1 6anoHy 3 3MiHV BHECEHO [0 TeKCTY MapKyBaHHSl BTOPMHHOI Ta
HacafKolo Ta BTOPWHHOI YNakoBOK nikapcbkoro 3acoby y n. "IHLIE"
3aXUCHUM Ta BUNyYeHo aybntotouy iHhopMalLiito pOCiACbKO
KOBMa4ykom B nayi 3 MOBO. TakoX BUYYEHO BEPCItO iIHCTPYKUIT Ansa
KapTOHY MEeOUYHOro 3aCTOCyBaHHS! NiKapCbKoro 3acoby
POCINCbKO MOBOK. BBEAEHHSA 3MiH NpoTarom 6-Tn
MicsaUiB nicnsa 3aTBepAXeHHSA
90. | MAHAHTIIH TabneTkn, BKpUTI BAT "TepeoH | YropwuHa BAT "T'epneoH YropwuHa/ BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHn bes nionszae UA/18351/01/01
POPTE NNiBKOBOO Pixtep" Pixtep", Monbwa | TMny - 3MiHK 3 sikocTi. Fo0TOBMIA NikapcbKuii 3aciO. peuenma
obornoHkoto no 280 YropwuHa KoHTponb roToBoro nikapcbkoro 3acoby (iHLwi 3MiHN)
mr/316 mr no 15 (BpOBHMLTBO - nepeknag MKA 3 pocincbkoi MOBK Ha yKpaiHCbKy
TabneTtok y 6nicrepi, Hepo3dacoBaHO MOBY 451 NPUBEAEHHS Y BiAMNOBIOHICTb i3 BUMOrammu
no 2, 4 abo no 6 ro NpoaykTy, YnHHOI pepakuii Hakasy MO3 Ykpainu Ne 426 Big
onictepiB y nepBuHHA 26.08.2005. 3miHn BHeceHo B po3gain "OCHOBHI
KapTOHHIN ynakoBLi ynakoBka, Pi3nKO-XiMiYHi BNacTMBOCTI" B IHCTPYKLt0 AN
BTOPUHHA MEeOUYHOro 3aCTOCYBaHHsI NiKapCbKoro 3acoby.
yNakoBkKa, BBeneHHs 3miH NpoTArom 6-Tu MicsuiB nmicnsi
KOHTPOMb SIKOCTI, 3aTBEPKEHHS.
BUNYCK cepii);
TOB "lepeoH
PixTep
Monbwa",
MNonbwa
(koHTpOnb
SIKOCTI, BUNYCK
cepii)
91. | NAHTO30nN TabneTku, BKpUTI "HOHiK IHAis HOHik IHpia BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3a UA/11508/01/01
KVLLKOBOPO34YMHHOW | dapmacbloTuk dPapmacbloTukan TexHiyHa nomwunka (3rigHo Hakasy MO3 Big peuernmom
oboroHkoto, no 40 an JlabopaTopis 23.07.2015 Ne 460) - BunpaBneHHs TexHiYHoi
mrno 10 Tabnetoky | INabopaTopis" (BiggineHHs NOMWIKN 3a NOKa3HWKOM «KifbKiCHE BU3HAYeHHS» Y
6nictepi; no 1 abo 2, (BipaineHHs dipmu "Ox. B. MeTodax KoHTporto J13, gonyLeHoi npu BHECEHi
abo 3 6nictepn B dipmu "Ox.B. Kemikans eng 3MiH, Lo 3aTBepakeHi Hakasom MOS3 Ykpainu Big,
Kopob6Li 3 KapTOHY Kewmikans eHg dapmacbioTumkan 04.02.2022 p. Ne 231, ska nos’sa3aHa 3 npu
dapmMacbloTUK 3 J1ta."), IHgis nepeHeceHHAM iHcbopmallii LLoJo BENUYMHN
ans3 Nnra."), MOMEKYNAPHOi Macu naHTanposony nig
IHais po3paxyHkoBoto hopmyrnoto, BianosigHo Ao n.2.4.4

po3ainy VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne
426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015
p Ne 460), (3aTBEpPAKEHO: MOMEKYNsipHa Maca
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naHTonpasony — 383,38; 3anponoHoBaHo:
MoIneKynsipHa maca naHtonpasony — 383,37)

92.

NAPALIETAMO
n

TabneTkn, BKpUTI
obonoHkoto, no 500
Mr, Mo 2 TabneTku y
6nictepi; no 70
6nictepis y kopobui
3 KapToHy; no 10
TabneTtok y 6nicrepi;
no 1, abo no 2, abo
no 5 Gnictepis y
naJui 3 KApTOHY

MpAT
"TexHonor"

YkpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK
| Tvny - 3miHK 3 sikocTi. FoTOBUIA Nikapcbkuin 3aci6.
Cuctema koHTelHep/3akynoptoBanbHuii 3acib. 3miHa
PO3Mipy yNakoBKM rOTOBOrO NikapcbKoro 3acoby
(3miHa KinbkocTi oAMHUUbL (Hanpuknag TabneTok,
amnyn ToLo) B ynakosLi:) - 3mMiHa nosa AianasoHoM
3aTBepAXEeHMX PO3MipiB ynakoBku. BeeaeHHs
[0AaTKOBOI YNakoBKM Nikapcbkoro 3acoby nosa
AianasoHoOM 3aTBEPAKEHMX PO3MIpiB YNaKoBKu: No 2
TabneTtkn y 6nictepi, no 70 Gnictepis y kopobui 3
KapTOHY:
3arBepoxeHo: Ynakoska. [o10 TabneTok y 6nictep
3 MNIBKW NOMIBIHINXNOPWAHOI | MaTepiany pynoHHOro
nakyBanbHOro Ha OCHOBI (oNbru antomiHiesoi. Mo 1
abo no 2, abo no 5 GnicTepiB pa3om 3 iHCTPYKLiED
ONst MEAMYHOrO 3aCTOCYBaHHS BKMafatoTb Y Nauyky i3
KapTOHY.

B3anponoHoBaHo: Ynakoska. [1o 2 Tabnetku y
GnicTepi 3 NNiBKM NONiBIHINXNOpWAHOI | MaTepiany
PYJNIOHHOTO MakKyBasnbHOro Ha OCHOBI POrbr
antomiHieBoi. o 70 6nictepie pa3oM 3 iHCTPyKLi€E
Ansi MEQUYHOTO 3acTOCYBaHHS BKIagalTb Yy KOPOOKY
i3 KapTOHy.

Mo 10 TabneTtok y 6nictep 3 nniBkx
noniBiHINXNOPUAHOT | MaTepiany pynoHHOro
nakyBasnbHOro Ha OCHOBI YOMbIM antoMiHIEBOI.
Mo 1 abo no 2, abo no 5 Gnictepis pasom 3
iHCTpYyKLUi€0 Ans MeguyHoro 3acTocyBaHHs
BKINafatoTb Y MayKy i3 kapToHy. 3MiHN BHECEHO B
IHCTPYKLUIil0 Ans MeAWUYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby B po3ain "Ynakoska" y 3B'A3ky 3
BBEAEHHSIM JOAaTKOBUX YNaKoBOK, SIK HAcMigoK -
3aTBEPKEHHS TEKCTY MapKyBaHHSA 40AaTKOBUX
ynaKoBOK fikapcbKkoro 3acoby. BBeaeHHs 3MiH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.

bes
peuenma

He
nidnsieae

UA/20020/01/01

93.

NEHTOTPEH

PO34uH ANS iHY3in,
0,5 mr/mn no 200 mn
y cbnakoHax

MpAT
"®apmaLeBTn
YHa cipma
"OapHuus”

YkpaiHa

MpAT
"®apmaueBTUYH
a dipma
"OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHn
| Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuit 3acib.
CucTeMa KoHTelHep/3akynoptoBanbHUiA 3aci6 (iHLwi

3MiHW) - BHECEHO 3MiHM Ao po3giny 3.2.P.7.
CucTtemMa koHTelnHep/ 3akynoptoBanbHUiA 3acio, a
came: BUIyYeHO NEPBUHHUIA NakyBanbHUA MaTepian
«MoninponineH B rpaHynax» BUpoOHMLTBa dipMm
INEOS Olefins & Polymers Europe, Germany,
OCKiNbKM MOro nofarsnbLue BUKOPUCTaHHSA He
NnaHyeTbCs.
3aTBepaxeHo: BupobHuku noninponinexy:
LyondellBasell Industries, Italy; INEOS Olefins &
Polymers Europe, Germany. 3anponoHoBaHo:
Bupo6Huku noninponineHy: LyondellBasell

3a
peuenmom

UA/15146/01/01
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Industries, Italy. 3miHu | TUNY - 3MiHK 3 AKOCTI.
[oToBWI nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHuiA 3aci6. 3miHa
napameTpiB cneundikaui Ta/abo 4onycTUMMX MeX
NepBYHHOI YNakoBKW FOTOBOTO NikapCbKoro 3acoby
(iHWi 3MiHK) - oHoBNEHHs p. 3.2.P.7. Cuctema
KOHTeVHep/ 3aKynoproBanbHuUii 3acib, a came
BHECEHi pefakuiiHi 3MiHM Ta YTOYHEHHS A0
crneumgikaLii nepBMHHOIO NakyBasribHOro matepiany
MoninponineH y rpaHynax oo n. «30BHILLHIN
BUrMAA», «lgeHTudikadis», «po3opicTb po3unHy»,
«KonbopoBicTb po3unHy», «KnucnotHictb abo
NYXHicTby, «ONTUYHa rycTuHay, BiaHoBnoBanbHi
PEYOBUHNY», «AMOMIHIWA, XPOM, TUTaH, BaHA4iN, LIMHK,
LLIO eKcTparylTbecs», «Baxki metanu, wo
ekcTparytTbea» Ta «CynbdaTHa 30nax»; NokasHuK
«LWBunakicTb Teuii po3nnaey» NepeHeceHo A0
po3ainy «3aranbHi BNacTUBOCTI» BiANOBIAHO OO
MaTepianis BUpoOHMKa (6e3 3MiHW SKICHOTO i
KiNbKICHOrO Cknagy nakyBarnbHoro martepiany). 3MiHn
| TMny - 3MiHK 3 skocTi. FoTOBMIA NikapcbKuii 3aciO.
Cuctema koHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneundikadi Ta/abo 4oNyCTUMUX MEX
NepBUHHOI YNaKoBKW rOTOBOrO NikapCbKoro 3acoby
(BUMYYEHHS HE3HAYHOTO NOKa3HWKa (Hanpuknag,
3acTapinoro nokasHuka)) - BUNy4YeHHs 3 po3giny
3.2.P.7. Cuctema KoOHTEHep/3aKynoptoBanbHUM
3acib nokasHuka «Pe4oBUHW, PO34MHHI Y rekcaHi» y
3B'SI3Ky 3 BUJTyYEHHSIM JaHOro nokasHuka i3
MoHorpadii APY/ED, 3.1.6. «MoninponineH ans
KOHTEMHepIB i 3aKkyrnoptoBanbHKX 3acobis Ans
napeHTepanbHVX NpenapariB i O4HKX Npenaparisy.

94.

NONIUE®

MOPOLLIOK ANst
PO34MHY AN iH'eKUin
abo iHdysin no 1000
Mmr 10 dnakoHis 3
MOPOLLIKOM Y
KapTOHHIN kopobui

MicTtpan
Kenitan
MeHeaXMeHT
Nimiten

AHrnia

ALIC NOB®AP
C.NA.

ITania

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn
| Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa Ha3BM
nikapcbkoro 3acoby (A.2. I1B)
3MiHV BHeCeHO LWoao Ha3BK MikapCbKoro 3acoby.
3atBepaxeHo: LUEDEMIM-BICTA (CEFEPIME-
VISTA)

B3anponoHosaHo: MONILUE® (POLICEF). BeeneHHs
3MiH NPOTArom 6-Tu MicsLiB NiCNsi 3aTBEPOXKEHHS.
3MiHn | TMny - 3MiHn Wopo 6e3nekn/edekTUBHOCTI
Ta cpapmakoHarnsgy (iHwi 3miHm). 3MiHWM BHeCEHO B
TEKCT MapKyBaHHS NePBMHHOI YNaKoBKW NikapCbKoro
3acoby y NyHKT 4.

BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEpPAKEHHS!

3a
peuenmom

UA/19839/01/01

95.

NYCTUPHUKA
HACTOWMKA

HacTovKa ans
opanbHoro
3acTocyBaHHs no 25
mn abo no 50 mny
dnakoHax; no 25 mn

TOB "OKN
"®apmaLeBTu
YHa ¢abpmka"

YkpaiHa

TOB "OKM
"®apmMaueBTUYH
a chabpuka"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn
| Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuii 3acib.
CucTemMa KoHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa
PO3Mipy yMakoBKM rOTOBOrO NiKapcbKoro 3acoby

(iHLWi 3MiHW) BBEAEHHS OAATKOBOI YNAKOBKM -

be3
peuenma

nionsieae

UA/3425/01/01
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
y cbnakoHi; no 1 cnakoH 50 mn. 3MiHK BHeceHo B po3gin "Ynakoeka"
hnakoHy B mauui B IHCTPYKLUIO ANS MEANYHOro 3acTOCyBaHHSA
nikapcbKkoro 3acoby y 3B"s13Ky 3 BBEAEHHAM
[04aTKOBOI YNaKoBKM, sIK HACMIAOK - 3aTBEPAXKEHHS
TEeKCTYy MapKyBaHHSA 40AaTKOBOI YMaKkoBKN
nikapcbkoro 3acoby. BeegeHHs1 3MiH NpoTsirom 6-tm
MicsuiB nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHu
wopno 6esnekun/eceKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW).
3MiHu BHeceHo y n. 17. IHLWE TekcTy mapkyBaHHS
yNaKoBKM fikapcbkoro 3acoby. BBeaeHHs 3MiH
NPOTArom 6-Tu MicsUIB NicNsA 3aTBEPAXEHHS.

96. | PEBIBAJI® Kancynm Mepokemi Kinp BUPOBHMLTBO Kinp BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a He UA/17932/01/01
racTpOpe3nCTEHTHI nTa roToBOro | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuyenmom | nidnseae
TBepai no 30 mr; no nikapcbKkoro HaliMeHyBaHHs Ta/abo agpecu MicLs NPOBaaKEHHSs!

10 kancyny 3acoby, nisinbHOCTI BUpOGHMKa/imnopTepa roToBoro
6nictepi; no 3 abo 9 KOHTPOMb SKOCTI, nikapcbkoro 3acoby, BKIMHOYa4u AinbHULL BUNMYCKY
GnictepiB y BUMYCK cepii: cepii abo Micue NpoBeAeHHs1 KOHTPOSIO SKOCTI.
KapTOHHiIN kopooLi Megokemi (misinbHiCTb, 3a sIKy Bignosigae BUpoGHMK/iMnopTep,
Nimiten, Kinp; BKII0HAI04M BUMNYCK Cepilt)
YTOYHEHHS Ha3BM Ta agpecy BUPOOHNYOIT OinbHULI Y
BUPOBHMLTBO BignosigHocTi fo ceptudikaty GMP. 3miHM BHeceHo
roToBOro B po3ainu "BupobHuk" Ta "Micue3HaxomKeHHst
nikapcbkoro BMpOGHMWKa Ta agpeca Micus NpoBagXXeHHs Moro
3acoby, OisNbHOCTI" B IHCTPYKLUiO ANS MeANYHOro
nepBuHHE Ta 3aCTOCYBaHHS NiKapCbKoro 3acoby Ta SK HacnigokK -
BTOPUHHE y TEKCT MapKyBaHHs! yNaKoBKM NikapcbKoro 3acoby.
nakyBaHHS: BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
Mepokemi 3aTBepAKeHHS. 3MiHu | Tuny - AgMiHicTpaTuBHI
TimiTea, Kinp 3MiHKN. 3MiHa HaMeHyBaHHs1 Ta/abo agpecu Micus
npoBafXXeHHs AisinbHOCTi BUpOGHMKa/imnopTepa
rOTOBOrO MiKapCbKOro 3acoby, BKIOYaoun GinbHULI
BUNYCKy cepii abo MicLie NpoBeaEeHHS1 KOHTPOIO
AIKOCTI. (BisNbHICTb, 3a sy Bignosinae
BMPOBHMK/iIMNOpTEP, HEe BKIOYalouM BUMYCK Cepii)
YTOYHEHHS Ha3BM Ta afpecyu BUPOBHWNYOT AiNbHULI Y
BignosigHocTi Ao ceptudikaty GMP. BBeneHHs 3miH
npoTsArom 6-T1 MicsAUIB Nicns 3aTBEpPXKEHHS

97. | PEBIBAN® Kancynm Mepokemi Kinp BUPOGHMLTBO Kinp BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn 3a He UA/17932/01/02
racTpope3nCTEHTHI nTa roToBOro | Tuny - AgmiHicTpaTuBHI 3MiHW. 3miHa peuenmom | nidnsizae
TBepai no 60 mr; no nikapcbKkoro HanMeHyBaHHS Ta/abo agpecu Micusa NpoBagKeHHS
10 kancyny 3aco0y, AisnbHOCTi BUpOGHMKa/imnopTepa rotoBoro
6nicTepi; no 3 abo 9 KOHTPOMb SIKOCTI, nikapcbkoro 3acoby, BKMHYa4u AinbHULL BUNYCKY
GnictepiB y BUWMYCK Cepil: cepii abo micLe NpoBeAeHHS KOHTPOHO SIKOCTi.

KapTOHHIl kopobui Megokemi (misnbHicTb, 3a sKy Bignoeiaae BUPobHUK/iMnopTep,
TimiTen, Kinp; BKIH0MAKO4M BUMNYCK CEPilt)
YTOYHEHHS Ha3BM Ta afpecu BUPOOHMYOT AiNbHULI Y
BUPOGHULTBO BignoBigHocTi Ao cepTudikaty GMP. 3MiH1 BHeCEHO
roToBOro B po3ainu "BupobHuK" Ta "Micue3HaxomKeHHs

nikapcbKkoro
3acoby,

BMpoOHMKa Ta agpeca Micusi NPOBagKEHHS Or0O
isnbHOCTI" B IHCTPYKUilO ANs MeAM4Horo
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nepBuHHE Ta 3aCTOCyBaHHSI NiKapcbKoro 3acoby Ta Sk Hacnigok -
BTOPUHHE y TEKCT MapKyBaHHsI YNaKOBKM NikapcbKoro 3acoby.
nakyBaHHs: BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
Mepokemi 3aTBepMKEHHs. 3MiHN | Tuny - AgMiHicTpaTmBHI
JlimiTea, Kinp 3MiHU. 3MiHa HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaXXeHHs OisNbHOCTI BUpobHMKa/imnopTepa
roTOBOrO JlikapCbKOro 3acoby, BKMYa4M ginbHULI
BMNYCKy cepii abo MicLe NpoBeAeHHS KOHTPOIO
SIKOCTI. (BisnbHICTb, 3a Ky Bignosinae
BUPOGHMK/IMNOPTEP, HE BKIOYaOuM BUMYCK Cepilt)
YTOYHEHHS! Ha3BW Ta agpecu BUPOBHWYOI AinbHUUI Y
BignosigHocTi fo ceptudikaty GMP. BBefgeHHs 3MiH
npoTsaromM 6-Tn MicsaLiB Nicnsa 3aTBepaAXeHHs
98. | PEBMACTON PO34UH ANS iH'eKUin, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHn 3a UA/12990/01/01
10 mr/mn, no 1,5 mn "®APMACE" "dAPMACEN" | Tuny - 3miHK 3 akocTi. CepTudikat peuenmom

B amnyni; no 5
amnyn y nadui 3
KapToHY

BignosigHocTi/ME-cepTudikaT BigNoBigHOCTI
€Bponewicbkin dapmakonei/MoHorpadii. NogaHHs
HoBOro abo OHOBMNEHoOro cepTudikaTa BignoBigHOCTI
abo BuNy4YeHHs ceptudikata BignoBigHOCTI
€Bponelicbkin hbapmakonei: ansa A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BigNOBIAHOCTI
€Bponeickkin hapmakonei) - OHoBReHWUI
cepTudikart Bif yxe 3aTBepaKEHOro BUPOBHMKa -
NoAaHHS OHOBNEHOro cepTudikaTa BiANOBIAHOCTI
€Bponelicbkint papmakonei Ne CEP 2014-261 - Rev
02 gnsa A®Il menokcrkamy Bif, 3aTBEPOKEHOTO
BupobHuka SWATI SPENTOSE PVT. LTD., India.
3miHu | Tuny - 3miHm 3 sikocTi. CepTudpikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponewickkin dpapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHOBMeHOro cepTudikaTa BigNOBIAHOCTI
abo Buny4eHHsi cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, L0
BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®l; ans
AOMOMDKHOT pe4oBMHM (cepTudikaT BiANOBIAHOCTI
€Bponevicbkint apmakonei) - OHOBMNEHW
cepTudikaT Bif yxe 3aTBepaKeHOro BUpOBHUKaA -
NnoJaHHsi OHOBINEHOTO cepTudikaTa BigNOBIAHOCTI
€sponevicbkinn papmakonei Ne R1-CEP 2014-261 -
Rev 00 (3aTBepaxeHo: RO-CEP 2014-261 - Rev 03)
ansa A®| menokcukamy Bif 3aTBEPKEHOTO
Bupo6Huka SWATI SPENTOSE PVT. LTD., India.
3miHu | Tuny - 3miHm 3 sikocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BiANOBIgHOCTI
€Bponevicbkinn dapmakonei/moHorpadii. NMoaaHHs
HoBoro abo oHoBMeHoro cepTudgikata BignNOBIAHOCTI
abo Buny4eHHst cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BMxigHoro
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
marepiany/peareHTy/NpOMiIKHOIO NMPOAYKTY, LLO
BMKOPUCTOBYOTLCS Y BUpobHUUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (CepTudikaT BigNoBigHOCTI
€Bponeiickkin hapmakonei) - OHoBNeHWIA
cepTudikaT Bif yxe 3aTBEpPIKEHOro BUPOOHUKA -
nogaHHs OHOBIEHOro cepTudikaTta BignoBigHOCTI
€Bponecokin dapmakonei Ne CEP 2014-261 - Rev
01 ans A®Il menokcrkamy Bifg 3aTBEpPOKEHOTO
Bupo6bHmka SWATI SPENTOSE PVT. LTD., India.
99. | PE3OINNMOBIH PO34MH Ons iH eKLiN, TOB YkpaiHa TOB YkpaiHa BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a UA/13033/01/01
1500 MO (300 mkr "BIO®PAPMA "BIO®PAPMA Il Tvny - 3miHu 3 sikocTi. FoTOBUIA Nikapcbkuin 3aci6. peuenmom
imyHorno6yniHy); no MNA3MA" MNA3MA", Cuctema koHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
1 mn B amnyni, no 1 YkpaiHa Yy NEepPBUHHIl yNaKkoBLj roTOBOro fikapcbkoro 3acoby
abo 3, abo 5 amnyn (BUpOBHMLTBO, (Tvn kOHTenHepa abo AogaBaHHSA HOBOMO
B naduj; no 1 mny nepBUHHE KOHTelHepa) - CTepunbHi Nnikapcbki 3acobu Ta
nonepegHL0 nakyBaHHS nikapcbki 3acobu GionoriyHoro/iMyHonoriYHoro
HanoBHeHOMY (amnynn), NoXoKeHHs - [logaBaHHA anbTepHaTMBHOI CUCTEMM
wnpuui, no 1 BTOPUHHE KOHTeNHep/3akynoptoBanbHuii 3acio, a came
Lwnpuuy B navi nakyBaHHS nonepeaHbLO HaNOBHEHUX LINPULB Mo 2.25 Mn 3
(amnynn, cuctemoto Luer lock anst go3yBaHHsA no 1 mn 1a 2
wnpuum), Mi. TepmiH BBEQEHHS 3MiH - NpOTAroM 3-X MicsauiB
KOHTPOMb SIKOCTI, nicns 3aTBepAXKEHHS.
BMNYCK Ccepin);
TOB "®3
"CTAOA",
YkpaiHa
(nepBuHHE
nakyBaHHsi
(wnpuum),
BTOPUHHE
nakyBaHHsi
(amnynn,
npuum))
100. | PE3OIMOBIH PO34uH ANs iH'eKUin, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn 3a UA/13033/01/02
1500 MO (300 mkr "BIO®PAPMA "BIOPAPMA Il Tuny - 3miHn 3 akocTi. FoToBMI Nikapcbkun 3acib. peuenmom
iMyHorno6yniny); no MNA3MA" MNA3MA", CucTemMa KoHTelnHep/3akynoptoBanbHuUiA 3aci6. 3miHa
2 mn B amnyni, no 1 YkpaiHa y NEPBUWHHIN ynakoBLi roTOBOro nikapcbkoro 3acoby
abo 3, abo 5 amnyn (BUPOBHMLTBO, (Tvn koHTenHepa abo AogaBaHHSA HOBOTO
B Mayuyj; no 2 mny nepBuUHHE KOHTelHepa) - CTepunbHi nikapcbki 3acobu Ta
nonepegHLo nakyBaHHsi nikapcbki 3acobu GionoriyHoro/iMyHomnoriYHoro
HanoBHEHOMY (amnynn), NOXOMXKEHHs! - [loAaBaHHA anbTepHaATUBHOI CUCTEMUN
wnpwui, no 1 BTOPUHHE KOHTeWHep/3aKkynoptoBanbHuiA 3acio, a came
Lwnpuuy B navi nakyBaHHsi nonepeaHbO HanoOBHEHUX WNpULiB No 2.25 mn 3
(amnynn, cuctemoto Luer lock anst gosyBaHHsA no 1 mn 1a 2
wnpuvum), M. TepMiH BBe4eHHS 3MiH - NPOTArom 3-xX MicsiLis

KOHTPOMb SKOCTi,
BUNYCK cepin);
TOB "®3
"CTAOA",
YkpaiHa
(nepBuHHE

nicns 3aTBEpPaXXEeHHA.
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nakyBaHHsi
(wnpwum),
BTOPUHHE
nakyBaHHsi
(amnynn,
wnpuum))
101. | PEHOTOP TabneTku, BKpUTI TOB HB® Ykpaina TOB HB® Ykpaina BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHn 3a UA/19637/01/01
NniBKOBOIO «MIKPOXIM» «MIKPOXIM», | Tuny - 3MiHM Wopao Ge3nekn/edeKTUBHOCTI Ta peuenmom
o6onoHkoto, no 25 YkpaiHa, dapmakoHarnagy. BeegeHHs abo 3miHn oo
mr, no 10 TabneTok (ropmonyHa y3aranbHeHVX JaHnX Npo cuctemy dapmakoHarnsgy
y 6nictepi; no 3 appeca; (BBEAEHHSA y3aranbHEHWX AaHWX Npo cucTemy
6nictepu y nayui 3 npoBeAEeHHSA dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
KapTOHYy BUnNpobyBaHb B BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnagy;
pamkax KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asBHvKa Ans
KOHTPOSO 34iNCHeHHs chapmakoHarnsaay B YKpaiHi, AKWo BoHa
AKOCTI. BigMiHHa Bif, yNnoBHOBa)xeHOI ocobu, BignosigansHoi
Di3nyHi/XiMiYHi 3a 34iicCHeHHs bapmakoHarnsgy (BKoYaryn
BUNPOOYBaHHS;B KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
MPOGHNYI daiina cuctemu papmakoHarnsgy) - 3miHa
onepawuii; YNOBHOBaXEHOI 0COOM 3asBHMKA, BiANOBIAANbHOI 3a
npoBeaeHHs apmakoHarnsg.
BuUnNpobyBaHb B [itoua pegakuis: €scTpaToBa IpuHa IropiBHa.
pamkax lMponoHoBaHa pepakuisi: Montox Hatanis €sreHiBHa.
KOHTpOMo 3MiHa KOHTaKTHWUX JaHUX YNOBHOBaXEHOi 0cobu
AKOCTI. 3asBHMKa, BigNOBIAanNbHOI 3a hapmakoHarnag.
MikpobionoriyHi
Ta GionoriyHi
BUNpobyBaHHs;
BignoBiganbHUn
3a BMNyCK cepil,
He BKIoYaun
KOHTPOMb/BMNPO
ByBaHHs cepii)
102. | PEHOTOP TabneTku, BKpUTI TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn 3a UA/19637/01/02
NNiBKOBOO «MIKPOXIM», «MIKPOXIM», | Trny - 3miHun Wwopo 6e3nekn/edpekTUBHOCTI Ta peuenmom
obornoHkoto, no 50 YkpaiHa Ykpaina, apmakoHarnsiay. BeegeHHst abo 3miHu go
mr, no 10 TabneTok (ropugnyHa y3aranbHeHVX JaHuxX Npo cuctemy dapmakoHarnsgy
y 6nictepi; no 3 appeca; (BBEOEHHS y3aranbHEeHWX AaHuX Npo cucTemy
Gnictepu y navui 3 npoBeAeHHs hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi 0cobu,
KapTOHY BUNpobyBaHb B BiAnoBiganbHoI 3a 34iMCHeHHs hapMakoHarnsay;
pamkax KOHTaKTHOI 0cobM 3 hapmakoHarnsgy 3asiBHUKa Ansi
KOHTPOIo 34iicHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHa
AKOCTI. BiAMiHHa Bi ynoBHOBaxeHOoi ocobu, BianoBigansHoi

Di3nyHi/XiMiYHi
BUNPODYBaHHS;B
MPOBHUYI
onepawiii;
npoBefeHHs
BUnNpobyBaHb B
pamkax
KOHTPOIIO

3a 3picHeHHs hapmakoHarnagy (BKroyaym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
aina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BifnoBiganbHoi 3a
dapmakoHarnag,.
[itoya pepakuis: €sctpaToBa IpuHa IropisHa.
MponoHoBaHa pepakuisi: Montox Hatanis €sreHiBHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBAaXEHOI 0cobu
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

SKOCTI.
Mikpo6ionoriyHi
Ta BionoriyHi
BUNPOOYBaHHS;
BignosiganbHWM
3a BMNyCK cepil,
He BKIoYarun
KOHTPOMb/BMIPO
B6yBaHHs cepii)

3asiBHMKa, BignosiganbHoi 3a hapmakoHarnsg.

103.

PECIMUWKC N®

Tabnetku in bulk: no
5000 TabneTok y
repMeTn4HO
3anasiHux NoaBinHUX
nonieTuneHoBmx
naketax

OPFAHOCH
NANGCAEHC
N3 (E® 3ET )

OAE

EBepTomkeH
Jland CaeHcus
Nimiteqn

IHgia

BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK
| Tny - 3miHn wopo 6e3nekn/edekTBHOCTI Ta
tapmakoHarnagy. BeegeHHst abo 3MiHn oo
y3aranbHeHVX AaHnxX Npo cuctemy dapmakoHarnsgy
(BBEAEHHS y3aranbHEHUX JaHMX NPO CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnagy;
KOHTAKTHOI 0cobu 3 hapmakoHarnsagy 3asiBHUKa Ansi
34iNCHeHHA chapmakoHarnsaay B YKpaiHi, AKWo BoHa
BigMiHHa Bif, yNOBHOBaXeHOI 0cobu, BignosigansHoi
3a 3[incHeHHsA hapmakoHarnagy (Bkroyaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
daiina cuctemu papmakoHarnsgy) - 3MmiHa
YMOBHOBaXeHOoI 0cobu 3asiBHMKa, Bi4MOBiAaNbHOI 3a
chapmakoHarnsag,.

Litova pepakuis: g-p Awy fiin Wapma.
MponoHoBaHa pepakuis: LLnHkapeHrko Jiogmuna
HOpiiBHa. 3MiHa KOHTaKTHUX AAHUX YNOBHOBaXEHOT
ocobu 3aaBHMKA, BiANoBiganbHoI 3a
dapmakoHarnag.

UA/15504/01/01

104.

PECMUKC N®

Tabnetku, no 10
TabneTtok y bnicrepi;
no 1 abo 2 Gnictepu
y navui

OPTFAHOCVIH
NAVIGCAEHC
U3 (Ed 3ET 1)

OAE

EBepTomkeH
Jland CaeHcuns
JimiTen

IHaia

BHECEHHS 3MiH 10 peecTpaLiiHMX MaTepianis: 3miHn
| Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnagy. BeegeHHsa abo 3miHn oo
y3aranbHeHVX JaHuxX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHEeHUX AaHuX Npo cucTemy
dapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobu,
BiANoOBIganeHOI 3a 3A4iMCHEHH:A hapMakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa ons
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif ynoBHOBaXeHOi ocobwu, BianoBigansHoi
3a 3[iicHeHHs1 hapmMakoHarnagy (Bknovaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
haina cuctemu chapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOo! 0cobu 3asiBHMKa, BiANOBiganbHOI 3a
dapmakoHarnag,.

LOitova pegakuis: g-p Awy [iin Wapma.
MponoHoBaHa pepakuis: LnHkapeHko Niogmuna
lOpiiBHa. 3MiHa KOHTaKTHUX AAHUX YNOBHOBAaXEHOT
ocobu 3aaBHMKA, BiAnNoBiganbHoi 3a
dapmakoHarnsg.

be3
peuenma

UA/15503/01/01

105.

PECIMUKC®
CNPEN

PO34UH OparnbHUiA,
10 mr/0,2 mn no 13

OPIrAHOCUH
JIAV®CAEHC

OAE

AnTiCi
NPOJAKLLH

ITania

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn
| TMny - 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta

be3
peyenma

UA/12305/01/01




97 [TponoBkeHHs JoaaTka 3
Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
MIT PO34MHY Y N3 (E® 3ET ) C.P.N. dapmakoHarnagy. BeegeHHs abo 3miHn oo
nakoHi 3 y3aranbHeHVX AaHnxX nNpo cuctemy dapmakoHarnsgy
[03y04nM (BBEOEHHS y3aranbHeHWX AaHnX Npo cucTemy
npucTpoem; no 1 dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
hnakoHy B BiAMNOBiAANbHOI 3a 3AiNCHEHHs hbapmakoHarnsay;
KapTOHHiIN kopobui KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asiBHvMKa ons
3piicHeHHs hapmakoHarnagy B YkpaiHi, SIKLLO BOHa
BiAMiHHa Bif ynoBHOBaXeHOi ocobu, BianoBigansHoi
3a 34iicHeHHs cbapmakoHarnsgy (BKmoYarym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
danna cuctemu apmakoHarnagy) 3miHa
yNOBHOBa)eHOI 0cobu 3asiBHMKA, BignoBiganbHOI 3a
bapmakoHarnag. fitova pegakuis: g-p Awy Aiin
Llapma. MNponoHoBaHa peaakuis: LLnHkapeHko
Tiogmuna HOpiiBHa. 3MiHa KOHTaKTHUX AaHUX
yNOBHOBa)eHOI 0cobu 3asiBHMKA, BignoBiganbHOI 3a
chapmakoHarnsg
106. | PUNY30N NMOPOLLIOK My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEeHHs1 3MiH 0 peecTpauiiHux maTtepianis: 3MiHK - UA/12233/01/01
KpucTaniyHmm akuioHepHe aKuioHepHe | Tuny - 3MiHu 3 akocTi. ADL. KoHTponb A®L. 3miHa y
(cybeTaHuis) y TOBapUCTBO TOBapuUCTBO napametpax cneuudikadin Ta/abo JOMyCTUMUX MEX,
noaBiNHMX "HaykoBo- "HaykoBo- BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
nonieTuneHoBmx BUPOGHMYMI BUPOGHMYMI BUXiOHWUIA/MPOMIDKHUIA NpoayKT/peareHT, Wwo
naketax ans LeHTp LeHTp BMKOPVCTOBYIOTBCS Y npoLeci BupobHuutea AdPI
thapmaueBTUYHOroO "BopLuariBcbk "BopLuariBCbkumn (BUNYyYEHHS1 HE3HAYHOTO NOKa3HUKa SIKOCTI
3acTOCyBaHHS MR XimiKo- XiMiKo- (Hanpuknag BUNyYeHHs 3acTapinoro nokasHuka)) -
hapmaueBTuy dhapmaLleBTU4HN BUITYYEHHSA KOHTPOO BOAMN Y BUPOBHMLTBI
HWK 3aBog” 1 3aBog" npomixHoro npogykty A®l punysony Ha ctagisx: TI1
3.6 BucywyBaHHA puny3ony TexHivHoro , Tl 4.4
BucyliyBaHHSA punysony ouneHoro (OCHOBHMIA
ocap), TN 4.7 BucyluyBaHHs pury3orny O4ULLEHOr0
(ocap 3 MaTo4HOro Po34yMHy), 3arMLLMBLLN KOHTPOSb
Ha KiHueBin ctagii Tl 5.3 BucylwyBaHHsa punysony
107. | PO3YBACTAT MOPOLLIOK BIOKOH IHAis BIOKOH IHpia BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn - UA/12935/01/01
WH KANbLUIO (cybcTaHuis) y NIMITELQ NIMITEL, IHais; | Tuny - 3miHn 3 sikocTi. CepTudikat
noaBiNHNX BIOKOH BignosigHocTi/lE-cepTudikaT BiANOBIigHOCTI
nonieTuneHoBmx TIIMITEL, Ingis €Bponevicbkinn apmakonei/moHorpadii. NMoaaHHs
naketax ans HoBoro abo oHOBMeHOro cepTudikaTa BiANOBIAHOCTI
hapmaLeBTU4HOro abo Buny4eHHs cepTudikaTta BignoBigHOCTI
3acTOCyBaHHS €Bponelicbkint hapmakonei: ans A®l; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUpobHuUTBi A®l; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkint papmakonei) - OHOBMNEHWN
cepTudikart Bif yke 3aTBEpPXKEHOTO BUPOBHMKA.
[MogaHHA oHOBREHOro cepTudikaTa BigNOBIgHOCTI
€ponelicbkint papmakonei Ne CEP 2015-114 - Rev
03 (3atBepmkeHo: R1-CEP 2015-114 - Rev 02). Ak
Hacnigok 3miHW y iHdopmaLii Woao BUpoGHUYMX
AOinbHUUB. 3MiHW y cneuudikaLii Ta meTogax
KoHTporo AdI.
108. | CEOANTIH Tabnetku; no 10 TOB «TeBa YkpaiHa BankaHdapma- Bonrapist BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu 6e3 UA/3271/01/01




98 [TponoBkeHHs JoaaTka 3
Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
nnc TabneTtok y 6nicrepi; YkpaiHa» Oynuuus AT | Tuny - 3miHun Wwopo 6e3nekn/edhekTUBHOCTI Ta peuenma
no 1 abo 2, abo 5 apmakoHarnagy (iHwi 3miHn). OHOBNEHHS TEKCTY
6nicTepiB y nayui MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNakoBOK
KapTOHHiIN; no 20 nikapcbkoro 3acoby. TepMiH BBeAEHHS 3MiH
TabneTok y 6nicTepi; npoTarom 6 MicsALIB NiCNsA 3aTBEPKEHHS.
no 1 Gnictepy B
nayLi KapTOHHIN
109. | CUAHO®APM TabneTkn no 2 mr: in AT Bonrapis AT "Cocpbapma"” Bonrapis BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHn - UA/13202/01/01
bulk Ne 3360: no 10 "Codpapma” | Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib.

TabneTtok y 6nicrepi;
no 336 bnictepiB y
noninponineHoBin
Kopobui

CTabinbHicTb. 3miHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi FoTOBOro NikapCbKoro 3acoby
(3miHa B ymoBax 36epiraHHsi rOTOBOrO JikapCbKOro
3acoby abo nicns po3yYMHEHHs/BIGHOBNEHHS) — 3MiHa
B YyMOBax 36epiraHHs roTOBOro NikapCbKoro 3acoby,
a came JoAaHO YMOBY: AN 3aXUCTY Bif cBiTNa.
3artBepokeHo: 36epirat B opuriHanbHin ynakosLi
npu Temnepatypi He Buwie 25°C. 3anponoHoBaHo:
36epiraTi npu Temnepatypi He Bulle 25°C B
opuriHanbHIN ynakoBLi ANA 3axXMCTy Big ceiTna.
3MiHN BHECEHO B IHCTPYKLiO ANt MEAUYHOTO
3acTocyBaHHs nikapcbkoro 3acoby y po3ain "YmMosu
36epiraHHs" 3 BigNoBigHMMM 3MiHAMKN B TEKCTI
MapKyBaHHS yrnakoBoK. BBegeHHs 3MiH npoTsarom 3-x
MicsiLiB 3 gaTu 3aTBepaKeHHs. 3MiHuM | Tuny - 3MiHK
3 sikocTi. [0TOBMIA Nikapcbkuin 3aci6. Cuctema
KOHTeWHep/3aKynoptoBarnbHui 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummnx mex
NepBVHHOI YNaKoBKW FOTOBOTO NikapCbKoro 3acoby
(iHLWi 3MiHW) — BHECEHHS 3MiH y cneuudikadiiio
NepBUHHOI YNakoBKW, a came y cneuudikauii ponbru
PVC 3MmiHeHi BuMoru oo konbopy ¢onbru - 3
«3ereHoi» Ha «npo3opy, 6e3bapBHy».
3aTtBepaxeHo: Rigid, green, translucent, PVC film
B3anponoHoBaHo: Rigid, colourless, transparent, PVC
film - BBegeHHs 3MiH npoTsirom 3-x micsiLiB 3 Aatu
3aTBEpAKEHHS. 3MiHuM | Tuny - 3MiHM WwWoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsaay (iHwi
3MiHN) - 3MiHM BHECEHO B TEKCT MapKyBaHHS
BTOPUWHHOI YNaKoBKM Nikapcbkoro 3acoby y nyktu 16,
17. BBegeHHs 3MiH NpoTsrom 3-x micsuiB 3 gatu
3aTBepAKEHHS. 3MiHN | TMny - 3MiHM 3 AKOCTI.
[oToBwMI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6. 3miHa y
NepPBUHHIN yNakoBLii rOTOBOrO flikapcbKoro 3acoby
(sKicHWI Ta KinbkicHWIA cknag) - Teepai Nnikapcbki
opmu — 3MiHK sikicHoro cknagy doneru PVC
6nictepa, a came 3miHa konbopy PVC nniBku
Gnictepa - 3 «3eneHoi» Ha «npo3opy, 6e3bapBHy»,
6e3 3HWKEHHS CTYNeHs 3aXVUCTy OHOBMEHOI
NepBUHHOI ynakoBku. BBeaeHHs 3MiH npoTtarom 3-x
MicsILiB 3 JaTu 3aTBEPIKEHHS
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

110.

CUOHO®APM

TabneTkn no 2 mr:
no 10 Tabnetok y
6nictepi; no 3
Gnictepu B navui

AT
"Codpapma”

Bonrapia

BupobHuLTBO
Hepo3dacosaHo
i npoaykuii,
nepBUHHA
ynakoBka abo
BUPOBHMUTBO 3a
NMOBHUM LIMKITOM:
AT "Codbapma”,
Bonrapis;
BTopuHHa
ynakoBka,
[03Bin Ha
BuUnyck cepii: AT
"BITAMIHA",
YkpaiHa

Bonrapis/
Ykpaina

BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK
| Tvny - 3miHK 3 saikocTi. FoTOBUIA Nikapcbkuin 3aci6.
CTabinbHicTb. 3miHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi roTOBOro NikapcbKoro 3acoby
(3miHa B ymoBax 36epiraHHsi FOTOBOrO fikapCbKoro

3acoby abo nicns po3yYMHEHHs/BIGHOBNEHHS) — 3MiHa

B YyMOBax 36epiraHHsi roTOBOro nikapcbKoro 3acoby,

a came Jo4aHO YMOBY: ANS 3axXUCTY Bif CBIiTNa.
3artBepokeHo: 36epiratv B opuriHanbHin ynakosLi
npv TemnepaTtypi He Buile 25°C. 3anponoHoBaHo:

36epiratv npu Temneparypi He Buwwe 25°C B
opuriHanbHIN ynakoBLUi ANa 3axXuCTy Big ceiTna.
3MiHV BHECEHO B iHCTPYKLUIilO A11s1 MeAUYHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain "Ymosu
36epiraHHs" 3 BigNoBigHMMM 3MiHAMUN B TEKCTI

MapKyBaHHS ynakoBoK. BBeaeHHSA 3MiH npoTarom 3-x

MicsILiB 3 faTh 3aTBepIKEHHA. 3MiHuM | TUny - 3MiHK
3 sikocTi. [0TOBMIA Nikapcbkuin 3aci6. Cuctema
KOHTeHep/3aKynoptoBanbHUiA 3aci6. 3MiHa
napameTpiB cneundikadi Ta/abo 4oNyCTUMUX MEX
NepBUHHOI YNaKoBKW rOTOBOrO NikapCbKoro 3acoby
(iHWi 3MiHN) — BHECEHHSA 3MiH Y cneuudikauiio
NepBUHHOI yNakoBKKW, a came y cneumdikauii donbru
PVC 3amiHeHi Bumoru go konbopy conbru - 3
«3eneHoi» Ha «npo3opy, 6e3bapBHY».
3arBepoxeHo: Rigid, green, translucent, PVC film

B3anponoHoBaHo: Rigid, colourless, transparent, PVC
film - BBegeHHs 3miH npoTsirom 3-x MicsuiB 3 gatm

3aTBepAKEHHS. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsaay (iHwi
3MiHW) - 3MiHM BHECEHO B TEKCT MapKyBaHHSI

BTOPUWHHOI YNaKoBKM Nikapcbkoro 3acoby y nyktu 16,

17. BBegeHHs 3MiH NpoTarom 3-x MicsuiB 3 gatu
3aTBEpAKEHHS. 3MiHM | TMny - 3MiHKM 3 sKoCTi.
[oToBWI Nnikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKynopoBarnbHuiA 3aci6. 3miHa y
NepPBUHHIN yNakoBLi rOTOBOTrO fikapcbkoro 3acoby
(AKicHMI Ta KinbKiCHUI cknagd) - Teepai Nnikapcbki
dopmu — 3MiHK AkicHoro cknagy donern PVC
6nictepa, a came 3miHa konbopy PVC nnisku
6nictepa - 3 «3eneHoi» Ha «npo3opy, 6e3bapBHy»,
©€e3 3HWKEHHSI CTYNEeHS 3aXUCTy OHOBIEHOT
nepBUHHOI ynakoBku. BBeaeHHsA 3MiH NpoTArom 3-x
MiCSILIiB 3 faTW 3aTBEPIKEHHS

3a
peuenmom

UA/2305/01/01

111.

CUMOJA

Kancynm
racTpoOpe3nCTEHTHI
TBepai, no 60 mr, no
7 kancyn y 6nictepi;
no 1 6nictepy abo
no 4 Gnictepuy
KapTOHHIN nayui

3AT
«®dapmnira»

JlntoBcbka
Pecny6bnik
a

BANIKAH®APM
A-0YMNHNLUA
Al

Bonrapis

BHECEHHS1 3MiH 4O peecTpauiiHux matepianis: 3MiHn
| Tuny - 3MmiHn 3 sikocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BiANOBIgHOCTI
€Bponevicbkinn dapmakonei/moHorpadii. NMoaaHHs
HoBoro abo oHoBMeHoro cepTudgikata BignNOBIAHOCTI
abo Buny4eHHst cepTudikaTta BignoBigHOCTI
€Bponelicbkint hapmakonei: ans A®l; ons BMxigHoro

3a
peuernmom

UA/15445/01/02




100 [TponoBkeHHs noaarka 3
Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
marepiany/peareHTy/NpOMiIKHOIO NMPOAYKTY, LLO
BMKOPUCTOBYOTLCS Y BUpobHUUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (CepTudikaT BigNoBigHOCTI
€Bponeiickkin hapmakonei) - OHoBNeHWIA
cepTudikaT Bif yxke 3aTBEpPAXEHOr0 BUPOBHMKA -
[MopaHHA oHoBREHOro cepTudpikaTta BigNOBIAHOCTI
€Bponeicbkin dapmakonei CEP 2012-368-Rev 01
(3aTBepakeHo: R1-CEP 2012-368-Rev 00) ansa
[itoyoi pevoBrHM [lynokceTuHy rigpoxnopug Big
3aTBepaxeHoro BupobHnka MSN LABORATORIES
PVT. LTD, India.
112. | CUMOOA Kancynm 3AT JlntoBcbka | BAJIKAHOAPM Bonrapis BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a UA/15445/01/01
racTpope3nNCTEHTHI «dapmnira» Pecny6nik A-OYTNMHNUA | Tuny - 3miHK 3 aikocTi. CepTudikat peuenmom
TBepai, no 30 mr, no a ALl BignosigHocTi/lE-cepTudikaT BiANoBIigHOCTI
7 kancyn y 6nictepi; €Bponeiickkin hapmakonei/MoHorpadii. MogaHHs
no 1 Gnictepy abo HoBOro abo OHOBMNEHoOro cepTudikaTa BignoBigHOCTI
no 4 6nictepn y abo Buny4eHHst cepTudikaTta BignoBigHOCTI
KapTOHHIN navui €Bponecbkin dapmakonei: gna APl; ans BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ansi
[OMOMIDKHOI peyqoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponeickkin hapmakonei) - OHoBReHWUI
cepTudikaT Bif yXe 3aTBepaKeHOro BUpobHuka -
MopaHHA oHoBREeHoro cepTudpikaTta BigNOBIAHOCTI
€Bponeicbkin dapmakonei CEP 2012-368-Rev 01
(3aTBepakeHo: R1-CEP 2012-368-Rev 00) ansa
[itoyoi pevoBuHN [lynokceTuHy rigpoxnopuva Big
3aTBepakeHoro BupobHuka MSN LABORATORIES
PVT. LTD, India.
113. | CUH®INIOPUKC | cycneHsis ons nakcoCmiTKn Benuka Bunyck cepii Benbris/ BHECEHHS 3MiH 10 peecTpaLiiHMX MaTepianis: 3miHn 3a UA/15363/01/01
BAKUWHA ONA | iH'ekui; no 1 posi anH Excnopt BpuTaHis roToBOro ®paHuia | Trny - 3miHu 3 akocTi. ADI. (iHwWi 3miHK). BHeceHHs peuenmom
MPO®INAKTUK | (0,5 mn) cycneHsii Timiteq NPOAYKTY: 3MiH go p.3.2.S.2.2 Description of Manufacturing
n Ans iH'ekuin y "makcoCwmiTKns Process and Process Controls, a came- ycyHeHHs
NMHEBMOKOKO | nonepegHbo nH Bionopgxikana PO36iXKHOCTEN MiX peecTpaLiiHUMN JOKYMEeHTaMun
BOI IHOEKL|IT HarnoBHEeHOMYy C.A., Benbris; Ta onepaujiiiHUMN JOKYMeTamMmn NPOMIDKHIX NPOaYKTIB
(MONICAXAPU CKISIHOMY LUNpULi Y DopMyBaHHs npaBLLEBOro aHaTOKCUHY Ta AU TEPINHOro
OHWUNA KOMMMEKTi 3 ogHiel0 BaKLNHNY, aHaTOKCWHY, Lo BMpobnstoTbea Ha cawnTi Fogaono.
AHTUIEH) TA rornkoto abo 3 ABoma HarnoBHEHHS B 3MmiHu | TUny - 3MiHK 3 gkocTi. APL. (iHLWi 3miHK).
HETUNOBAHOI | ronkamu Ta 6e3 naKkoHu i BHeceHHs 3miH go p. 3.2.S.2.3 Control of Materials -
FEMO®INbHOI | romok; 1 wnpuui, Purified bulks, a came-ycyHeHHs1 po36ixxHOCTEN Mixk
IHOEKLIT, nonepeaHL0 MapKyBaHHS Ta peecTpaLinHMMy AOKyMEHTaMu Ta onepauiiHimMm
KOH’IOFOBAH HaMoBHEHWI LWNpUL, nakyBaHHsi OOKyMeTaMu NPOMDKHWUX NPOAYKTIB OYMLLIEHNX
A, 3 ronkot abo asoma roToBOro nonicaxapugis, Lo BUPOGNSIHOTLCA Ha CawTi
ACOPBOBAH | ronkamu, abo 6e3 npoaykKTy, CuHranypy. 3miHu | Tuny - 3miHun 3 akocTi. API. (iHwwi
A romnokK y npoBeaeHHs 3MiHu). BHeceHHs 3miH Ao p.3.2.S.2.3 Control of
iHauBigyanbHOMYy KOHTPOSIO SKOCTI Materials - Seed systems, a came- y3romxeHHsi
repMeTuyHoO BaKLUMHN: 3apeecTpoBaHoi iHhopmallii 3 ekcnnyartauiiHuMm
3anakoBaHOMy "makcoCmiTKns [OOKyMeHTaMu Ha caiTi BUpobHULTBa 6e3 Byab-akux
nnacTMKoOBOMY NH 3MiH B eKcrnyaTauiiHux npakTukax ans cuctem
KOHTelHepi; no 1 Bionoaxikans, nocisy nonicaxapugis.
nnacTMKOBOMY PpaHuis;
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KOHTENHEpY Y HanoBHeHHA B
KapTOHHiN kopobuyj; NaKkoHu i
no 1 gosi (0,5 mn) wnpuui,
cycneHxsii ans MapKyBaHHS i
iH’exuin y nakyBaHHsi
nonepeaHLo roToBOro
HanoBHEHOMY NPOAYKTY,
CKMSIHOMY LINpUL; npoBegeHHs
no 10 wnpuuis 3 10 KOHTPOJHO SIKOCTI
ronkamu abo 6es BaKLIMHW:
ronok y "makcoCmitKns
iHaMBIgyanbHNX nH bionoaxikana
repmMmeTnyHO C.A., benbris
3anakoBaHux
NnacTUKOBUX
KOHTENHepax y
KapTOHHIN kopobLyj;
no 1 gosi (0,5 mn)
cycneHsii ans
iH’exUin y
MOHOA030BOMY
CKNstHOMY bnakoHi;
no 1, 10 abo 100
¢nakoHiB y
KapTOHHiIN kopooLyj;
no 2 gosm (1 M)
cycneHsii ans
iHekuin y
MYIbTUL030BOMY
dnakoHi; no 100
dnakoHiB y
KapTOHHiIN kopobui
114. | CIHMETOH TabneTku, BKPUTI OPIrAHOCWH OAE EBepTomkeH IHAis BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn 3a UA/10667/01/01
obornoHkoto, no 500 NAADCAEHC Nawid CaeHcus | Tuny - 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
mr; no 10 TabneTok N3 (E® 3ET ) Nimiteq dapmakoHarnsagy (iHwi 3amiHn). 3mMiHM BHeceHo B
y 6nictepi; no 1 abo TEKCT MapKyBaHHS BTOPUHHOI YNaKoBKW fikapCbKoro
no 3, abo no 10 3acoby y NyHKT 17 Ta B TEKCT MapKyBaHHs
6nicTepiB y nayuj 3 NepBUHHOI YNaKoBKW y MyHKT 6. BBeAeHHs 3MiH
KapToHY NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.
115. | CIHMETOH TabneTku, BKPUTI OPIrAHOCWH OAE EBepTomkeH IHAis BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3miHn 3a UA/10667/01/02
obornoHkoto, no 750 NAN®CAEHC Nand CaeHcns | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuyenmom
mr; no 10 TabneTok N3 (E® 3ET ) Tlimiteq hapmakoHarnsgy (iHwi amiHu). 3mMiHW BHeceHo B
y 6nictepi; no 1 abo TEKCT MapKyBaHHS BTOPUHHOI YNaKoBKW MikapCbKoro
no 3, abo no 10 3acoby y NyHKT 17 Ta B TEKCT MapKyBaHHSA
GnicTepiB y nayui 3 NepBUHHOI YNaKoBKW Y NyHKT 6. BBegeHHsA 3MiH
KapTOHY NpoTSArom 6-Tv MicsILiB Nicnsi 3aTBEPOXEHHS.
116. | CIO®OP® 500 TabneTkn, BKpUTI BEPNIH-XEMI HimeuumnH MepBuHHE Ta HimeuunHa/ | BHeECeHHS 3MiH [0 peecTpaliiHMX MaTepianis: 3MiHn 3a UA/3734/01/02
NniBKOBOIO Al a BTOPUHHE Yecbka | TMny - AgMiHIiCTpaTMBHI 3MiHW. Buny4yeHHs peuenmom
obornoHkoto, no 500 nakyBaHHs, Pecny6nika/ BMPOGHWYOI AinbHULI (BKIMHOYaYM AinbHULI AnS
mr, no 10 TabneTok KOHTPOIb Ta ITanis A®I, npomixHoro npoaykTy abo rotoBoro
y BnicTepi; no 6 BUNYCK cepii: nikapcbkoro 3acoby, AinbHULUI Ans NpoBeAeHHs!
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
GnictepiB y BEPIIH-XEMI nakyBaHHsi, BUPOOHMKa, BigNoBiganbHoOro 3a BUNycK
KapTOHHiN Kopobui Al, HimevunHa; cepii, MicLie NpPoBEeAEHHs KOHTPOTIO cepii) abo
BupobHuuTBO nocTayarnbHvKa BMXIQHOrO maTepiany, peareHTy abo
"in bulk", [OMOMIDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y JOChE)
nepBuHHe Ta BUIyYeHHs1 BUpobHuka APl Farmhispania S.A.,
BTOPUHHE Icnanis. 3minn | TMny - 3miHn 3 sikocTi. CepTudikaT
nakyBaHHs, BignosigHocTi/ME-cepTudikaT BiANOBIgHOCTI

KOHTPOrb Cepilt:
MeHapiHi-PoH
XeligeH M'm6X,

HimeuumnHa;
Bupo6HuLTBO
"in bulk" Ta

KOHTPOIb Cepili:
BEPJIH-XEMI

Al', HimevuuHa;

KoHTponb cepiii:

AJIC Yecbka
Pecny6nika
C.p.0., Yecbka
Pecny6nika;

KoHTponk cepint:

AJC Yecbka
Pecny6nika
C.p.0., Yecbka
Pecny6bnika;
KoHTponb cepint:
A. MeHapiHi

MaHydakTypiHr
JoricTikc eHa

Cepsicec C.p.J1.,
ITanis

€sponevicbkin bapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMNEHOro cepTudikaTa BignoBigHOCTI
abo Buny4eHHs ceptudpikata BignoBigHOCTI
€sponelicbkin hbapmakonei: ana A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BigNOBIAHOCTI
€Bponeickkin hapmakonei) - OHoBReHWUI
cepTuddikart Bif yxKe 3aTBEpaKEHOro BUPOBHMKa.
MopaHHs oHoeneHoro CEP 1998-079-Rev 11 gns
BXe 3aTBEPKEHOro BUPOOHMKA 4040l peYOBUHU
Wanbury Limited. Aaopecu BnacHvka Ta BUpOGHUYOI
OinNbHULI 3anMLalTbCa HE3MIHHUMK; Bynn AoAaHi
nuwe igeHTngikatopn SPOR ORG Ta SPOR LOC.
3arteepaxeHo: R1-CEP 1998-079-Rev 10
Name of holder:
WANBURY LIMITED
10th Floor, B-Wing, BSEL Tech Park,
Sector - 30A, Opp. Vashi Railway Station
India-400 703 Vashi, Navi Mumbai, Maharashtra.
B3anponoHosaHo: CEP 1998-079-Rev 11
Details of holder:
WANBURY LIMITED
10th Floor, B-Wing, BSEL Tech Park,
Sector - 30A, Opp. Vashi Railway Station
India-400 703 Vashi, Navi Mumbai, Maharashtra
SPOR ORG ID: 100021364
SPOR LOC ID: 100030068. 3miHu | Tuny -
AaMiHiCTpaTVBHI 3MiHW. BunyyeHHs BUpobHuYoi
OinbHULI (BKNtoYaroum ainbHuui ans Adl,
NPOMIXKHOrO NPOJYKTY abo roTOBOro NikapcbKoro
3acoby, AinbHUL ANst NPOBEAEHHS NaKyBaHHS,
BMPOGHYKa, BiAnoBiAanbHOro 3a BUMYCK Ccepiit, micue
NPOBEAEHHST KOHTPOIIO cepii) abo nocTayanbHuKa
BVIXifHOrO Marepiarny, peareHTy abo JONOMiXHOI
PEYOBUHY (SIKLLIO 3a3HAYEHO Y AOCLE) BUAANEHHSI
BUpPOBHMYOT AinbHULi Tanuku ans BupobHuka AdI
Wanbury Limited. 3mitn | Tuny - 3miHu 3 gkocTi. API.
(iHwWi 3miHKM) gopaBaHHsA agpecu komnawii Wanbury
Limited no Mopyns 3.2.S.2.1. 3miHu | Tvny - 3miHun 3
skocTi. [oTOBMI Nikapcbkui 3aci6. KoHTponb
roTOBOrO fikapcbkoro 3acoby. 3miHa y meTogax
BUMNPOOYBaHHSA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHW)
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
[oaaBaHHsA BanigauinHmx 3eitis Berlin-Chemie AG
Ta Menarini von Heyden ans BusHaveHHs
MikpoGHoro 3abpygHeHHs T13.
117. | TAMICTON® cynosuTtopii no KHBMI Ykpaina MpAT "Nekxim - Ykpaina BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHn bes UA/13948/01/01
0,015, o 5 "ICHA" Xapkis" | Tvny - 3miHK 3 saikocTi. FoToBUIA Nikapcbkuin 3aci6. peuenma
CcynosnTopiiB y KOHTpOsb roToBOro nikapcbkoro 3acoby (iHLwi 3miHK)
6nictepi, no 1 abo 2 - HE3HaYHi 3MiHU Ta YTOYHEHHs 4o MeToaumk: “Onuc”,
Gnictepu B nayui “laenTudikauis”, “OgHopigHicTb”, “CepegHsi maca”,
“PosnagaHHs”, “MikpobionoriyHa umictoTa”. 3MiHu |
TMNy - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbKuin 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToax BUNpoOyBaHHS roOTOBOIO flikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPKEHUX MeToaax
BUNPOOYBaHHS) - HE3HAYHi 3MiHW Ta YTOYHEHHS A0
MeToamkn «CynpoBigHi JoMiLLKkmy» . 3MiHn | Tuny -
3MiHu 3 skocTi. [oToBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKoro 3acoby. 3miHa y meTogax
BMNpoByBaHHsi FOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpOKEHMX MeToAax
BUNPOOYBaHHS) - HE3HAYHi 3MiHW Ta YTOYHEHHS A0
mMeToamk «OAHOPIAHICTb 4030BaHWUX OAMHULbBY Ta
«KinbkicHe BU3HaYeHHA»
118. | TEBAJIIOP- TabneTkn ons TOB «TeBa YkpaiHa BankaHdapma- Bonrapisa BHECEHHS 3MiH [0 peecTpauiiHMX MmaTepianis: 3MiHn bes UA/4271/01/01
TEBA CMOKTaHH4 no 20 YkpaiHa» Pasrpag AT, | Tuny - 3miHu Wwopo 6e3nekn/edekTMBHOCTI Ta peuenma
TabneTok y 6nictepi; Bonrapis; dapmakoHarnsaay (iHwi 3miHn). OHOBNEHHS TEKCTY
no 1 abo 2 Gnictepu BankaHdapma- MapKyBaHHSI MEPBUHHOI Ta BTOPMHHOI YNaKkoBOK
B KApTOHHIN nayui OynHuusg AT, nikapcbkoro 3acoby. TepmiH BBEAEHHSI 3MiH -
Bonrapis npoTArom 6 MicsLIB MiCNsA 3aTBEPPKEHHS.
119. | TEHIKAM niodinizat ansa ToBapucTso 3 YkpaiHa AHOAPM peuis BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3miHa 3a UA/20048/01/01
PO34uHY ANst iH'eKuin obmexeHo XENNAC C.A. 3asBHuka 113 (MIBI) (BnacHvka peecTpauiiHoro peuenmom
no 20 mr y cprakoHi, BignoBiganbHi nocsigyeHHs) (3rigHo Hakaszy MOS Big 23.07.2015 Ne
no 1 cpnakoHy 3 ctio "CICTEM 460). 3MiHu | Tuny - 3miHK Wwono
niocpinizatom Ta 1 DAPM" 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.

amnyni 3 2 mn
pO34MHHYKKa (BOAA
Ans iH'ekuin) B
KapTOHHIN naywi

BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX Mpo
cuctemy chbapmakoHarnsgy (BBeOeHHs y3aranbHEeHNX
OaHunx npo cuctemMy cpapmakoHarnsay, amiHa
yrnoBHOBaxeHoi ocobu, BianoBigansHoi 3a
34iicHeHHs1 hapmakoHarnagy; KOHTaKTHOI ocobu 3
hbapmakoHarnsgy 3asiBHUKa ONs 30iNCHEHHS
tbapmakoHarnsigy B YKpaiHi, AKLWo BoHa BiAMiHHA Bif
yrnoBHOBaxeHoi ocobu, BianoBigansHoi 3a
3[iCHeHHs1 hapmakoHarnagy (BKrYaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
chavina cuctemu dhapmakoHarnsgy). 3miHa
yMNOBHOBaXeHOo! 0cobu 3asiBHMKa, BiANOBiganbHOI 3a
dapmakoHarnag. Hitova pepakuia: MNywy Onekcangp.
[MponoHoBaHa pepakuisi: HoBuupka IpuHa
BikTopiBHa. 3MiHa KOHTaKTHMX AaHuX
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBiganbHoi 3a
dapmakoHarnsa. 3miHa mMicLe3HaxomKeHHst MacTep-
davina cuctemu dpapmakoHarnsgy Ta “oro Homepa.
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
3MiHa Micus 30iNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy
120. | TUSUH® BIO crnper HasanbHWUi, MakHin AHrnia damap Xenc IcnaHis BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK be3 UA/14228/01/01
po3uuH 0,1 %; no 10 Mpoaaktc Keap Cepsicus | Tuny - 3MiHM Wopao Ge3nekn/edeKTUBHOCTI Ta peuenma
MmNy donakoHi 3 Timiteq Magpug, C.AY. apmakoHarnagy. 3miHa yactoTu Ta/abo TepmiHiB
[03aTopoM Ans NOAaHHS perynsipHoO OHOBMIOBaHUX 3BiTiB 3 6e3neku
PO3NUMEHHS, WO nikapcbkux 3acobiB. 3mMiHa YacToTK NodaHHs
MICTUTb CPiBHY perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku:
cnipanke Ta [Litova pepakuis: YactoTa nogaHHs perynspHo
3aXUCHUM OHOBIOBaHOro 3BiTy 3 6e3neku 8 pokie. KiHueBa
KOBMa4kom; no 1 narta ans BkntoveHHs aaHux go PO3B6 - 31.05.2020
dnakoHy y p. DaTta nogaHHs - 29.08.2020 p. NponoHoBaHa
KapTOHHIN ynakoBLi pepakuia: Yactota nogaHHA perynspHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku 5 pokis. KiHueBa
naTa ansa BkNoYeHHsA aaHmx go PO3B - 31.05.2028
p. DaTta nogaHHa — 29.08.2028 p. PekomeHaoBaHO
[0 3aTBEPAXKEHHS BiAMOBIAHO A0 NEPIOSUYHOCTI
NoAaHHs perynsipHoO OHOBMIOBaHUX 3BiTiB 3 6e3neku
nikapcbkux 3acobis y €C.
121. | TUSNH® Kpanni Ha3arbHi, MakHin AHrnis OENb®APM ®paHuis BHECEHHS 3MiH [0 peecTpauiiHMX MaTepianis: 3MiHn bes UA/4817/01/01
KCuUno po3uuH 0,05 %; no MpopakTc OPJIEAH | Tuny - 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenma
10 mn y dprakoHi; no Timiteq tapmakoHarnsaay. 3miHa yactotn Ta/abo TepmiHiB
1 cpnakony y noAaHHs perynsipHo OHOBIIOBAHWX 3BITiB 3 6e3neku
KapTOHHIN ynakoBLji nikapcbkux 3acobis. 3MiHa YacToTu NogaHHs
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku:
[itova pegakuisi:
YacToTa nogaHHs perynsipHo OHOBIOBaHOrO 3BiTy 3
6esnekn 8 pokis.
KiHueBa nata ans BkntoyeHHs gannx go PO36 -
31.05.2020 p.
[arta nogaHHs - 29.08.2020 p.
[MponoHoBaHa pepakuis:
YactoTa nogaHHs perynsipHo OHOBIOBaHOrO 3BiTy 3
6e3nekn 5 pokis
KiHueBa gata ans BknoyeHHs gannx go PO36 -
31.05.2028 p.
[ata nogaHHsa — 29.08.2028 p.
PekomeHpoBaHo A0 3aTBEpOKEHHS BiAMOBIAHO A0
nepioANYHOCTI NOAAHHS PEryrsipHO OHOBIOBaHMX
3BiTiB 3 6e3neku nikapcbkux 3acobis y €C.
122. | TUSNH® Kpanni Ha3arbHi, MakHin AHrnis OENbO®APM ®paHuis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn bes UA/4817/01/02
Kcuno po3ynH 0,1 %; no 10 MpopakTc OPNEAH | Tny - 3miHun wopo 6e3nekn/edekTMBHOCTI Ta peuenma
My donakoHi; no 1 TimiTen cbapmakoHarnsgy. 3MmiHa yactotu Ta/abo TepMiHiB

nakoHy y
KapTOHHIN ynakoBLi

NoJaHHs1 perynspHoO OHOBIIOBaHMX 3BiTiB 3 6e3neku
nikapcbkux 3acobiB. 3MiHa 4acToTK NoAaHHs
perynsipHo OHOBJOBAHOTO 3BITYy 3 6e3neku:
[itova pegakuisi:

YactoTa nogaHHs! perynsipHo OHOBIOBaHOrO 3BiTY 3
6e3nekn 8 pokis.

KiHueBa nata ans BknoyeHHs gaHnx go PO36 -
31.05.2020 p.
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

[ata nogaHHs - 29.08.2020 p.
[MponoHoBaHa pepakuis:
YacToTa nogaHHsl perynsipHo OHOBJIOBAHOIO 3BIiTY 3
6e3nekun 5 pokis
KiHueBa gata ans BkntoyeHHs gaHnx oo PO3B6 -
31.05.2028 p.

[ata nogaHHs — 29.08.2028 p.
PekomeHgoBaHO A0 3aTBepXKEHHS BignoBigHoO A0
nepioguYHOCTI NoAaHHS PErynsipHO OHOBOBAHUX

3BiTiB 3 6e3nekn nikapcbknx 3acobis y €C.

123.

TIOFTAMA®

TabneTku, BKpUTI
NniBkOBOIO
obornoHkoto, no 600
mr; no 10 TabneTok
y BnicTepi; no 3 abo
6 GnictepiB y nayui 3
KapTOHY

Bropsar
dapma 'M6X i
Ko. KI

Hime4uuH
a

HpareHodapm
AnTtekapb Mown
MM6X

Himeuumna

BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHn
| Tuny - 3miHu Wwopo 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnagy. BeegeHHsi abo 3miHu oo
y3aranbHEeHUX AaHux nNpo cuctemy cpapmakoHarnsgy
(BBEOEHHS y3aranbHEeHUX AaHKX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBH1Ka ons
34iNCHeHHs chapmakoHarnsaay B YKpaiHi, AKWo BoHa
BiAMiHHa BiJ, yNOBHOBaXXeHOI 0cobM, BignosigansHoi
3a 3diicHeHHs cbapmakoHarnsgy (Bkiovarymn
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
darna cuctemn apmakoHarnsgy). 3miHa
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHOI 3a
chapmakoHarnsag,.

[Hitoua pepakuis: Kpictodep Mop. NponoHosBaHa
pefakuis: PenHxonbg Moxanec LWiniHr / Reinhold
Johannes Schilling. 3miHa KOHTaKTHMX JaHUX
YNOBHOBAXEHOI 0COOM 3asBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnsg. 3miHa KOHTaKTHOI 0cobU 3asBHWMKA,
BiAgnoBiganbHoi 3a dhapMakoHarnag B Ykpaini. fitova
pepakuis: CtpenkoBa €BreHis OnekcaHgpiBHa.
[MponoHoBaHa pepakuis: Iwyk Hatanka lMeTpiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobu
3asiBHUKA, BiANOBiAanbHOI 3a hapMakoHarnsag B
YkpaiHi. 3miHa micue3HaxomKeHHst MacTep-danna
cucTeMu hapmakoHarnsigy Ta horo Homepa. 3miHa
MicLS 30iNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsigy.

3a
peuenmom

UA/1523/02/01

124.

TOKCEKC
CNAT. MEKA

Kpanni opanbHi; no
30 mn abo no 50 mn
y chnakoHi; no 1
dnakoHy B
KapTOHHIN ynakoBLi

NMEKAHA
HATYPXAN
bMITTEJb
mBeX

HimeuvuunH
a

MEKAHA
HATYPXANTbM
ITTENDb Mm6X

Himeyunna

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHn
| Trny - 3miHun Wwopo 6e3nekn/ehekTUBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHu go
y3aranbHeHVX AaHnx Npo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3aranbHEHUX AaHUX MPO CUCTEMY
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOI 0cobu,
BiAnoBiganbHoI 3a 34iMCHEHHs hapMakoHarnsay;
KOHTAKTHOI 0cobM 3 chapmakoHarnsgy 3asiBHUKa Ansi
34iicHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHa
BigMiHHa Bi ynoBHOBaXeHOi ocobwu, BianoBigansHoi
3a 3picHeHHsA dhapmakoHarnagy (Bkroyarym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-

6e3
peuenma

UA/13608/01/01
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
darina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0cobu 3asiBHUKA, BiAnoBiganbHoi 3a
tapmakoHarnag B YkpaiHi. [itova pegakuin: Cyxix
IpHa MuxannisHa. MNponoHoBaHa peaakLis:
LlaxsaTtoBa Hataniss MukonaiBHa. 3MiHa KOHTaKTHMX
[aHNX KOHTaKTHOI 0cobu 3asiBHMKA, BiAnoBiganbHOI
3a hapmakoHarnsig B YkpaiHi.
125. | TYBEPKYINIH PO34uH ANs iH eKLin TOB "lNMiom'ep Ykpaina TOB "MIIOM'EP Ykpaina BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHn 3a UA/16762/01/01
nna RT 23 SSI 2T0O/0,1mnno 1,5 dapma” GAPMA", | Tuny - 3miHun Wwopo 6e3nekn/edhekTUBHOCTI Ta peuenmom
M1 po34unHy (15 no3) YkpaiHa dapmakoHarnagy. BeegeHHs abo 3miHn oo
y dnakoHi; no 1 (BPOGHULTBO 3 y3aranbHeHVX AaHnxX nNpo cuctemy dapmakoHarnsgy
hbnakoHy y nakyBaHHsi in (BBEOEHHS y3aranbHEeHUX AaHWX Npo cucTemy
KOMMIeKTi 3 15 bulk cipmu- dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
camoboKyrUnMmn BMpOGHMKa En BiAMOBiAaNbHOI 3a 34iNCHEHHst hbapmakoHarnsay;
wnpuuamm y [xen BakunHec KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHUKa ansi
KOHTYPHIW Ew/Ec, [aHis) 34iNCHeHHA chapmakoHarnsaay B YKpaiHi, AKWo BoHa
YapyHKOBIN ynakoBLi BiAMiHHa BiJ, yNOBHOBaXXeHOI 0cobM, BignosiganbHoi
abo 6e3 KOHTYpHOI 3a 3gdiicHeHHs cbapmakoHarnsgy (BknoYarymn
YapyHKOBOI KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
YyNakoBKM y hanina cuctemu papmakoHarnsgy). 3miHa
KapTOHHiI kopooLi YyNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHOI 3a
chapmakoHarnsag,.
Litova pepakuisi: HikitTueHkoBa J1to60B IBaHiBHA.
[MponoHoBaHa pepakuis: 3onoTyxiHa IHHa
JleoHipiBHa. 3MiHa KOHTAKTHUX JaHUX
YNOBHOBAXEHOI 0COOM 3asBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnsg.
126. | YPCOHOCT kancynu no 150 mr, OPIrAHOCUH OAE TOB CnoseHisi/ BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHn 3a UA/12572/01/01
no 10 kancyn y NANDCAEHC "MAPIPAPM", IHAisA | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nicTepi; no 2 abo N3 (E® 3ET ) CnoBeHisi; apmakoHarnsiay. BeegeHHst abo 3miHu go
no 5 Gnictepis B EBepTomkeH y3aranbHeHVX AaHnX Npo cuctemy dapmakoHarnsgy
KapTOHHiIN kopooLi Jland CaeHcuns (BBEAEHHS y3aranbHEHUX AaHUX MPO CUCTEMY
TimiTeq, IHaisa hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANoOBiganbHOI 3a 34iMCHEHH:A dhapMakoHarnsaay;
KOHTAKTHOI 0cobM 3 hapmakoHarnsgy 3asiBHUKa ansi
34iicHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHa
BigMiHHa Bif ynoBHOBaeHOi ocobwu, BianoBigansHoi
3a 3pincHeHHs dhapmakoHarnagy (Bkroyaym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
(aina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BifnoBigansHoi 3a
dapmakoHarnsag.
LOitova pegakuis: g-p Awy [iin Wapma.
MponoHoBaHa pepakuis: LLnHkapeHnko Jiogmuna
HOpiiBHa. 3MiHa KOHTaKTHUX AAHUX YNOBHOBaXEHOT
ocobu 3aaBHMKA, BiAnoBiganbHoi 3a
dapmakoHarnag.
127. | YPCOHOCT kancynu no 300 wmr, OPIrAHOCWH OAE TOB CnoseHis/ BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn 3a UA/12572/01/02
no 10 kancyn y NAN®CAEHC "MAPIPAPM", IHAis | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuernmom
6nicTepi; o 2 abo N3 (E® 3ET ) CnoBeHis; dapmakoHarnsaay. BeegeHHst abo 3miHn fo
no 5 Gnictepis B EBepTomkeH y3aranbHEeHUX AaHux nNpo cuctemy papmakoHarnsgy
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[TponoBkeHHs noaarka 3

Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
KapTOHHiI kopooLi Jland CaeHcus (BBEAEHHSA y3aranbHEHUX AaHUX MPO cUcTemy
Nimiten, IHaia chapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu,
BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asiBHvMKa ons
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif, yNOBHOBaXXeHOI 0co0M, BignosigansHoi
3a 34iicHeHHs cbapmakoHarnsgy (BKoYarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
darina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOBa)eHOI 0cobu 3asiBHMKA, BiANOBiAanbHOI 3a
dapmakoHarnsag.
Litova pepakuis: g-p Awy fiin Wapma.
[NponoHoBaHa pepakuis: LnHkaperko Jliogmuna
HOpiiBHa. 3MiHa KOHTaKTHUX AAHUX YNOBHOBAXEHOI
ocobu 3asBHMKA, BianoBiganbHoI 3a
chapmakoHarnsag.

128. | ®PAHITAH Tabnetkn, no 4 TOB YkpaiHa BMPOGHMLTBO, IHais/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHn 3a He UA/7260/01/01
TabneTtkun y 6nicrepi; "TNEAPAPM nepBuHHE YkpaiHa | TMny - 3MiHK 3 sikocTi. FoTOBMIA NikapcbKuii 3aciO. peuenmom | nidnsieae
no 25 6nictepie y nTao” nakyBaHHS, 3MiHN y BUpOBHMLTBI. 3MiHa iMnopTepa/3amiHu, Lo
KapTOHHIN ynakoBLi; BTOPUHHE CTOCYIOTbCH BUMYCKY Cepii Ta KOHTPOIHO AKOCTI
no 10 Tabnetok y nakyBaHHS, roToBOro Jlikapcbkoro 3acoby (3amiHa abo
6nictepi; no 10 KOHTPOMb AKOCTI, [ogaBaHHs! BUpobHMKa, Lo BiANOBiAaEe 3a BBE3EHHS
Gnictepis y BMNYCK cepil Ta/abo Bunyck cepii) - Bkrroyaroun
KapTOHHIN ynakoBLi abo KOHTPOSb/BUNPOBYBaHHA cepii - BBEAEHHS

BUPOGHMLTBO anbTepHaTUBHOro BMpobHuka TOB "TTIEQPAPM
npoaykuii in NTA", YkpaiHa BignosiganbHOro 3a KOHTPOIb SAKOCTi
bulk: Ta BUNYCK cepii i3 npoaykuii in bulk, BurotoBneHoi
KYCYM Bupo6HuKom KYCYM XENTXKEP MBT NTA, IHais.
XENTXKEP MBT 3a3HaveHHst PyHKLiN BXe 3aTBepaXeHNX
NTA, Inais; BMPOGHWKIB. Y 3B’3Ky 3 BBEAEHHSIM JOAATKOBOIO
BMPOGHWKa — 3aTBEPKEHHS IHCTPYKLT Ans
BMPOGHMLTBO, MeAMNYHOro 3aCTOCYBaHHS Ta TEKCTY MapKyBaHHS
nepBUHHE yNaKoBKU fikapcbKkoro 3acoby Ans 4oAaTKoBOro
nakyBaHHS, BMpOGHWKa. BBegeHHst 3MiH MpoTsaroM 6-Tu micsauis
BTOPUHHE nicns 3atBepAKeHHs. 3MiHn | Tuny - 3MiHu Wwoao
nakyBaHHS, 6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsaay (iHwi
KOHTPOMb SIKOCTI, 3MiHW) - 3MiHM BHECEHO Y TEKCT MapKyBaHHS
BUWMYCK cepil: NepBUHHOI (NYHKTU 2, 5, 6) Ta BTOPUHHOI (NyHKTU 1,
KYCYM 2,4,12, 16, 17) ynakoBku nikapcbkoro 3acoby.
XENTXKEP MBT BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
NTA, IHais; 3aTBepAKEHHS. 3MiHN | TMny - 3MiHM 3 AKOCTI.
BMPOGHMLTBO, [oToBMI Nikapcbkuit 3aci6. 3MiHWM Yy BUPOBHULITBI.
nepBuHHe 3amiHa abo BBeAeHHSA [0AaTKOBOI AiNbHULI
nakyBaHHs, BMPOGHMLTBA AN YacTMHM abo BCbOro BUPOOHNYOro
BTOPUHHE npoLiecy roToBOro nikapcbkoro 3acoby (AinbHULSA
nakyBaHHsi, [Onst BTOPUHHOTO NakyBaHHs) - BBeaeHHs
KOHTPOMNb SIKOCTI, anbTepHaTuBHOro BupobHuka TOB "TTIEOPAPM
BUNYCK cepii: JNITA", YkpaiHa BignosigansHOro 3a BTOPUHHE
TOB "KYCYM nakyBaHHS i3 npogykuii in bulk, BurotoBneHoi
OAPM", BupobHmKom KYCYM XEJNTTXKEP MBT JITA, IHgis.
YKpaiHa; 3a3HaueHHs1 PyHKLIN BXe 3aTBEPAXEHMX
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BTOPUHHE
nakyBaHHs,
KOHTPOSb SIKOCTI,
BUNYCK cepii 3
npoaykuii in
bulk:

TOB
«MEO®APM
JITO», YkpaiHa

BMPOGHWKIB Ta p. YNakoBka Ans KOKHOro BUpOBHUKa
oKpeMo. 3a3HajveHHs PyHKLIN BXe 3aTBepaKeHNX
BUPOGHWMKIB. BBEAEHHSA 3MiH NpOTArom 6-Tn Micsuis
nicnsa 3aTepakeHHsi. 3MiHu | Tuny - 3MiHK 3 AKOCTiI.

[oToBWIN Nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby (iHwi 3MiHK) - OHOBNEHHs

MapkyBaHHsi in bulk gns 13 3rigHo cyvacHux BUMor

129.

DAHIF'AH

Tabnetky, in bulk
Ne10x88: no 10
TabneTok y
6nictepax; no 88
6nictepis y
KapTOHHiIN kopooLi

TOB
"MEOPAPM
nTo”

YkpaiHa

Kycym Xentxkep
MeT N1

IHgia

BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK
| Tvny - 3miHK 3 sikocTi. FoTOBUIA Nikapcbkuin 3aci6.
3MiHN y BUpOBHMLTBI. 3MiHa iMnopTepa/3amiHu, Lo

CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSIHO SKOCTI
roTOBOro fikapcbKoro 3acoby (3amiHa abo

OofaBaHHst BUPOOHMKa, Lo BiAnoOBiAae 3a BBE3EHHS

Ta/abo Bunyck cepii) - Bkntovyatoun
KOHTpOnb/BUNpobyBaHHS cepii - BBEAEHHS
anbTepHaTUBHOro BMpobHuka TOB "TTIEQPAPM

JITA", YkpaiHa BignoBiganbHOro 3a KOHTPOSb AKOCTi
Ta BUMycK cepii i3 npoaykuii in bulk, BUrotoBneHoi
Bupo6bHmkom KYCYM XENTXKEP MBT NTA, IHgjs.

3asHayeHHs1 PYHKLUIN BXxe 3aTBepAXEHNX
BMPOGHWKIB. BBEAEHHs 3MiH MpoTArom 6-Tv micsAuis
nicnsa 3aTBepaKeHHsi. 3MiHu | TNy - 3MiHK 3 AKOCTI.
["oToBMI Nikapcbkuit 3aci6. 3MiHM y BUPOBHULITBI.
3amiHa abo BBeAeHHS1 404aTKOBOI AiNbHULI

BMPOGHMUTBA ANS YacTUHM abo BCbOro BUPOGHUYOro
npoLiecy roToBOro nikapcbKoro 3acoby (AinbHULA

ONst BTOPUHHOTO NakyBaHHs) - BBegeHHs
anbTepHaTuBHoOro BupobHuka TOB "TTIEODPAPM
JNITA", YkpaiHa BignosigansHOro 3a BTOPUHHE
nakyBaHHS i3 npogykuii in bulk, BUrotoBneHoi
Bupo6HuKkom KYCYM XENTXKEP MBT NTA, IHais.
3asHaueHHs1 PyHKLiN BXe 3aTBEpaXEHUX

BMPOBHWKIB Ta p. YNakoBka A KOXKHOrO BUPOBHUKa
oKpeMo. 3a3HauveHHs PyHKLiN BXe 3aTBEpOKEHMX
BUPOGHWKIB. BBEAEHHSI 3MiH NpoTsAroM 6-Tu micsauiB

nicns 3atBepaKeHHs. 3MiHu | Tuny - 3MiHM 3 AKOCTI.

[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHwi 3MiHKU) - OHOBNEHHS!

MapkyBaHHs in bulk ans 13 3rigHo cyyacHux BUMor

UA/12274/01/01

130.

®APMAKCUKA
M

pO34MH Ans iH'ekuin,
10 mr/mn; no 1,5 mn
y chnakoHi; no 5
dnakoHiB y
KOHTYPHI
YapyHKOBIN
ynakosui; no 1
KOHTYPHI
YapyHKOBIN ynakoBLi
y nayui 3 KapToHy

TosapucTBo 3
oBMexeHo
BiAnoBiganbHi
ctio «CICTEM
DAPM»

YkpaiHa

ToBapucTtBo 3
obMexeHo
BiAnoBiganbHicT
10 chipma
"HoBodapm-
BiocuHTes"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3miHa
3asBHuka 13 (MIBI) (BnacHvka peecTpauiiHoro
noceigyeHHs) (3rigHo Hakasdy MOS Big 23.07.2015 Ne
460): 3MiHM BHECEHO B IHCTPYKLUIilO ANs MegU4YHOro
3acTocyBaHHs Nnikapcbkoro 3acofby, a came: AoaaHo
po3ainu «3asaBHMK» Ta «MicLe3HaxoaKeHHsI
3asiBHMKa» Ta sIK HAcnigokK - y BignoBigHi po3ginu
TEKCTYy MapKyBaHHS1 YNaKoBKY fikapCbKoro 3acoby.
TepMiH BBEAEHHS 3MiH - NPOTSArom 6 MicsiLiB nicns
3aTBEpPAKEHHS. 3MiHKM | Tuny - 3MiHKM Woao

3a
peuernmom

He
nidnsieae

UA/18913/01/01
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[TponoBkeHHs noaarka 3

Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
6e3nekn/eceKTUBHOCTI Ta hapmakoHarnsgy.
BBefeHHst abo 3MiHM [0 y3aranbHEeHVX gaHUX Npo
cuctemy cdbapmakoHarnsaay (BBeAeHHS y3aranbHeHUX
OaHux npo cuctemy cpapmakoHarnsgy, amiHa
yNoBHOBaXeHoi ocobu, BiAnoBiaanbHoi 3a
3[iicHeHHs hapMakoHarnagy; KOHTaKTHOi ocobu 3
(bapmakoHarnagy 3asiBHUKa ANg 30iMCHEHHSA
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA Bif
YNOBHOBaXeHOI 0cobu, BignosigansHoi 3a
3piicHeHHs chapmakoHarnagy (BKroYvarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
davina cuctemn chapmakoHarnsay)
3MiHa ynoBHoOBakeHoi 0cobu 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsag. ditoya
pepnakuis: IrHaTiok Bita MukonaisHa.
[MponoHoBaHa pepakuis: Hosuupbka IpnHa
BikTopiBHa. 3MiHa KOHTaKTHMX AaHWX
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHOI 3a
tapmakoHarnag. 3miHa MicLue3HaxomKeHHs1 macTep-
davina cuctemu hapmakoHarnsay Ta noro Homepa.
3MiHa Micus 30iNCHEHHSI OCHOBHOI AisiNbHOCTI 3
capmakoHarnsgy. 3MiHu | Tuny - 3MiHun Wwoao
6esnekn/edekTMBHOCTI Ta bapmakoHarnagy (iHwi
3MiHK)
3MiHV BHECEHi y TEeKCT MapKyBaHHsi NepBUHHOI (Nn. 6)
Ta BTOpWHHOI (M. 3, 11, 17) ynakoBKu nikapcbkoro
3acoby. TepMiH BBEAEHHS 3MiH - NPOTArom 6 micsauiB
nicns 3aTBEpPAXKEHHS.

131. | PAPMATEKC cynosutopii JTabopaTopis PpaHuis BupobHumk ®paHuis BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3MiHn bes UA/1340/03/01
BariHanbHi no 18,9 IHHOTEK BignoBsiganbHUN | Tuny - 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenma
Mr; no 5 IHTepHacboH 3a BTOpUHHE dapmakoHarnsgy. BHeceHHs abo amiHa(n) oo
CynosuTopiis y ans nakyBaHHs, 3000B'A3aHb Ta YMOB BuAadi peectpauinHoro
6nicTepi, no 1 abo KOHTpOrb Ta noceigyeHHs, Bkrtovatoun NnaH ynpaeniHHA
no 2 6nictepu B BUWMNYCK cepil: pu3ankamm (iHWi 3miHKn) - 3asiBHUKOM HagaHo
KapTOHHiIN kopobui IHHOTepa Llysi, OHOBIeHy Bepcito [TnaHy ynpaeniHHSA py3nkamu

dpaHLis; Bepcii 2.0. 3miHM BHeceHo Ao yactuH: |l
Bupo6Huk «Cneumdikauis 3 6e3nekn», V «3axoan 3 MiHiMizauii
BiAMNoBiganbHUi pusukiB», VI «Pestome nnaHy ynpaeniHHA
3a BUPOBHNLTBO pusmkammny, VIl «dogatku» BignoBigHoO A0 BUMOrn
in bulk, €Bponelicbkoi HacTaHOBW A0 IHTerpoBaHoro
nepBuHHe Ta dopmary MYP (Rev.2.0.1 accompanying GVP
BTOPUHHE Module V Rev.2, Human Medicines Evaluation
nakyBaHHs, Guidance on the format of the risk management plan
KOHTPOMb Cepii: (RMP) in the EU — in integrated format. Pe3tome
HOHiTep NikBig MnaHy ynpasniHHA pusnkamu Bepcia 2.0 gogaeTbes.
MaHydek4ypiHr,
PpaHuis

132. | ®PIBPUHA3A-10 | TabneTku, BKpUTI OPIrAHOCWH OAE EBepTomkeH IHAis BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3miHn - UA/10427/01/01
o6ornoHKot, NAADCAEHC Naiid CaeHcus | Tuny - 3MiHn Wwopao G6e3nekn/edeKTUBHOCTI Ta
KMLLIKOBOPO34MHHi no | U3 (EP 3ET 1) Nimiten dapmakoHarnagy. BeegeHHs abo 3amiHn oo

10 wr, in bulk: no

y3ararnbHeHVX AaHux Nnpo cuctemy dpapmakoHarnsgy
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

2500 TabneTok y
KOHTeWHepax

(BBEOEHHS y3aranbHeHWX AaHnX Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu,
BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;

KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asiBHvMKa ons
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif, yNOBHOBaXXeHOI 0co0M, BignosigansHoi
3a 34iicHeHHs cbapmakoHarnsgy (BKoYarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
darina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOBa)eHOI 0cobu 3asiBHMKA, BiANOBiAanbHOI 3a
dapmakoHarnsa. Hitoya pepakuis: a-p Awy [iin

Lapma. MNMponoHoBaHa pegakuis: LLUnHkapeHko

Tiogmuna HOpiiBHa. 3MiHa KOHTaKTHUX AaHUX

YMOBHOBaXeHOI 0cobu 3asiBHMKa, Bi4MOBiAaNbHOI 3a
bapmakoHarnag

133.

®IEPUHA3A-10

TabneTkn, BKpUTI
060noHKO10,
KMLLKOBOPO3UMHHI MO
10 wmr, no 10
Tabnetok y bnicrepi;
no 1, 3abo no 10
GnictepiB y
KapTOHHIN nayui

OPFAHOCH
NANOCAEHC
N3 (E® 3ET )

OAE

EBepTomkeH
Jland CaeHcuns
Nimiteqn

IHgia

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK
| Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta
tapmakoHarnagy. BeegeHHsi abo 3amiHn oo
y3aranbHeHVX JaHnxX Npo cuctemy dapmakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHMX NPO CUCTEMY
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTAKTHOI 0cobu 3 hapmakoHarnsagy 3asiBHUKa ansi
34iNCHeHHA chapmakoHarnsaay B YKpaiHi, AKWo BoHa
BigMiHHa Bif, yNnOBHOBaXeHOI ocobu, BignosigansHoi
3a 3pincHeHHsA dhapmakoHarnagy (Bkroyaym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
anna cuctemu cpapmakoHarnsgy) - 3miHa
YNOBHOBAXEHOI 0COOM 3asBHMKA, BiANOBIAANbHOI 3a
capmakoHarnag. Hitova pegakuis: a-p Awy [iin
Lapma. NponoHoBaHa peaakuis: LLnHkapeHko
JTiogmuna HOpiiBHa. 3MiHa KOHTaKTHUX AaHUX
yMNOBHOBaXeHoI ocobu 3asiBHMKa, BiANOBiganbHOI 3a
hapmakoHarnsg

3a
peuenmom

UA/10426/01/01

134.

®IEPUHA3A-20

TabneTkn, BKpUTI
060nnoHKol0,
KMLLKOBOPO34MHHI MO
20 mr, no 10
TabneTok y 6nictepi;
no 1, 3abo no 10
6nictepiB y
KapTOHHIN nayui

OPTAHOCWIH
NAVIOCAEHC
U3 (E® 3ET )

OAE

EBepTomkeH
Nawid CaeHcus
Nimiten

IHAisa

BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3MiHn
| Tuny - 3MiHn wWopo 6e3nekn/edeKTUBHOCTI Ta
apmakoHarnsiay. BeegeHHst abo 3miHu go
y3aranbHeHVX AaHnxX Npo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3aranbHEHNX AaHWX Npo cuctemy
hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOI 0cobu,
BiZ4NOBIganNbHOI 3a 34iMCHEHHS hbapMakoHarnsay;
KOHTaKTHOi 0cobu 3 hapmakoHarnsgy 3asiBHuUKa Ans
34iicHeHHs dapmakoHarnagy B YKpaiHi, SKLWLO BOHa
BiAMiHHa Bif, yNOBHOBaXXeHOI 0co0M, BignoBigansHoi
3a 3[iicHeHHs1 hapmMakoHarnagy (Bknovaym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
davina cuctemu hapmakoHarnsagy) - 3MmiHa
yMNOBHOBaXeHOo! 0cobu 3asiBHMKa, BiANOBiganbHOI 3a
capmakoHarnag. Hitova pegakuis: a-p Awy [iin
Llapma. MNponoHoBaHa pepakuis: LLnHkapeHko
JTiogmuna HOpiiBHa. 3MiHa KOHTAKTHUX AaHWX

3a
peuerimom

UA/10426/01/02
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
YyNOBHOBa)eHOI 0cobu 3asiBHMKA, BigNOBiAanbHOI 3a
dapmakoHamsg
135. | PIBPUHA3A-20 | TabneTku, BKpUTI OPIrAHOCWH OAE EBepTomkeH IHais BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHK - UA/10427/01/02
060roHKo, NAADCAEHC Jland CaeHcums | Tuny - 3MiHM Wopao Ge3nekn/edeKTUBHOCTI Ta
KMLLIKOBOPO34MHHIi no | U3 (E® 3ET 1) Timiteq chapmakoHarnsgy. BeegeHHst abo 3amiHv o
20 wr, in bulk: no y3aranbHeHUX AaHux Npo cuctemy dapmakoHarnsgy
2500 tabneTok y (BBEAEHHSA y3aranbHEHWX AaHWX Npo cucTemy
KOHTeWHepax hapmakoHarnsgy, amiHa ynoBHoBaXeHoi ocobu,
BifNOBIganbHoI 3a 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asiBHUKa ons
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif, yNnoBHOBa)xeHOI ocobu, BignosigansHoi
3a 3diicHeHHs cbapmakoHarnsgy (BKioYarymn
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
daiina cuctemu papmakoHarnsgy) - 3miHa
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHOI 3a
capmakoHarnag. Hitova pegakuis: a-p Awy [iin
LWapma. MNMponoHoBaHa pegakuis: LLUnHkapeHko
Tiogmuna HOpiiBHa. 3MiHa KOHTaKTHUX AaHUX
YMOBHOBaXeHOoI 0cobu 3asiBHMKa, Bi4MOBiAaNbHOI 3a
bapmakoHarnag
136. | PINAMIOE3 renb,no20r, 30T, OPIrAHOCWVH OAE EHK 106 ETikan3 IHgis BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHn bes UA/12794/01/01
FEnb 40rabo 100rs NANDCAEHC Mpawsit JlimiTen | Tuny - 3miHu 3 akocTi. CepTudikat peuenma
namiHoBaHin Ty6i; no | U3 (E® 3ET 1) BignosigHocTi/ME-cepTudikaT BigNoBigHOCTI

1 Ty6i B KAPTOHHIN
Kopobui

€Bponencbkin dapmakonei/MoHorpadii. 3miHn,
noB'si3aHi 3 HeOOXiAHICTIO NPUBEAEHHS Y
BigNOBIAHICTb A0 MoHorpadii AdY abo
€Bponericbkoi hapmakonei, abo iHLWOoi HauioHanbHOI
dapmakonei gepxasu €C (3miHa y cneuudikauisx,
noe'sizaHa 3i amiHamu B [1®Y, abo €Bponenchkin
dapmakonei, abo iHLWIN HauioHanbHIn dapmakonei
nepxasu €C) - npuBegeHHs cneuudikauii Ta
MeToaiB KoHTponio A®| anknodeHaky dieTunaminy y
BignoBigHicTb 4o MoHorpadii BputaHckkol
dapmakonei Ailo4oro BUAaHHs, a caMme: BUITyYeHHs!
nokasHukis «Melting point», «Heavy metals»,
«ldentification by TLC» Ta 3miHu B MeTogax
KOHTPOMIO SKOCTi Ans nokasHuka «Related
substances». 3miHn | TUNY - AQMiHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHs Ta/abo agpecu micus
npoBagXXeHHS AiAnNbHOCTI BUPOOHMKa (BKIOYaouu,
3a HeobXigHOCTI, MicLie NPOBEAEHHS KOHTPOMO
sIKoCTi), abo BnacHuka mactep-danna Ha Adl, abo
noctavanbHuka Adl/BuxigHoro
maTepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo
3acTOCOBYOTbCH Y BUpobHULTBI ADI (sIKLLO
3a3HayeHo y I0CbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaKeHoOMy
nocbe, abo BMpobHUKa HOBOI JOMOMIXKHOI pe4OBUHM
(SIKLWO 3a3HaYeHO Y AOCLE) - 3MiHa HaiMeHyBaHHS
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
3aTBEepAKeHoro BMpobHuka AP| guknodeHaky
agietnnamidy 3 Amoli Organics Private Limited, India
Ha Amoli Organics (A Division of Umedica
Laboratories Pvt. Ltd.), India. Bupo6Huua ginbHuus
Ta yci BUpobHMYi onepaLii 3anuatTbes
HE3MiHHUMW.
137. | ®PNAMIOE3 renb,no20r, 30T, OPIrAHOCVH OAE EHK'106 ETikans IHgis BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHn bes UA/12794/01/01
F'ENnb 40rabo 100rs NAVSCAEHC Mpawsit JlimiTeg | Tuny - 3MiHM Wopao Ge3nekn/edeKTUBHOCTI Ta peuenma
namiHoBaHin Ty6i; no | U3 (E® 3ET 1) dapmakoHarnagy (iHwi 3amiHu). 3mMiHM BHECEHO B
1 TyGi B KAPTOHHI TEKCT MapKyBaHHS1 BTOPUHHOI Ta NEPBUHHOT
KopobuLi yNakoBOK fikapcbKoro 3acoby y nyHkT 17. TepmiH
BBEAEHHS 3MiH - NpOTSArom 6 micauis nicna
3aTBEPKEHHS.
138. | PINAMIOE3 renbno20r, 30T, OPIrAHOCWVH OAE EHK 106 ETikan3 IHgis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHn bes UA/12794/01/01
FEnb 40ra6o 100rB NANPCAEHC Mpaw.it JimiTeq | Tuny - 3miHu Wwopo 6e3nekn/edpekTMBHOCTI Ta peuenma
namiHoBaHin Ty6i; no | U3 (E® 3ET 1) dapmakoHarnsaay. BeegeHHst abo 3miHn go
1 Ty6i B KAQPTOHHI y3aranbHEeHUX AaHux nNpo cuctemy papmakoHarnsgy
kopooui (BBEOEHHS y3aranbHEeHUX AaHuX Npo cucTemy
dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOoi ocobu,
Bi4NOBIganbHOI 3a 34iMCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBH1Ka ons
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BiAMiHHa Bif, yNOBHOBaXXeHOI 0cobu, BignosiganbHoi
3a 3gdiicHeHHs cbapmakoHarnsgy (Bknovarymn
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
danna cuctemu dpapmakoHarnagy) - 3miHa
yMNOBHOBaXeHoI ocobu 3asiBHMKa, BiANOBiganbHOI 3a
capmakoHarnag. Oirova pegakuis: a-p Awy [iin
Llapma. MNponoHoBaHa pepakuis: LLnHkapeHko
TMogmuna KOpiiBHa. 3MiHa KOHTaAKTHUX AaHWX
YNOBHOBAXEHOI 0COOM 3asBHMKA, BiANOBIAANbHOI 3a
chapmakoHarnsg
139. | PNNIAMIOE3® TabneTku, BKpUTI OPIrAHOCWVH OAE EBepTomkeH IHpia BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHn 3a UA/7061/01/01
NniBKOBOIO NAVSCAEHC Jland CaeHcuns | Trny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta peuenmom
obornoHkoto no 10 N3 (E® 3ET ) NimiTeq, HAis; dapmakoHarnsaay (iHwi 3amiHn). 3MiHW BHeceHo B
TabneTok y 6nictepi; Cara TEKCT MapKyBaHHSA BTOPUHHOI YNakoBKW fikapCbKoro
no 1 abo no 3, abo NandcaeHcus 3acoby y NyHKT 17 Ta B TEKCT MapKyBaHHS
no 10 6nicTepiB y Nimiteq NepBUHHOI YNaKoBKW y MyHKT 6. BBeAeHHs 3MiH
KapTOHHIN nayui NpoTSArom 6-Tv MicsiLiB Nicns 3aTBEpAKEHHSA
140. | ®NIOPUCE[- kancynu rno 10 TOBAPUCTB YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn bes UA/8853/01/01
300POB'A kancyn y 6nicrepi; 03 obMexeHow | TMny - 3MiHK 3 akocTi. FoTOBMIA Nikapcbkuii 3aciO. peuenma
no 2 6nictepu y OBMEXXEHO BignoBiganbHicT 3MiHM y BUpo6HMUTBI. 3miHa po3Mipy cepil
KapTOHHiIl kopobuyi o 10 (BKrTtoYaro4mM gianasoH po3Mipy cepii) roToBoro
BIOMNOBIOAIN "®apmaueBTUYH nikapcbkoro 3acoby (3meHwweHHs Ao 10 pasis) -
bHICTIO a KomnaHis BBeJEeHHS 4oaaTkoBoro posmipy cepii M3 ans
"KOPIMOPALII "3popos's" BUpobGHMKa TOBapUCTBO 3 06MEXEHOH
A BignoBiganbHicTio «PapmaueBTUYHa KOMMNaHis
"300POB A" «300poB’si»
3aTBepoxeHo:

14,285 Tuc.yn. Ne 20 (10x2) y 6nictepax (100,000
Kr)




113 [TponoBkeHHs noaarka 3
Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
3anpornoHoBaHo:
14,285 tuc.yn. Ne 20 (10x2) y 6nictepax (100,000
Kr);
7,500 Trc.yn. Ne20 (10x2) y 6nictepax (52,500 kr)
141. | ®OCH®OMIUNH | parpanynu gns TOB «TeBa Ykpaina Agidapm EAl Bonrapis BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis: 3MiHn 3a He UA/20753/01/01
-TEBA opanbHOro Po34YnHy YkpaiHa» | TMny - 3MiHK 3 skocTi. F0TOBMIA NikapcbKuii 3aciO. peuenmom nionszae
no 3 r, no 8 r rpaHyn CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
ONs OparnbHOro ymoBax 36epiraHHsi roTOBOr0 NikapCbKoro 3acoby
pO34uHY Yy calle; no (36inbLUeHHs TepMiHY NPUAATHOCTI FOTOBOIO
1 cawle B KapTOHHIMN nikapcbkoro 3acoby) - [1ns ToproBoi ynakoBku
kopobLUiHynu Ans (niaTBEPAXYETLCA AaHUMKN peanbHOro Yacy) -
opanbHOro PO34nHy 36inbLlUIeHHs TepMiHy npuaaTtHocTi 113
[Litova pepakuis: TepMiH NnpuaaTHOCTI. 2 POKK.
lMponoHoBaHa pepakuia: TepMiH npyaaTHocTi. 3
pOKM.
3MiHV BHECEHO B iHCTPYKLIlO A11s1 MEAUYHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain "TepmiH
npuaaTHocTi".
BBegeHHst 3MiH NpoTarom 6-tn micauis nicna
3aTBEPOKEHHS
142. | PYPOCEMIO PO34MH Ons iH eKLiN, TOBAPUCTB YkpaiHa KOHTPOJb SIKOCTI, YkpaiHa BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a UA/5153/01/01
10 mr/mn; no 2 mn B 03 BUMNYCK Cepil: | Tuny - 3miHn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
amnyni; no 10 amnyn | OBMEXXEHO ToBapucTso 3 dapmakoHarnsagy (iHwi 3amiHu).
B Maduj; no 2 Mn B 10] obGMexeHo 3MiHV BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
amnyni; no 10 amnyn | BIAMOBIOAI BignoBiganbHicT yMNaKoBKW NikapcbKoro 3acoby y nyHkTu 2, 3, 4, 8, 11,
y BnicTepi; no 1 bHICTHO 10 "docnigHun 13, 14, 17 Ta B TEKCT MapKyBaHHS NEPBUHHOT
6nictepy B nayyj; no | «KOPMOPAL|| 3aBsog " yNaKoBKM Y NYHKTU 2, 6. Takox BUy4eHo gyontoroyy
2 mn B amnyni; no 5 A rHUuC!, iHbopMaLito POCINCLKO MOBOK Ta BHECEHO
amnyn y 6nictepi; no | «300POB’A» YkpaiHa; He3HayHi MpaBku no TekcTy. BBeaeHHs 3miH
2 6nicTtepu B nayui BCi cTagil NpOTArom 6-Tu MicAILiB NMiCNs 3aTBEPOXKEHHS.
BUPOBHMLTBA,
KOHTPOMb SKOCTI,
BUNYCK cepii:
ToBapwucTtBo 3
obmexeHo
BignoBiganbHicT
0
"®apmMaueBTUYH
a KoMnaHis
"3gopos's",
YKpaiHa
143. | UETNO® TabneTku, BKPUTI OPIrAHOCWH OAE EBepTomkeH IHgia BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis: 3MiHn be3 UA/16177/01/01
nniBKOBOKO NAASCAEHC Jland CaeHcus | Trny - 3miHun Wwopo 6e3nekn/ehekTUBHOCTI Ta peuenma
oboroHkoto, no 5 mr; | U3 (EP 3ET I) Timiten dapmakoHarnsay (iHwi 3amiHn). 3mMiHU BHeceHo B
no 10 TabneTok y TEKCT MapKyBaHHS BTOPUHHOI YNaKoBKW MikapCbKoro
6nictepi; no 1 abo 3acoby y NyHKT 17 Ta B TEKCT MapKyBaHHSA
no 3 6nictepn y NepBUHHOI YNaKoBKW y MyHKT 6. BBeAeHHs 3MiH
KapTOHHIN nayui NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBepAKEHHS
144. | LETNO® TabneTtkn, BKpUTI OPIrAHOCWH OAE EBepTomkeH IHais BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHn be3s UA/15638/01/01
nnoc NniBKOBOKO NAASCAEHC Jland CaeHcus | Trny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta peuenma
obornoHkoto no 10 N3 (E® 3ET ) Jlimiten apmakoHarnsigy (iHwi 3miHu). 3mMiHW BHeCeHO B
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
TabneTok y 6nictepi; TEKCT MapKyBaHHS BTOPUHHOI YNaKoBKM NikapCbKoro
no 1 Gnictepy y 3acoby y NyHKT 17 Ta B TEKCT MapKyBaHHs
KapTOHHiIN kopobLyj; NepPBUHHOI YNaKoBKM Y NyHKT 6. BBeaeHHs 3MiH
no 10 Tabnetok y NPOTArom 6-Tu MicsILiB Nicnsi 3aTBEPKEHHS
GnicTepi; no 2
Gnictepn y
KapTOHHiIN kopobLyj;
no 10 TabneTok y
6nictepi; no 3
Gnictepn y
KapTOHHiN kopobui
145. | UETNO® TabneTkn, BKpUTI OPIrAHOCWH OAE EBepTomkeH IHpia BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK - UA/15639/01/01
nncC nniBkOBOKO NAADCAEHC Jand CaeHcus | Tuny - 3miHun Wwopo 6e3nekn/edekTMBHOCTI Ta
obornoHkoto; in bulk: N3 (E® 3ET ) Timiteq dapmakoHarnsaay. BeegeHHst abo 3miHn go
no 1000 TabneTok y y3aranbHeHWX AaHux Npo cuctemy dapmakoHarnsgy
nonieTMneHoBmx (BBEOEHHS y3aranbHEeHUX AaHWX Npo cucTemy
nakeTax dapmakoHarnagy, 3mMiHa ynoBHOBaXeHOoi ocobu,
BiANOBIgaNbHOI 3a 34iNCHEHHS hapMakoHarnaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asiBHv1Ka ons
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bif, yNnOBHOBaXeHOI ocobu, BignosigansHoi
3a 3gdiicHeHHs cbapmakoHarnsgy (BKioYarymn
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
daiina cuctemu papmakoHarnsgy) - 3MmiHa
YyNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBiganbHOI 3a
capmakoHarnag. Litova pegakuis: a-p Awy [iin
Lapma. NponoHoBaHa peaakuis: LLnHkapeHko
TMogmuna KOpiiBHa. 3MiHa KOHTaAKTHUX AaHWX
YNOBHOBAXEHOI 0COOM 3asBHMKA, BiANOBIAANbHOI 3a
hapmakoHarnsg
146. | LETNO® TabneTkn, BKpUTI OPIrAHOCWH OAE EBepTomkeH IHAisA BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3MiHn bes UA/15638/01/01
nnoc NniBKOBOIO NAVSCAEHC Jland CaeHcuns | Trny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta peuenma
obornoHkoto; no 10 N3 (E® 3ET ) Nimiten apmakoHarnsiay. BeegeHHst abo 3miHu go
TabneTok y 6nictepi; y3aranbHeHVX JaHnxX Npo cuctemy dapmakoHarnsgy
no 1 6nictepy y (BBEOEHHS y3aranbHEeHWX AaHuX Npo cucTemy
KapTOHHiIl kopobuyj; hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOi 0cobu,
no 10 TabneTok y BiANoBiganeHoI 3a 34iMCHEHH:A hapMakoHarnaay;
6nicTepi; no 2 KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asBHvKa Ans
Gnictepun y 34iicHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHa
KapTOHHiIl kopobuyj; BiAMiHHa Bi ynoBHOBaxeHOi ocobwu, BianoBigansHoi
no 10 Tabnetok y 3a 34iicHeHHs bapmakoHarnsgy (BKYarymn
6nicTepi; no 3 KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
Gnictepu y (haina cuctemu chapmakoHarnsgy) - 3miHa
KapTOHHiI kopooLi YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BifnoBigansHoi 3a
capmakoHarnag. Hitova pegakuis: a-p Awy [iin
LWapma. NponoHoBaHa peaakuis: LLnHkapeHko
JTiogmuna HOpiiBHa. 3MiHa KOHTaKTHUX AaHUX
yMNOBHOBaXeHOo! 0cobu 3asiBHMKa, BiANOBiganbHOI 3a
hapmakoHarnsg
147. | ULUNPO®IIOKC | po3uuH Ans iHdyasin, TOB "lOpis- YkpaiHa TOB "tOpis- YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHn 3a He UA/3643/01/01
AUUH 2 mr/mn; no 100 mn Papm" Papm" | TMny - 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom | nidnsizae
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky yeaHHs1 | peecmpauyiliHo2o
3acoby ynakoeka) noceio4yeHHs1
abo no 200 mny capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
nnsLwKax nikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
nonimepHux; no 1 IHCTPYKUIT ANs MeAMYHOro 3acTOCyBaHHSA Ha nigcTasi
nnawui B kopobui 3 perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
KapToHY nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTocyBaHHS nikapcbKoro 3acody B
nicnspeecTpauiiHuin nepiog, abo sik pesynbtaT
OLLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAEHNX BigNoOBIigHO
[0 nnaHy negiatpuyHunx gocnigkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
OpraHom).
3MiHV BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
3acTocyBaHHS Nikapcbkoro 3acoby B po3ain "MobiyHi
peakuii" Ta 4o KopoTkoi xapaKkTepncTuku
nikapcbkoro 3acoby o po3aginy "4.9.MobivHi peakuii”
BinoBigHO 4O OHOBMEHOI iHpopmaLii 3 6esneku
Aitoyoi pevoBuHU. TepMiH BBEAEHHS 3MiH - MPOTArom
6 MicauiB nicnsa 3aTBepAXEHHS.
148. | ULUTOLEPT PO34YMH AN iH'eKuin MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHK 3a UA/18404/01/01
100 mr/mn no 5 mn B aKuioHepHe aKuioHepHe | Tuny - 3miHun 3 akocTi. A®I. KoHtponb ADI. 3miHa y peuenmom
amnyni, no 5 amnyn TOBapUCTBO TOBapUCTBO napameTpax cneuudikadin Ta/abo JonyCTUMUX MEX,
y GnicTepi, no 2 "TNekxim - "TNekxim - BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
6nictepu B mayui XapkiB" Xapkis" BVXiAHW/MPOMDKHUI NpOAyKT/pearexT, LWo
BUKOPUCTOBYHOTLCS Y NpoLeci BupobHuuTea AdI
(BonoBHEHHs cneumikauii HOBUM NOKa3HMKOM
AKOCTI Ta Bi4MOBIAHMM METOAOM BUMNPOOYBaHHS).
[onosHeHHs cneumndikauii APl HoBUM napameTpom
"Bpomign" 3 HopMyBaHHAM «He Ginbie 0,01% (100
ppm) 3 BiAMOBIAHMM METOAOM BUNPOOYBaHHS y
3B’3KY 3 MOXXITMBUM BUKOPUCTAHHS Npu
BUPOGHMUTBI ADI BpoMUKCTOI coni MENbAOHIt0.
149. | UUTPAMOH-® Tabnetku, no 6 abo TOB "®APMIC YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHa be3 nidnsieae UA/2317/01/01
no 10 TabneTok y ntn" "OITOPAPM" 3asBHuka 113 (MIBI) (BnacHvka peecTpauiiHoro peuenma

6nictepax; no 6
TabneTtok y bnicrepi;
no 20 6nictepis B
navuj

noceigyeHHs) (3rigHo Haka3zy MO3 Big 23.07.2015 Ne
460). TepmiH BBeeHHS 3MiH NPOTSArom 6 MicsiLiB
nicns 3aTeepaKeHHs. 3MiHu | Tuny - 3miHu Wwopo
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
BBeneHHs abo 3MiHM 00 y3aranbHEHUX AaHUX Mpo
cuctemy dbapmakoHarnsay (BBEAEHHS y3aranbHEHUX
OaHux npo cuctemMy cpapMakoHarnsay, amiHa
yrnoBHOBaXxeHoi ocobu, BianosigansHoi 3a
3[iCHEHHsI hapMakoHarnsay; KOHTakTHOI ocobu 3
bapmakoHarnsgy 3asiBHUKa Ons 34iNCHEHHS
tbapmakoHarnsigy B YKpaiHi, Ko BoHa BiAMiHHA Bif
yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
30iCHeHHs1 hapmakoHarnagy (BKrYaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
darina cuctemu chapmakoHarnsigy). 3miHa
yMNOBHOBaXeHOo! 0cobu 3asiBHMKa, BiANOBiganbHOI 3a
tbapmakoHarnag. Litova pegakuis: dimakosa MaHHa
CranicnasisHa. [NponoHoBaHa pefakuis: MaTeHko
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[TponoBkeHHs noaarka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

Mapraputa [xixagiBHa. 3MiHa KOHTAKTHUX AaHUX
YMNOBHOBaXeHOI 0cobu 3asiBHMKA, BiANOBiganbHOI 3a
tapmakoHarnag. 3miHa MicLe3HaxomKeHHs macTep-
channa cuctemu chapmakoHarngay Ta horo Homepa.

3MiHa Micus 34iNCHEHHST OCHOBHOI AisiNbHOCTI 3
capmakoHarnsgy. 3MiHu | Tuny - 3mMiHu woao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHM). 3MiHN BHECEHO B TEKCT MapKyBaHHS

NEPBUHHOI (MYHKTK 5, 6) Ta BTOPUHHOI (NyHKTK 11,

17) ynakoBoK fikapcbkoro 3acoby.

TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB nicns

3aTBEPKEHHS.

*y pa3i éHeceHHs1 3MiH A0 iHCMpPYKUii Npo MeduyHe 3acmocyeaHHs

B.o. HayanbHUKA
dapManeBTUYHOIO YIIPABJIIHHA

Ouaexkcanap I'PIHEHKO




