NEPENIK

Dopatok 2

Ao Haka3y MiHicTepcTBa 0XOpOHU
3popoB’sa YKpaiHm
05.06.2019 Ne 1268

NIKAPCbKUX 3ACOBIB (MEOAUWYHUX IMYHOBIONOIN4YHUX NPENAPATIB), LLOAO AKUX BYJIU BHECEHI 3MIHU 10
PEECTPALIMHUX MATEPIANIB, SIKI BHOCATbLCA 00 OEPXABHOIO PEECTPY JNIKAPCbKUX 3ACOBIB YKPAIHWU,
AKI 3BAPEECTPOBAHI KOMNETEHTHUMUW OPFAHAMUW CMOJTYYEHUX LUTATIB AMEPUKMW, LUBEWLAPII, AMOHII,
ABCTPANII, KAHAOW, NIKAPCbKUX 3ACOBIB, WO 3A LEHTPANI3OBAHOIKO NPOLIEAQYPOIO 3APEECTPOBAHI
KOMMNETEHTHUM OPFAHOM €EBPOMNENCLKOIrO COKO3Y

Kopob L

kancyn in bulk (HeposdacoBaHoi npogyKuii
nikapcbkoro 3acoby):
KaraneHt HimewyunHa E6epbax MmbX,
HimewunHa;
nepeuHHe (6micTepun) Ta BTOPUHHE MaKyBaHHS
(kopobKK), MapKyBaHHs (NepBUMHHOrO Ta
BTOPMHHOIO MNaKyBaHHA) Ta KOHTPOMb SKOCTi
nikapcbkoro 3acoby:
BepiHrep |Hrenbxavim Papma M'm6Xi Ko. KT,
HimeuuunHa;
anbTepHaTMBHA AiNbHULA AN BTOPUHHOMO
naKkyBaHHs Ta MapKyBaHHS:
PapmIlor dapma Jlogxictik TM6X, HimewumnHa;
LreremanH JlboHdepnakyHreH yHa JloricTiwep
Cepsic e. K., Hime4uuHa;
anbTepHaTvBHa nabopaTopis Ans NPoBeAeHHSs
KOHTPOIIO SIKOCTi (3@ BUKITIOYEHHAM
MiKpoBionoriyHoi YNCTOTK):
A eHg Ym Wrabtect MNM6X (Jlabopatopisi

KOHTPOIIO SKOCTi Ta TECTYBaHHA CTabinbHOCTI),

HimewunHa;
anbTepHaTVBHa nabopartopis A5s NPoBeAEeHHs
KOHTPOIIO AIKOCTi (3@ BUKITIOYEHHAM
MiKpoGionoriyHoi YnCTOTH):

HygicaH Mv6X, HimeuuunHa;
anbTepHaTvBHa nabopartopis Ans NpoBeneHHs
KOHTPOIMIO SKOCTi 3@ MOKa3HUKOM
MikpobionoriyHa yucToTa:

CI'C IHcTutyr ®peseHiyc MmOX, HimevyunHa;
Jlabop J1+C Al', Hime4yuunHa

299-0266, Japan", sk
anbTepHaTMBHOrO BUPODHMKa
BMXigHOrO marepiany "1-
Methylpiperazine", akwi
BMKOPUCTOBYETBCH Y BUPODOHULTBI
aKTMBHOI cybcTaHuii "nintedanib".

Ne Haszea Popma eunycky (Jikapcbka 3asieHUK Kpaina BupobHuk Kpaina PeecmpauiuHa npouedypa Ymoeu Homep
NiKapcbK020 ¢hopma, ynakoeka) sionycky peecmpauitiHo20
n/ 3acoby noceid4YyeHHs1
n
1. | BAPTATE®® [ kancynu m'siki no 100 Mr no bepiHrep HimevumH BMPOOHMK, LU0 BIAMNOBIAAE 3a BUMYCK Cepil: Himeyum BHECEHHS 3MIH [0 PEeECT paLlivHnX 3a UA/16651/01/01
10 kancyn M'sKux y IHrenbxanm a BepiHrep |Hrenbxaim Papma M'm6Xi Ko. KT, Ha MarepiariB: BBEAEHHS BMPOOHVKa peuerinmom
antomiHieBomy 6nictepi, no 6 IHTepHeLLH HimeyvumHa; "KOEI Chemical Company Limited,
abo 12 6nicTepiB y KapTOHHiIN nrméex BMPOOHWLITBO, YNakoBKa Ta KOHTPOMb SKOCTI 25 Kitasode Sodegaura-Shi, Chiba




[TponoBxeHnHs nogarka 2

6nicTepiB y KapTOHHI
KOpob Ui

kancyn in bulk (Hepo3dpacosaHoi npogykuii
nikapcbkoro 3acoby):
KataneHt HimeyunHa EGepbax MbX,
HimeyumHa;
nepeuHHe (6micTepun) Ta BTOPUHHE MNaKyBaHHS
(kopobKK), MapKyBaHHS (NMEpPBMHHOIO Ta
BTOPVHHOrO MakyBaHHS) Ta KOHTPOMb AKOCTI
nikapcbkoro 3acoby:
BepiHrep IHrenbxaim ®apma M6Xi Ko. KT,
HimeuunHa;
anbTepHaTMBHA AiNbHWLA ANSA BTOPUHHOMO
naKkyBaHHs Ta MapKyBaHHSI:
®apmlor dapma Jogxictik TM6X, HimeuunHa;
LLreremanH JlboHdepnakyHreH yHA JloricTiwep
Cepsic e. K., Hime4uuHa;
anbTepHaTMBHa nabopatopisi 4ns NPOBEAEHHS
KOHTPOIIO SKOCTi (32 BUKITHOYEHHAM
MiKpoGionoriyHoi YnCToTH):

A eHg Ym Wtabtect Tm6X (Jlaboparopis
KOHTPOIO SIKOCTi Ta TECTYBaHHA CTabinbHOCTI),
HimeuunHa;
anbTepHaTMBHa nabopatopisi 4ns NPoBeAeHHs
KOHTPOIIO SIKOCTi (3@ BUKITHOYEHHSM
MiKpoGionoriyHoi YNCTOTH):

HysicaH Mm6X, HimeuyunHa;
anbTepHaTMBHa naboparopisi 4N NPOBEeAEHHs
KOHTPOIIO SIKOCTi 32 MOKa3HUKOM
MikpobionoriyHa uucToTa:

CI'C IHcTutyr ®peseHiyc MM6X, HimeuuunHa;
Jlabop J1+C Al', HimeyynHa

299-0266, Japan", sk
anbTepHaTVBHOrO BUPOBHMKa
BUXiAHOro Mmarepiany "1-
Methylpiperazine", sakwi
BUKOPVCTOBYETLCA Y BMPOD HULITBI
aKTMBHOI cybcTaHuii "nintedanib".

2
Ne Hazea ®dopma sunycky (nikapcbka 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
JliKkapcbK020 ¢popma, ynakoeka) sionycky peecmpauiliHo2o

n/ 3acoby noceid4yeHHs1
n
2. | BAPTATE®® | kancynu m'ski mo 150 mr no BepiHrep HimewumH BUPOGHMK, LU0 BiAMOBIAA€E 3a BUMYCK Cepii: Himeuun BHECEHHS 3MiH 4O pPeecTpaLliiHiX 3a UA/16651/01/02

10 kancyn M'sKux y IHrenbxanm a BepiHrep |Hrenbxaim Papma Mm6Xi Ko. KT, Ha MarepianiB: BBEAEHHs1 BUPOOHMKa peuennmom

antomiHieBomy 6nictepi, no 6 IHTepHeLLH HimeuunHa; "KOEI Chemical Company Limited,

nmeX BMPOOHWLITBO, YNakoBKa Ta KOHTPOMb SKOCTI 25 Kitasode Sodegaura-Shi, Chiba

HavanbHuK Bigainy 3 nuTaHb
chapmaue BTUYHOI fiANbHOCTI

[enapTameHTy BnpoBaaXxeHHA pe dopm

T.M. JlackoBCbKU#A




