NMEPENIK

NIKAPCbKNX 3ACOBIB LWOA0 AKUX 3ABEPLLEHO PO3rNA4 PEECTPALINHNX MATEPIAJIIB NPO BHECEHHSA
3MIH 4,0 PEECTPALINHNX MATEPIAJIIB NPOTAIOM Ali PEECTPALINHONO NOCBIAYEHHSA HA NMIKAPCbKI
3ACOBMU, AKI SAPEECTPOBAHI KOMNETEHTHUMW OPIrAHAMU CMONYYEHNX LUTATIB AMEPUKN,
LUBEWLAPII, AMOHII, ABCTPA/II, KAHAAWN, NIKAPCbKNX 3ACOBIB, WO 3A LEHTPAJII3OBAHOIO

NMPOLEAYPOIO 3APEECTPOBAHI KOMNETEHTH/AM OPTAHOM EBPOMENCLKOIrO COKO3Y

Ne Ha3ssa ®dopma sunycky 3asasHuUK Kpaina Bupo6HuUk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
1. BAPIFATE®® Kancysm m'ski no BepiHrep HimeuunHa BMPOGHUK, LU0 BiAMNOBIga€e 3a BUNYyCK HimeyunHa BHECEHHS 3MiH A0 3a peyernmom UA/16651/01/01
100 mr no 10 kancyn IHrenbxaim cepii: peecTpaLiiiHix MmaTepianis:
M'SIKNX y IHTEepHeLLHN BepiHrep IHrenbxainm ®apma M6X i BBeEHHS BUpobHuKa "KOEI
antomiHieBomy v6X Ko. KI', HimeuuunHa;

6nictepi, no 6 abo
12 6nicTepiB y
KapTOHHI Kopo6Lyi

BMPOGHWLITBO, YNakoBka Ta
KOHTPOb AKOCTI kancyn in bulk
(Hepo3sdpacoBaHoOi NpoAyKLiT
nikapcbKoro 3acoby):
KataneHT HimeuyunHa E6epbax
vm6X, HimeuunHa;
nepBuHHe (6nicTepu) Ta BTOPUHHE
nakyBaHHs (KOpO6KK), MapKyBaHHS
(NepBMHHOrO Ta BTOPMHHOTO
naKyBaHHs!) Ta KOHTPO/1b SKOCTI
NiKapcbKoro 3acoby:
BepiHrep IHrenbxaiim ®apma Mv6X i
Ko. KI, HimeuunHa;
anlbTepHaTMBHA fiNbHUUA 415
BTOPWHHOTO NakyBaHHs Ta
MapKyBaHHS:
dapm/lor dapma JlogxkicTik FTM6X,
HimeyunHa,;
LLTeremaHH JIbOHEepRnakyHreH yHa,
NoricTiwep Cepsic e. K., HimeuunHa;
anbTepHaTuBHa naboparopis Ans
NPOBefEeHHs KOHTPOIO AKOCTI (3a
BUK/IFOYEHHSAM MIKpOGIio/10rivyHOT
UYNCTOTK):

A eHp Ym WTabTect FM6X
(TabopaTopist KOHTPOSIKO AKOCTI Ta
TeCcTyBaHHS CTabifIbHOCTi),
HimeuunHa,
anbTepHaTMBHaA naboparopis ans
npoBeAeHHS KOHTPO/IIO AKOCTI (3a
BVIK/TIOYEHHAM MiKpo6ionoriyHol

Chemical Company Limited,
25 Kitasode Sodegaura-Shi,
Chiba 299-0266, Japan”, sk
a/lbTEPHATUBHOIO
BMPOBHUKA BUXIAHOrO
marepiany "1-
Methylpiperazine", skunii
BMKOPUCTOBYETLCA Y
BMPOGHULITBI aKTUBHOT
cy6eTaHuii "nintedanib”.




6nicTepi, no 6
6nictepiB y
KapTOHHI Kopo6Lyi

BMPOBHMLTBO, YNakoBka Ta
KOHTPONb AKOCTI kancyn in bulk
(Hepo3dhacoBaHoi NpoaykKuii
nikapcbKoro 3acoby):
KataneHTt HimeuyunHa E6epbax
'm6X, HimeuunHa;
nepBuHHe (6nicTepn) Ta BTOPUHHE
nakyBaHHs (KOPO6KM), MapKyBaHHs
(NepBMHHOrO Ta BTOPMHHOIO
naKyBaHHs1) Ta KOHTPOJIb SKOCTI
NiKapcbKoro 3acoby:
Bepinrep IHrenbxaiim ®apma Mv6X i
Ko. KT, HimeyumnHa;
anbTepHaTUBHA fiNbHULA ANs
BTOPWHHOrO NakyBaHHA Ta
MapKyBaHHS:
dapm/lor Papma JlomxicTik FTM6X,
HimeuunHa;
LLiteremaHH JIbOHeprakyHreH yHa,
NoricTiwep Cepsic e. K., HimeuuunHa;
anbTepHaTMBHa nabopartopis ans
NpPOBeLEHHS KOHTPOJIIO SKOCTi (3a
BUK/IOYEHHSAM MIKpOOBIioNoriyHoi
4yncToTH):

A eHp Ym LUta6Tect TM6X
(NabopaTopist KOHTPOSO AKOCTI Ta
TecTyBaHHS CTabifIbHOCTI),
HimeuuunHa;
anbTepHaTMBHa naboparopis Ansa
NPOBeEHHS KOHTPOSIO AKOCTI (3a
BVIK/TIOYEHHAM MiKpOGionoriyHoT
UYNCTOTK):

HysicaH MM6X, HimeuunHa;
anbTepHaTMBHa nabopartopis ans

NpoBefieHHA KOHTPOJIK0 SIKOCTi 3a

25 Kitasode Sodegaura-Shi,
Chiba 299-0266, Japan", sk
a/lbTEPHATUBHOIO
BMPOGHMKA BUXIQHOTO
martepiany "1-
Methylpiperazine", skuii
BUKOPUCTOBYETLCA Y
BUPOGHULTBI aKTUBHOI
cy6cTaHuii "nintedanib”.

Ne Hassa Popma sunycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocBi04YeHHs1
4yncToTH):
HysicaH Mm6X, HiMmeuuunHa;
anbTepHaTuBHa naboparopis Ans
NPOBELEHHS KOHTPOJIIO AKOCTI 3a
NoKa3HUKOM MikpobiosioriyHa
yucrota:
CIC IHcTuTyT ®PpeseHiyc MmoX,
HimeyuunHa;
JNlabop 1+C Al, HimeyunHa
2. BAPIrATE®® Kancynm m'ski no Bepinrep HimeuunHa BMPOGHMK, LLIO BigNOBigae 3a BUMycK HimeuunHa BHECEHHS 3MiH A0 3a peyenmom UA/16651/01/02
150 mr no 10 kancyn IHrenbxainm cepii: peecTpauiiiHux MaTepiaiis:
M'SIKUX Y IHTepHeLwHN BepiHrep IHrenbxaiim ®apma M6X i BBeAeHHS B1pobHuka "KOEI
antoMiHieBOMY rmeX Ko. KI', HimeuunHa; Chemical Company Limited,




Ne Hassa dopma BUMYCKY 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocBi04YeHHs1

NnoKasHUKOM MikpobionoriyHa
yucroTa:
CIC IHcTuTyT ®peseHiyc MTM6X,
HimeuunHa,;
JNlabop 1+C Al, HimeyumHa




