NEPENIK
NIKAPCbKNX 3ACOBIB LWOA0 SKUX 3ABEPLLUEHO PO3INA4 PEECTPALINHNX MATEPIANIB MPO BHECEHHA 3MIH A0 PEECTPALJIAHUX
MATEPIA/IB NMPOTArOM Ali PEECTPALJIAHOIO NOCBIAYEHHSA HA NIKAPCbKI 3ACOBW, AKI SAPEECTPOBAHI KOMAOETEHTHUMW
OPrAHAMMU CMOJTYHYEHUX LUTATIB AMEPUKW, LUBENLIAPCbKOI KOH®EAEPALLI, AMOHII, ABCTPANII, KAHAAWN, NIKAPCbKUX 3ACOBIB, WO
3A LUEHTPAJI3OBAHOIO NMPOLEAYPOI 3APEECTPOBAHI KOMNETEHTHUM OPFAHOM EBPOMNENCBLKOIrO COKO3Y

Ne | Hassa nikapcbKo20 ®dopma BuUnycKy 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, npoyedypa BionycKky peecmpayjiliHo2o
YnakoskKa) nocBi04Y€eHHs1

1. BAPIFATE®® Kancysim M siki no BepiHrep HimeuunHa BMPOOGHUK, LLLO BiANOBIAAE 3a BUMYCK HimeyunHa A.6 type IA - 3a UA/16651/01/01
100 wr; no 10 IHrenbxanm cepit: Administrative change - peyenmom
Kancyn m'skux B IHTEepHeLWHN BepiHrep IHrenbxaiim ®apma Mm6X i Change in ATC Code/ATC
asIloMiHiEBOMY mM6X Ko. KT, HimeuunHa; Vet Code. To change the
6nictepi, no 6 abo BUPOGHNLITBO, YNAKOBKa Ta KOHTPOSTb ATC code of nintedanib
12 6I'IiCTevpiB y aKocTi kancys in bulk from LO1XE31 to
KapTOHHI KopoobLii (HepoachacosaHoi npoaykuji LO1EXO09.

nikapcbKoro 3acoby):
KataneHT HimeuyunHa E6epbax M6X,
HimeuunHa;
nepBuHHe (6nicTepn) Ta BTOPUHHE
nakyBaHHs1 (KOPOOKU), MapKyBaHHS
(NepBMHHOTO Ta BTOPMHHOTO
nakyBaHHs!) Ta KOHTPO/Ib SKOCTI
nikapcbkoro 3aco6y:
BepiHrep IHrenbxaiim ®apma Mv6X i
Ko. KI', HimeuunHa;
anbTepHaTUBHI AiNbHULI AnA
BTOPVHHOTO NakyBaHHsA Ta
MapKyBaHHS:
dapm/lor Papma JloaxicTik FTM6X,
HimeuunHa;

LLiteremaHH J/IbOHhepnakyHreH yHa
NoricTiwep Cepsic e. K., HimeyunHa,;
anbTepHaTUBHI NabopaTopii Ans
NPOBeAEHHS KOHTPO/IO AKOCTi (3a
BVIK/TIOYEHHAM MiKpO6ionoriyHoT
YNCTOTK):

A eHp Em LTta6Tect MNM6X
(TabopaTopist KOHTPO/O AKOCTI Ta
TecTyBaHHs cTabinbHocTi), HimeuunHa
HysicaH 'M6X, HimeuunHa;
anbTepHaTMBHI NabopaTopii Ans
NPOBELEHHS KOHTPOJIIO SKOCTI 3a
NMoKa3HMKOM MiKpobiosoriyHa uncToTa:
CI'C IHcTuTyT ®peseHiyc MM6X,
HimeuunHa
Jlabop JIC CE eHg Ko. KI', HimeyunHa




6nictepi, no 6
6nictepiB y
KapTOHHIlA KopooLi

BMPOGHMLTBO, YNakoBKa Ta KOHTPO/Ib
AKOCTI kancyn in bulk
(HeposdhacoBaHoi NpoaykKuii
nikapcbKoro 3acoby):
KataneHT HimeuunHa E6epbax Mv6X,
HimeuunHa,;
nepBuHHe (6nicTepu) Ta BTOPUHHE
nakyBaHHs (KOPObkK), MapKyBaHHS
(NepBMHHOTO Ta BTOPMHHOTO
nakyBaHHs1) Ta KOHTPO/b SIKOCTI
nikapcbkoro 3acoby:
BepiHrep IHrenbxaiim ®apma Mv6X i
Ko. KI', HimewunHa;
anbTepHaTUBHI AiNbHULI ANns
BTOPWHHOrO NakyBaHHSA Ta
MapKyBaHHS:
dapm/lor dapma JlogxicTik TM6X,
HimeuunHa,;

LLTeremaHH JSIbOHheprnakyHreH yHa
Norictiwep Cepsic e. K., HimeuunHa;
anbTepHaTuBHI naboparopii ans
NpoBeAEeHHS KOHTPO/IO AKOCTI (3a
BVIK/TIOYEHHAM MiKpO6ionoriyHoT
4yncToTH):

A eHp Em LTabTect MTM6X
(NabopaTopis KOHTPOO AKOCTI Ta
TecTyBaHHs cTabinbHocTi), HimeyunHa
HysicaH TmM6X, HimeuuunHa;
anbTepHaTuBHI naboparopii gns

NpOBEeEHHS KOHTPOJIIO SIKOCTI 3a
noKasHMKOM MiKpobionoriyHa uncToTa:
CI'C InctuTyT ®peseHiyc Mm6X,
HimeuunHa

Jlabop JIC CE eHg Ko. KI', HimeyunHa

ATC code of nintedanib
from LO1XE31 to
LO1EXO09.

Ne HasBga snikapcbko20 dopma BUMYCKY 3assHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n 3acoby (nikapcbka gpopma, npoyeoypa BionycKy peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
2. BAPIFATE®® Kancysm M siki no BepiHrep HimeuunHa BMPOGHUK, L0 BiAnoBigae 3a BUNyck HimeyunHa A.6 type IA - 3a UA/16651/01/02
150 wr; no 10 IHrenbxaim cepit: Administrative change - peyenmom
Kancyn m'skux B IHTEpPHELHN BepiHrep IHrenbxaiivm ®apma MM6X i Change in ATC Code/ATC
a/IloMiHIEBOMY rm6X Ko. KT, HimeuunHa; Vet Code. To change the




