NMEPENIK

NIKAPCbKUX 3ACOBIB LOAO AKUX 3ABEPLUEHO PO3IrNAL PEECTPALINHNX MATEPIANIB NMPO BHECEHHSA 3MIH 0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMOETEHTHUMUW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
EBPOIMNENCBLKOIo CO3y

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionyckKy peecmpayiliHo2o
3acoby YnakoBsKa) nocsio4YeHHs1
1. BAPIATE®® Kancynm m siki no 100 Bepinrep HimeuunHa BMPOOHMUK, LLO BiAMNoBigae HimeuyunHa 3MmiHn | Ta Il Tuny,A.5.b, 1A - 3a UA/16651/01/01
mr; no 10 kancyn IHrenbxanm 3a BMMYCK cepii: Administrative change - Change in the peyenmom
M'AKUX B IHTEepHeLWHN BepiHrep IHrenbxaim name and/or address of a
atoMiHiEBOMY M6X dapma 'mbX i Ko. K, manufacturer/importer of the finished

6nictepi, no 6 abo 12
6nicTepiB y KAPTOHHIl
Kopoo6Li

HimeuunHa
BMPOGHULITBO, yrakoBKa
Ta KOHTPO/Ib AKOCTI Kancyn
in bulk (Hepo3dacoBaHoi
NPOAYKUiT Nikapcbkoro
3acoby):
KaTtaneHT HimeuunHa
E6epb6ax Mm6X,
HimeuunHa
nepeBuHHe (6ricTepu) Ta
BTOPUHHE NaKyBaHHs
(kopo6KM), MapKyBaHHS
(nepBuHHOrO Ta
BTOPWHHOIO NakyBaHHs) Ta
KOHTPONb SIKOCTI
NiKapcbKoro 3acoby:
BepiHrep IHrenbxaim
dapma 'mbX i Ko. K,
HimeuunHa
aNlbTepHaTUBHI AiNbHUL
NSt BTOPUHHOTO
nakyBaHHs Ta
MapKyBaHHs:
Papm/lor Papma
NopyxicTik TM6X,
HimeuunHa
LiteremaHH
JTboHdepnakyHreH yHa,
Norictiwep Cepsic e. K.,
HimeuunHa
a/lbTepHaTVBHI
nabopartopii gns
NpoBeAEHHS KOHTPOSO
SIKOCTi (32 BUK/IIOUEHHSIM
Mikpo6ionoriyHol
YUCTOTH):

product, including quality control sites
(excluding manufacturer for batch
release): The applicant took the
opportunity to snclude editorial
changes in module 3.2.P.3.1.
(alignment of the site name A&M
STABTEST Labor fur Analytik und
Sgtabilitatsprufung GmbH (Galileo-
Gallilei-Strabe 28, 55129 Mainz,
Germany) to "A&M STABTEST Labor
fur Analytik und Sgtabilitatsprufung”
according to the latest GMP certificate
and clarification on quality control
testing (release and stability testing).




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
yrnakoBkKa)

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

A eHp Em WUTABTECT
Nab6op dyp AHaNITUK yHA,
CrabinitatcnpydyHr
'mM6X, Himeuunna
HysicaH MM6X, HimeyunHa
albTepHaTVBHI
nabopartopii gns
NpoBeAeHHS KOHTPO/O
AKOCTI 38 NOKa3HUKOM
MikpobiosoriyHa uncToTa:
CI'C IHcTuTyT ®peseHiyc
vM6X, Himeuunna
Na6op IC CE eHg Ko. KT,
HimeuyunHa

BAPIATE®®

Kancysm m siki no 150
mr; no 10 kancyn
M'AKNX B
antoMiHieBOMY
6nictepi, no 6
6nicTepiB y KAPTOHHIl
Kopoo6ui

Bepinrep
IHrenbxanm
IHTEepHeLHN

6X

HimeyunHa

BMPOOHMUK, LLO BiAnoBigae
3a BUMYCK cepii:
BepiHrep IHrenbxaim
dapma 'm6X i Ko. KI,
HimeuunHa
BMPOGHULITBO, yrakoBka
Ta KOHTPO/1b SKOCTI Kancyn
in bulk (Hepo3dacosaHoT
NPOAYKLUIT NiKapcbkoro
3acoby):
KaTtaneHT HimeuunHa
E6epbax Mm6X,
Himeuunna
nepBuHHe (6nicTepun) Ta
BTOPUHHE NaKyBaHHS
(kopo6KM), MapKyBaHHS
(nepBuHHOrO Ta
BTOPWHHOIO NakyBaHHs) Ta
KOHTPO/b SKOCTI
nikapcbkoro 3acoby:
BepiHrep IHrenbxaim
dapma 'm6X i Ko. KI,
HimeuunHa
aNbTepHaTUBHI AiNbHUL
AN BTOPUHHOTO
nakyBaHHA Ta
MapKyBaHHs:
dapm/lor dapma
NopyxicTik TM6X,
HimeuunHa
LLiteremaHH
JTboHbepnakyHreH yHa,
NoricTiwep Cepsic e. K.,
HimeuunHa
abTepHaTVBHI
nab6opartopii ans

HimeyunHa

3miHn | Ta Il Tvny,A.5.b, IA -
Administrative change - Change in the
name and/or address of a
manufacturer/importer of the finished
product, including quality control sites
(excluding manufacturer for batch
release): The applicant took the
opportunity to snclude editorial
changes in module 3.2.P.3.1.
(alignment of the site name A&M
STABTEST Labor fur Analytik und
Sgtabilitatsprufung GmbH (Galileo-
Galilei-Strabe 28, 55129 Mainz,
Germany) to "A&M STABTEST Labor
fur Analytik und Sgtabilitatsprufung”
according to the latest GMP certificate
and clarification on quality control
testing (release and stability testing).

3a
peyerimom

UA/16651/01/02




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs
NpoBeAEHHS KOHTPOSO

AKOCTI (32 BUK/TIOYEHHAM
MiKpo6ionoriyHol
4YNCTOTHN):

Aeng Em WTABTECT
Nabop dyp AHaNITVK yHA,
CrabinitatcnpydyHr
m6X, HimeyunHa
HysicaH Mm6X, HimeyunHa
anbTepHaTUBHI
nab6opartopii ans
NpoBeLEHHS KOHTPOSO
AKOCTi 38 NOKa3HNKOM
Mikpo6iosnoriyHa uncrora:
CIC IHcTuTyT ®peseHiyc
'v6X, Himeuunna
Nab6op IC CE eHg Ko. KT,
HimeuunHa




