NEPENIK

NIKAPCbKUX 3ACOBIB LLOAO0 AKUX 3ABEPLUEHO PO3IMNAA PEECTPALINHNX MATEPIAJIB NPO BHECEHHSA 3MIH A0

PEECTPALIAHUX MATEPIA/IIB NPOTArOM Ali PEECTPALIAHOMO NOCBIAYEHHSA HA NIKAPCBKI 3ACOBW, SAKI

3APEECTPOBAHI KOMOETEHTHUMU OPFAHAMMW CMONMYYEHUX LUTATIB AMEPUKW, LUBEWLAPII, ANOHII, ABCTPA/II,

KAHAAW, NIKAPCbKUX 3ACOBIB, WO 3A LLEHTPANIBOBAHOIO NMPOLEAYPOIO SAPEECTPOBAHI KOMIMETEHTHUM
OPIrAHOM €BPOIMNENCBLKOIo CO3y

KapTOHHIli KopoobLi

m6X i Ko. K,
HimeuuunHa,;
BMPOGHULITBO, yrakoBka
Ta KOHTPO/Ib AKOCTI
Kancyn in bulk
(Hepo3dhacoBaHoi
NpoAyKLii nikapcbKoro
3acoby): KataneHT
HimeyunHa E6epbax
m6X, HimeuunHa,;
nepsuHHe (6nictepu) Ta
BTOPUHHE NakyBaHHS
(kopo6KKM), MapKyBaHHs
(nepBuHHOrO Ta
BTOPUHHOTO NakyBaHHS)
Ta KOHTPO/Ib AKOCTI
NiKapcbKoro 3acoby:
BepiHrep IHrenbxainm
dapma M'mbX i Ko. K,
HimeuuunHa,;
anbTepHaTuBHa
OinbHUUS ans
BTOPWHHOTO MakKyBaHHS
Ta MapKyBaHHS:
dapm/lor dapma
NopyxicTik TM6X,
HimeuunHa; LLTeremaHH
JlboHthepnakyHreH yHz

NoricTiwep Cepsic e. K.,

HimeuuunHa;
anbTepHaTnBHa
nab6opartopis ans
NPOBELEHHS KOHTPO/HO

preparation.

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0o4YeHHs1
1. BAPIATE®® kancynm m'ski no 100 wmr; Bepinrep HimeuunHa BMPOGHMK, LLLO HimeuunHa B.ll.B.2.a, Tvn IA - Minor change 3a UA/16651/01/01
no 10 kancyn M'skux y IHrenbxainm BiANoOBigae 3a BMMNycK the of identity test procedure for peyenmom
antomiHieBomy bnictepi, IHTepHeLUHN cepii: BepiHrep the excipient "Edible Ink Black" to
no 6 a6o 12 6nictepis y rmM6X IHrenbxanm ®apma correct the description on sample




Ne
n/n

Hassa
NiKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

AKOCTI (32 BUK/TIOYEHHAM
MiKpo6ionoriyHol
yncToTn): A eHg Ym
LTabTect TM6X
(NabopaTtopis KOHTPO/O
AKOCTi Ta TeCTyBaHHSA
cTabinbHoCTI),
HimeuuunHa,;
aslbTepHaTUBHA
naboparopisa aAns
NpoBeAEHHS KOHTPOSO
SIKOCTi (32 BUK/IIOYEHHSIM
Mikpo6ionoriyHol
yncToTn): HysicaH
M6X, HimeyunHa;
anbTepHaTuBHa
nabopartopia Ans
NpPOBeAEeHHA KOHTPO/O
AKOCTi 38 NOKa3HMKOM
Mikpob6ionoriyHa
unctota: CrC IHCTUTyT
dpeseHiyc MM6X,
HimeuuunHa; /labop J1+C
Al, HimeyunHa

BAPIATE®®

Kancynu m'ski no 150 wmr;
no 10 kancys M'akux y
anomiHiesomy 6nictepi,
no 6 6nictepiB y
KapTOHHI Kopobuj

BepiHrep
IHrenbxaim
IHTEepHeLHN

6X

HimeuunHa

BUPOBHUK, LLLO
BiAnoBigae 3a BMNycK
cepii: BepiHrep
IHrenbxaim ®apma
vm6X i Ko. K,
HimeyuunHa;
BMPOGHMLITBO, YNakoBKa
Ta KOHTPO/1b AKOCTI
kancyn in bulk
(Hepo3sdpacoBaHoi
NpoAyKLii NikapcbKoro
3acoby): KataneHt
HimeyunHa E6epbax
'm6X, HimeuunHa;
nepBuHHe (6nicTepu) Ta
BTOPVHHE NaKyBaHHS
(kopo6KM), MapKyBaHHS
(nepBuHHOrO Ta
BTOPWHHOTO MaKyBaHHS)
Ta KOHTPO/1b AKOCTI
nikapcbKkoro 3acoby:
BepiHrep IHrenbxaim
dapma 'm6X i Ko. KI,
HimeyuunHa;
anbTepHaTuBHa

HimeyunHa

B.Il.B.2.a, TN 1A - Minor change
the of identity test procedure for
the excipient "Edible Ink Black" to
correct the description on sample
preparation.

3a
peyenmom

UA/16651/01/02




Ne Hassa dopma BUMYCKY 3assBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa YmosBu Homep
n/n NiKapcbKo20 (nikapcbka cpopma, Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocBi04YeHHs1
OinbHUUA ANns

BTOPWHHOTIO NakyBaHHS
Ta MapKyBaHHS:
dapm/lor dapma
NopxicTik FTM6X,

HimeuuunHa; LUTeremaHH

JNlboHthepnakyHreH yHA,

Norictiwep Cepsic e. K.,

HimeuuunHa;
anbTepHaTuBHa
naboparopia Ans

NpPOoBeAEeHHA KOHTPOSO

AKOCTI (32 BUK/TIOYEHHAM
Mikpob6ionoriyHol

yncToTn): A eHg Ym
LTabTect TM6X
(NabopaTtopis KOHTPO/O
AKOCTI Ta TeCTyBaHHSA
cTabinbHoCTI),
HimeuuunHa,;
asibTepHaTUBHA
naboparopisa aAns

NpoBefEHHS KOHTPOO

SIKOCTi (32 BMK/IIOYEHHSIM
Mikpo6ionoriyHol
yncToTH): HysicaH
M6X, HimeyunHa;

anbTepHaTuBHa
naboparopia Ans

NpPOBeAEeHHA KOHTPOSO

AKOCTi 38 NOKa3HNKOM
Mikpob6ionoriyHa
unctota: CrC IHCTUTyT
dpeseHiyc MM6X,

HimeuuunHa; /labop J1+C

Al, HimeyunHa




