MEPENIK
NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0
PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALINHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI
KOMOETEHTHUMW OPTAHAMW CMONMYYEHUX LUTATIB AMEPUKW, BEJIMKOI BPUTAHII, LUBEULAPCBHKOI KOH®EAEPALII,
ANOHII, ABCTPANII, KAHAAW, NMIKAPCbKUX 3ACOBIB, L0 3A LLEHTPAJTI3OBAHOIO NMPOLEAYPOK 3APEECTPOBAHI
KOMMNETEHTHAM OPFAHOM EBPOMNENCbLKOIO COH3Y

Ne Ha3ssa MixHapoo Hassa Koo dopma sBuUnycKy 3asasHuUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa YmoBu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyeodypa BionycKy peecmpayjitiHo2o
3acoby HerameH | pe4yoBUHU ynakoska) nocsio4yeHHs
mosaHa
Hassa*
1. BECIMOH3A inotuzuma | iHoTysyma | LO1XC | nopoLuok Mdpaiizep CLUA BMPOGHULITBO, CLUA 1) 3miHa Ha3Bu Ta 3a UA/19782/01/01
b 6 26 niodpinisoBanHnii gns Eiu.Ci.Mi. TEeCTyBaHHs Npu agpecu BUpobHMKa peyenmom
o0zogamici | o3oramium pO34nHy ANs iHdy3il, KopnopeiiLH BUNYCKY cepil, Ad| Pfizer Ireland
n H 0,9 mr; no 0,9 mry TeCcTyBaHHSA npu Pharmaceuticals,
donakoHi; no 1 LOCHIMKEHHI Ireland y 3B 'sA3Ky i3
h1aKoHy Y KapTOHHil cTabinbHOCTI, OTPVYMaHHAM
KopooLi 36epiraHHs: OHOB/IEHOTO
Baet ceptudikata HBIM
PapmacbloTikau 6e3 3MiHK

[isxH odh Baet
Xongjnrc JINC,
CLUA;
TeCTyBaHHs Ha
LinlicHICTb
ynakoBku (npu
LOCNIMKEHHI
CTabifIbHOCTI):
Bect Cepsicec
eHp, ContoLleHc
NNC, CWA;

nakyBaHHs1,
MapKyBaHHs,
36epiraHHs,
BUMYCK cepili:
dapmauis i
AnmpkoH KomnaHi
nnc, CWA

hakTMuHoT nokauit
Ta BUPOGHNYNX

npoueciB Ha AiNsAHU;:

[itoya pepakuis:
3.2.8.21
Manufacturers
Pfizer Ireland
Pharmaceuticals,
Grange Castle
Business Park,
Clondalkin, Dublin
22, Ireland
MponoHoBaHa
peaakuist:
3.285.21
Manufcaturers
Pfizer Ireland
Pharmaceuticals
Unlimited Company,
Grange Castle
Business Park,
Nangor Road,
Dublin 22, D22
V8F8, Ireland
2) 3miHa Ha3Bu
BMPOGHUKA FTOTOBOrO




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

Popma sUMyCKY
(nikapcbka chopma,
ynakoska)

3assHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina
npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsioYyeHHs

nikapcbKkoro 3acoby,
o signosigae 3a
TeCcTyBaHHSA Ha
Li/TiCHICTb yMakoBKM
(Npw gocnigKeHHi
cTabinbHocTi) West
Pharmaceutical
Services, Inc., USA
6e3 3MiHKn
BMPOGHNYNX
npouecis Ha AiNsHL;:
3) 3miHa BHOCUTbLCS
3 MeTOt0 3aMiHu
HasiBHUX TecTiB
«lpeHTudikauis

HaTpilo» Ta

«lpeHTudikauis
CeneHiTy» ansa
CVIPOBWHW HaTpii
CeJIeHiT, Wo
BUKOPUCTOBYETLCA Y
BMPOGHULTBI
iHOTYy3ymaby (mAh),
Ha eaVHNIA TeKCT
«lgeHTudikayis»,
AKNIA
BUKOHYBaTUMETbLCS 3
BUKOPUCTaHHAM
pamaHiBCbKoro
cnekTpomeTpa

TruScan.

4) 3MiHn y
NPUMILLEHHAX Ta
o6nagHaHHi ans

Wyeth BioPharma
Division of Wyeth
Pharmaceuticals
LLC, Bupo6HMYOro
MarifaHumka
Andover, sknit €
3aTBEPMKEHNM
Micuem
BMPO6GHMLTBA




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3sa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

Popma sUMyCKY
(nikapcbka chopma,
ynakoska)

3assHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina
npoyedypa

Ymosu
BionyckKy

Homep

peecmpayiliHo2o

Nnocsi0YeHHs1

MPOMiXXHOI PeYOBUHM
aKTUBHOI cybCcTaHUiT
iHOTy3ymab (MAG):
Knacudikaujto
npumiweHHs B2309,
AKe paHiwe 6yno
BijHECEHO [0 30HM
ISO 8/CNC
(Controlled, Not
Classified),
nigsuieHo go 1ISO
7/1SO 8 may
NPUMILLEHHSAX Ta
obnagHaHHi Ans
Wyeth
Pharmaceutical
Division of Wyeth
Holdings LLC,
BMPOGHNYOro
maligaHuunka Pearl
River, skuii €
3aTBEPMKEHNM
Micuem
BMPOGHULITBA
roToBOro
NiKapcbKoro 3acoby:
BMPOGHUYI 30HM
6yaisni 250 6ynn
MoaudikoBaHi Ans
PO3MiLLEHHS HOBOTO
ob1agHaHHs.

HYPO®EH®
KONnp& oo

Ibuprofen,
combinatio
ns

ibynpodheH

heHinedp
NHY

rigpoxnop
na

MO1A
E51

TabneTku, BKPUTI
NAiBKOBOIO
o060n0Hkoto, no 200
Mmr/5 mr; no 6, 12
TabneTok B 6ricTepi;
no 1 a6o 2 6nictepu B
KapTOHHIlA KopooLi

PekkiTT
BeHkizep
Xenckep

IHTepHeLwHN

Nimiten

Benvka
BputaHis

PekkiTT BeHkizep
Xernckep
IHTEpHeLLHN
Nimiten

Benvka
BputaHis

3MiHa
iMnopTepa/3amiHu,
LLI0 CTOCYTbCA
BMNYCK cepii Ta
KOHTPOJHO SIKOCTI
roToBOro
niKkapcbKoro 3acoby
B) 3amiHa abo
fofaBaHHSA
BUPOGHMKA, LLO
Bignosigae 3a
BBE3€HHA Ta/abo

6e3
peuyenma

UA/17937/01/01




BMMYCK cepil
1. He Bx/tovatoumn
KOHTPO/b/BMNPOGYB
aHHs cepii
7N 1AHN

- JonaBaHHA
iHhopMmawii wopao
iMnoptepa,
BignoBigasIbHOro 3a
iMnopT rotToBoro
nikapcbKkoro 3acoby
Ha TepuTopIto
YKpainu.




