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. HIMEHPUKC® NOpPOLLOK Ta MNOAN3EP CLWA (hOopMyBaHHS BakKLVHW, HANOBHEHHS Benbrisi/ BHECEHHS 3MiH A0 3a peyernmom UA/16901/01/01
PO3UUHHUK AN EAY.CLII. hnakoHis, niogpinisauis, ®paHuisa peecTpaLiiiHix MmaTepianis:
PO34MHy Ans KOPMOPEWLL nakyBaHHs/MapKyBaHHs1, KOHTPO/1b 36i/IbLUEHHST TEPMIHY
iH'ekuiin, 1 po3ay H AKOCTI; NaKyBaHHA/MapKyBaHHS npuaaTHOCTI rOTOBOrO
dhnakoHi; no 1 PO3UMHHMKA: npoaykTy 3 3 40 4 pokis nNpu
h1akoHy 3 nakcoCmiTKnsiiH Bionogmxkikanc PEKOMEHA0BAHNX YMOBaX
nopotukom (1 no3sa) CA, benbrisi; 36epiraHHa 2-8 °C
B KOMMN/IEKTi 3 hopMyBaHHSA BaKLWHW, BUMYCK cepil
po34nHHKKOM (0,5 PO3UMHHYIKA:
M/1) Yy nonepesHbo nakcoCmiTKnaiiH Bionogpxikanc
HanoBHeHOMY CA, Benbris;
Lnpuvi Ta gsoMa nakyBaHHA/MapKyBaHHS NOPOLLIKY:
rosikamu nakcoCmiTKnaiiH Bionogpxikanc
3anakoByoTb Y CA, ®paHujis;
6nictep Ta hopMyBaHHS1 Ta HaNOBHEHHS
BKNajatTb Yy PO3YMHHMKA, MapKyBaHHS, KOHTPO b
KapTOHHY KOpPOOKY; AKOCTi PO3YMHHMKA:
no 1 dpsiakoHy 3 KataneHT Benbmkiym CA, Benbris;
nopotukom (1 no3sa) nakyBaHHs/MapKyBaHHS MOPOLLKY:
B KOMM/IEKTi 3 H.B. KPHA C.A., benbris;
po34nHHKKOM (0,5 nakyBaHHsA/MapKyBaHHS, BUMYCK
M) y nonepeaHbLo cepii PO3YNHHUKA;
HanoBHEHOMY nakyBaHHs/MapKyBaHHS1, BUMYCK
wnpuvyi 6e3 ronkm cepii roTOBOro NPoAyKTY:
3anakoByoTb Y Mdpaiizep MeHoekuypuHr Benbris
6nictep; 10 HB, Benbris
6nictepis
BKNajatTb Yy
KapTOHHY KOPOOKY
2. HIMEHPUKC® MOPOLLIOK Ta NeANIEP CLWA (hOpMyBaHHS BaKLMHW, HAMOBHEHHS Benebrisi/ BHECEHHS 3MiH A0 3a peyenmom UA/16901/01/01
PO3YMHHWK AN ENY.CLMI. donakoHiB, niocpinisayis, PpaHuis peecTpauiiHnx MaTepianis:
po34nHy AN KOPMOPEWLL nakyBaHHA/MapKyBaHHs, KOHTPO/b 3MiHa - 3MiHW Y BUPOOHULTBI
iH'ekuin, 1 posay H AKOCTI; NaKyBaHHA/MapKyBaHHS PO34YMHHKKE, a came

thnakoHi; no 1
hnakoHy 3

PO3UMHHYKA:
nakcoCmiTKnsiiH Bionogxikanc

BWYYEHHS ByaiBni RX46-1,
BMpo6HMKa GlaxoSmithKline




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

nopotukom (1 fo3sa)
B KOMMNJIEKTi 3
po34nHHKKoM (0,5
M) y nonepeaHLo
HanoBHEHOMY
wnpuvui Ta ggoma
roniKkamu
3anakoByoTb Y
6nictep Ta
BKNagaTb y
KapTOHHY KOPOOKY;
no 1 dpnakoHy 3
nopotukom (1 fo3sa)
B KOMMNJIEKTi 3
po34nHHKKoM (0,5
M) y nonepeaHLo
HanoBHEHOMY
wnpui 6e3 ronku
3anakoByTb y
6nictep; 10
6nicTepis
BKNafaTb y
KapTOHHY KOPOGKY

CA, benbris;

BUMYCK Cepii pO3YMHHMKA:
nakcoCmiTKnaiiH Bionompxikanc
CA, benbris;
nakyBaHHA/MapKyBaHHS NOPOLLIKY:
nakcoCmiTKnaiiH Bionompxikanc
CA, ®paHuis;
chopMyBaHHSA Ta HaNOBHEHHS
PO3UYMHHMKE, MapKyBaHHs, KOHTPOb
AKOCTI PO3YNHHMKA:
KaTtaneHT Benbmxiym CA, benbris;
naxkyBaHHA/MapKyBaHHS MOPOLLIKY:
H.B. KPHA C.A., Benbris;
nakyBaHHsA/MapKyBaHHS, BUMYCK
cepii pO34YNHHUKA,;
nakyBaHHsA/MapKyBaHHS, BUMYCK
cepii roToBOro NpoayKTy:
Mdpaiizep MeHoekvypuHr Benbris
HB, Benbris

Biologicals SA (Rue de
I'Institut 89, 1330 Rixensart,
Belgium), y sikiii
nposogunocs thopMyBaHHs
PO34MHHMKA. JaHum
BMPOGHMKOM NPOBOANTLCA
BMNYCK Cepii PO34MHHYMKA.
3MiHa - BUTy4YeHHs
BMpo6HUKa GlaxoSmithKline
Biologicals SA (Rue de
I'Institut 89, 1330 Rixensart,
Belgium: buildings RX46-0,
RX46-2) sk AinbHUL, LWo
BiANOBIAAE 3a BUPOOHMLITBO
(cbopmyBaHHS) roTOBOr0
npoaykTy. [itoua pefakuis:
dhopmyBaHHS BaKLMHK,
BUNYCK cepii PO3YMHHMKA:
nakcoCmiTKNsiiH
Bionogxikanc CA, Pio ge
n'lHcTiTio, 89 1330
PikceHcapT, Benbris /
GlaxoSmithKline Biologicals
SA Rue de I'Institut, 89 1330
Rixensart, Belgium.
MponoHoBaHa pegakuis:
BUNYCK cepii PO3YMHHMKA:
nakcoCmiTKNAiiH
Bionogxikanc CA, Pio ge
n'lHcTiTio, 89 1330
PikceHcapT, Benbris /
GlaxoSmithKline Biologicals
SA Rue de I'Institut, 89 1330
Rixensart, Belgium




