MEPENIK

NIKAPCbKNX 3ACOBIB LLOAO AKNX 3ABEPLLEHO PO3rNA4 PEECTPALINHNX MATEPIAMIB NMPO BHECEHHA 3MIH A0 PEECTPALINHUX

MATEPIANIB MPOTAroM Ali PEECTPALIAHOINO NOCBIAYEHHSA HA NIKAPCbKI 3ACOBU, AKI SAPEECTPOBAHI KOMMNETEHTHUMM

OPrAHAMMU CMOJTYHYEHUX LUTATIB AMEPUKW, LUBENLIAPCbKOI KOH®EAEPALLI, AMOHII, ABCTPANII, KAHAAWN, NIKAPCbKUX 3ACOBIB, WO

3A LEHTPA/II3OBAHOIO NPOLEAYPOK 3APEECTPOBAHI KOMNETEHTHUAM OPIFAHOM EBPOMENCBLKOIrO COK3Y

Ne Hassa ®dopma sUnycKy 3asasHuUKk KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka cpopma, Bionycky peecmpayjiliHo2o
3acoby YnakoskKa) nocsio4YeHHs1
1. HIMEHPUKC NOPOLLOK Ta MOANIEP CWA hopmyBaHHA, Benbria A7, 1A 3a UA/16901/01/01
® PO3UYMHHUK ANnsA EAY.CLMI HanoBHEHHSA, BunyyeHHs OinbHUUG: peyenmom
po34unHy ans KOPMOPEW niodpinisauis, KOHTPONb - GlaxoSmithKline Biologicals SA,
iH'ekui, 1 nosay LH AKOCTI, Belgium (Parc de la Noire Epine Rue
chnakoHi; no 1 nakyBaHHsA/MapKyBaHHS, Fleming, 20-1300 Wavre),
donakoHy 3 BUMYCK Cepii roTOBOro BiAMOBIAa/IbHOT 3a
nopotuxkom (1 NPOAYKTY; naxkyBaHHA/MapKyBaHHS MOPOLLKY Ta
[03a) B KOMNEKTI nakyBaHHsA/MapKyBaHHs, PO3YMHHWKAE,;
3 PO3YMHHUKOM BUNYCK cepii PO3YMHHMKA: - GlaxoSmithKline Biologicals SA,
(0,5mn)y Mdpaiizep France (Rue des Aulnois 637, 59230
nonepegHL0 MeHtodekuypuHr benbris Saint-Amand-Les-Eaux),
HarnoBHeEHOMY HB, Benebrisi; Bif4noBiganbHOI 3a

Lwnpuyi Ta ABoMa
ronkamu
3anakoByiTb y
6nictep Ta
BK/1a4atTb y
KapTOHHY
Kopo6ky; no 1
hnakoHy 3
nopotukom (1
[03a) B KOMM/IEKTi
3 PO3YMHHUKOM
0,5mn)y
nonepegHs0
HanoBHEHOMY
Lnpuui 6e3 rosikn
3anaKkoByTb Y
6nictep; 10
6nictepis
BKNafaTb y
KapTOHHY KOpPOGKY

hopMyBaHHs Ta
HanoOBHEHHS PO3YMHHMKA,
MapKyBaHHS1, KOHTPO/1b
SIKOCTi PO3UMHHKKA:
KataneHT Benbmpkiym
CA, Benbrig;
hopMyBaHHs1 BaKLMHW,
HaMoOBHEHHS (N1aKOHIB,
niodpinizavis, KOHTPOb
SIKOCTI:
"nakcoCmiTKnsiiH
bionogxikasnc CA,
Benbria

nakyBaHHA/MapKyBaHHS NOPOLLIKY;

- GlaxoSmithKline Biologicals SA,
Belgium (Rue de I'Institut, 89 1330
Rixensart), BignosiganbHOI 3a BUNYCK
cepii po34nHHMKA.

B.l.a.c, IA
BunyyeHHst He3Ha4YHOro BUPOGHMYOro
TecTy «Limes letalis (L+/mL)», sxkuii
NPOBOAMUTLCA iN VIVO HA OYMLLIEHOMY
npasBLEeBOMY aHaTOKCHHI, L0
BUPOGNAETLCA Ha AiNbHUL
GlaxoSmithKline Biologicals Kift.,
YropuuHa.

B.l.a.c, IA
BunyyeHHst He3Ha4YHOro BUPOGHMYOro
TecTy «Effectiveness of
detoxification», siknii npoBoaMTLCS in
ViVO Ha O4/LLEHOMY NpaBLEBOMY
aHaTOKCWHI, L0 BUPOGSIETLCA Ha
AinbHuui GlaxoSmithKline Biologicals
Kft., YropwmHa.




