PA3PEIIEHHE _
Ha BBOJ B rpamnaﬂcmﬁ 060poT B PocCHACKOH Dejepalun cepyi WK NapTHit
TpoK3BeICHHOrO B Poccuiickor denepauuy Hik BRO3MIMOrO B POCCHHCKYIO deepalnio
JIMMYHOOHOIOTHeCKOTO NeKapcTBEeHHOr O TpenapaTa

ot 19.11.2020 Ne 002514/20

Boigano OO61ecTBy € orpaﬂnqeﬂﬁoﬁ OTBETCTBEHHOCTBIO "Hanonex", Poccus, 127055, r. MOCKBa,
y1. ByTeipckuit Ban, nom 68/70, cTpOCHHE 1. »Tax 2., IOMEICHUC 1. xomH. 23-37,
WHH: 7701917006.

(HanMeHOBAHHE FOpUIMYECKOrO N2, FOpHINYECKHIA ATpec, VHH)
denepabHasi cayxba mo HaA30py B cdepe 3apaBoOXpaHeHns Ha O0CHOBaHUU
3aKII0YeHHs1 MOCKOBCKOH ACTILITATELHOM 1a00paTophy KOHTpONS Ka4yeCTBa NeKapCTBEHHBIX
cpencts  DeaepalbHOro rocyaapCTBEHHOI'O 610MKETHOIO  YUPEeXICHAA "UubopMallnOHHO-
MeTOAMYeCKu#l UEHTp II0 SKCIIepTH3e, Y4eTy W aHalusy obpaieHns CpelcTs Me IMIMHCKOTO0
puMeHeHud” denepanbHOA cyx0bl 10 Hal30py B chepe 3paBOOXPaHCHHA.

(HauMEHOBaHKE (enepalbHOTO rocy1apcTBEHHOTO OIOKETHOTO yupeXRAEHNA)
or 16.11.2020 Ne 1387/IK-11/20 paspewaet BEOA B rpaaaHcKui 06opoT
(nara) (HoMEp)

B Poccuiickoii @exepauun MMMYHOOHO. 10T HYEeCKOT0 JIEKapCTBEHHOI'0 fipenapara
[TenTtakcum® (BakUnHA 111 npoduIaKTHKM nudrepun 1 cTonGHgKa ancopOnpoBaHHas, KOKJIIoLa
aneJUTIONIApHAs, TOToMHeTHTa HHAKTHBUPOBaHHAS 1 pHEKIWH, BEI3BIBACMBIX Haemophilus
influenzae Tun b, KOHBIOTHPOBaHHAS)

(TOprOBOE HanMeHOBaHHe)
Bakuuua s IpoduIaKTHK audTepu, cTONGHIKE, KOKIIOLIA, TT0MOMUEIHTA 1 uHpexImi,
seapieaeMblx Haemophilus influenzae Tvi b
(Me)i(ﬂ}’HapO)lHOC HEHa’I‘eHTOBaHHOe HanMEHOBaHHNE prﬂﬂﬂpOBO‘{HOE W XHMI/NGCKOG)
nanouIu3at ang IPUTOTOBNEHNS CYCIeH3MA JU15 BHYTPUMbIIIEYHOTO BBEACHNE (1 nosa) -
dnaxons! (1 1IT.) - Ma4yKy KapTOHHBIE /B KOMIIIIEKTE C CyCIIeH3Mel MU BHYTPHYMBIIEYHOTO
peeenns (mnpuw) 0.5 -1 T, urioa- 1wt/
(dopma BhIMyCKa C yKa3aHuem NekapCTBEHHOM dopmbl, JO3UPOBKH, (hacoBkH 1 KOJMHECTBO B YIAKOBKE)
cepuu T3M19/T1D56 , o0Obem cephu HIH maptun 104455 ,
(HOMEp CEPHH) (KONMHECTBO YNAKOBOK)
rojaeH Ao 31072022
(cpok TOHOCTH)
Npou3BOACTBA Canodu IMactep C.A.. Opanung, 1541, avenue Marcel Merieux, 69280, Marcy
|'Etoile, France; Parc Industriel d'Incarville, 27100 Val de Reuil, France (rpOM3BOATEND
(rotosoii JI®), mepsrHas YIIaKOBKa); O611ecTBa C OFpaHNYEHHOH OTBETCTBEHHOCTBIO "Hanonex"
(000 "Hanonex'), Poccud, Kuporckas o6nacth, OpuyeRCKUR MyHI/ILlI/IHaIILHLIﬁ paiioH,
JlégMHCKOe TOPOJACKOE MOCEICHHT, BroMeIMIUHCKUAA KOMIUIEKC HAHOIJIEK TteppuTOphs
(BTOpMYHAs YIAKOBKa, BBIIYCKAIOLIMA KOHTPOIIb KauecTBa).
(HaumMeHOBAHME ¥ aPec npou3BOANTENA € yKa3aHUEM cTaguit npomaoncma)

PerucTpalMOHHOe YI0CTOBEPEHNE Ne JICP-005121/08 ot 01.07.2008.

JlepaxaTtenb perucTpanuoHHOro yA0CTOBEepeHHs Canotu [actep C.A., dpannys, 14 Espace
Henry Vallee, 69007 Lyon, Francc. :

(HanMEHOBAHHE, anpec)

oife,  MOKVMEHT IOAMHCAH
&,f‘% 3IEKTPOHHOM MOIIMCHIO
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Ceprudukar E1036E1B07EOFB80EA11B06D89844618 ;
3aMeCTUTENb pyKOBO[_IHTeH}I BiuaeneuKocenco Banenritita BraauMiipoBHa B B. KoccHKC
JleficTBUTENEH C 2403 2020 no 24.03.2021 f i




