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MACHOPT Ne_806 or 16.10.19

Baxununa nporus koknowa, audrepun, cronduska 1 renatuta B
ancopbuposaunas (Baxuuna AKAC-T'en B)
CYCReH3Usl QNS GHYMPUMBIULeYHOZ0 66edenus, 0,5 ma/dosa
Cpox roosoctn 110 0521
Komuuectso ynakosox 8 cepun 15295

Ananus nposeaes no PCIT JIC-001032-290916, n3m. Nel

Wby

Ne Haumernosanne Tpebosanus o HJ Pesynsrarsl ananusos
n/n noxasarenei
I Onucanne l'omorennas  cycnensus  wentomaro-Genoro  usera, | omorennas cycrieHsus  xearosaro-Genoro  use
PASNENMIOWAACHE  OpW CTOAHHM  Ha  OECUBETHYIO | DAsjessiOWascs npH  CTOAHHE  Ha HecnserH)
TIPO3PAYHYIO KMAKOCTL 1t PLIXIBIH OCAA0K KEATOBATO- | NPO3PAUHYIO KHAKOCTH M PHIXIBUT OCANOK HENTOBAT
Ge0r0 LBETA,  NMOAHOCTBIO  Pa3GHBAIOMIHIACH npu | Oesore  upera, MOAHOCTBIO  pasbuBarommiics n
BCTPAXHBAHHH BCIPAXUMBAHNH
2 Hopnuunocts: kowuomseit | Ipenapar JIOIKeH obnanars uMmynorennoit | Ilpenapar o6nagaeT MMMYHOICHHOH AKTHBHOCTBIO
KOMNOHEHT, Illl(b’fcpliﬁHblﬁ dKTHBHOCTBIO B OTHOIUCHHHM  KDKIAOIO KOMIOHCHTA OTHOWICHUH Kamaoro KOMIIOHCHTA BaKLHHbI
KOMMOHEHT, cToNOHs mbfi | Bakumusi ¥ coteprkars HBsAg B tecte «in vitron conepxut HBsAg 8 Tecre «in vitro»
xomnonexT, HBsAg
3. | Pasmep wacruu CycrieHsus npenapara, ofpasytomascs npu | Cycniensus fpenapara, obpasyromascs i
BCTPAXUBAHMH, J0MKHA CBOGOXHO NPOXOANTH B INNIPHL | BCTPAXHBAHHH, CBOGOIHO HPOXOAUT B WNIPHUL Hef
sepes urny Ne 0840 uray Ne 0840
4 Bpewms ceaumenramtonnoii | Cycniensus npenapara. ofpasyromascs npu | Cycnensus npenapara, obpasyrowascs n
yCTOﬁ‘-IﬁBOCTH BCTPAXHBAHAH, HE JOMKHA PaccaanBaTLCs B TEUCHHE BCIPAXHBAHUH, HE paccnadBacTc B ‘reqeimeg_é MUH
2,5 Mun
5 pH 0168 1074 7,03
6 MeXaHueckue BXIIOYCHIUS | BUauMbIE MEXaHUYECKHNE BRINOYCHIS 10TDKHbI Bumuneie Mexaunueckue pxnoueis OTCYTCTBYIOT
OTCYTCTBOBATH
7 Hsnaekaempilt oGnem He menee momunansuoro 0,5 mn
8 CTepunbHOCTS Jlonxen ObITs CTEPHILHBIM Crepunssniit
9 AHOMANLHAS TOKCHYHOCTD Jlomxen GhiTh HETOKCHYHBIM Heroxenunnii
10 | Crneunduueckas Jlomxeu 6uiTh Ge3onacHbIM Besonacen
OesonacHocts
11 | Creunduueckas B 1 ma npenapara nomxno Gbith Tpenapar cozepxur B 1mn
AKTHBHOCTH He MeHee 8ME KOIIIOUIHOrO KOMITOHEHTS, 12,6 ME xoxmomHoro komMnoxenTa,
~KOKIOLIHBI KOMITOHEHT e menee 60 ME nndrepuiinoro anatokcuna u 107.2 ME audrrepuiisoro anaroxcuna,
-Andrepuiinpii komooreHT | He MeHee 120 ME cTonGHAYHOrO aATOKCHHA, 562.2 ME cronfusunoro agatokcuua,
-cronOnayustif komnonent | OtHomwenue 03bl pedepenc-npenapara uMMYHOreHHOH | OTHOLICHHE 1036 PedepeHC-TIPENapaTa HMMYHOTEHH
- HBsAg AKTHBHOCTH TCNATATHOIO KOMUOHEHTA BAKIMHGLI NPOTHB | AKTHBHOCTH FENATHTHOIO KOMITOHEHTA BAKUUHB! TIPOT
kownowa, mudrepnn, cronbuska u remamwra B | xowmoua, mudrrepuy, cronbuaka M renatHTa
ajicopGupoBaKHOH, BhibBaoWell BLIPABOTKY aHTHTER K a71copOHPOBANHOI, BLIsLIBAIOMIE! BHIPAGOTKY auTHTen
HBsAg y 50% wwunedi (EDsp), k EDs ucnsiryemoli | HBsAg y 50% wmsuneit (EDsg). x EDso HCIIBITYEM!
BaKLHHB HOMDKHO ObITh He MeHee 0.5 B Tecte «in vivow. | BakigHb 139
Cogepxanne HBsAg jomxuo ObiTh B nipesenax +15% ot Coaepxanne HBsAg 8 tecre «in vitron 114,5% ot
HOMMHANLHON BENWUUHB! B TeCTE «in Vitroy HOMUBANBHON BEIHUUHELL
12 | Domnora copBuvu: B 1 M1 HanocaaouHoli MuaKocTH penapara K0mKHO GbiTh Cop6uus nonuas:
~repuiingii komnouent | ne Gonee 1 Lf andrepuitHoro anaTokcuHa Menee | Lffmn,
-cronGuaunsii komnosent | B 1 Ma Hazoca0MHON MUAKOCTH npenapata JoikHo Obits | Menee 0,1 EC/vn,
“IeHATHTHLITT KOMITOHEHT e Gostee 0,1 EC cTonGRIuHOrO anaTokcHua
B 1 Ma najlocaiounoil skuakocTH npenapara 10%H0 senee 20 ur HB
| Guits He Gonee 20 ur HBsAg
13 | Qopmansierun He Gonee 100 mr/ma
14 | Amomusng ruapoxeny s Ot1 0.6 no 1,1 mr/ma
NCPECHEeTe HAa WIIOMHHUIT
(A
15" TIpoussosacracunsie Corynebacterium diphtheriae PW-8 (Massachusetts) Corynebadferi {Massachuset:
) - {Ne 800013), Clostridium tetani Ne 471, No 228; Bordetella | (N £00012 471, Ne22
pertussis  Ne39, Ne267, Ne305, Ne312, Nod75, Ne703,| Bordetella p 35, Ned75, Ne7(
Nol8323 (Bupynentusiit TecT-mramm). [lramm-nposyuenr | Ne18323. gAnTamMm).  Ulram
- Pichia pastoris €226 (e MCB 120040), S.cerevisiae NPOAYUEHT A sAg - Pichia pasto
HAH-041/p20 (NeVKPM H-2203);Hans. polymorpha KBT- | €226 (Ne MCB 120040)
99/pHB-51 (NeVKM Y-2924D); Hans. polymorpha KBT-
98/pHB-50 (NaVKPM H-2412) ‘
16 | VYnakoska =

I10°0,5 Mt (0nHd NPUBHBOYHAS A032) B AMITYJIb! H3 CTEKAA,
Ilo 10 amnys -ynakobiBaior B Kowteiinep (Bxiaabii). !
KOHTEHiHED (BKAAMBIN) ¢ HHCTPYKIIEH 110 NPHMCHCHIIO 1
CKapU(UKATOPOM  AMIYIBHBIM  (TIpH HeodXoanmocT)
HOMEIIAIOT B NAYKY H3 KapTOHa.

[To 0.5 mn (omma NPHBHUBOYHAA 103a) B AMITYJbi

crena, o 10 amnyn Bo sxmamsume. 1 prnamsi
HHCT])}’KLIHE(% o le/lMeHﬁl-lHK) B 1a4YKe #“3 KEI{)TOE
AMITYIBI C KOJIBLOM H3NOMA.
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