Pnnuan AQ <HIIO «Mukporen» 8 r. Mepms «Ilepmckoe HITO «Buomen»
Poccus, 614089, Tlepmckuit kpail, r.ITepms, yn.Bparcxas, 177

IFACTIOPT Nt 613 ot 06.08.2021r

Bakuuua nporus xoxaioma, Auprepun, cTonbusKa u renatuta B ancopbuposannas (Bakuuna AKJC-T'en B)
CYCNEH3UR Oam eHympUMbIteno020 esedenusn, 0,5 ma/dosa

Cepus _117
Hara semycka 0721
Ananus npoesesen o HII JIC-001032-290916, u3m. Nel,2

Cpox roanocra 0223

Konuuectso ynakosok B cepun 29827

Ilo 0,5 mn (oaHa npuBMBOuHAA 1033) B aMmyMH W3
crena mapka HC-3 wm 1 €CKOTO Kracea
no TY 9462-002-11068395-2005 wm 1SO 9187.

TTo 10 ammyn ynakossisator B konTeliRep (BKnazbIL) 00
TV 2290-001-24100657-04 um aHanoruynoro kauecTsa
U3 IUICHKH nonHBHHWIXNopaauoi no FOCT 25250-88
HIH aHANOrHYHOrO KavecTsa. | KouTeiinep (Bxnagsuu) ¢
HHCTpYKUMell N0 MpHMEHCHINO M cKaphHKaTOpOM
amiynsHsiM no TY 9398-001-07610517-2004 wmu TY
26.81-001-95787178-2006 nomemaloT B nauky M3
kapTora no TY 5441-005-00278882-2004 wm mapu
«Hansol», nan asanoruusoro kauectsa.

Ne Haumenosauue Tpebosanus no HJ| Pesynbrarsi aHann3os
n/n nokasarene
1. Onucaune Fomorennas cycnensus xkenropato-Genoro usera, | [omoreHnas cycnensus  kenrosaro-Genon
Pa3NENAIOWAACE  TPH  CTORHMM Ha  GecuseTHyio | upera, pasaensIOmANCH NPy CTOAHHH H
MPO3PATHYIO KMAKOCTL H PLIXiIbIF OCANOK KENTOBATO- | GECLBETHYIO NPOIPAYHYIO HKHIAKOCTS H PHIXIIBI
Genoro uBera, nonHocTHI0  pasGHBalOUnAtica NpH | OCANOK KENTOBAaTO-Genoro uBeTa, MONHOCTHH
BCTPAXHBAHHH pasbusatomniiics Npu BCTPAXHBAHUN
2. TNoanunnocTs: kokmomenit | Tlpenapar  nomken  obnanars uMMyHoreHHo# | Tlpenapar onanaer HMMYHOTEHHOI
KOMIOOHEHT, IMQTepHifHLi | aKTHBHOCTLIO B OTHOWEHMH KAKAOMO KOMMOHEHTA AKTHBHOCTBI0O B OTHOWICHWH  KauIaon
KOMTIOHEHT, CTONGHAYHBIR | BaxunHet H cofcpaars HBsAg B Tecte «in vitron KOMTIOHEHTA BakumMHel U conepxur HBsAg |
komnonent, HBsAg TECTE «in vitro»
3. | Pasmep uactuu Cycnensus npenapara,  ofpa3zyiomasca npu | Cycnewsns npenapara, ofpasylomascs mpi
(npoxomumocTs yepes BCTPAXHBAHUH, A0/KHA cBOBOAHO NMPOXOAMTL B INNPHL | BCTPAXHBAHHM, CBOGOAHO NPOXOANT B IINPHI
HriIy) gepes urny Ne 0840 qepes uray Ne 0840
4. Bpems cenumenTaumonnolt | Cycnensus npenapara, obpasyiowancs mpn | Cycnensus npenapara, ofpasyomasca npi
yeroiiuungtre BCTPAXHBAHWH, HE NODKHA PACCNAMBATLCA B TEYEHME | BCTPAXMBAHMH, HE PACCIAHBAETCH B TeueHue 2,
2,5 muu MHH
5. |pH O1 6,8 0 7,4 731
6. Mexaunueckue BKmOueHAs | BuauMble MEXaHHYECKHE BIOTFOTCHHA NOMKHDI BHmMBle MEXaHHYECKHE BRAIOYSHHS
= OTCYTCTBOBATH OTCYTCTBYIOT
T Wzenexaemeiii obuem He mence Homuwanssoro 0,5 Mn
8. CrepwisHocTs Jomken GHTh CTEPHABLHEIM Crepuabubiii
9, AHOMaITbHAA TOKCHYHOCTs | JI0/mieH GbITh HETORCHYHEIM Herokcuanniii
10. | Cneundmueckasn Honxen GbiTh GezonacHsM besonacen
GesonacHocTs
11. | Cneunduyeckas
AKTHBHOCTH B 1 mn npenapara non#no Guite Ipenapar conepxur B 1Mn
~KOKJIFOLIHBIA KOMMOHEHT He mexee SME kokmoniHoro koMnonenTa, 9.4 ME kokmowmHoro KoMIoHenTa,
-audrepuiinii komnosent | He Menee 60 ME nudrepuiinoro anatoxcnua u 933 ME audrepuiinoro anaroxcuna,
~CTONGHAYHKI KoMToHeHT | He Menee 120 ME cTon6HAuHOro aHaTokCHHA. 492.2 ME ¢TonfHAYHOrO aHATOKCHHA.
- HBsAg Ornomenne no3st pedepenc-npenapata nMMyHorenHoli | OTHomelne nosst  pedepenc-npenapar
AKTHBHOCTH TENATHTHOrO KOMIMOHEHTA BAKUMHB! IPOTHB | MMMYHOTCHHOH  AKTHBHOCTH  IeNaTHTHON
KoKmoma, Iubrepud, cronbuska M renatuta B | kommomenwta  Baxuum NpOTHB  KOKJLOIIA
a1copGHpPOBaHHOI, BhI3BIBAIOWIEH BLPAGOTKY aHTHTEN K mudrepun, cronGuaka u  renatura |
HBsAg y 50% wmbumedi (EDsc), k EDso menbityemoi ancop6Guposanuoif, BuisbBaIOMEN BhpaGoTK
BaKiHHB 10mAHO ObiTh He Mcee 0,5 B Tecte «in vivoy. | anmaten k HBsAg y 50% msimeit (EDsq), k EDs
Conepxanne HBsAg somkno Guime B npenienax +15% HenbITYeMOH Bakuums - 0,89
OT HOMHHANLHON BEM4HHBI B TeCTe «in vitro» Conepxanue HBsAg s Tecte «in vitron 949
= OT HOMHHANBHOH BENTHYHHbI
12. | INonnora copBimn: B 1 M1 vanocanounol )HIKOCTH NPENapaTa A0MKHO CopOuus nonuas:
-murepuiinnii komnonenT | GuTh He Gonee 1 Lf qudirepmiinoro anatokcuna menee 1 Lf/mn audprepuiinoro anatokcnua ,
-CronGHsuHbIH KoMnoReHT | B 1 M1 HanocanounoMN skuAKOCTH npenapara Jo/mkKHO menee 0,1 EC/mn cron6usunoro anatokcuma,
-PENaTHTHLIH KOMIOHEHT GbiTh He Gonee 0,1 EC cron6usuHOro anatokcuna
B | M nanocanounoit xumxoct npenapara nomkso menee 20 ur HBsAg
ObiTb He Gonee 20 ur HBsAg
13. | Popmanbuerun He Gonee 100 mxr/ma 70,0 mkr/mn
14, | AmoOMHHNHR FAIPOKCHA B 01 0,6 80 1,1 Mr/mn 0.88 mr/mn
NepecyeTe Ha ANOMHHHI
(A"
15. | MMpowssoacTeenunie Corynebacterium diphtheriae PW-8 {Massachusetts) Corynebacterium diphtheriae PW-|
LITAMME! (Ne 800013), Clostridium tetani M 471, M 228; | (Massachusetts) (Ne 800013), Clostridium tetan
Bordetella pertussis Ne39, Ne267, Ne305, Ne312, Ned75,| Ne 471, No228, Bordetella pertussis Ne30S
Ne703, Nel8323 (BupynenThbiif Tect-mrams). Llramm- | Ne312, Ned75, Ne703, Nel18323 (mupynentasi
npoayuent - Pichia pastoris C226 (M MCB 120040), | Tect-trramm). LlramMM-npogyuesT am
S.cerevisiae JAH-041/p20 (NeVKPM H-2203);Hans. shegs=atians ‘
polymorpha KET-99/pHB-51 (NeVKM Y-2924D); Hans. 1
polymorpha KBT-98/pHB-50 (\eVKPM H-2412)
16. | Ynakoska

| xourelinep (exnapeim) c HHCTPYKUHEH
MPHMEHEHHIO B TNAYKe W3 KapTOHA MAapKi
«Hansol».

Cmp. 1w



