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Baxuwnua nporus xoxaoma, angrepun, croanlugka 1 renarura B
aacopbuposannan (Baxumna AKJAC-Ten B)
CYENEHIUI AR GHYMpRMBILeuR020 esedenus, 0.5 sma/dosa

Cpox roasoers 10 0422

Kommuecrso ynakosok B cepun 28976

Ananus nposesen no PCTTIIC-001032-290916, usm. Nel

Ao Hapmenonanue Tpebosannyg o HI Pesyanrartst ananmon
n/n nokazgreseli
i Cuoncanue Vosoremns  cyCnessus mentoRaro-beinro unerd, | UOMOTCHHAS  CYCHEHANE  WOATORATO-BOROMD HBeTH
PRIACAMONNCE  (pH CTOMMMM ua  DCCUBSTHYIO | Danacssicuiascy npH croasin Ha Gecusernyi
HPOSPENAYIO WHAKOCTS M PEOUIBH 0CANOR mentoRmTo- HPOIDANHYIO HUAROCTE M PHIXANI OCANIOK KenTonate:
Genoro  usets,  DOAHGCTHIO  parluBRIOmACH Apn | Seroro  umers,  NOHOCTRIO  pastmBaouiics apr
BOTURXHBANNY BOTPAXUBAHHIN
2 Heovmsmsorms: koo Dperapar BT ofsaiars manynorennodt | Hpenapar ofsazaer HMMYHOTCHHOH  GRTHBRHOCTHO 1
xomuonent, andrepulinatl | artEBROCTEIO B oTHOWEnT KAHAOTO  KOMUOHENTH | OTHOWIGHHN  KAKAOTO  KOMDOHENTE BAKITHILI ¥
KOMIOHERT, Cronfmmansil BAKIUEE 1 cofepaate HBsAg w recrs win vitrow coxepwur HBsAg 8 1ecre «in vitron
soemnoneny, HBsAe
3. ¢ Pasmep uactun Cyenensus fapenapare, obpasyviomancs mpr | Cycnenany fipenapara, olpasyromancy Hpy
(BPOXOAUMOCTSE yepes BOTpRRMBARM, A0mKHE cBoBOIHD BPOXGAITE B mIpHI BOYpEXEBAHIM, CBODOAHO NPOXOAMT B mWpHY Yepe:
Hrayl HEREE Uy Mo UR40 wray No 0840
4 Bpems coapvenranponiod Cyenensuy npenapara, olipazviomancy npu | Cyenessis apenapars, obpasyiomancs TPk
YOTORMHEOCTI BCTPHXMBAKMN, HC JOKHE DUCCRAMBATLCS B ToUCHIEe BUIPAXHBSHWM, HE PACCHMPACTCH B Tevenue 2.5 vny
2.5 sy
3 pH Or 6.8 10 74 722
& Mexaniueckine BIOTOCHNS. | DHIHMbIO MOxaHITorIe BEIHOYCHRS 0% Biunute Mexaumueckie prnoneig OICYTCTBYIOT
CTCYTCTBOBSTY
7 Masnexaesuit ofues He menee sommamuorg 0.5 ma
4 Crepiannocts Homuen Gurs crepursinm Creprumsuntfi
g9 AHOMUILHAR TOKCHMHOCTS Aomsen S nerokonanniM Herscenannii
W0 Creondmuecsay HAomwen Suve Geaonacaum Besonacen
DesonscuocTs
11| Coenudwmeckas B 1 ma npenapars aomeio Gute Hpenapay conepaur s Tva
ARTURHOCTS ne menee BME komommoro kovmonenTa, 100 ME xoxsxnnuoro ROMOOHEHTE,
“EORMOHHNH goMouent #e mesee 60 ME andvepniinoro anaroxcina u 1214 ME audrrepniinoro AHATORCHEE,
-andrepuiiawlt kosmonent | ue wenee 126 ME cronfrrsnoro aaarokenna, 392.3 ME croafusunoro anaroreiia,
<cronbassil kossosery | Oruomense  aont pethepenc-rpenapara vMysoremiolt | Ormowense Aospt pedepenc-npenapata BMMyHOrenaod
= HBsAg GRTABHOCTH TENBTHTHON KOMIOHCHTA BAKUNHM DPOTHE | AKTHBHOCTH TENATHTHOTO KOMIUOHECHTS BAKIIHE! (POTHE
Rokmoma,  andepsn. croabuska ¥ remarwra B kogmows,  awdrepun,  crvoaGuska 1 renamira B
aacopbuposanuoll, swmmaomel saipalorry aumwres ¥ aacopbupopanoll, BrpBaONEH BoipaloTRy auTnres &
HBsAz v 30% suei {EDso), % EDsy  monmiryemolt HBsAg v 50% suiwelt (EDs), ® EDg  sicrmrvesoit
BARUBHL 200000 Obirs se menee 0,5 5 recte «in vivon, | nakuumn - 1,67
Conepmanne HBsAg nomxuo Guirn w npeaenax =15% or | Cozepwanne HBsAg 8 recre «in vitron 99.2% oy
HOMUHLIEHON BOIRauss 5 TecTe «in vitron HOMHEANREON pesndmmm
12 | Homaora copGuusm: B 1 s wancoaaomiolt semmocti npenapara 4000 Oerrs | CopGuns nosuan:
-asprepuiinedl kommonent | ne Bogee 1 16 mstrepuiinoro asatokcius menee 1 Lifun,
-croatassmll komponent | B 1 ot uagocanonmol sieoeTi npenapara gonsao Oy | menee 0.1 FC un,
~renavranil xoMnoHenT pe Gosree 0,1 BC wroaGipmsore snaroxeuna
B 1 as manocaounol muaxocry HPEHApATA AOMKHG menee 20 ur HBsAg
Guirn e Gonee 20 ar HBsAg
13 Qopaaasaernn He Sonee 100 sikr/as 32.0 mur/un
L Amosisss ruspokcia s G 006 20 L1 srdan 3.86 mrvua
HEPCCHETe HE AMEHI
(Al
15 | fpoussoncroenioe Corynebacterium diphtheriae PW-8 {Massachusetts) Corynebacterium  diphtheriae  PW-8 {(Massachusetts)
— (Mo BO0O13), Clostridium tetani Ne 471, No 228: Bordetella (M 800013}, Clostridium tetani N 471, Ne228,
pertussis  Ne30, No267, Ned0s, Ne312, Med75, Ne703. | Bordetella pertussis NeA9 NFET o 3 Ned TS, NeT03,
MelB323 (mnpyrenvmait recr-wramu). Hlvavv-npoayiesr | 318323 ¢ BHPYACH
- Pichia pasioris (226 (M MCB 120040), S.cerevisiae OPOAYUCHT An8 o
AAH-041/020 (NeVEPM H-2203):Hans, polymorpha KBT- | €226 (0% MCB 124
GUpHE-31 (VKM ¥-2924Dy; Hans, polymorpha KBT- i
SR/ pHB-30 (QAVKPM H-2412 - obin,
16 | Ynaxossa Ho 0.5 s {ozma opreseoinas a038) B aMIYAL U3 cTercn, | [lo 0.5 wma {oana E%ﬁiiiiifiglfiﬁﬁlujﬁﬁg)‘”R B W3
Ho 10 sy yrakoswsawr 2 rowrelivep (maammw)l | crexna. [lo 10 ank Va\Bo ('%%;r,za?mima. Vs ¢
s sorrethiep (srazam) ¢ HHCTPYRINCH 00 upusMeHenn o #uCTpYKImelt no n ;"t-, V%’,’}"r’;"-‘@;gg{a:‘ o wapTona,
CRAPUGHIKATODOM  AMUVABHEIM {npu seobxommocTH) AMIYIH ¢ ROABUGM 1RO CKBA * 8%
BOMOIINOT B H8MEY 13 KapToua, B o
%% B coorerermuu ¢ OO Coorsercrsyer QU
o Hpu resmeparyne 012 20 8 °C » eoorserersny ¢ UT1 3.3.2.3332-16, 3aMOpwKEBIHIE e J0TYeKRAeTen
= 18 mecnues
3armoucnue: npetiapar ;;;épzé?;ﬁjw coorBeTeTRYeT Tpebosannan QCIT HC-00 1032-290916, usm. Nel
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