Cepus 16
Jlata seinycka 0121

AR AL UMW QIVIMKDOTCH» B T. 1HIEPMB «LIEPMCKOe HIIU «bHOMED:
Poccus, 614089, Mepmekuit kpait, r.ITepms, ya.Bpatckas, 177

DACHOPT N ]25

or_10.02.2021

Bakuuua nporus Koxkmoma, 1udrepun, cronbuska u renaturta B
agcopiupopannas (Baxuuua AKAC-Ten B)
CYCHEHIUA QAR BHYMPUMBIMEHO20 ggedenur, 0,3 maidosa
Cpok roamocta g0 0822
Koanuectso ynakosok 8 cepuu | 8901

Awnanns nposesen no HA JIC-001032-290916, uam. No1,2

No Haumenopanne Tpebosanus no HJT Pesvarrars: asammsos
i noxazarenel
1 Onucanye Tomorennas  cycnensus  xenToBato-0e10r0  UBETH, | | OMOrCHHGA  CYCHIOHIHA  HEATOBATO-Cortorn uBeTa,
paiCAAIOWANCA  Apun  CTOMHEH B3 OecuBeTHYIO | DRIAENAIOWIANCH  NPH  CTORHMM MR GecuBeTHYIO
OPOIPAMHYIO HUIAKOCTS M PHINABHE OCAJIOK IKEITOBATO- | NPOIPAYHYIO WHUAKOCTS M Phixisill 0CAZ0K WEITORATO-
Gemoro  usera, nosHOCTHIO  pasGuBmoumuiics npH | Genoro  UBETA,  NOMHOCTRIO pusbusmonntdics  npu
BCTPAXUBAHUH BCIPAXMBAHNN
2 | Hopmmnocrs: xoxmomusit | penapar BOMKSH obnanars ummynorensolt | llpenapar ofnazaer nMMyHoresHoll SKTHEHOCTRIO B
KOMTIOHEHT, AGTepuiiHeill | aKTHBHOCTBIO B OTHOWIGHMH  KEKZOTO  KOMIIOHEHTA | OTHOWEHIH KAWAOFO  KOMIOHEHTZ  BAKUHHL “H
KOMUOHEHT, cronfusunnil | pakumnust ¥ cofepxarts HBsAg 8 tecre «in vitros coaepant HBsAg B Tecre «in vitro»
xosnonent, HBsAg
3. | Pasmep wacruy Cyenensun nperapara, ofpasywomancs apu | Cycnensus npenapara, ofipasylomascs Tpu
{IPOXCARMOCTE Yepes DBCTPAXMBAHHMIL, AODKHE CBOGOAHO NPOXOAMTH B WMPHI | BCTPAXMBAHEHW, CBOGOIHO MNPOXOXHT B WIpHL, "epes
ULy} uepes urny Ne 0840 uray Ne 0840
4 Bpesa cenumenratmonnoit | Cycnenans npenapara, ofpasyioiascs nps | Cycnensus npenapara, ofipazyiouasca npy
yerofuusocTd BCTPAXHBAHHN, HC JOMKHR DACCTAMBATLCN B TEYCHHE | BCTPAXMBAHHH, HE PACCTAHBACTCA B Teyenne 2.5 Mun
2.5 mun
5 pH O16.8 1074 7.20
6 | MexaHqeckue BRIOUCHNS | BUIMMBIE MEXRHINCCKHE BIUHONCHNS TOMHHb! Biimbie MeXaHHYECKUE BRITIOYCHNS OTCYTCTRYIOT
OTCYTCTBOBATH
7 Hasnexaembiit ofsem He Menee HOMPHATLHOrG 0,5 ma
8 | Crepumsnocts Jomxen Oprre crepuantuy Crepunpbiif
9 AHOMAIBRAS TOKCUMHOCTS | JloakeH GlTh HETOKCH'IBIM Herokcuunnit
10 | Creunduveckas Hosmxen Gorrs Beaonacuuim besonacen
Ge3onacHoeTh
11 | Cneandnmeckan B 1 ma npenapard aommno Guirs Tpenapar conepskir 3 IMa
AKTHBHOCT He menee SME xoxmounioro xoMnoneura, 114 ME xoxnowHoro KoMIoHeHTa,
~KOKMOWHBI KOMOOHEHT He menee 60 ME mudrepuiinoro anaroscnna u 70.2 ME mudrepnitioro anatokcuua,
~audrrepuieidi koMuonent | ue Meree 120 ME ¢ronfugunoro aHaToKeua, 489.7 ME cronSHanoro aHaroxcuya.
-cronfusunsiil komnonent | Ornowenve 03ut pedepenc-npenapara mvmyroresnolt | Otnowenne 10361 pedepesc-npenapara uMMyHOreHHoH
- HBsAg ARTHBHOCTH FENATHTHONO KOMIOHCHTY BAKUHHBI TIPOTHB | AKTHBHOCTH FENATHTHOIO KOMIIOHEHTA BAKUHHE! NpoTHE
Koimowa, udrepus, cronbuske # remavwta B | xoxmouwa, andrepmy,  cronBuska u renatura B
agcopbuposanuoll, suismBatouell BupabOTKY aHTHTEN K ancopOuposanioH, BrisbBatomeil puipaboTky anTHTEN K
HBsAg y 50% wmbnwedt (EDso), ® EDsp  ucmerryesoHt HBsAg y 50% msuueit (EDsq), x EDsy  mcmsityesoit
BAKLHHBL A0I0KHO ObiTh He Menee 0,5 B recre «in vivon, | paxumms - 1,55 5
Cosepwanne HBsAg nomkno Guith 8 npenesax £15% or Conepwanne HBsAg B tecte «in vitron 109% or
HOMUHAILHON BeAHYRHE B TecTe «in Vitron HOMHHATLHON BeaMMH bl
12 | Homuora copBus B 1 M nanocanousoll suAkoCTH NPENapaTa JoMmKHo OulTh Copbuns noanas:
-andrepuitnmit komnonent | me Gonee | L andrepuitnoro anaroxcnna menee | Lffun,
~cTonGuaunpil koMnonent | B 1 M1 HAZOCAR0MHON KIKOCTH npenapata nomwno Gurs | menee 0,1 EC/ua,
~PERATUTHBIH KOMIIOHEHT #e Gonee 0,1 EC cronGuauuoro anarokcuna
B 1 M1 HAZ0CAR0MEOM KHAKOCTH NPENAPATA A0MKHO menee 20 ar HBsAg
Ourrs ue Gonee 20 ur HBsAg
13 | Dopmamsaerng He Goaee 100 mxr/va 310 mxriun
14 | AmIOMHHEN THADOKCHA B O10,6 20 1,1 Mo/ 0.93 mr/mn
HEPECHETE Ha AHOMUHEIH
(AP
15 | Npomssoncrsennme Corynebacterium diphtheriae PW-8 (Massachusetts) Corynebacterium diphtheri PW-8  (Massachusetts)
YPPRNENL {Ne BO0013), Clostridium tetani Ne 471, Ne 228; Bordetella (Ne 800013), Clostridiim te:ta'_ SNe 471, Ne228,
pertussis Ne39, MNo267, Ne303, Me312, Ned75, Ne703,! Bordetella pertu : 2,475, Ne703,
Na18323 (mupynentrpiii recr-tranm). [lramm-nponyuent | No18323 (BUDFACHTHEI - TECT- BTN Hlramm-
- Pichia pastoris 226 (N MCB 120040), S.cerevisiae | npoayuent ang torysens 'HBsAg - Hans Spolymorpha
HAAH-041/p20 (NeVKPM H-2203);Hans. polymorpha KBT- KBT-99/pHB- (31(5 KM 924D) |
99/pHB-51 (}eVKM Y-2924D); Hans, polymorpha KBT- =
98/pHB-50 (MaVKPM H-2412)
16 | Ynaxosxa

< § f

o 0,5 mnt (vana npusupounas 103a) B AMITYSB! H3 CTCKIIA,
o 10 amnys ynakopmsaor B komreiinep (Bimaasiun).l
KOHTEHHED (BRAAABI) ¢ HHCTPYKUHCH TI0 NPUMBHCHMIO U
CKAPHUKATOPOM  AMOYIBHBIM  (HpH  HEOBXOMMMOCTH)
FOMEHIAIOT B I3YKY H3 KapToHa.

Mapritposka

B coorpererann ¢ HJT

Coorsercrayer HJL
Ha xopobry naneceno cpeserso iaenTHdHRaunu.

 Xpaweiie -, T

Tlpu remneparype o1 2 10 8 °C 8 coorserersiu ¢ CT 3.3.2.3332-16, 3aMOpKUBAHNE HE JOTYCKAETCH

Cpox réfisdiry

18 mecauen

3awmme He: 1 AT cepyd L1 cootnetctyer TpeGosanuam HJL JIC-001032-290916, uam. Nel 2
Mukpouonor'J 27 [Nlynswesa E.A./

Ea

M ’ ¥
Hauaisunk OKK ) *»’5

W /Meperosunxos AB./



