Qunuan AO "HIIO "Muxpores" 8 r. Va "Hmmynoupenapar”
450014, PeenyGauxa Bawkoprocrau, r. Ya, yu. Hosopoceuiickan, 1.105

IACHOPT Ne 705

Haumenosaune npenapara no HIL Baxunna roxmowno-audrepuiino-croafinsunan

ancopGuposannan (AKIXC - sakunua)

Baxumna i npodmnaxtixs 1udTepry, KOKMoma ¥ cTonbHIKa

Cepust V13
Konuuecrso 11 818 ym
Amnanuz seinonsen no HIL JIC-000659 - 111017, w3m. Ne 1

CyCHeH3us ONs BHYMPUMBIUEUNO20 66E0eHUA

0.5 ma/do3a

Jara Bemycxa 1219
Cpox roasocru mo 0721

Ne Haumerosanne Tpebonanus no H Pesynsrater ananwsa OBTK (OKK)
a/n noxazatesed
1. {Omcanue Onanecumpyionias xuaxkocts Genoro upeTa, Onanecumpyiomas RUAKeCTs Benoro useTa, ¢
KUTOpa# MOWET HMETh CeposaThill Wi sxenToBaThili wenrosaTeiM orreskoM. Tpw orctansanmm
ottetiok. [lpu orcTansanmi paizensercs va poixnsil | pasfenseres ua st ocanok Gesoro ¢
ocanok Genore nms GEROTO € CEPOBATEIM HITH Jel- HEATOBATHIM OTTERKOM LBETA, JIETKO AMCNEpIupy-
TOBATHIM OTTCHKOM LIBETE, JIEIKO RHCIRPIUPYIOWMH- [ IOUMHCH PN BCTPAXHBAHKN, M HIPOIPAtHYIO
Cf NIPH BOTPASHBAHMN, W IPOSpaiHyio GecuseTnyio GeCUBETHYIO HAROUAAOUHYK) RHAKOTTS.
HANOTIAOHHYIO WILIKOCT
2. {MoasussocTs Homkua 00/123aTh KMMYHOMEHHON AKTHEBHOCTRIO, OBnanacT MMMYHOreHHOR ARTHBHOCTRIO, ofscne-
“KOKAROUIHBIE KOMITOHEHT oliecnieynsas 3awuTy o7 Aefictans audrepuiinoro UHBAET IBUATY OT ReHCTEHA AudTepniinoro B
-AHGTEPHAHBI KOMITOHEHT |1 CTORGHINHOTD TORCHHOS H KOKNIMIHBIS CTONBHAYHOrD TOKCHHOB H KOKIHOUIHBX Mukpofios
-cTonbHsHAIE KOMIOHERT  IMukpoGos
3. {Hasnexsemuiit ofnen He MeHee HOMUHATBHOTO He menee 1.0 Mn
4. 1pH Or68n074 Tl
5 Mexanmccxne BH,’lVIMblG MEXEHHHOURME BRAONEHAS QOMRHEL BHl'!M MBIC MUXHHHHEOKHS BRIHHOHM QICYTUTBYIOT
BEAKIGEHAR DTCYTUTBUBATD
6. [Mpoxoaumocts gepes urny | Cycnienana npenapara, ofpadyionmacs npy Cycriensna nperiapata, 00pasyOuascs npe
BCTPAXHBAHHH, BOMKHA C‘Bfiﬁﬂﬂﬂﬂ APOXGRHTH acrpxxmaxmn, ﬁmﬂﬂﬂ TIDOXOAMT B HisEpe
B wipuil gepes weny Ne 08=40 uepes uray Me 0§x40
7. |Bpems ceanventanponnoll | Cycnensis npenapata, 00pasyiowascs TP BOTPA= Cycriensus npenapata, oBpasyOLnscs Hpy BCIps-
YCTORUHBOCTH X{BAHHU HE JONAHE NOARCCTEIO PACCARHBATLCR XHBAHWH HE NONHOCTRIO PACCAAWBACTOA B
8 Teucue 2.5 Mun TeueHue 2,5 MUK
8, |CrepunshocTs Jomkra GuITh eTEpHABHOH Crepunpnag
9. |AHOMANEHAY TOKCHHKOCTE JomxHa GuiTe HETOKCHYHOH Hetakouunas
10. | Criendmaecras Homuna 6uirs Besunactoi Besonacnag
Bero11acHOCTE
11 [Creundmiveckas Jomxsa 06IaRaTE KMMYHOrEHHOH aKTHBHOCTLIO
HKTHBHOCTE Heomepxats 8 1 amim
<KOKINOWHBIH ROMITOHEHT He Medee 8 ME Roxawusioro komiionenTa, 11,6 MEAn
(HWRHWH OPEEN ZOKCPHTENLHOIG RRTEpBANE 6,8 MEfn
(P=0,93) ne meree 4 ME/un),
-ruiprepuiinetil kKoMnoneHT {60 ME andimepuittoro aHatoscnHa n 148 ME/mn
CTORGHNYHBIR KOMIOHEHT 120 ME cronfuausoro aHaTokeuya 365 ME/Mn
12, (HToaxora coplunu B 1 M2 Hanocano4soll MAKOSTI COACPAIHNE Menee 1 Lf neancopbuposantoro
-RudTepHiiHOTo KosnionerTa | HeancopGupoRaHHaro rudrrepuiinoro aHaToRCUHA AaudrepuiiHore anaToKCHEE
HE BomKRu0 Npeatiuats | LE
-CTORGHAYHOrO KOMIOHEHTA [ HeancopBHpOBARHOTD CTONBHAUROID AHATOKCUHA Menee 0,1 EC seancopGuposannors
He pomino npessuuars 0,1 BEC CTOASHRYHOTO GHATORCHHA
13, |[Dopmamemeria He Gonee 100 miaimn 30 murima
14. | Tuosmepcan Q1 85 no 118 mkr/ma 101 mxrivn
13, |AMIOMHHHR TRAPOKCHA He Gonee 1,1 mr/un (8 nepecuete Ha AIPY) 0.9 Mr/ma
16. {TIpon3IsoACTEEHHBIE Corynebacterium diphtheriae P8 (Missachuselts)  |Corynebacicrium diphtheriage PW-S, (Massachu-
WTAMMS! M IITAMMS! 118 Ne 80013, Clostridium tetant Ne 471 (Copenhagen),  |serts) Ne 800013; Clostridium terani Ne 471 {Co-
KOHIPOAS A2 228; Bordetella pertussis Ne 38, Ne 39, Ne 267, penhagen); Bordetella perissis Ne 475 N_BOS
Nu305, }w3 12, Ned 75, No703. Bnpyncmuuu WTEMM Ne'267, Na 312, N« Bipsgny
LI KOHTPOAR HMMYHOTCHHORTH KOKIIQUIHODO KOHTPpONS  pge
womnonenta Bardetella pertussis Ne 18323 KOMITOHEH S A
17.{Vnaxosxa Tpenapat ¢ koucepsantonm no 1 Ma (2 npusueod- [penap 3 Kw BHBUE-
HBIE 7O351) B AMOYIIC, Hule Ad m u \"“‘““ ¥
Tlo 10 amiiyn ¢ MHCTPYKUHEH 1O NPHMEHERHIO, CKa- Tlo 10 Ml ;x xomﬁgh&s ToHa
PrOUKATOPOM aMAYIBHBIM B KOpoBKe (auke) us s ation \‘ ica
RapToHa. TIps ynaKoske aMnyit, BMEOMMX KOABLO Auity. 21“}4%‘
H3NOME HIH TOUKY JUIS BCKPBITHS, CRapudmsatop
AMIYABHBIT HE BKIBARIBAIOT. \
18, [Mapwuposka B coaraercrami ¢ HILJIC-000659-111017 msm.Ne § Coorsercrs
19. i Tpancnoptuposayue TTpu remniepatype o1 2 10 8 °C 8 coorsererssm ¢ CIT 3.3.2.3332-16, 3t
20, | Xparcnue M Temnepatype o1 2 10 8 “C 8 coerserereny ¢ CIT 3.3.23332-18, Xpunr TIHOM a5
ereHMecTe. 30MODGKHMBAHKE HE IOHYORACTON.
e i Mealten
3<n\motzenﬂc' gzxf’f:ep Y\B‘\coo'me(\rcx ayezr’xpé(@mmmm HI JIC-000659-111017, u3m. Ne 1
: \&
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