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IMACIIOPT Ne 622

Hanveroauue npenapara o HII Bakuuna kokaomHso-1a(TepuiiHo-cToa0HaYHas

Cepus ¥94
KomagecTro

apcopouposanHas (AKJC - Bakuuna)

Baximnsa 17 npodHIakTAKA AUQTEPUH, KOKIIOMA U CTONOHSKE
CYCNEH3UA ONA BHYMPUMbBIUEYHOZ0 88E0EHUS

HIZ5 .

0,5 ma/o03a

Ananus seimonses no HJI JIC-000659 - 111017, usm. No |

Jarta Beurycka 1118
Cpox rogrocTs 1o 0620

Ne Haumenosanune TpeGosanms o HJT Pesynsrars avannsa OBTK (OKK)
o/n nokaszarenei
1. {Onucanue Onanecuupyroman XUIKocTs GENoro BeTa, Onanecuapyroman XEAKOCTb Genoro useTa, ¢
KOTOpAs MOXKET HMeTh CEPOBATHH HIA KeTTOBATHIH KENTOBATHIM OTTEHKOM. TIpH oTcTanBanuy
oTTerok. IIpK OTCTaWBaHHH Pa3feNseTss Ha PhIKIbi Pa3nenAeTCs HA PHIXMABIA ocanok 6enoro ¢
ocanox Gemoro wia GeIoro ¢ CepoBaTHIM HIH Xel- JKEITOBATHM OTTEHKOM I[BETA, TIETKO AUCTICPTHPY-
TOBATHIM OTTEHKOM UBETa, JIErKO AHCIEPTHPYIOmMUA-  [tomuiics NpH BOTPAXHBAHHH, Ha NPO3PATHYIO
Cs TIPH. BCTPAXUBAHNH, ¥ IPO3PAYHyI0 GecuBeTHyIO GecBeTHYIO HAOCANOIHYIO XKHIAKOCTS.
HaX0CAX04HYIO JKUIKOCTH
2. |THoanuaHocTs Jomkna o0nagars UMMYHOTEHHOR aKTHBHOCTRIO, O6nanaer UMMYHOTCHHOR aKTHBHOCTBIO, o0ecnie-
-KOKIIOWHBIH KOMIOHEHT obecrieynBad 3AMUTY OT AeHCTBHA ANGTEPHIHOTO YHBAET 3aUIHTY OT AeHCTBHA AH(TEPHIAHOrO
-nETePHAHBIA KOMBOHEHT |/ CTONGHAYHOTO TOKCHHOB ¥ KOKIIOMIHEIX CTONGHAYHOTO TOKCHHOB ¥ KOKMOMHEIX MAKPOOOB
~CTONOHAYHBIN KOMIOHEHT MHKpO6OB
3. |Mssnexaembiii 06beM He meHee HOMUHANBHOTO 1,0 mn
4. IpH 0r6,81074 7,0
5. |Mexaungeckue BHINMEIC MEXARAIECKHE BKIIOUCHHA JOTDKHBL BuanaMble MeXaHUYECKHE BKITIOUEHHA OTCYTCTBYIOT
BKITIOYEHHA OTCYTCTBOBATH
6. |TIpOXOaUMOCTS 9epes3 HIiy Cycuen3us npenapara, 00pasylomasncs npu Cycnensus rpenapara, 00pasyiomascs Opa

BCTPAXHBAHHAH, JO/KHA CBOGORHO NPOXOIMTSH
B MITIpHIL vepes urimy Ne 08x40

BCTPAXHBAHAHK, CBOGOIHO TPOXOAHT B DINPHIL
gepes uriy Ne 08%40

-

. |BpeMsa cenMMeHTanHOHHOR

Cycnen3ns npenapara, 00pasyiomancs npH BCTps-

Cycnensus npenapara, 06pasyiomascs npa BCTps-

YCTOHIRBOCTH XHBAHHH HE ZOMKHA IIONHOCTHIO PACCIARBATECT XHBAHHH He TIOMHOCTHIO PACCIANBAETCS B
B Teuenne 2,5 MHH TeqeHue 2,5 MuH
8. |CrepunbsHoCTh Homkua GsITs cTepUIBHOR CrepunsHas
9. |AnoManbHAA TOKCHYHOCTh Jomkua 65T HETOKCHIHOM Hertokcuanas
10. |Coennduyeckas Homxna 6wiTh GezonacHoit BesonacHas
6e30macHoCTh
11, |Crenuduyeckas Jomkra o6mamaTh MMMYHOTEHHOR aKTHBHOCTHIO
AKTHBHOCTH H COAEPXKATE B 1 M
~KOKJFOIIHBIH KOMITOHEHT He MeHee 8 ME KOKTIOITHOTO KOMIIOHEHTA, 10,2 ME/mn
(HWKHUI Tpefien HOBEPUTENSHOTO HHTEPBAIA 6,4 ME/mn
(P=0,95) ne menee 4 ME/mn),
-mudTepritnsii komnonent |60 ME nudrepuiiHoro aHatokcHHa ¥ 102 ME/mx
-CTONOHATHEIA KOMIOHEHT 120 ME cTONGHAYHOTO AHATOKCHHA 327 ME/ma
12, {TTonwota copOumu B | M1 HamocamoTHOM XUAKOCTH COREPIKAHHE Mesnee 1 Lf veancopGHpoBaHHOro
-mudTepuiHOTO KOMNOHEHTa |HeaACcOpOHPOBAHHOrO JUGTEPHHHOTD AHATOKCHHA nudTepHAHOTO aHATOKCHHA
He JOMmKHO mpessiuats 1 Lf,
-CTONOHAYHOTO KOMIIOHEHTA  |HEanCOpPOUPOBAHHOLO CTONGHATHOTO AHATOKCHHA Menee 0,1 EC neancopbupopannoro
He noukuo npeskimars 0,1 EC CcTonbHAYHOr0 aHAaTOKCHHA
13. | Qopmansaerns He Gonee 100 mxr/mu 32 mxr/mn
14. | Tuomepcan Ot 85 no 115 mxr/ma 108 mxr/ma
15. | AMOMHHHA THAPOKCH He Gonee 1,1 mr/mn (B mepecyere Ha A*) 0,8 mr/ma
16. |IIpoussoacTeennble Corynebacterium diphtheriae PW-8 (Massachusetts)  |Corynebacterium diphtheriae PW-8, (Massachu-
ITAMMBL M IITAMMEL 08 Ne 800013; Clostridium tetani Ne 471 (Copenhagen),  |setts) Ne 800013; Clostridium tetani Ne 471 (Co-
KOHTPOAS Ne 228; Bordetella pertussis Ne 38, Ne 39, Ne 267, penhagen); Bordetella pertussis  Ne 475, Ne 305,
Ne305, No312, Ned75, Ne703. BupymenTHeH wTaMmm No 703, Ne 312,  BupyTeHTHBIH 1ITamMM IS
IUTA KOHTPOIS HMMYHOT@HHOCTH KOKIIOUTHOTD KOHTPOIS MMMYHOTCHHOCTH KOKIOUIHOTO
xomnosedTa Bordetella pertussis No 18323 xomnonenta Bordetella pertussis No 18323
17.|Ynakosxa Hpenapat ¢ koHCepBaHTOM 110 | MJI (2 IPHBABOY- [Npenapat ¢ koncepsanTom no 1 M (2 IpHBHBOH-

HbIE [03bI) B aMITyIe.

Tlo 10 avmyn ¢ HHCTPYKIIHEH IO TPUMEHEHHIO, CKa-
pudHKATOPOM aMITYIBHBIM B KopoOke (mauke) u3
xapToHa. [[pH yIrakoBKe amIyl, HMEIOMHX KObL0
M3/I0MA HITH TOUKY ANA BCKPBITHA, CKAPHDHKATOP
AMTIYNIbHBIH HE BKIAIBIBAIOT,

HBIE [03BI) B aMilyne.
ITo 10 ammyn B kopoGke U3 KapToHa

AMUYITE] BEMEIOT KOJBIO K3TOMA.

18.

Mapxuposka

cooTBeTcTBHH ¢ HIT JIC-000659-111017 uam.Ne 1

CooTBETCTBYET
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