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ITACITIOPT N 738

Haumenosanwe npenapara wo HJl Bawuuua xokmomuo-gadrepniino-cronbunauasn

ageopbupopanuag (AKAC - paxuuua)

Baxuyna s npodunactaky Iu{Tepud, KoKmowma 1 cronfHIxa

Cepus Y16
Komasectso 11 787 yn.
Ananws semonser no HIL JIC-000659- 111017, m3m. Ne 1

CYCReH3UA Ol EHYMPUMBIIEYHO20 86e0eHIA

0.5 mn/oosa

Jlara seimycka 0120
Cpox rogeocts go 0821

Ne Haumenosanue Tpebosaunus ne HY Pesynprars ananasza OBTK (OKK)
n/n noxazarengii
1. |Onuganke Onansecippyiomas KMaxocTs 0enoro unera, OnanecippyOLaN KRAKOCTE BEoT0 UBETE, ©
KOTOPAS MOKCT HMETh CEPOBATHH WK MeNTOBATHH WEATOBATHIM OTTeHROM. TIpH OTCTauBaHUK
orrenok, TIpl GTCTauBAHWYN PAIASAAETCA HA PRIXARIE pazaeasercs Ha prooTEt neagox Benoro ¢
ocagox Senoro nou Gesoro ¢ CepoBATRM WK Ken- ENTOBATEIM OTTEHKOM LIBETA, NETKO AHCIEPrHpY-
TOBATHIM OTTEHKOM HBETE, NETKO AHCHEPrUPYIOWHi- [lonmHcH P BCTPAXUBAHHH, M NPO3PAUHYI0
CA BPR BETPAXHBAHKM, ¥ NIPOIpausyio BecupetHyio BecuBeTHYIO HAAOCAAOUHYIO KHIKOCTD,
HARDCAACUHVRY HUAKOLTS
2, {TlonanHuoCTs Honxua o6nanats HMMYHOrEHHOH aKTHEHOCTHIO, Ofnanaet HMMYBOreHHON SKTHBHOCTEIO, ofecne-
~KOKIMOMHBH KOMITGHEHT obecnednsan 3ammTy 0T AcHcTBus gudTepinOro YKBACT 3alUMTY O AcHoTaus audirepuitnore n
~pudrepuiiHp KOMNOHEHT |3 CTORGHAYAOrO TOKCHHOB H KORIIO WX CcTONQHAYHOIO TOKCHHOB H KOKMOMHKX MUKpoGon
~CTORDHAYHA KOMIOHEHT | MHEPoGOR N
3. [ Mznaexaemeiif obsem He menge soMusaisiore He mence 1,0 mn
4. {pH Q1681074 7.1
5. [Mexanugecsue BHANMEE MEXSHHYECKHS BRARHCHUA TONKHDE BuanMble MEXaHHYECKHE BKAKUECHHA OTCYTCTBYIOT
BRIKOUEHRA OICYTCTBOBATH
6. [Tpoxoawmocts yepes urny  |Cycnexsun npenapara, oGpasyioiascs npy Cyenenssn npenapara, ofpasyiomanc npy
BCTPAXHAAAUK, AOIKHA CBOBOAHO NPOXOANTS BOTPAXHBAHUY, CBOBOIHO NPOXOIMT B WINPHIL
B BpHiL yepes nray Ne 08x40 yepes uray Ne 08440
7. |Bpess ceaumenrannonnolt  |Cycnening npenapara, ofpasyiomages Ipy serpa- Cycnensus npenapara, obpasyiomiascs nps BeTps-
VCTORUMBOCTH XURGHHH HE HOIKHE TOIROCTHIO PACCHANBATRCS XHBBHHM HE DONHOCTHI0 PacCNanBaeTes B
B TEuEHGe 2.5 MuH ‘teuenue 2,5 MEH
8. |CrepuibHacTs Jlonmua Obrs crepunbHol Crepuapnas
9. |AHOMANEHAE TORCHYROCTD Hoswna GRTh HETORCHYROH Heroxcuunan
10, |Coeundrrueckas Tonwna Grts Gesonacuol Besonacwuas
Be10nacHoCTS
11. |Cneuugdmyeckas Tomxna 06nanaTh AMMYHOTCHHOH aKTHBHOCTHIO
AKTHEHOCTE U COREPRATE B 1 M1 He MeHee:
~KOKTHIHBI KOMIOHEHT 8 ME ROKITOUIHOID KOMIIGHEHTH, 10,8 ME/mn
{HRHHI TPEACA AOBEPHTENEHOTO HHTCPBANA
{P=095) ne menee 4 ME/Mz), 8,8 MEMa
-pudiTepnitnei komponent |60 ME apdirepritnors anarorenra 1 127 ME/Mn
-CTONOHSYHBIH KOMIOHEHT 120 ME cronGuaguoro aHaToRCHHa 350 ME/a
12, iTTonxoTa copBiyus B 1 M1t Han0Ca809K0H KHAKOCTH COREPHANNE Menee 1 Lf geancopbuponansiore
~mudrepuiinoro koMnoenta | Heancopbuposannoro gudTEpUIHOTD AHATOKCHHE TH(TEpUIHOTo AHATOKCHHER
He AommHO npepsiuats 1 LE,
-CTONGHAMHOTO KOMIIOHEHTE  |HeanvoplupoBaHHOTe STOABHANHOIO 3HATOKCHHA Menee 0,1 EC neancopSuposansoro
ue pomwno npeswimars 0,1 EC STONGHANHOIO BHITOKCHRA
13. {dopmansrerny He Sonee 100 mxrivn 26 mrrimi
14. | Tnomepoan Or 85 10 115 mkr/vn 99 mrrivMa
15, | ADIOMBEHEIR THAPOKCHTL He Gionse 1,] mr/mn (B nepecuere va AlY) 1.0 mr/mn
16. {Tipowssoactaennrle (‘oz;mebaumwn liphtherice PW-8 (Mussachusetts)  {Cors diphtherive PW-8, (Mussachu-
HITAMMBL W BITAMMB 718 Ne 800013; Clostridium tetani Ne $71(C: openheazen, seits) Ne 800013; Cloxtridium terani Ne 471 {Co-
KOMTpOAs A% 228; Bordetella pertussis Ne 38, Ne 39, Ne 267, penhiagen); Bordetella pertussis. Ne 475, Ne 303,
Ne305, No312, Ned75, Ne703. B}suynemmﬁ FTaMM Ne 703, Ne 267, Bupynentabid WramMM Jns KOHT-
LT KOHTPOAS MMMYHOTEHHOCTH KOKMIOWHOO PONR MMMYHOTEHHOCTH  KOKIIOUWHOIO KOMAGHEHTE
romiouenta Bordetella pertussis. Ne 18323 Bordetella _pertussis Ne 18323
17. | Yraxosxa Tpenapar ¢ konceppasToM o 1 Ma (2 npususoy~ Ipenapar ¢ xouceprawrom o 1 va (2 npusunot-
HEE HO35L} B aMIyne. HEIE JI0381) B AMITYAE.
Tlo 10 amnys ¢ #RCTPYKIMER HO HPHMEHEHHIO, CKa~ Ilo 10 amnyn ¢ HHCTPYKUMEH N0 TIPUMEHEHMIO,
prbHKATOPOM BMIYIEHEM B ROpobKe {Hauxe) 3 B KOpPobKe H3 KapToHa.
kaprora, [Ipn ynakoesxe aMIys1, AMEIOHUX XOMBH0 AMIIYAEL BMEIOT KOIBI0 H3I0Ma.
HANOMA WK TOURY RS SCKPRITEL, crapudukarop
aMnyIeHEH B BRIAIMBAIOT,
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