AKupoHepHoe 061ecTBo

«HayuHo-TIpoM3BOACTBeHHOE 00beHEHNE TI0 MeHIIMHCKMM HMMYHOOHOIOTHYECKHM Npernaparam

Toprosoe HaumenoBanue JII1

«MuKporen»

AJipec MecTa OCYILIeCTB/IeHHs JMLeH3NPYeMOro BH/ia IesiTeIbHOCTH
Poccusi, 614089, Iepmckwii kpa#, r. Tlepms, yi. Bparckas, 177

ITACITOPT Ne 126 om 28.02.2023 2.

AHATOKCHH {U(pTepHiiHO-CTOOHAUHBIH OUHIEHHBLIH a/icopOHPOBAHHBIH KUKAH

(ALC-aHaTOKCHH)

MexyHapojiHOE HeNaTeHTOBaHHOe,

W/IN I'PyNNyUpoBOUHOE, WK
XMMHYeCKoe HauMeHOBaHHe

JlexapcrBeHHas dopma

AHATOKCHH JUQTePHAHO-CTONOHAUHLIA

cycnensusi 0415t BHYMPUMBILUEHYHOZO0 88EOeHLST

Peructpayyonsoe yaocrosepenne JIC-000331

Homep cepum 1100223 Jara Beimycka 01.23
KonnuecTro, efi. u3mepennst 10844 ynakosku T'open a0 01.26
Hcnbrranus nposegens o HJ JIC-000331-240720, nam, Nel
Ne Tlokasarem Tpebosanus ro H JIC-000331-240720, u3m. Nel Pe3ynbrars! KOHTpONs
n/n
1 2 3 4

1. Ormcanue

Onaneaypyromas #uaxocTs 6enoro Hpera € CepoBATLIM WKW
JKE/ITOBATLIM OTTeHKOM. [Ipy  OoTCravBaHMM pazfe/siercs Ha
PbIX/ILTH 0CanoK 6enoro Wi Ge/oro ¢ CepoBATLIM WM XKeJoBa-
THIM  OTTEHKOM LIBETa, JIErKO JMCTIePIUpYIOLIMICS TIPH BCIpPsi-
XMBaHMM, M TPO3paUHylo GECLBeTHYIO HafoCalOuHyIo Sz

Onanecuppyiowias #HIKocTs 6enoro LBeTa ¢ JKe/IroBarbM
orrenkom. TIpy OTCTaMBAHMM Pa3Ae/sieTcsl Ha PhIX/bIA oca-
710K 6010 € )KemoBaThIM OTTEHKOM LIBET, JIETKO JICTIeprt-
PYIOLMAC MK BCTPSXHBAHI, ¥ NPO3PAYHYI0 Gecpentyio
HaZ0CaZ0uHYIO HKUAKOCTb.

KOCTh Coorsercisyer
2. ToymHHOCTH Jlomkex of/aziaTs MMMYHONeHHO aKTHBHOCTHIO, obecrieunsast | O6n1ajaeT MIMMyHOTEHHOH aKTMBHOCTHIO.
FALATY OT AEHCTBYS JMQTepHIfHOTO 1 CTONOHsIuHOTO TokeHHoB | CooTseTcrsyer
3. Mexarymeckie Jlomke BuyepiuBars Tpebosarms 'O PO, 0PC.14.2.0005.18 | Boiiepiisaet Tpebosanyst
BIUIFOYEHHs!
4. pH Or641073 6,5
CoorBercrsyeT

5, TlpoxoauMocTs vepes |y

Cycriensist nperiapara, obpasyrouiascs Npy  BCIPAXMBAHMH,
JI0/pKHa cBOBO/IHO NPOXOAMTS B 1MpHIY uepes urny 0,8x40

CycrieHsist peniapara, 00pasyrowascsi NPy BCTPAXUBAHMH,
CBOGO/HO MPOXOZMT B 1LpHLL uepe3 urny 0,8x40.
CooTtBeTCTBYET

6. Bpems
CeIMMeHTaLMOHHOM
YCTORBIBOCTH

Cycriensus TiperiapaTa, 00pasyiolascs Npu BCTPAXHBAHMH, He
JIOJDKHA TIONHOCTHIO PACCNauBaTLHCA B TeYeHHe 2,5 MAH

Cycniersus niperiaparta, 06pasyioascst NPy BCTPSIXMBAHYH,
IOJIHOCTHIO He PACC/IAMBAETCA B TedeHue 2,5 MUH.
CooTseTcIByeT

ro KOMroHeHta ¥ He Hwke 40 ME i cronfHsuHoro
KOMITOHEHTa

7 CrepuibLHOCTL Jlomien ObITh CTePU/EHbIM CrepibHbiii
CoorsercTByer
8. | AHOMaTbHas Jlomker ObITE HETOKCHUHBIM HeTokcuuHbIi
TOKCHUHOCTH Coorsercrsyer
9, Cretpduueckas [omker ObITb Ge30MacHbM BesonacHb1i
6e30nacHoCTL Coomserctsyer
10. | Cnerpacprueckas Ipususounas po3a (0,5 mi) fyis venoseka jo/mkHa 06- | TlpusuBounas posa (0,5 i) Anst venosexa obnagaer
AKTHBHOCTL NajaTh aKTHBHOCTBIO He Hibke 30 ME ans AudTepriiHo-

HMMYHOTeHHOM aKTUBHOCTBIO M cogiepxuT 33.0 ME
s pudrepuiiHoro komnosnenra v 1288 ME s
CTONOHSAYHOTO KOMITOHEHTa.,

Coorsercsyer
11. | Honrora copbipn B 1 M1 HaZIOCAA0UHOM JKUIKOCTH COAEPKaHue Cop6iwst nonsas
OuniienHoro JpdrepuiiHoro | HeazcopGuposarHoro udreprifHoro aHaTokcuHa He ApKHO | mewee 1 Lfvn
aHaTOKCUHA npesbiats 1 Lf,
OUHILIEHHOIO CTOIOHAUHOTO | HeaACopOMPOBAHHOND CTONGHSYMHONO aHaToKCHHa - He AomikHo | menee 0,1 EC/mn
AHATOKCHHA npespiuars 0,1 EC Coorsercreyer
12. | Popmamsaeruz He 6onee 100 mxr/mn 16,3 mxr/mn
CooTBeTcTByeT
13, | Twomepcan Or 85 1o 115 Mr/mn 89,1 MKr/m
Coorsercisyer
14, | AJHOMHAHUSI TH/POKCHTL He Gonee 1,1 Mr/m (B nepecyiete Ha aomimmii Al™) 1,0 mr/vn
Cootsercrsyer
15. | W3snexaemplit obnem He metee HOMUHAIBHONO 1,0mn
CootBercrsyer

16. | TlpousBojcTBenHbie
HTaMMbl

LLImammit Corynebacterium diphtheriae PW-8 (Massachusetts)
(800013), Clostridium tetani Ne 471 (300606); Cl. tetani Ne 228

(300565) Coomercmyer ;7" Hauoua b

17. | Ymnaxoeka AnarokenH ¢ THomepeanom 1o 0,5 ma (1 NpUBHBOYHAs 103) | AHATOKCHH C THOME caIOMTIon b (2 rapraeais
w1 M1 (2 NPUBMBOYHBIE 403bI), AHATOKCHH 663 THOMEPCA/ia | B amIlyJibl Bve ;‘g 0 1 MAMHI ek
110 0,5 M1 (1 MpUBUBOUHAS Z03Q) B aMITY/Ibl BMECTMMOCTEIO 1M | 'TY 9462-002-11088 305

u3 crexma mapiki HC-3 mo TY 9462-002-11068395-2005 wmi | Ha amiysml ] ¥
TY 9462-001-53908805-2006, wui 13 creia 170 miapomari- | Tvna FASSON. J(llu ltnp:tls]\c {:
ueckoro kacea no 150 9187. il




