PA3SPEINIEHUE
Ha BBOI B IPXKAHCKUE 060poT B Poccuiickoit ®eneparuu CEPHH MIIM NapTHH
IIPOM3BEIEHHOTO B Poccuiickoii Denepaiyy Wi BBO3UMOTO B Poccuitckyro Deneparuro

UMMYHOOHOJIOTHYECKOT0 JIEKapCTBEHHOTrO Ipenapara
ot 23.03.2022 Ne 007207/22

Beitano  Axnmronepromy obutectsy "Hay4HO-Ipou3BoaCTEEHHOE obbenuHeHMe 110
MEMIMHCKUM = HUMMYHOOHONIOTHYECKHM —TTperapaTam "Muxporen", Poccus, 115088,
r. Mocksa, yi1. 1-a lybposckas, 1. 15, ctp. 2, UHH: 7722422237.
(HaMMeHOBaHHE IOPUIHYECKOTO THIA, OpHIMYecKHi agpec, HHH)
®enepanpHas cayxba mo mHaxzopy B chepe 3apaBooxpanmeHHss HA OCHOBAHHH
SAKJIOYCHUSL  HCTIBITATENIBHOTO  IIEHTpa  OKCHEepPTH3Bl  KadyecTBa MEJTUITIHCKHX
MMMYHOOHOIIOTHYECKHX MPenapaTon DesiepalbHOr0  rOCYIAPCTBEHHOTO  OIOIKETHOTO
yapexaenus "Hayunelii 1enTp SKCIICPTU3BI  CPENCTB MENUIHUHCKOTO IpPHMeHeHwus"
MitHucTepeTBa 3apasooxpanerust Poccriickoi Denepaiyn
(nammenoBanme denepanbHoro TOCYNAPCTREHHOTO OI0DKETHOrO YUpesk e s )
or 18.03.2022 Ne 189/HI[DCMII paspemaer BBOA B IpakAaHCKHii 060poT
(mara) (nomep)
B Poccniickoii ®enepanuu nMMyHOGHOI0rHYeCKOT0 JICKapCTBEHHOTO Npenapara
AHATOKCHH TU(PTEPHITHO-CTONOHAYHBIN OIHITIEHHBII aJICOPOUPOBAHHEIN ¢ YMEHBIIEHHBIM
CONCPXKAHUEM aHTHIe€HOB XUKKUH (AJIC-M-anatokcun) vV
(Toproeoe HaHMeHOBaHuE)
AHATOKCHH Ti(TepUii HO-CTONCHATHEIH
(MeKIyHAPOIHOE HENATEHTOBAHHOE HAMMEHOBAHMG IPYNTHPOBOYHOE MIIM XHMHYECKOE)
CYCHICH3UA U1 BHYTPMMBIIIEUHOTO U HOAKOKHOTO BBEIEHHUSI, [AHATOKCHH C
THOMepcanoM] 1 mur - ammyssr (10 wit.) - xopo6xu KApTOHHBIE -
AT Te9eOHO-IPODHIAKTHIECKHX YIPEIKICHMI
(popma BEITyCKa ¢ yKasaHHeM NeKapCTBEHHOM (bopMBL, 03UPOBKH, HACOBKM H KOIHYECTRO B YHakKkoBKe)
cepun Y67 , 00bem cepuu uiim maprun 11847
(HOoMep cepun) (KONMYECTBO YIIAKOBOK)

roaen no 12.2024

(cpok romHoCTH)
NPOU3BOACTBA AKIIMOHEPHOr0O OOIIECTBA "Hayuno-npousBosicTBeHHOE 00BeMHEHNE 110
MEIUIUHCKAM ~ MMMYHOOHOJIOrMYECKAM  IMpenapaTtam "Mukpores" (AO "HIIO
"Mukporen"), Poccus, 450014, Pecry6ika bamxoprocran, r. Yéa, yn. Hosopoccuiickas,
A. 105 (Bce cTammy, BKIFOYAS BBITY CKAFOIIHIA KOHTPOJIb KauecTna).

(HaHMEHDBaHHe H anpec rMpoM3BOAUTEINT C YKa3aHHEM cTagui HpOHSBOﬂCTB&)
Perucrpannonnoe yxocrosepenne Ne JIC-000283 ot 27.04.2010.
Jlep:kaTels PerucTPANMOHHOIO YAOCTOBEPEHHS AKHHOHepHOGLueCTBo "Hayuno-
IIPOM3BOJICTBEHHOE 00BENNHEHHE 110 MEIUIMHCKIAM UMM TIPYE
"Mukporen" (AO "HITO "Mukporen"), Poccus, 115088,
i 15, erp. 2

?
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ATy Onar
(nammeHoBaHMe, anpec) mmu.,mh'm'mg\ca\
Company?

Joint Stock

AOKYMEHT 1HOJUIMCAH
MEKTPCHHOU IOATINCEIO

3aMecTUTeNb PYKOBOOHUTEIIA | Cepruduxar E1036E1BO7EC0481 EB11ADIDEADCA J1.B. HapxomeHKo
BaanenenIlapxomenxo JIyvyxpuii Beesonogosimy

HeticTenrenes ¢ 30.06.2021 mo 30.06.2022




Punnan AO «HIIO «Muxpores» B 1. Yda «Mmmysonpenapam
450014, Pecniydmxa BawkopTocran, r. Yipa, ya. Hosopoceuiickas, 1. 165

C.lm2

TTaciopr Ne 750

Hamvenopanye mpenapara no HJ|

AnaToxcun aMPTEPHHNO-eTOAGHA YHEI 0N EHHLIR axcopfupoBANALIY
£ YMEHEIBCHHLIM CONCP/RAHNEM aHTHICHOB Ruarui (AJIC-M-anavoxcnn) ¥

Auaroxcuu audrepuiino-cToNGHAYHBIR

CYCREN31LA ORR GHYMPUMBIIEYHOZ0 U ROOKONCHOZ0 66eder1n

Cepun V67 v

Jara semycka 1221 7

Kompuectss 11847 yi.

Cpox rogsocti ie 1224 |,

Anamus emonses mo HJ{ JIC - 000283 - 150420, usm. Nol

No Haumenosanue TpeSosawns mo HJI Pesyawrare: anannsa OBTK (OKK)
n/1 TEOKazaTenel
1. | Ommcanne Onanecumpyrolias »uIKoCTE 62A0r0 IBETA € Onanecispyromnas XUAKocTs Heroro Hsera ¢
CCPOBATEIM WM IRCATOBATRIM OTTCHKOM. [IpH HEITOBaTHIM OTTEHKOM. TIpH oTCTanBARMY
OTCTAHBAHWH Pa3ACNACICS Ba PHIXTRH 0CanoKk | pasmensercs Ha PREXTEIH ocanox Genoro ¢
Genoro mwmz GeNOr0 C CEpORATEIM HIH KelNTo- HKEATOBATEIM OTTCHKOM IIBETE, NIErK0 Zuc-
BATEIM OTTEHKOM IBCTA, NEIKO AHCHCPIHPYIO- IICPrUPYHOIIHHACS 1PH BCTRSIXHMBAHEH, U PO~
IMHCS (1PH BCTPANUBAHKH, H IPO3PAYHYI0 3padHy1o BECUBETHYIO HATOCANOYHYIO KHI-
GecUBETHYIO HAROCANIDYHYIO KHAKOCTH KOCTh
2. | Hoaauunocts HonxeR 00nataTs WMMYHOICHHON AKTHRHO- Obnanaer Y¥MMYHOTEHHOH AKTHBHOCTEIO,
eI5r0, obecneyunas sawyTy 0T Aelicrens mud- | ofecneunpas 3ALUKTY OT NeHCTBHA Au(iTe-
TepHIHOre ¥ CTONDHSIYHOrG TOKCHHOB prHAHOro #-CTONCHAUEOrC TOKCHEOR
3. | Mexa#auugckue Jlomxen BeinepxuBars Tpefosanug Bruiepmusaer tpeGosanus
BKIIOSEHNS
4. | pH Or64 1073 6,8
5. | Hpoxomumocts uepez | Cycrnenzus LpeIIaparta, o6pasyroniascs Ips Cycnensns npenapara, 00pasyOLAsCA TpH
HIITY BCTPAXUBANUH, JOMKHE CBOBOHO NPOXOIUTE BCTPSXMRAHAY, ¢BOBOAHO IPOXOTMT B
B Lunpwuil gepes yray Ne 0,8x40 nIpHi depes wray Ne 0,8x40
6. | Bpems cenmventaim- | Cycnemsus npenapara, 0GpasyroImancs IpH Cycnensus npenapara, o6pa3yomascs Hpy
OHHOH YCTOMMHMBOCTH | BCIDAXMBRHMWH HE JOIKHA TOJHOCTRIO PACCHa- BCTPAXHBAHHA HE TIONHOCTEIO PACcCAAMBaST-
HBATHCH B TEYCHUE 2,5 MUH ¢ B Tegenue 2.5 mun
7. | CrepumsHocTs Jomsen GHITE CTEPHIBHEM CrepunsHeii
8. | Anomannuas Jomxen GbITh HETOKCHYHLIM Hertoxcrumnii
TOKCHYHOCTR
9. | Coenndngcckas Homxen Gorrp Ge30nacHi BezonacHnii
Ge3onacHoCTh
10. | Coeumdimacckan Homikex ob1agaTs KMMYHOTEHHOH AKTHBHO- 100 %
AKTHBHOCTR cTE10, ofiecneunnad prrxHRaeMocTs 100 %
HMMYHH3HPOBAHHLTX )KMUBOTHLIX TIPH 3apaske-
HHK NeTansHod 10308 IudTepuiiHoro ToKcHEa
1 He Menee 70 % MMMYHHSHDOBAHHBIX #uBoT- | 75 %
HBIX NIPH 3apaKeHHH NeTaMbH0H 70301 cTonb-
HAYHOrO TOKCHHA
11. | Tlonsora copBuun
Oumuensoro migire- | B 1 Mt agocanoqsol sunkocty conepwanne | B 1 v menee 1 LT HearcopOHPORARHOTO
PHIHOTO AHATOXCHHE HeancoBUpoBaHHOro THGTEpUHHOro anaToreH- | AUdTEPUITHOTG AHATOKCHHA
Ha HE JIOJHRHO TpeBbluiars [ LE,
Owsinennoro cronb- HeancopOHPORAMHOrO CTOAGHAYHOTO ANATOK- meree 0,1 EC neancopGuposarsoro cronb-
HAYHOTQ AHaTOKCHHA cuHa 0,1 EC. HAYHOTO aFaTOKCHHA
12. | ®opmansrerun He Gonee 100 mur/Mn Menee 20 Mir/mm
13. | Tuomepcan Or 85 no 115 mxr/mn 103 mxr/mor
14, | AmoMuHES TUOPOK- He Gonee 1,1 Mr/ma (B nepecyere Ha amOMH- 0,9 Mr/mnt
cun muit Al D)
15, | M3pnexaeMsrit oGsemM He meHee HOMMHATBHOLO He Menee HOMBHANGHOMO
16, | IlpousBoacrBeHHEIC Ulrammsr Corynebacterium diphtherige PW-8  |1ltammut Corynebacterium diphtherine PW-8
IITAMMBL (Massachusetis) (800013); (Massachusetts) Ne 800013
Clostridium tetani Ne 471 (300606), Clostridium tetani Ne 471 (300606}
CL tefani Ne 228 (300565)
17. | Ynakonka AHATORCHH € TAOMepcanom 110 1 Mn (2 nipusp-

BOYHLIE FOIBI) B aMITYIEL

Tlo 10 ammyn B kopoGKke U3 XapTOHA C HHCT-
DyXLpMeH IO TPAMEHEHYIO H CKADHQMKATOPOM.
Tlpy ynakoBKe aMITyII, YUMCIOIMX HACSUKY,
KOBI0 HTH TOUKY HINOMA, CKapA(QHKATOD HE
BRIANEIBAIOT.




@uiman AO «HITO «Muxpores» s r. Yda «MmmyHonpenapary C.2m32
450014, Pecury6rrika Bamkoprocran, 1. Ya, yn. HoBopocceniickas, x. 105 S

IMacmopr Ne 750

Hammvenosanwe npenapata no HJT

AHATORCHH RudTepuitno-cToNbHANHLIR OUHIEHB B agcopOupoBaHEbIH
€ YMCHBLIUEHHBIM COACPHAHHEM RHTHIEHOR MOUAKHIT {AHC-M-anarorcny)

AnaroxcHn s TepHiTHO-CTONDHA LI

CYCHEH3UA QNS HYMPUMBILEYHOZ0 1 HOOKONCHOZ0 €620eHISE

Cepua V67

Jara Brimycka 1221

Konuuecrso 11847 yn.

Cpox rognocyn oo 1224

Asnan sunonyen no HJU JIC - 000283 - 150420, mam.Na1

No
/it

Haumenosanue
TIOKa3areac

Tpefonamnwa no HJT

Pesynurarer apamsa OBTK (OKK)

18.

Mapxuposka

1) TlepsuyHag ynakoska NeKapcTBEHHORG Ipe-
napara.

Ha ammyne yxasmsaor: TOPrOBOC HAMMCHOBA~
aue npenapara (AC-M-anaroxcun), ofbem u
KOOHYCCTRO 703, HOMEp cepuH (Byxsenmo-
urbpoBoe 0G03HAYERME), JATY BHITYCKA, Cpok
ropuoctH (10), «Betpsxusarn!y

Ha 3THKETKS aMITYNAI YKATRBIIOT: COKpaImeH-

Hoe HEHMEHOBAHHE npeRnpusTHI-
npou3zBoaMTEns, COKpANICHHOS TOProBoOe
HAWMEHOBaHwe mpenapaTa {(AIC-M-

AHATOKCHH), 00BEM H KONUICCTRO 703, HOMED
cepuyt  (Gyxsenno-unporoe  oBo3naycumue),
AaTy BIIYCKA, CpoK roxaccty (ao), «Berpaxn-
Bath!y

2) Bropuunas yiakoBKa HeKapCTBEHHEOTO fpe-
napara.

Ha pauxe s oTukerke-Gannepomy yxasssa-
0T COKPAINCHHOE HAMMEHOBAHHE DPEHIIpHS-
TH-TIDONIBOIATENA, €0 TOBADHLIH 3HaK, an-
pec, Tenedon, anpec u Teredon NpoOUIBOACTHA,
TOPFOBOE HAWMEHOBAWHE NPENApaTs, IpyIIIH-
DOBOYHOE HAWMCHOBAHHE, JICKADCTBEHHYIO
dopmy, cnocob npumencrns («Cniocob pH-
MEHeHME — oM. Muctpyxumioy), uudopmaimio
O COCTARE, KONMYECTRO aMIIyT B nauxe (kopol-
Ke), 0BBeM H KONICCTR0 103 B amITy e, HOMED
ceput  (SyxseHuo-undposoc oBo3HageHue),
Zaty BEUTYCKZ, CPOK IOJHOCTH, YCNOBHS OT-
mycka («llng  meucGHo-npodunaxtuucckEx
YIPSKACHHHY),  YCIOBHA XpaHeHMs, HOMEp
PCrHCTPALMOHHOIC  YNOCTOBSDEHHA, IUTPHMX-
KOA, nperynpemaTelsEbie HammucH («Cre-
PHIBHOY, «XPAaHHTE B HEHOCTYITHOM IS neTeit
Mectey, «[lepen BBeneHMeM RCTPRXUBATEY, MM
npenapara 6es kogcepsanTa yRa3pBaor «BE3
KOHCEPBAHTA»); cpemctio miesTH®HKa-
Il

1) Tlepsuumas ynakoska NIEKapCTBCHHOTO
nperapara,

Ha ammyne yKasaHsl TOpromoe HAWMEHOBa-
aue npenapara (AJJIC-M-axaroxcan), oGsem
(1 mm) u xomryecreo ;o3 (2 [03LT), HOMEp
cepun (Y67), nary ssuiycka (1221}, cpox
roxuocTH (fie 1224), «BerpaxuBaTs!s

2) Bropmuyas yOaxOBKa ICKAPCTBEHHOTO
Tpenapara.

Ha osraxeixe-Ganzeponu  ykasano: COKpa-
HISHHOG  HAWMCHOBAHME  NPCANPUSTHI-
npoussonmTent (AOQ «HIIO «Muxporeny),
€70 ToBapHEIHR 38AK, axpec, Tenedon, anpec u
TENC(POH NPOKIBOLCTBA, TOPrOROS HANMEHO-
Basue npenapara (AHaTOKCHH AudTepHiino-
cronCusqueit  OwMeHHsH  ancopGuponan-
Hb ¢ YMCHBUIGHHBIM COIAEPKAHHEM AHTH-
reroB #unkuit (AJIC-M-anatoxcrn), rpyn-
THPOBONHOS  HAaUMenoBaHHEe (AHATOKCHH
TAQTEpHEHHO-CTONCHFIHEIH), NTekaperaeHHas
dopma (CYCHCHSHA NS BHYTPHMBIIETHONO
M DOIKOKHOrO BREACHHA), Criocod npHMene-
HHUS, HHQOPMALMA O COCTARE, KONHYECTEO
aMiyn B xopodke (10 ammyn), ofzem (1 mx)
H KONM4ECTEO 103 B avaryne {2 Ko3s1), HOMED
cepun (Y67), nara setmycka (1221), cpok
rogHoctH {no 1224), yemomms omnycka,
YCHOBMA XPAHEHHS, HOMED PErHCIPALMOEHO-
ro ymoctopepenna (P No 000283), mrrpeoc-
Kof, TIpeAynpeRuTeLHEe HANNHCH.

Ha ramayio maicy Hameceno Cpencrso
HACHTH(HIALIEH.

18,

XpaBcHEe

B cootsercramn ¢ CII 3.3.2.3332-16 npu TeMoeparype ot 2 no 8°C. He samopaxupars.

20.

TpascrmopTuposanne

B coorsercrsru ¢ CIT 3.3.2.3332-16 npu remneparype or 2 5o 8°C. He 3aMOPAKMBATE,

21.

Cpok roxuoctn

3 rona

Jara BRITyCKa 17.12.2021 w
cpok rogrocti go (1.12.2024

Hara Bpinaun machopra

Muxpobuoner OBTK (O

H. 0. navansunkxa OBTK (

3axmOYeHHe: IPSNAPAT CEPHIA Ye; zggﬁ’mwsqﬁ}ze? Ooranmay HJL JIC - 000283 - 150420, wam.Nel
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