UMMYHOOHOI0IHYeCKOTO JICKAPCTBEHHOr0 Mpenapara
0T 12.04.2022 Ne 007398/22

Brinano AKIHOHEepHOMY obmecrsy "Hayuno-npoussoncraennoe oObenrHeHne o
MCINIMHCKEM  MMMYHOBHOIIO T MY CKIM penaparam  "Mukporen", Pocems, 115088,
I. Mocksa, yi. 1-5 Hdy6posckas, . 15, crp. 2, IHH: 7722422237,
(HauMeHoBaHue FOPHIAMYECKOrO JTHIA, FOPHIMYeCKHiA aapec, MTHH)
@enepanbnas cuyxbéa o Hansopy B cdepe 3APAaBOOXPAHEHH HA OCHOBAHHH
3AK/II0OMEHHA  HCHBITATENbHOTO HEHTpa  3KCIepTH3Bl  KauecTra MEJIMLUHCKHX
MMMYHOOH OO ecK X lpenaparos  Pexepansroro F'OCYIapCTBEHHOIO GrOmKeTHOro
yapexaenus "Hayumsrii HCHTP OSKCHEPTHSBI CPENCTB MeAMIHHCKOro IIpHMeHeHHs"
Munncrepersa 3ApaBooXpaneHus Poccuiickoii Deneparmu
(Hammenorarne denepamsnoro TOCY IapCTREHHOTr0 OromKeTHOr O YUpeKIeHus )

or 07.042022 Ne 248/HIIDCMIT Pa3pemaer BBoa B rpazknanckmii obopor

AHaTOKCUH AU TEPUIHO-CTONGHIYHL T OYHINEHHBIN alcopOUpPOBaHHBIL KU IKHH
(A,Z[C-aHaTOKCHH)

(Toprogoe HaHMEHOBaHME )

AHaTOKCHH UG TEPUHHO-CTONOHIIHEIi

cepun V31 - 00bem cepuu maM maprum 6195
(HOMep cepum) (kommuectro YNaKOBOK)
roapes no 122024
(cpox romnocT)

NpOH3BOACTBA AKIIHOHEPHOrO ob1mecTBa "Hayqﬂo—Hp0H3B())10TBeHHoe o0BenuHenue Mo
MEJIMIUHCKHM  UMMYHOOHOIOrHYeCKUM fpenapatam  "Mukporen" (AO "HIIO
"Muxporen"), Poccus, 45 0014, Pecy6iuxa bamkoprocram, r. Ya, ym. Hosopoccniickas,
a. 105 (Bce CTaiiH, BKIIIOYasg BBIITY CKAFOUIMH KOHTPOJIB KagecTna).

(HaumenoBanue 1 apEC NPOUSBOAMTENS ¢ YKA3aHHEM CTAIHIA NPOU3BONCTBRA)
Peruncrpannounnoe yaocrosepenue Ne JIC-000331 ot 21 .04.2010.
Hepixarens PETHCTPANHOHHOIO YROCTOBEpEHHSI AxugoHepHOE 06ImecTEo "Hayuno-
NPOU3BOJICTBEHHOE OOBEAUHEHNE 10 MEIUIMHCKAM HMMYHOOU 0 108 ay o,
"Muxporen" (AQ "HIIO "Muxkporen"), Poccus, 115088, r. Mod¥s, yutwdrd
I. 15, ctp. 2. HUMy HODHOAOTRIECKAR

ROMNNHA*
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(HaHMeHOBaHHe, anpec)

HOKYMEHT NOIUCAL
IEKTPOHHOM HOATIMCHIO

33MBCTHT6JII> PYKOBOOUTENSA

Cepradmxar E1036E1BOTEC048 1 ER 11A3D9DEADCAL
BaarereuIapxomeno Avrrprii Beesomozoniy
HedicrBuresen ¢ 30.06.2021 mo 30.06.2022




@uiman AQ «HIIO
450014, Pecnynuxa bawroprocran, r,

«Muxporeny s r.

Yba «Iimmyxmnpenapam
Ypa, yi. Honopoccnﬁcmaﬂ, A. 105

Haenopr Ne 747

HamMenoparme Tipenapata mo HJ{

Aunaroxcun ARGTEPHIiHO-CTONGHR
HHAKMI (A}IC-aHareKmH}

YHBL oYM eny L1l aacopbupoBannbi

/

AHATORCHY Auprepuitno-cronbununLi

CYCREHIUR ORR CHYMPUMBIUENHO020 68edenun

Cepus ¥31 Hara spmycka 1221 U7
Komuecrso 6195 yn. Cpox ronwoctu io 1224 \
AHAIH3 BBMONHEH 116 HJT JIC — 000331-240720 v

Ne Hanmvenopaiue Tpebosanms mo HI Pesynerarsr amanusa OBTK (OKK)

/i noxasarencH -

1. | Onucappe

2. | HMoamsumoers

Onarecuspyromas sumxoors Benoro npera c
CCPOBATEIM HITH KENTOBATHIM OTFEHKOM, TIpu
OTCTauBaHUK PAINENASTCE Ha PEDUTEIH ocamok
Beoro wum Genore ¢ CCPOBATHIM MMM SKenTo-
BATBIM OTTEHKOM HRETA, JETKO IOHCIICPIHpYIO-
IHHCS DU BCTPAXMBAHMY, U TIpO3paYRyo
Becureriyro HaNOCaN0YHYIO KUAKOCTD

Onamcunpyfmuaﬂ HHAKOCTR Genoro meera ¢
RETTOBATEIM OTTeHKOM. TIpH OYcTamBaHMK
PAIACNACTCA HA PEIXNEIH 0canok Georo ¢
ENTOBATEIM OTTCHKOM LBETA, IETKO THe-
Teprupyommitcs npu BCTPHXHBAHUH, H HPO-
3payHylo Gccuscm}m HAZOCANOYHYIO M1~
KOCTE

Homxen o6nanars AMMYHOTEHHONH AKTHBHO-
CThI0, abecnegurag SAWHTY OT AcHCTRHA Rud-
TCPHAHOIO M CTONGEAYHOTO TOKCHEOR

Obnanaer nMMynorennos AKTHBHOCTRIG,
obecneunsas 3amuTy o nelicrans Endre-
PHHHOTO ¥ CTONGHIYHOIO ToXCHROR

B IUnpHn Yepes uray 0,8x40

3. | Mexanuueckue Jomxen Brutepsxunars TpeloBanus Brinepinsaer tpeforanis
BRJIGYCHHAN

4. H Or 6,4 1073 7.0

5. | TlpoxomsvocTs Fepes | Cycunewsus npenapara, obpasyromascs Tpu Cycnenaua npenapara, obpasyiomancs pH
Uy BUTDSXHBAHHA, KOILKHA CBOGOAHO OPOXOAUTE BCIPSXHBAHHE, CBODOIHO NPOXOIHT B

HInpun gepes uriry 0,8x40

6. | Bpems cenmentaim-

Cycnensps npenapara, obpasyiomascs mpn

Cyenensug npenapara, obpasyiomascy IIpH

Ta

OHHOH yeroi4YHBOCTH BCTDANHBAHHH, HE NOMKHA HOAHOCTEIO Pactaa- | BUTPAXHMBAHME, HC TIOJHOCTLIO patciaanpa-
HMBATECH B TeYeHAE 2,5 MUK CICA B TEYenue 2,5 Mun
7. | Creprmnocts Homken Grrry, CTEPHITLHETM Creprmnesit
8. | Avomanpmas JomxeH 65T HETOKCHYHERIM Hetoxcuunziii
TOKCHYHOCTL
9. | Creundmueckas Homker 6erte Gesonacim Bezonacrmiii
BezonacaocTs
10. | Crenudmueckas lpusrBognas noza (0.5 mMn) nms uenomexa
AKTHBHOCTEL HomxHa O0RanaTs aKTHEROCTLID
He mwke 30 ME amt mudrepuiizoro kommo- 53,5 ME
Henra u
ne mxe 40 ME ang cronbusgmore KommoHeH- | 89,5 ME

11, | Tonrora copGrym
Ouninennoro nudre-
PHHHOTO 293TOKCHES

OymuerHoro crong-
HAEYHOIO 2HATOKCHHA

B 1 Mzt manocanouson HKBAKOCTH COJEpKanHe
HeancoSHpoBaHHero AudTepuiiHoro anarokcu-
Ha HE ROMKHO NpeBLiuraTe | Lt
HEAACOpOHPOBAHHOTO CTONBRIIEOrD AHATOK-
cuna 0,1 EC.

B 1 MnmMenee 1 LF Beancopbuposanzoro
AudTepuiinoro anaroxkcuna

meHee 0,1 EC HEanCopOHpOBARROTS CTONG-
HAYHOrO AHATOKCHHEA

12, DopMassaer

He 6onee 100 mur/vn

Menee 20 Mxr/ma

13. | Tuomepcan Ot 85 20 115 Mur/mn 104 mxr/ma
14. | Amovmnus runpor- He Gonee 1,1 mr/mn (B mepecuere Ha amomy. 0.9 mr/vn
cHIL el Al 3+}

15. | Vsnnexaemsiii oGnonm

He mence womunanororo

He menee HomuHamroro

16. | Iponsroncraeuune

Wirammer Coryrebacterinm diphtheriae PW-8

Wlramsvisr Corynebacterium diphtheriae PW-8

BOYHBIC J03L1) B aMITYILL,

Ilo 10 amryn s KOPOGKE M3 KEPTOHA € WHCT-
PYKUMEH 0 ripuMencnmo 4 ckapuduxaropom,
Tlpu ynakoske AMITY ), BMEIOMIHX Haceyxy,
ROIBUO KU TOUKY H3NOME, CKAPH(HKATOP
aMTYNEHLIT He BRIATEIBAOT,

HITAMME] (Massachuserts) (800013); (Massachusetrs) No 800013
Clostridium tetani No 471 (300606), Clostridium tetani Ne 471 (300606)
CI tetani Ne 228 (3005653
17. | Vnakoska AHATOKCHH C THOMEDCAIOM 110 1 M (2 npusn-




Dunnan AQ «<HIIO «MHKporeny p r. Yda «Fimm
450014, Pecrry6imyxca Bamscopromn, r. Yépa, yo.

Hacniopr Ne 747

YHOnpenapars
Heﬁﬂpncc;mcxcasx, . 105

HaHMEHDBamie Npenapara o HI Anatoxcun ﬂm}ﬁrepnﬁnc-cmﬂﬁnﬂqnuﬁ OMHIHRHHELII ancopbuposanypi
HAKHE C-auaroicuy
AHaToKCHH AHTepHiTHO-CTO MG s TRL
Cycrienzus Oan SHYMPUMBIHIE Y HO20 s6edenys

Cepus ¥31 Hata Bomycra 1221

Komrsecrsg 6195 Vi Cpox roasocr no . 1224

AHam srmonEen oo HE JIC- 000331-240720

o Hawmenosanme Tpeboranus o HA Pesynsrars: ananmmsa OBTK {OKK)
/i NoKazaTenei
18. | Mapxuposka 1) Heparynas ymakosea HEKAPCTECHHOTO npe- W Tiepauunas ynaxonka nexapcrsemmm"
fapara. Ipenapara.
Ha amnyne yrasnisaior: Cokpamentoe Topro- | Ha AMIYIC YKA3aBEL COKpallerHoe TOPro-
BOT  HauMeHOBaHwMe Tipenapara  {(AJIC- | zoe HauMeHORalMe  npenapata {(AllC-
AHATOKCHH), 06BEM M KONMYECTRO R03, HOMep | amaTokcHu), oBBenm (1 Mn) u xomugecrro 103
CepHE (Gyfcaenﬁo»umpponoe obosnavenne), | (2 ZO3BT), HOMEp CcepHu (¥31), nary BRITYCKa
METY BRINTYCKA, CPOK rogHocTH (z0), «Berpsxu- {1221}, cpox rogmocts (no 1229), «Berps-
BaTE!» XHBark!»
Ha sraxerxe AMITYJIB! YRAIBIBAIOT: COKpAITEH- 2) Bropuysan yraxosxa JleKapCTBeHAOrD
HOE HauMeHRoBaNue HPCINpHATHE~ | npenapara,
UPOMSBOAMTENS,  cokpamemuoe TOprosoe | Ha ITHKeTKe-Danneponn  yxasano: COKpa-
HAHMEHOBAHHE IIpenapara (AIIC-aHachnH), IHCHHOE  HaHMEHOBaHMe NPennpHATHA-
o0BEM ¥ KommEgecTRO #03, Homep cepru (6yk- | npomssomuTens (AC «HOO «Muxporeny),
BEHHO-HHDPOBOE obosaaucnune), mary BHUTYC- | €ro ToBaphmlii 3uak, anpec, tenedon, aapec ¥
X8, CPOK roLHOCTH (7o), «Berpaxupars !y TeaedGon nposm3BoaCTRa, TOPrOBOE HAMMEHO-
2) Bropuusas YTIAKOBKA REKApCTRENHOTO fpe- | Bawme npenapara, IPYNINKPOBOYHOS Hayme-
napara, HOBaRHe {Anaroxcpn AHGTepEHEC-
Ha nayxe mm ITHRETKe-0aNAepONy yxashipa- CTONOBAYHKIH), JexapeTaennan dopma (Cyc-
I0T: COKPAeHHOE EaMMenoRamue OpPCATpHA- | NeH3HA mg BHYTPUMBILIETHOTO BBenenny),
THA-HPOHIBOANTEAS, erg TOBAPHBIH 3HaK, aX- | crocol APHMCHCRIA, WEGOPMAIHS 0 cocTa-
bec, Tencdion, anpec » Teneton TIPOH3BOICTBA, | Be, KOoauuecTno aMmiyn B xopofxe (10 am-
TOProOBOE HaWMEHOBAHME Iipemapara, rpymm- | myn), ofpem (1 M) ¥ xonuuecTeo 703 & am-
POBOYHOC HAMMEHORANmE (Anaroxcun nudre- | myne (2 RO3BI), HOMEP cepui (¥31), nara
pnﬁnm‘:m::ﬁnxqmﬁ), ACREPCTBEHHYIO (opMy, Beimycka (1221), cpok roamocrs {mo 1224),
cnecol npumenenny {«Crocos OPHEMEHEHHA ~ | YOROBHY OTIYCKa, YCAORHS XPaHCHHN, HO-
M. Hncrpyxomroy), uiGopManmo o cocrase, MED pPETHCTPATIHOHHOTD yaocrosepenus (P
KOAMHECTBO amIty) B nayke (kopoGixe), oGzenm | No 000331), IITPHX-XOX, TIPeAyIpERHTEE-
M KONMYECTRO 103 B AMHYJIC, HOMED CCPHH | HBIE HAmmHCH.
(Gyxsenno-tudposoe obo3nauenye), Aaty | Ha xawuyio nauky mameceno CpenCTRO
BBITyCka, CPOK TOMHOCTH, yeiomus OTiYCKa | MAeHTU(HKAIMY,
(«lng nesetHo-npodnarTiteckuy Yapexe-
HuH®), venosms XPaHeHHs, HOMep perucrpa-
LHOHHOTO yAoCTOBEpEHHy, WITPHX-KOA, npeny-
TIpEANTENLHLIE HammHeH («Crepunsuony, «Xpa-
HHTE B HONXOCTYITHOM IS JeTel MecTey, «le-
PCA BBCJEHHCM BCTPAXMBATSY, 1y npenapara
Bez KoHcepmanra Yrazeipaor «BE3 KOHCEP-
BAHTA»), cpencrso HMICHTHOMKATIN,
19, | Xpauenue B coorsercremm ¢ CIT 3.3.2.3332-16 npm TeMnepatype ot 2 70 8°C. He samopaunars.
20. Tpancropraposanme B cootsercrauu ¢ CIT 3.3.2.3332-16 nipn remnepatype ot 2 o 8°C. He 32MOpaKUBAaTs,
21. | Cpox rogrocTs 3 rona J@Ta BEITYCKA 16.12.2021
Cpox ropmocTy no 01.12.2024 ./ J

3axmoyenye: Tnpenapar cepuu V3]

Jara semaup nacnopra
Mauxpobuonor OBTK (O
. 0. HayanbHuKa OBTK (

cGosawasm HI JIC — 000331
'Y OF 2002
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