PA3PEINIEHUE

Ha BBOJI B TP IaHCKK# 000poT B Poccutickoii denepaly Cepuu MM napTHi
TpousBse/ienHoro B Poceuniickoit denepanuu mim BBo3umMoro B Poccuiickyro Deneparuio
MMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOTO MpenapaTa

Ne P006-00110-77/01566228 ot 29.11.2024

Boinano AxiuonepHoMy o6miecTBy "Hay4no-npousBojctBeHHoe oObeniHeHre 110
MEMUMHCKHM MMMYHOOMOJIOTHYECKHM  TIpenaparam "Mukporen", Poccus, 115088,
r. Mockaa, yi1. 1-1 ly6posckast, 1. 15, crp. 2, UHH: 7722422237,
(HarMeHoBaHue FOPUINYECKOro JINLA, Iopuauueckuii anpec, MHH)
Deaepanbuasi cay:xba 10 Hag3opy B chepe 3ApaBoOXpaHeHHsT HA OCHOBAHMM
SAKJIIOYEHMSI  MCHBITATEIbHONO  LEHTPAa  OKCHEPTH3Bl  KAYeCTBA  MEIMLIMHCKHX
MMMYHOOHOJIOrHYeCKHX IperiapatoB  MeepanbHOro rOCy/1IapCTBEHHOIO OIOJKETHOIO
yupexzenus "HaydHbi LEHTP OKCIEpTH3BI CPECTB MeIUIMHCKOTO IpUMEHeHUs"
MunucrepcertBa 3paBooxpanenus Poccuiickoit Denepanun
(HanmMeHoBanue (eNepanbHOro rocyIapCTBEHHOTO GHOJPKETHOTO YUPEXACHMST)
or 25.11.2024 Ne 1326/HLIDCMII pa3spemaer BBOA B IrPpaXKaaHCKUi 00opoT
(nara) (HOMED)

B Poccuiickoii Meepanun uMMyHOOMOIOTHYECKOTO JIEKapCTBEHHOI'0 Npenapara
AHATOKCHH JUDTEPUITHO-CTOIOHAYHBIN OUMIIEHHBI a7icOpOUPOBAHHBIN HKHUIKU I
(AAC-anaTokcun)

(ToproBoe HarMeHOBaHuUE)
AHATOKCUH TUDTEPUHHO-CTOIOHIIHBIIN
(MeXIyHapOAHOE HEMATEHTOBAHHOE HAWMEHOBAHUE (rpynImMpoBOYHOE MIIM XHMUYECKOE)
CYCIEH3MS JUL BHY TPUMBILIEYHOTO BBEICHUS, [aHATOKCHH ¢ KOHCepBanToM] 1 M -
amityJibl (10 mT.) - KOpOOKKM KAPTOHHBIE - TSI JIe4€0HO-TIPOPUIIAKTHYECKUX YUPEKICHHMIT
(opma BeInycka (¢ ykazaHnem jiekapcTBEHHOlM (opmbI, 1031pOBKH, (PACOBKM) U KOJIHYECTBO B YIaKOBKe)
cepun  Y010824 , 00bem cepuu wiau naprum 11842
(nomep cepuu) (KOJIMUYECTBO yMakOBOK)
rogen no  07.2027
(cpok rojtHOCTH) ,
NPOM3BOACTBA AKLMOHEPHOTro obuiecTsa "Hay4Ho-IPOH3BOACTBEHHOE 00bEIUHEHHME 110
MEJUUMHCKUM — HMMYHOOHOJIOTMYECKHM  riperiapatam  "Mukporen” (AO  "HITIO
"Mukporen"), Poccus, 450014, Pecny6bnuka bamkoprocran, r. Ya, yn. HoBopoccuiickast,
A. 105 (Bce cTapuu, BKIIOUYAs BBIIYCKAIOMMI KOHTPOJTE KayecTna).
(HaMMeHOBaHME U A/[PEC IIPOU3BOUTENS (C yKa3aHUeM CTaJuil IPOU3BOJICTRA)
Peructpauuonnoe ynoerosepenue Ne JIC-000331 ot 21.04.2010. S 0 1y,
Jepxatejb PerucTpALMOHHOIO YAOCTOBEPEHHSI AKLIHOHEPHQE 611\;@@:3\" s &dayHo-
[POM3BO/ICTBEHHOE OOBEAMHEHHE 110 MEAULMHCKAM UMMYHOOHOM € \qummon&u aram
"Mukporen" (AO "HITO "Muxporen"), Poccus, 115088, r. Mogg a;,,yfgi;'{{\'—l/\‘:{ﬁ\\«;ﬂ'}\/6 f
n. 15, cip. 2. | AN
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HOKYMEHT HOHAIMCAH
OJNEKTPOHHOH HOMINICBIO

3aMecTUTeb PYKOBOOHUTEIIA
P oc3apaBHaa30pa Ceprudurar 4D2A31B27621914023 A 19E251474DFD4

Baasenen Hapxomenxo Jyrpuit Beenosogosny
Heticrurenen ¢ 18.04.2024 no 12.07.2025
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«Hayuro-nponssencTeentoe ofemHenye Mo

‘Toprosoe naumeronasue JII1

Mexayuaponnos HENATEHTOBANHOR,

AAPEC MECTR OCYBICCTBACH s AMiten
450014, Pecnybmuxa Bamkoprocras, r

Axunonepioe ofutectso
MERHIMHCKHM WMMYHOGHOSOM KM NpenapaTam

((JVIM\‘{)OFCH»

3HPYEMOro BHAA RESITEALHOCTH,
. Yipa, ya. Howopoccuiierasn, a 103

HTACHOPT Ne 637 om 18.09,2024

Anaroxcun AMGTEpHITNO-CcTONBHIHLIT  ounmieH AL

ancopOHpoBAHNLIT Kicni (ALC-anarokcun)

Wi rpymmpom)tmoe; I XHMUYCCKOe

HaUMeHonanue

Jexapersennan gopu:

AHATORCHH AP TEPHItHO-CTOROHI 1B

CYCHEHSNA O SHPIMPUMBINEUHO26 Gaedeins

Perucrpaumnontioe yaocropepenye JIC-000331

Home‘p cepin Y010824

Konnuecteo, en, winepers 11842 YRAROBKH

Wensiranss nporeaess no HILJIC-000331-240720, wani. No 1,2

Jata pemyeka 0824

Cpox roanocru no 0727

Mowazatenn Tpedonarun no HJ{ JIC-000331-240720, PesynnTaret KOHTPOSSK
uim, No 1,2
Onyicanpe Onasectupyonas JKuAKOC T G110 HReTa o Onanecunpyiomas xuakocts Genoro Ipera o
CEROBATHIM UM HRCATOBATIM OTrerroM. TTpy | senTomini orreHxom. Ipy orcranpaniu
OTCTAMUBAHNM.  PABACHAETC HA - DUINTBIR | DA3NEndcTea  ma pexani -ocanok femoro ¢
acanok Senoro wim 6e0r0 ¢ CepOBATHIM Wi CATOBATHIM  OTTEHKOM'  LBeTa;  Aerko
RCATOBATBIM  OTTGHKOM  UBETA,  JErKO AHCTIEpIIpYIONIfics: TpH . BCrpaxuBaHuY, i
AMCHCPIAPYIOWMACE TIPH  BCIPAIXHBIHME, © npospainyio-  Hecusernyio HANOCAAOYHY IO
NPOIPANYIO  OeCURETHYIO  HANOTANGUNYIO | wuikocts
HKHIKOCTD Cooreercrayer
Nonmunnocrs Homxen obnamars HMMYHOUCHHOR | Ofnagact  WMMyHOTeHHOM AKTHBHOCTRIO,
AKTHBHOCTEIO,  obecnenunas  auty  or | ofeciieunnas 3aunTy or Hefictams
HeHcTrus. mAQGTEpUENOre W cronBbuiuKoro TAPTEPHIHOTD M CTORGHAHONG TOKCHNOR
TOKCHHOB Coorsercrayer
Mexannueckie Homwen srizepscunars TpeSoRans Briaepwunaer tpeGosanuy
BISHOMEHHS Cootrercrnyer
pH Or 6,4 10 7.3 7,1
Coorpercrnyer
Mpoxoamvocts uepes Cycnensusi npenapara, obputyiomases npu | Cycuemus lipenapara, ofpasyiowascs  yipu

urity

BCTPANHBAHMY, DOIKUA CBOBOIHO MPOXOAHTE
B UnpuIL yepes uriry 0,8x40

RCTPANHRAHIN,  CBOGOAHO NPOXOANT B wnpuL
uepes uray 0,8x40

Coorsercrayer

Bpemu Cycneusus  npenapara, ofipasytoutasics npyt | Cycnenans lpgnapara, obpazyiomancs npy
CeAMMEHTAUMOHHOM] BCIPAXHBAHMYE,  HC  I0JKHZ  [OJHOCIBIO BCTPAXUBAHMM, HE TIONMHOCTBIO paccianBaetcs
YCTOHYMBOLTH pacenauBarses 5 redcHue 2,5 Mun B TeveHie 2,5 Mun

L CovTBeTCIBY ST
Crepunshocts Hoswen 6bre crepunstmm Crepunnmntii

Coorsercipyer

AHoManLHaN Hosaen OniTh HETORCHY HAIM Heroreussnit
TOKCUHHOCTR Cooteercrayer

Crieuntpuyueckas
GesonacHoers

Hoswen Sorry GezonacHbm

BesonacHsii
Coorsererny

Creundyeckay
AKTHRHOCT

[Mpunnsounas nosa (0,5 Mur) s uesionexa
AOIKHA OOAAIATE AKTHBHOCTAIO

e nuwe 30 ME s sudrepuiinore
KOMTIOHEHTA U

ue ssre 40 ME nng cronfnsunoro
KOMTIOHESHTTA

49 ME/0,5 § o A
5 \ AN ? .

Cootsercrs e \,\\\\\;_‘:‘\'\ A

77 ME/O, 5w Ao Ty

[Moanora copduuu
Ouuiennoro
audrepuitnoro
AHATOKCHUA

B 1 v vagocanoyhoit HHAKOCTH COREpRATHE
Heancotuporannore audreepuiinoro
AHATOKCHRA HE 0IDKHO npesbitiiats | Lf
HEAACOPGHPOBAHHOIO CTOAGHAYHOO

B 1 M nangcanoitu
HEAACOPOUPOBAHHOre A1
AHATOKCHUHA,

Menee 0,1 BC veancopGuposanioro
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ITACIIOPT M 637 0m 18.09.2024

Toprosoe waumenosanne JITT AHATORCHH MG TepHTino-cToABRs LI omiimerituil ancopbuposanusiii
wupxnit (AJC-aparoxenn)

Homep cepun Y010824

Konnuecrso, en. usmepeuns 11842 ynaxosky

OQuuueHHoroe AHATOKCHHA ~ He HOMKHO npesbiwars 0,1 EC CTONBHAUHOTO AHATOKCHIA
CTONOHAMHOTO Coarsercigyer
aHATOKCHHA
Dopmansaerun He Sonee 100 mxr/mi 21 mrr/nMn
’ Cootsetersyer
Tuomepcan Or 85 no 115 mxr/mn 103 Mrr/sin
Coorsercrayer
AJIOMUHHA TRAPOKCH A He Bonee 1,1 mr/ma 0,9 mr/vn
(B FEpecieTe Ha AMOMKHMI A% Coorsercrpyer
Masnerienmnrii 06bem He menee HoMunansHoro He menee nomunasnsioro
Coorsercrayer
[Mpoussoicisennme Wramssr Corynebacterium diphtheriae PW-8 Ivamsut Coryiiehacterium diphtheriae PW-8
LEAMMB] (Massachusetts) (800013),Clostridium tefani (Massachusetts) (800013),
Ne 471 (300606); CI. tetani Ne 228 (300365), Closiridivimn tefani No 471 (300606}
XPaHaTes B IocynapeiseHHOR Koanexiuu Coorsercrayer

NATOLEHHBIX MUpooprasyos (IKITM)
OI'BY «HUDCMII» Muusapana Poceun
Ynakonika ARATOKCHH ¢ THOMEpPCAIoM 1o 0,5 Mo (1 | Amatokchu ¢ THOMEpcaloM no 1 wa (2
NpHBMBOYHAd  A033) wag 1 mn (2| npuBHBOYNBIE A03B1) B AMITYIBI BMOCTHMOCTEIO
TPHBHBOYHBIE  AO3KI),  AHATOKCHH O3 | | Ma u3 crekna Mapki HC-3 tio TY 9462-002-
THOMepcana no 0,5 st (1 npususounas aosa) | 11068395-2005.

B AMIYIRL BMCCTHMOCTRIO L it n3 ereina | Ha  amiynsi  7éker  mamecen Giricrpo-
Mapku HC-3 no TY 9462-002-11068395-2005 BAKPEIAIOUEHCS  Kpackol  auazoruvHoro
win TY 9462-001-33908805-2006, win u3 | kauecria (wvnoptras - Fepmaniss).

Crekna 1-ro ruaponuruueckoro kiacea no | Mo 10 aMilys B Kopodke u3 kaproma no TV
ISO 9187 5441-026-00278882-2016. B KOpoBKy BiavKeHa
Ha anmny sl vaksensaior 9tHKetku w3 Gysarn HHCTPYKUMA TI0 APHMEHESHUIO,

opeernoi CTO I'O3HAK 09.0001-2016 wmmi Kopofku oxiceus srukerkoi-Ganneponuio uz
aHANOTHIHOTO  KayecrsBa,  wiw  Gymarn | Symaru opeernoi CTO 00279404-002-2019.
camoxnesinercas Tuna. FASSON  wm aua- AMIYHBLUMCIOT KONBUO H3ZI0MA,

JOIPHYHOTO. KUHECTHA, WM TeKCT HaHOCHT Ha | Ipynncsas w TPAHCHOPTHAS  YHAKOBKY [0
amnynnt - Orictposakpenasiometics  kpackoit | TOCT 17768-90.

(eprmsiamn) no TV 2352-005-02424767-04 Coorrercinyer

A AHATOTHYHOIT KaveCTRa,

A) ITo 10 amityst B kopodice us kaproHa no TY
5441-026-00278882-2016 wny auanoruunoro
KAUSCTRA, B Kopolky BEAAABLOT
HHCTPYKLHIO no IPHMEHEHMIO: H
crapuukarop amnyasueii no TY 26,81-00]-
95787178-2006 usim ananornunoro kavecina,
KopoGxn okneuparor Jruxerkoit-Ganneponnio
u3 Gymary odicernolt CTO FO3HAK 09.0001-
2016 nam ananorHNoro KadecTsa,

B) Tlo 5 avnyn s KOHTYPHOI  guelikonoii
ynakoske no OCT 64-074-91 w3 nnenwu
nomasuHrIXnopwinoil o I'OCT 25230-88
HILH HAOTHYHOID KauecTsa,

Mo 2 kowrypuwie suciixonnic YIAKOBKH B
naqxe #3 kaprona no FTOCT 337812016 unn
RapiaHa aHaOrHYHoTre RaqeeTa C
HHCTPY KUMeH 110 TIPHMEHEHMIO "
CHAPHPHKATOPOM aMTTYABHEIM.

[py. ynakopke avmyn, useionmx HACEUKY,
KOABLO MAH TOUKY H3AOMA, ckapuukarop
EIMU)’J’IBHHI} HE BRAAIMBAHOT,

I'pynnosas v vpancnopruas YIAKOBKA 1O
COCT 17768-90
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Mapkuposra 1) Tlepmuunas  yuaxoska sexaperpenioro | 1) ITepnigs n\;‘qmmk\h Gk gPCTBeHHOTO
\) :
Npenapara, Ha  amnyse  yxaswmaior: npenapara. Y S Y aielPOkpaiienioe
COKPAIEHHOE TOPIOROS HAWMEHORAHKC Npe- | TOpronoe  HarieRneanb ol tapara  (AJC-

napata. (AJlC-anaroxeun), oGserM U Ko- AHATOKCHH), oGwem (1 MJI) 1 konusectso
AMUECTBO  AD3, HOMep cepun  (Bykmenuo- | no3 (2 NO3bI), Homep cepin (YO10824), nara
LHppoBoe 0503HAuEHHE), ALY BBINYCER, CPOK | prmycra (0824), epok roamocty (mo- 0727),
roauoetr (10), «Berpaxuuars!y, «BCTPAXUBATE!».
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HACITOPT Xi 637 om 18.09.2024

Toproree yanmenoranne. JII1 ABATORCH AHQTEPHITHO-CTONBRsI S LI 0unTIeHHbIT ancopbuposannLiii
mupkuit (A{C-anatorcin)

Homep cepuu Y010824

Konyyecrso, ea. uavepenns 11842 ynaxosku

Ha osruwerke amiyisl  yKOHBAIOT  COK- Cootserciayer

PAICHHOE  HOUMEHOBAWMC  Npeanpusths- | 2)  Bropudnas YDAKOBKA  feKaperiennoro
NPOM3ROANTICHS,  COKpAIleHHOS  TOprosoe | npenapara, Ha ITHKETKE-GAHACPOIY YRIAHEL
HaumeHosarne npenapara (AIC-auarokeun), | cokpamiganoe  HauMmeHoBanme npeanpHaTHA-
obeM M KOMMuECTBO Ro%, HoMep. cepun | npowsroanrens (AQ «HITO «Mixporey), ero
(OyxBEHHO-TIMpOBOS obussrauenue), ATy | TORApARIE suaK (Muxporen), aapee (Pocend,
BBITLYCKa, CpoOK TOAHOCTH (n0), | 115088, r. Mocksa, yi1. 1-4 HyGposckay, 1. 13,
«Berpsasunain!y, crp. 2), tenchon ((495) 710-37-87), agpec u
2) Bropuumas  ynakoska JCKAPCTRCHAOIO. | TenehoH  NpouIROACTHA (Poceus, 450014,
npenapara.  Ha  mauxe  wam arekerke- PectiyGnuxa  Bawrkoprocran, r. Ya, v
Gamneponu YRE3BIRAIOT: coxpamnennoe | Hosopoceniewas, x 105, Ten. (347) 229-92-
HAMMCHORAHKE NPSANpUITHY-IpowIROTUTENS, | 01), TOProBOE  HAMMEHORAHMC  Npenapata
€r0 ToBApHLIH sHaK, anpee, Teaedon, aapes u | (AHATOKCHH Andrrepuitio-croatusani

renedon MPOU3ROACTBA, TOProBOE | OYMUIEHHRIH AUCOPOMPOBRAHHLIE  HnKcHi
HAUMEHOBAMHE HpeNapata, TPYNNHpPOBROMHOS (AJIC-auaroxcun)), IPYIITHPOBOYHO
fanMenosauie  (Anarokeny  andrrepuitno- | anveHoBaume (Anarokenn  andrepuiiio-
CTOAGUMHLIN)  JekapeTBeHHYIo (popwy, | croadusunmii), HERAPCTBEHANN opma
cocof npusenenns («Crocod npuMenenus — (cycrienans Ans BHYTPUMBITIEYHOIO BREACHMS),

oM. Huerpyionon), uadopmatuuo o coctare, | criocal npusenenus (¢Crocol npuveneiis —
KOAHUMECTBO aMiy) 8- nayke (kopoabke), odnem | o, HHCTpyRumion), undopyaius o cocrase
HKOIMYeCTRO - 103 B aMilyie, Homep cepin | (Cocras, B 1 josc (0,5 wMa) comepwkures:
(OykseHHO-IMpoBOE obozuanenne),  aary Llpendpam ¢ ‘koucepsitiom:  Jlelicrayioupre
BRITYCKS, CPOK FOMOCTH, YCAOBHS OTTYCKA | Beliectsa: Anaroxent audrepuiiaeid 30 L
{« nn eHeOHO-NpodumakTHUCCKIX | AHaTOKCHH Croadusainii 10 EC
Yupewienniin), - yonosus Xpawenns, Homep | Benomorarensanie BEIECTHA:  ANIOMHHUY
PETUCTPALMONHOND  YHOCTOBEpe I, UITPHS- | THAPOKCHA (B mepecuere Ha amoMHHIN APy
ROJL, APEAYUPSIHTEIBHBIC HaanucH. | ne doaee 0,55 mr Konceppayr - THOMEPCA OT
(«Crepunnuos, «Xpauurs B Heoetynnom ans | 42,5 10 57,5 mxr DopMansacrug  ue 6ojee SO
AeTer Mecten, «epen BRCACHHEM | MKF), KOMMYCCTBO amnyd g wopodie (10

BCTRAXHBATEY, Juis npenapara Ges | amuyn), o6bem (I MI) W kofmuecTno A03 B
koncepranTa  yxaswisawor  «bE3 KOH- amnyse (2 1o3si), Homep ceprn (Y010824),
CEPBAHTAY), cpencrso HHEH TH( HKaTIHM, Lara peimyera (0824), cpox ronsocry (o

Hpu  ynagoske npenapara s kopodku | 0727), yeiosus  otiycka («Has  neuetuo-
JAOUYCKASTCA  HAHOCHTR  HOMEP  Cepuy | NpolHAaKTHICCKIX YUPSKACHHIY),  yenonus
(byxseuno-undposoe  ofiosnaucuue), zaty | xpanenna (Xpanuts npu TemMiepatype ot 2 o
BRIOYCKA ‘M CPOK TOAHOCTM Ha Goxombie | 8 °C He JAMOPIKUBATE), HoMep
HOBEPXHOCTH KOPOOKH PETHCTPAUNONHOrO  yaocrosepenus  (JIC-
000331),  wrpux-koz, NPERYHPEANTCBHBIC
nannew  («CTEPHIIBHO»,  «Xpauurs  »
HEAOCTYHOM Ul jeTelt  MecTen, «llepen
RBEICHHCM BCTPAXHEATED), CPSNCIRO
HACHTHPHKALHK.

Hostep cepun (Y010824), nara BhHIyCKA (0824)
Hocpox roavoctn (mo 0727) wavecedsl Ha
- BOKOBBIE NOBEPXHOCTH KOPOGKH.

Coormercisyer
Xpanenue B coorsercrius ¢ CanlluH 3.3686-21 NpH Temnepatype 012 .10 8 °C. He samopaskusars
Tparcuopruporanne B coorsercremm-¢ CanlTuH 3.3686-21 Ipu Temiepatype o1 2 a0 8 °C, He saMopasuiars T
Cpok rofuocry 3 roxa Hava neinycra  05.08.2024

lConen a0 31.07.2027 1

SAKTIOYEHHE: Jekapcrasenwusii npenapar YL

C i T 20, N :
kit (AJIC-anatokeun) Auarokeuu e ;g@gqrgsg@ THIBU CYCNCH3MA Ut BHYZPI e uHgp HIL Cepmy
; b RAbA R0 X ;
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Hata reinasn nacropra
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