PASPELIEHUE

Ha BBOJ B rpakaaHckuii 000opoT B Poccuiickoit denepanuy cepun Win NapTUH
npousBeaeHHoro B Poccuiickoit ®enepanuu unu BBO3UMOro B Poccuiickyro @enepanuio
MMMYHOOHOJIOrMYECKOr0 JIEKapCTBEHHOT' O IIpernapara
Ne P006-00110-77/01566228 ot 29.11.2024

Boigano AxuuoHepHoMy oOmiecTBy "HaydHO-NpOM3BOACTBEHHOE OOBEIMHEHUE [0
MEIMIMHCKUM HMMYHOOHOJornyeckuM mnpemnapatam "Mukporen"”, Poccus, 115088,
r. Mocksa, yi. 1-1 JlyOposckas, 1. 15, ctp. 2, UHH: 7722422237.
(HauMeHOBaHHe FOPUANYECKOTO LA, opuarueckuii anpec, MHH)
@enepasnibHasi ciay:xkb6a mo Haazopy B cdepe 3ApaBOOXpaHEHHs] HA OCHOBAHUH
3aKJIIOYEHUs  HCIBITATEJIbBHONO  IEHTPa  JKCHEepTU3bl  KadyecTBa  MEIULIMHCKUX
AMMYHOOHOJIOrHYeCKuX TmpenapatoB DemepanibHOr0 rocyJapCTBEHHOrO OMOJKETHOrO
yupexaenuss "HaydHblii LEHTp O3KCHEPTU3bl CPEACTB MEIULHMHCKOrO IPHUMEHEHUs"
MunucrepcTsa 3/1paBooxpaHeHust Poccuiickoit Penepanun
(HaumeHoBaHUe (emepabHOr0 rocyJapCTBEHHOIO OFOIKETHOIO YUPEXKICHNUS )
or 25.11.2024 Ne 1326/HIIDCMII pa3pemiaet BB B rpakAaHCKUI 000poT
(nara) (Homep)

B Poccuiickoii ®egepauuu MMMYHOOHOJIOTHYECKOI0 JIEKAPCTBEHHOI0 Mpenapara
AHaToKCUH AU TEPUITHO-CTONOHAYHBIA OUULICHHBIN aACcOPOUPOBAHHBIN KU KM
(AJIC-aHaTOKCHUH)

(TOproBoe HaMMEHOBAHKE)
AHATOKCHH JU(PTEPHIIHO-CTOJOHAUHBIN
(Memyﬁaponﬁoe HEIMaTeHTOBAHHOC HAMMCHOBAHUE (I‘pyl’[l’[I/IpOBO‘[HOC HITH XHMquCKOC)
CyCITEH3UsI Il BHY TPHMBIIIEYHOTO BBEJICHUs, [aAHATOKCHH C KOHCEpBAaHTOM] 1 MJI -
ammyJibl (10 1IT.) - KOpOOKH KaPTOHHBIE - JUIs JIe4eOHO-IPOPUITAKTHYECKUX YUPEKACHU I
(opma BeITyCKa (C YKa3aHHEM JIEKApCTBEHHOM (OPMBL, TO3UPOBKHU, (PACOBKH) M KOJIUYECTBO B YIIAKOBKE)
cepuun  Y010824 , 00beM cepuu uiau napruu 11842

(HOMEDp cepun) (kKoJIMYeCTBO YNaKOBOK)
rogen 1o 07.2027 ,

(CpOK romHOCTH)
npousBoaAcTBa AKIMOHepHOro odmecTsa "HayuHO-NpOU3BOJACTBEHHOE OOBEAUHEHHE T10
MEIMIMHCKHM  HUMMYHOOHWOJiorHdeckuM  mpemnaparam  "Mukporen" (AO  "HIIO
"Mukporen"), Poccust, 450014, Pecniy6nuka bamkoproctas, r. Y da, yin. HoBopoccuiickas,

1. 105 (Bce cTauu, BKJIFOYAsl BRITYCKAIOMIMI KOHTPOJIb KAY€CTBA).
(HauMeHOBaHHUE U aJIPeC MPOU3BOIUTENS (C YKa3aHHEM CTalUil IPOU3BO/CTBA)
Perucrpannonnoe yaocropepenue Ne JIC-000331 ot 2 .,1@‘?":‘("‘
JepxaTesib PerucTpalHOHHOIO YJAOCTOBEPEHUS & G W@g
MPOU3BOJICTBEHHOE 00BbEAMHEHHUE 110 MEAULIMHCKUM Vi ' '33;{&3 PrieGKUM Ipernaparam
"Muxkporen" (AO "HITO "Mukporen"), Poccus, 115088, ' i

a. 15, cp. 2.

b

JIOKYMEHT HOJIINCAH
IEKTPOHHOM MOJITHUCHIO

3aMecTUTEID pyKOBOIII/ITeHH po 4
POC3I[paBHaI[30pa Cepruduxar 4D2A31B276219F4023A19E251474DFD4

Branenen Iapxomenxo JAvutpuii Becepoaogouy
Hetcrsutenen ¢ 18.04.2024 o 12.07.2025

JI.B. ITapxomeHko




AKuHoHepHoe 00uIecTBO

«Haytmo-npouaaozxcmemme obbenHueH e N0 MECAHTHHCKHM HMM_YHO(’)HOJIOFH‘{EC!\‘"M npenaparam

«Murporeu»

AApec MecTa 0CyecTBICHIS THLEHIHPYEMOr0 BHIA AeATeNbHOCTH:
450014, PecniySnuwa Bawcoprocran, r. Yoa, yn. Hosopoceuniickas, 1. 105

ITACITOPT No 637 ont 18.09.2024

Toprosoe naumenosanue JIIT

MekayHapOIHOS HENaTEeHTOBAHHOR,
WM IPYINHPOBOYHOE, HIH XHMHUYECKOS
HauMeHORAHHE !

Jlexaperaennas opma

Perucrpaunonnoe yaocrosepense JIC-000331

Howmep cepin Y010824

Konuuectro, en. usmepenns 11842 YRAaKOBKH

AnaTtorcud  AuUQTEPUitHO-CTONOHAUHLI  OUHLIeHH bII
apcopéuposannbiii wuaxuit (AJC-anaToxcun)

AHaTOKCHH AUQTEPHIAHO-CTONOHAYHBIH

CYCHEHIUR DN EHYNPNUMBIULEUHO20 66EOCHUA

Jara Brinycka 0824

Cpok roanocru no 0727

Hensrranus nposenerst no HIL JIC-000331-240720, u3se. Ne 1, 2

Moraszatenu Tpebosauns no HI JIC-000331-240720, PesyabTaTel kouTpoas
usm. Ne 1,2
Onmucanue Onanecunpyiomas *uikocts 6¢10oro ueta c | OnanecHupyrowas xuIKoCTs GEI0r0 LHRETA C

CCPOBATHIM HIIH KCITOBATHIM OTTEHKOM. l'lpl«[

KCSATOBATHIM OTTCHKOM, an OTCTauRanuu

OTCTAMBAHWKH  pazacnsercs Ha  PBIXABIA | pa3nesidAeTCs Ha PHIXIBIA 0cazok 6e0ro ¢
0cafok Genoro M Gen0ro ¢ CSpOBATBIM HAW | IKEATORATHIM  OTTEHKOM  LReTa,  JICIKO
KCATOBATRIM  OTTCHKOM  LBSTA,  NIEIKO | AMCTIGPIUPYIOUWMIACS [PH  BCIPAXHBAHUM, U
JAMCNEPTHPYIOWMACS NPU  BCIPAXHBAHUM, M | MpO3padHyio  GeCLBETHYIO — HANOCAAOYHYIO
npo3painyio  GecuBeTHYI0  HAAOCANOYHYIO | JKMAKOCTDH
KHAKOCTD Cootsercrayer

[Moaauunocts Jomxen obnanare UMMyHoreHso# | O6nazact  wMMyHOIEHHOM aKTHBHOCTHIO,
AKTHBHOCTBIO,  odecreyuBas — 3aiqury oT | obecrieuunas 3AMATY oT AeHcTRHS

acicreust  audrepuiiHoro M CronbHAYHOrO
TOKCHHOB

AudTepuitHOrO U CTOIOHAUHOIO TOKCHHOB
COOTBETCTRYET

Mexanuyeckue JomseH Bblaep®HBATE TPeGOBaHNS Briaepxusaer TpeGosanims
RKTIOYCHUS CootBeTcryer
pH Ot 6,4 1073 7,1

CootserciByer

[poxoaumocts yepes
urny

Cycniensus npenapata, 00pasyrouascs npu
BCTPAXUBAHHMH, N0/IKHA CBOGOIHO NPOXONHTE
B Wnpuy yepes urmy 0,8x40

Cycnensust mpenapara, oGpasyroulascs npu
BCTPAXHBAHUH, CBOOOJHO MPOXOJHT B LIMPHIL
uepes uray 0,8x40

Coorgerciyer

Bpems
CSAMMEHTALMOHHOMN
YCTOHYHBOCTH

Cycnensus npenapara, oGpasylowascs npu
BCTPAXWBAHMHK, HE  JOAKHA  [OJHOCTBIO
pacciaMBaTLCs B TeUYCHHE 2,5 MUH

Cycriensus  mpeniapara, o0pasytowascss npu
BCTPHXHBAHUH, HE MONHOCTEIO PAcCiasBacTCs
B TCHCHHE 2,5 MHUH

Cootsercrayer

Crepunsuocts JlosweH BBITh CTEpPUITBHBIAL Crepunnubiit
AnOManLHas JloiKeH ObITh HETOKCHYHBIM

TOKCHMYHOCTD

Crienuduyeckas Jonren ObiTh Ge30nacHbIM

Ge3011aCHOCTD

Creunduveckas
aKTHBHOCTH

[Tpususounas nosa (0,5 mu) ans yenoseka
ADIHKHA OONANATH AKTHBHOCTHIO

ue nrwxe 30 ME ang andirepuiinoro
KOMIOHEHTA U

ue Huwe 40 ME ans cronusunoro
KOMIIOHEHTA

TMonuota copbuum
OuHiLieHHOr0
aurepuiiHoro
AHATOKCHHA

B 1 M1 HAA0CAN0UHOM KUJKOCTH COAEpRAHUE
HeaAcoOUpoRaHHOro aurepuitioro
aHATOKCHHA HE NOJHKHO npesbitath 1 L,

HeaACOpOHPOBAHHOIO CTONOHAYHOIO

B | M1 nagocanounoi xuakoctu meunee 1 L
HEaACOPOHPOBAHHOIO AU TEPHItHOrO
aHaTOKCHHA,

menee 0,1 EC neancopBuporaunoro
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Toproesoe Hanmeropanue JII1

Howmep cepuu

Y010824

ITACITOPT Nt 637 om 18.09.2024

scuakuit (AJIC-anaroxenu)

Konuvectso, en. uamepenns 11842 ynaxkoswru

AHATORCHH ZHPTePUiTn0-CTOAOHA YHBLIT 0HUIeHNbITT afcopTHPOBAHHDIN

QHUUICHHOIO
CTONGHIYHOO
AHATOKCHHA

AHATOKCHHA - He 10J0KHO npersitnare 0,1 EC

CTOAOHAYHOr0 AHATOKCHHA
Cootrsercrayer

Dopmansaerua

He Gonee 100 mr/mn

21 Mkrimn
Coorsercisyer

Tuomepcan Ot 85 10 115 Mxr/Mn 103 mxr/mn
Coorserciayer
AJIOMHHHA PHAPOKCHT He Gonee 1,1 mr/ma 0,9 mr/ma
(B nepecuete Ha amomuuuit AP Cootsercrayer
Ussnekaemniit 0Gbnem He MeHee HOMUHAMBHOrO He Menee HOMUHATBHOIO
CoorBercrgyer

[MpouzroncTaenHble
LITaMMBI

Irammet Corynebacterium diphihicriae PW-8
(Massachusetts) (800013),Clostridium tetani
Ne 471 (300606); CL. tetani Ne 228 (300365),

HIramvint Corynebacterium diphtheriae PW-8
(Massaclusetts) (300013),
Clostridium tetani Ne 471 (300606)

TIPUBMBOYHAS  A03a) uam 1 i ¢
OPHBHBOYHGLIE  TO3BI),  AHAtTOKCUH  Ge3
THoMepcana no 0,5 aur (1 npuBuBouHas 103a)
B aMmiyjibl BMECTHMOCTBIO 1 MJ W3 cTekna
mapku HC-3 no TY 9462-002-11068395-2003
i TY 9462-001-539088035-2006, uau u3
CTekaa 1-ro rMAPOAMTHYECKOIO Kjlacca Mo
ISO 9187.

Ha amnyasr HAKNEHBAIOT ITUKETKH M3 OyMard
ofhcernoit CTO I'O3HAK 09.0001-2016 uau
aHANOTMYHOTO  KayecTBa, MM Oymaru
camoknesutedics tHna FASSON . unu awua-
JIOTHYHOIO Ka4eCTBA, WilM TeKCT HAHOCHT Ha
amnyael  GpicTposakpenasiomeics  kpackod
(uepaunamu) no TY 2352-005-02424767-04
WITH QHAJIOTUYHOTO KaUeCTBa.

A) ITo 10 amMny i B xopoGke u3 kaprona no TY
5441-026-00278882-2016 unu aHailOrHYHOIoO
KayecTna. B KOpoOKy RKTANBIBAIOT
HHCTPYKLHIO no NPUMEHEHHIO "
ckapuurarop amnyasheii mo TY 26.81-001-
95787178-2006 unu aHaTOru4HOro KayecTna.
KopoOku 0kneHBaoT 3THKETKOH-0aHASPONBIO
u3 Symary oficernolt CTO FO3HAK 09.0001-
2016 nnu aHAJIOTHYHOIO KayecTna.

B) Ilo 5 amnyn B KOHTYpHOU syelkoBOil
yrnakoske nmo OCT 64-074-91 wu3 nacHku
noausuHuaxnopuanot no 'OCT 25250-88
HITH aHaIOTHYHOIO Ka4yecTsa.

[To 2 koHTYpHbBIE SUSCHKOBHIC YHAKOBKH B8
nayke #3 xaptoHa no FOCT 33781-2016 unu
KapToHa AHAIOrHYHOTO Kayectsa €
HHCTPY KUHCEH 1o MPHMCHEHHUIO u
CKapUPHKATOPOM aMITyIBHBIM.

[Ipy ynakoBke aMmyn, WMEHOIMX HACEUKY,

KOMBIO MM TOUKY H3IOMA, CKapPU(HKATOP

aMIyAbHbIE HE BKAAIKBAIOT.
[pynnomas M TpaHCHOpTHA® Yyhakoska Mo
[OCT 17768-90

Xpanatcs B [ocynapciseHHoit Koanekumu Cootsercrayer
naroreHHbIX Mupooprannsmos (CKIIM)
OIBY « HUSCMII» Muusipasa Poccun
VYnakorka Anarokcun ¢ THOMepcanom mo 0,5 mn (1 | AHatokcMH ¢ THoMepcasiom no 1 mn (2

NPHBHBOYHBIE J036I) B aMIYJIl BMSCTHMOCTHIO
I M1 13 crekna mapku HC-3 no TV 9462-002-
11068395-2005.

Ha amoynel  TekeT  HaHeceH  ObICTPO-
3aKpennsioueHcs  Kpackoil  aHaioruvHoOro
KagecTsa (MMNopTHas - [epmanus).

[To 10 amnyn B kopofke u3 kaptona no TY
5441-026-00278882-2016. B kopoGky BioxeHa
HHCTPYKUMA 10 MPUMEHEHUIO.

KopoGku 0KACCHBI 3THKSTKOH-0aHACPONLIO M3
Symaru odicerroit CTO 00279404-002-2019.
AMITY BT UMEIOT KOJIBUO H3IOMA.

[pynniosas W TPAHCHOPTHAS YHAKOBKA [0
I'OCT 17768-90.

CoorseTciayer

Mapkuposka

1) TlepBuunas yrakoBKa HEKAPCTBCHHONO
npenapara. Ha  amnyne  ykasemaior:
COKPAIEHHOS TOProBOE HAWMEHOBAHME MNpe-
napata (AJIC-avatokcun), o0BeM M Ko-
IMYecTBO 103, HoMmep cepun  (ByksenHo-
poBoe 0803HaUCHHR), ATy BHITIYCKA, CPOK
TOAHOCTH (10), «Borpsxusare!».

b[g‘ : N
Ogic N
o?ﬁf?“-"‘ L.
tock
N ack Q]\ :
N BUH RaflBra  nexapciBeHHOrO
npe KHA a\gifie ykasaHbl: COKpanleHHoe
toprosoe | Halvenosaune npenapara (AJC-

AHATOKCHH), oGvenm (1 MJI) u konuuectao
103 (2 JO3bI), Homep cepuu (Y010824), nata
semycika (0824), cpok roamoctu (mo 0727),
«BCTPAXUBATB!».
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TTACITOPT Ne 637 om 18.09.2024

Toprosoe Hanmerosanue JITT AHATOKCHH AH(TepHitiH0-CTONOHI B 04HIWEHHbIH afcopTupoBaHHblil

wuakuit (AlC-anaroxcuu)
Homep cepun Y010824
Konnuectso, ex. uamepennsa 11842 ynarosku

Ha o>stukerke amnynst  yxkaswsisaior:  cok- | Coorpeicisyer

PALIGHHOE  HAMMEHOBAHMC MPEANPHATHA- | 2) BropHyHas yoakoBkda  NeKapCTBEHHOIO
NPOM3BOAMTENS,  COKpalleHHOe  Toproroe | npefapata. Ha srukerke-Gaunepoau ykasausi:
nauveHosanue npeitapara (AJIC-anarokcun), | COKPAIEHHOS HAWMMEHOBAHME NPEANPHATHS-
o0beM M KOJM4ECTBO 1103, Homep cepun | mpoussoautens (AO «HIIO «Mukporess), ero
(6yxsenHo-udposoe  oGo3HatdeHue), Aaty | ToBapHEli 3nak (Mukporen), ampec (Poccus,
BBIIIYCKA, CpoK FOAHOCTH (mo), | 115088, r. Mocksa, yn. 1-s JlyGposcxas, a. 13,
«Berpsxusars!», cip. 2), tenedon ((495) 710-37-87), ampec u
2) Bropuumas ynakomka Jiekapcrsensoro | Tenedon mpoussozctsa  (Pocens, 450014,
nperapara.  Ha  madike  uaM ortukerwe- | Pecny@nuka Bawkoprocian, r. Va, yu
GaHaepoau YKa3hIBAIOT: cokpawennoe | Horopoceuitekas, a. 105, ten. (347) 229-92-
HAUMEHOBRAHKE MpeAnpuATHA-npanssogutens, | 01), Toprosoe  HamveHOBaHME —MNpenapata
€ro TOBapHbIi 3HaK, aapec, Teaedon, aapec ¥ | (AHATOKCHH  audrepuitno-cToGHAYHBH

TenedloH MPpOH3BOACTBA, TOPTOBOE | O4HLUEHHBIH ancopOUpORAHHBIH KUAAKMH
HauUMCHOBAHKE [penapara, rpynnmuposoynee | (AJIC-anatoxcuu)), rpynnupoBoOYHOS
HavMeHoBaHiHe  (AHatokcHH  AndiTepuiino- | HauMeHoBanue  (AmarokcuH  audiTepuiito-
CTONOHAYHBIH) JICKAPCTBEHHYIO opmy, | cToaGHAUHbIH), JICKAPCTBEHHAs dopma
criocod npumenenns («Cnocod npuMeHeHus — | (CYCMeH3ust AT BHYTPHMBIIICYHOIO BREACHHS),

oM. Muctpykunion), vHiopmaimio o cocrase, | crnocod npumenenus («Cnocod npumeHeH!s —
KOMMYECTBO aMMyJl B natike (kopolke), oGpeM | oM. MHCTpykumion), undopmauns o cocrase
H KOMW4eCTBO 7103 B amnyie, Homep cepun | (Cocras. B 1 mese (0.5 wma) coaepwures:
(Gyksenio-wndposoe  ofoswauenue), aary | Hpenapam c xoucepsawmon: Jleiictsyounie
BRIMYCKA, CPOK TOAHOCTH, YCAOBMSl OTMycka | Bewlectsa: AuatokcuH audrepuitasiii 30 Lf
(«dns ne4eOHO-NPOPHAAKTHYSCKUX | AHUTOKCHH CTOAOHAUHBIH 10 EC
YUPCACHHHY), YTHOBMS XpaHeHus, Homep | BenomorarensHmie  Bemecrsa:  AJOMHHHS
PETHCTPALMOHHOIO YAOCTOBEPEHUS, WITPHX- | THAPOKCHI (B mepecdere Ha amoMuHuil AlY)
KO, npeaynpenuTensHbie naamvcu | ue Goaee 0,55 mr Koucepsaut - THoMepcan ot
(«Crepuanuon, «XpaHuTh 8 HeaoctynHom ang | 42,5 1o 37,5 mkr Gopvaneaerug He Gonee 30
aAeveit MECTe D, «Ilepen BBCACHHEM | MKF), KORHYECTBO amnyn B kopodke (10

BCTPSXMUBATEY, ans npenapara Oe3 | ammyn), odwem (1 Mn) M KkOAMuYECTBO 103 B
KoHcepranta  ykaseisaioT  «BE3 KOH- | ammyne (2 gmoser), nomep cepun (YO010824),
CEPBAHTAY), cpeactso uaeHTH(HKaLMH. nara seinycka (0824), cpok roamoctu (no

[lpn  ynaxoske npenmapara 8  kopodku | 0727), yciaosus ornycka («[Ins  neueGuo-
JOMYCKASTCt  HAHOCHTSE  HOMSP  CepuM | NPOPUAAKTHUSCKUX YUPSKACHUIY), yCAoBHA
(Oyxsenno-undponoe  obosnayenue), naty | xpanenus (XpauuTs mpH Temmreparype ot 2 10
BRINYCKA M CPOK TOAHOCTH Ha Gokosbie | 8 °C He 3aMOPAKUBATE), HOMEp
MIOBEPXHOCTH KOPOOKH PErucCTPauHoOHHOTO  yaoctoBepenus  (JIC-
000331), IWTPUX-KOA, MPEAYNPEIAUTENBHBIE
naanucu  («CTEPHUJIBHO», «Xpauuts 8
HEJIOCTYHOM AnA  JeTeil mecte», «llepen
BBEJECHHEM BCTPAXHBATEY), CpeactBo
HICHTH(UKALTHU.

Homep cepun (Y010824), aara seinycka (0824)
u cpok roamoctv (0 0727) wuaHeceHs! Ha
GOKORBIE MOBEPXHOCTH KOPOGKHM.

Cootgercrayer
XpaHeHue B coorsercrsiu ¢ CanlluH 3.3686-21 npu temneparype ot 2 zio 8 °C. He 3amopasksgars
Tpancnopruporanue B coorsercisuu ¢ CanlTuH 3.3686-21 npu temneparype ot
al

CpoK rofHOCTH 3 rona

SAKJIFOYEHHE: JlekapcrsenHsiil npenapar
wunkuit (AJIC-anatokcun) AHATOKCHH g 5

copGHPOBAHHLIH
} BBCACHUA CCpHU

A0,

Jlata Bhima4y nacrnopta
Muxpoduonor OBTK (OKK)

Havaneuuk OBTK (OKK) T.H. Meperpyxuna
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