PA3PEIIEHUE
Ha BBOZ B IpakIaHCKMii 060poT B Poccuiickoii Qe nepanuu cepuu um IapTUH
HPOM3BENEHHOIO B Poccriickois Genepanun mwim BBo3uMoro B Pocceniickyio Deneparuro

HMMYHOOHOJIOTHYeCKOTO JIEKapCTBEHHOI'O TIperapaTa
ot 19.05.2022 Ne 007753/22

Beixano AXUHOHEpHOMY oburecTBy "Hay4ro-npomssoscraentoe oObenHHeHne 110
MEJMIIMHCKUM  HMMYHOOHOJIOTHYeCKAM fpenaparam  "Mukporen", Poccns, 115088,
r. Mocksa, yn. 1-g Hy6porckas, 1. 15, cTp. 2, UHH: 7722422237,
(HauMenoBanme TOPHIIMYECKOTO NIMIA, OPHUAHYECKHIT anpec, UHH)
®enepanbuas caymba no Haa30py B cdepe 3npaBooxpaHenus Ha OCHOBAHHU
3AKJIIOYMEHHSI  HCIBITATe/ILHOTO HEHTpA  SKCHEPTH3LI  Ka4ecTRa MEJIUIIMHCKHUX
HMMYHOOUOIIOTHYeCKuX IpenapatoB  PenepansHOro FOCYTapCTBEHHOIO  OIOKETHOrO
yapexnenua "Hayanpri LEHTP OKCIEPTH3bI CPENCTB MEMIHHCKOrO [IpHMeHeHus"
Munncrepcrra 3/ipaBooxpatienns Poccniickoit ®eneparpm
(HamMeHOBaHHE (enepanenoro T'OCY/IapCTBEHHOTO OO IKETHOr0 YUPEKIeHHs )

or 17.05.2022 Ne 366/HI[DCMIT PA3PElIaeT BBOA B rpasIaHCcKuii o6opor
(nara) (Homep)

B Poccniickoii Denepauun HMMYHOOHOJIOrHYeCKOoro JIEKAPCTBEHHOT0 Ipenapara

AHATOKCHH CTONGHATHEII OYHIIEHHBIH afcopOHpOBAHHBIN M TKHi] (AC-anarokcun)
(roprosoe HaUMEHOBAHHE)
AHaTOKCHH CTOI6HIIH bIIT
(MexIyHapoaHOe HenmaTenToBaRHOG HAHMEHOBAaHHME IPYHITMPOBOYHOE HITH XUMHYECKOR)
CYCIIEH3HS JUTS IIONKOYKHOT'O BREIICHNS, [aHaTokcHH ¢ THOMepcanom| 1 mi -
amiyiibi (10 mr.) - kopobku KapTOHHBIE - IS Ie4eOHO-IPOpUIAKTHY eCKIX YUpexXneHuH
(popma BrImycKa ¢ ykazanuem JICKAPCTBEHHOH (OPMEL, TO3UPOBKH, (hACOBKH ¥ KOTHYECTRO B YIaKOBKe)

cepun 121 > 00beM cepum wum maprau 20188

(HoMep cepun) (xomugecTBo ynakoBok)

rogen no 01.2025

(cpox roguoCTH)
IPOM3BOACTBA AKIIMOHEPHOTO 06IIECTRA "Hayuno-nponssoncreennoe o6semmenue mo
MEIUIMHCKAM  HMMYHOOHOIOIHYIECKHM npenapatam  "Mukporen" (AO  "HIIO
"Mukporen"), Poccus, 614089, Iepmckmit kpaii, . Ilepms, yn. Bparckas, x. 177
(Bce cramuu, BKIFOYas BBIITYCKAIOMME KOHTPOJIb KAYECTRA).

(HaumenoBanve u a1IpeC TIPOH3BOTUTENA € YKa3aHMeM CTaTHil TIPOH3BOACTRA)

Perncrpanuonnoe yhocrosepenune Ne JIC-000434 ot 04.05.2010.
Hepxkarens perucrpanmonnoro yaocropepenus Axuuoneproe obmectso "Hayuno-
IPOU3BOACTBEHHOE O0BEIUHEHNE TI0 METHIMHECKIM HMM}fHoﬁnonomq M TIperaparam
"Muxkporen" {(AO "HIIO "Muxporen"), Poccus, 115088, r. MOCKB{.M\";M?'—Q{. ) DBCKaH,
n. 15, c1p. 2. AL
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(HaumMeHoBaHME, anpec)

JOKYMEHT TOJITHCATI H.B. Iapxomenko

3aMecTuTelb PYKOBOIUTENS MEKTPOHHOM HONIIHCHIO

2
Ceprudurar EI036E1BO7EC0481EB11A3DODEADCAL
Baaneren Hapxomento Jmnrpuii Beeporononir

Heficteutenen ¢ 30.06.2021 no 30.06 2022




«Hayuno-

Toprosoe nanvenopanme J111
MeaayHapoAHOE HENATEHTOBANHOS,

H/IH TPYIIIMPOBOHHOE,

ARUROHEPHOE 0BIIECTRO

«Murporés»

fIPOU3BOACTBEHHOE OOBCAHNCHHIE TI0 MEARLIAHCKHM - Wﬁ}{ BLIECKEM TipenaparamM

AJIpec MECTA OCYIHECTRICHMS THUEH3MPYEMOre mmama
Poccun, 614089, Tlepmcxuii xpas, r.[lepms, yi.Bpatckas, 177,

HACHOPT M 178 om 11.03,20222

AHaToKcnH CTONOHAYHB

HITH XUMHYECKOC HAMMEHOBAHNE

Jerapersennan popma

Perucrpaumonroe yaocrosepenue J1C-000434

Howmep cepau T1 21

CYCHEHIUA OIR NOOKOMCHOZ0 GEe0eHIA

AHATOKCHH CTOI0HAYHLIA OYHIIEHHBI agcopbupoBaunbii wuaknil (AC- anaTokcn)

MHara srinycka 02,22

Fogen 30 01.25

Konnuecrno, ea. mamepenns 20188 vuaxonok
Hererrayms nposeaers no HJ JIC-000434-231019, namenenve Nol

Ne Foxazatenu Tpebosanns no HJE JIC-000434-231019, nsmenenne Ne | Pesynbrars kontpona
wa
1 2 3 4
I Onucanue Onanecunpyiomas JuakocTh GEROT0 LBETA C KCATOBATEIM oTreHKoM. | OnanecuypyiOmias JKUIKOCT: OEH0To  useTa. Tlpes
TIpi OTCTAMBANNY PABAEINCTCA Ha puiisil ocanok Semoro mum 6er0ro ¢ | oTCTAMBAHUK PA3ACANCTCA HA PHIXABTT 0canox 0enoro
PKENTOBATEIM OTICHKOM LBCTA, JIEFKO [MCTOPTHPYIOMMICE NPH BCTPA- | UBCTA, NErko AWCIEPTIPYIOMMIACH BPH BCTPHXHBAHHM,
XHBAHHH, # IPO3PAYHYIO GCCHBETHYIO HANOCAADUHYEO HKILIKOCTE, H DPO3PaYHYI0 DECUBETHYIO HAIOCAACUHYIO KUAKOCTS.
Covrserersyer
2 TMomnunHocTsk Homicen 08naaTh UMMYHOFEHEOI AKTHBHOCTBIO, ODECMEYHBAR 3AMHTY OfnanacT UMMYHOreHHOH AKTURHOCTEIO, OBeCcieunnan
OT JICHCTEHS CTONGHAYHOTO TOKCHHA, 3amury oT AeHeTeHs CTOnBHAYHOTO TOKCHHA,
Cooreercreyer
3 Mexanuueckue BuiiMple MEXEHUYECKHE BKMOYEHUS A0IDKHE 0TCYTCTBOBATS. Buaumbie MEXaHHUECKHE BRIIOYCHHA OTCYTCTRYIOT,
BRIBOYEHHS CootseTcTByeT
4. 1 pH Or6,4 0073 6,53
Coorsercteyer
3 Tlpoxomsmocts gepes urny | Cycreensus npenapara, 06pasyIOaics NP BETPRXHBARIIL, LOTAH Cycnewsna npenapara, 00pazyiomanca npu
CBOUOAHO NIPOXOANTE B LUNPHU Yepes uray 08x40. BCTPAXUBAHHH, CBOGOAHO IPOXOAHT & MNP Yepes
ury 08x40.
Coorsercrayer
6. Bpewma Cycnensns npenapara, 00pasyIoUascst NPy BCTPAXHBAIHN, HE J0DKHE Cycuensns npenapara, 00pasyromaics npu
CeMMMERTAUHOHHOM FOAHOCTLIO PACCHANBATRCA B TCUCHHE 2.5 MuH, BCTPAXIUBAHKH, HES PACCHANBALCTCH B Teuenue 2,5 M.
YCTORYHBOCTH CooTrercTByeT
T CTepulibHOCTE JlomxeH ObITh CTCPUALHBIM Crepunpiii
CooreercTByeT
8 | Coeundmueckas Jomixen 6uimh Gesonacksv Besorracusiit
He3012CHOCTH Coorsercryer
9. AHomanouas toxenynocTs | Jomxed Su1Th He TORCHUHBIM HeToxcnuunii
Cootsetcrayer
10. | Cneundmyeckan Tpusnpousan a03a (0,5mn) jus 4en0Beka AOTBKEA 0O6NARATE 107.9 ME 80,5 mn
AKTHBHOCTH AKTHBHOCTBIO He Rmke 40 ME. Couorsercisyer
11, | Tlonuora copGuuu B 1,0 1 HAA0CAA04HOMN IUAKOCTH COLCPAHNE HEanCOpGHPOBAHHOTD B 1.0 mn Hazocanouroil xuakocTy Menee 0,1EC
CTOAGHAYHOIO AHATOKCHHA HE 0. B0 npessiuars 0,1 EC HeaacopOUPOBAHAOTO CTONTHAMHOTO AHATOKCHHA
CooTretcTByeT
12, } Tuomepcan Ot 85 20 115 Mxr B M1 91 MKr B MI
Coorsercrayer
13. | ®opmaaLaerns He Sonee 200 mxr s mn 15 mKrs mn
Coorsercrayer
14, | AMOMHHUA THAPOKCHI He Goaee 1,1 mre mn 091 mrBmMn
Covursercreyer
15. | Wssnekaemeii 06bem HomxeH ObITH HE MEHEE HOMHHARBHOTO L0 mn
CoOTBCTICTBYET
16. | MNponzsoncraennsie Clostridium tetani Med71 (Ne300606) uns Clostridium tetani Ne471 (Ne300606)
LITaMMsl Cl, tetani Ne228 (Ne300563) CoOTBETCTBYET
{7, | Ynakoska

AHATOKCHH € THOMEpCanonm no 0,5 Mn (1 npususounas gosa) wms 1 ma (2
NPHBHBOYHLIC A03bi), asatokcun Ges Tomepcawna no 05 ma (1
MPHSHBOYUHAR 11034) B amiTylkl BMECTHMOCTSIO | M4 M3 CTEKAa Mapku
HC-3 no OCT 64-2-485-85 mmm TY 9462-002-11068395-2005; nm 13
crexaa 1-ro rHAPOAMTHYECKOID Kitacca 1o 1SO 9187,

Ha amnyner Haksensaior staketku w3 Gymara odcernoii CTO MOZHAK
9469000.09.03.0001-2010 nnu ananorwusoro Kavectsa, wid Gymaru
camorneswencs Tana FASSON MC PRIMECOAT S2045-BG40 mnm
AHAOTHYHOTO  KAMECTBA, HAH  TCKCT  HAHOCHT HA  GMITYJibl
GuicTposaKkperuuomeiica kpackoit no TY 2352-005-02424767-04 wnu
AHABOTHYHOTO KAYEeCTBA.

A} Tlo 10 amnyn 8 kopoOke 3 kaptona no TY 5441-026-00278882-2016
HITH AHLIOMIMHONO KauecTra, B xopofky BKIAAMBAIOT HHCTPYKUIMIO DO
GRHMEHEHHIO H CKEDUDBKATOP aMNynsHEd 110 TY 26.81-001-95787178-
2006.

Kopofin 0xnensai0T 3THRETKON- Ganaeponuio s Symaru odeetHol
CTO FO3HAK 94690005.09.0G3.0001-2010 niH ananoryaHoro Kaueorsa,

Amnaroxchan ¢ Taomepeanom no 1w (2 npasusounne
O3bt} ) B AMBYIBL BMECTHMOCTBIO | Ml M3 CTexknd
mapkn HC-3 no OCT 64-2-485-85 wmu TV 9462-002-
11068395-2005.

Ha amnyne  Hakneewa
CAMOKICAISHCH THIS FANS

ITHRETKA ~ M3 Oymaru

B 78882~2016 i

Crpluz2




Toprosoe vaumeronauue JITT

Homep cepum Fi2]

HACHOPT ¥ 178 om 11 03.2022-

Komriectso ex1. usmepenns 20188 VHAKOBOK

Anaroxems eronrbusamsii OUHIMEHHbIH 2ACOPOHPOBANHLIH MM men i (AC- anarokcnn)

l 2

3

I7. | Yrakoska

GyTio 5 amnya & KOHTYPHOUR #4eiikoBoli ynaxoske 110 OCT 64-074.91 3
TUMeHKH NeMHBHHMIXIopH oA o FOCT 33781-2016 wm Kaproua
BHAIOMITYHOT) KAYECTBE C HICIPYKUMET N6 UPHMEHEHNIO 1
CRAPUBHIATOPOM AMTIYTHEHBIM,

ipu ynaxosxe amnyn, umeioniux HACCHKY, KOMBUO WIH TO4KY 0fiomMa,

CHAPUOUKATOD AMITYALILIH He BRNQALIBAOT. I'PYNNoBas 1 TpaHcmopTHas
ymakoska mo FOCT 17768-90.

18. | Mapkuporxa

1) Hepraunan ynarorka JIEKAPCTBEHNOM) Npenapara.

Ha ammyne yrassisaior COKPAIEHHOS  TOPIOBOE  HAHMEHOBAHHE
tpenapara (AC-auatoxcun), 00BeM H KOIHYCCTBO /103, HOMEp cephu
(Gyxsesno-ungponoe 0003HaucHuUe), AATy BEHIYCKA, CPOK TOAHOCTH (o),
«Berpaxusarsly,

Ha omswerke amuynm YRAIBIBAOT.  COKPAMICHHOE  HAMMEHOBAHME
BWMPI{M-HPOHSBOMH‘EM, COKpaLI}.CH}iQe TOProBoe HAWMCHOBAHMC
npenapata (AC-aHatorcHy), onem KOIHMCCTBO 0%, HOMED CCpHH
(Byxsenso-undposoe oGosnauenne), aary BLIYCKA, CPOK roaH0CTH (40},
«Berpaxusarsly,

2) BTOpHYHAA YHAKOBKA JICKAPCTREHHOTO TIpLnapaTa,

Ha paake wm ITHKCTRC-DaHACPONH  YKa3blBAOT: COXpaAISHHOE
HEHMEHOBAHHE  TIPERODHATHA-TIDOMIBOLKTENY, ero TOBADHBIN  3HAK,
anpec, TencoM, aupec TEASOH  BPOHIBONCTBA, TOPropoe
HAHMCHOBAHKE MPENAPATA, IPYNNHPOBOYHOE HaumeHosanue (Auarokeny
CTORBRAIHLIH), CKAPCTBERHYI0  dopMy,  cnocod TPHMCHEHNA,
HHDOPMANEEIO O COCTABE, KOAHNECTBO aM 1yJ B nauxe (kopodke), oibes u
KOMINECTBO 703 B ammyne, Homep cepuu  (Bykpenno-unpposoe
oGosnayenue), naty BHIMYCKA, CPOK TOXHOCTH, YCAOBUS otnycka («/las
neweBro-npodrnakTHYeciix YUPCRKACHHID), YCROBHA XpaHEHHS, HOMEp
PETHCTPALHOHHOIO  YAOCTOBEPEHIS, ITPHX-KOM, NPeayNpeanTeNbHbIe
Hannuey («Crepsrshon, «Xpasain B HCROCTYNHOM 15is ACTEH MecTen,
«Ilepen BRencHMEM BCTRAXHEATLY, JUI% mpemapara 663 KOHCepBaHTA
YKazsisaor «BE3 KOHCEPBAHTAY: cpencrso nIenTHOHKaUHY.

Ha smikerke-Sannepony ACTIONHWTENLHO HAHOCHT PHCYHOK B BHIe
AMIYIbI ¥ KPYTOB, 32KIONCHHBIX B NpAMOYTOALHUK 3/16HOTO LBeTA,

1) fleppuunan ynakosxa,

Ha osmhxetke  amnyms YKasaHO  COKpameHHoe
HAIMEHOBAHHE  NPEANPHATHA-NIPOMIBOANTENR (AD
«HIIO  «Makporeny), COKpALCHHOE  TOProBoe
HAUMCHOBAHME n[penapara (AC-anarokcun), ofLem
{1 Mn) u xonnwecrso so3 (2 nosen), nomep cepnm
(Byxsemio-uppposoe obo3HaueHEE) 1121, 1a1a

Beiitycka  (0222), epok  roamocr (mo 0123,
«Berpaxusars!y.,

2} Bropuanan ynaxoska,

Ha  smuxerxe-Ganpeponn YKa3aHO.  COKpaleHHoe

HAUIMEHOBAHHE  NPEANPHATHA-TTPOHIBOANTCIA {AQ
HIIO «Mukporen»), ero TOBapHLIT 30aK (Mukporen),
anpec (Pocens, 115088, r.Mocksa, ya.1-n dyGposckan,
a1, cmp2aenedon  ((495) T10-37-87)anpec
nporspoucTaa  {Poccns, 614089, Mepmoxuii Kpai,
r.llepme, yn.Bpatcxas, A177), renedon {(342)281-94.
96),Toprosoe HauMeHOBaHHE npenapata (AHaTokcuH
CTONOHAMMEIT QUULICHHLI AACOPOUPOBARHLIT ey ticHii
(AC-anarokcun), TPYNNUPOSOYHOS  1AMMEHOBAHHE
(Anaroxcun  cronbumineii) liekapeTsensan  Gopma
(cysnensun DOBKOKHONO  BECACHUA), cnocold
npumenenss  (AC-aHATOKCHH  BBOAST ravooko
NOAKOMHO B NOMIONATONHYIC 00/1aCTE), COCTAR (B 1
Aoze (0.5 Mm) cosepwures Heftcraviomee _gemectno
AnatokcHn cronrGusunsidi — 10 EC. Benomoratensuie
BEHIECTBA. AMIOMHWHS TROPOKCHA (B mepecuete ha
amomunuit Al ™) — ge Gonee 0,55 wmr; koucepsasr
THOMEpCan - or 42,5 50 57,5 mkr; dopmantaerua-ie
Gonee 100mkr, xommvecrso amnyi 6 ropobxe (10),
obseM (no 1 MA), KOTHYCCTBO H03 B aMnyse (2 10361),
HOMED cepun (OyxBennC-unPpoBOS obosHanenne) [121,
Aara uinycka (0222), cpok roaHocTy (roen fo 0123),
yenosms otuycka («[as newebno-npodunakrtiuecin
YUPEAUEHHHR), YCAOBHA XpaHCHHS (Mpx remneparype
or 2 g0 §C. He JaMOpaKHBATL,  Xpauuts B

HEHZOCTYIHOM Just nerel MecTe.), HOMEp
PErUCTpaUMOHHOTG  yaocTosepemud  (J1C-000434),
HITPAX-KOA, TNpeaynpeanTenbHuie HaanucH

(«Crepunsron, «Xpamurs » HEJOCTYIIHOM Ui feredi
mectes, «llepea BeeacHueM BCTPAXHBATE®), CPEACTRO
HACHTHOHKALNK,

Ha >tixerke-Gaunepons pomonuurenino  manecesn
PHCYHOK B BHEE aMNYILl H KPYrOB, 3AKMOYEHHMIX B
NPAMOYTONBHIK 3ENEHOT0 [BeTa.

Coorsercrayer.

1% | Xpanenue

B coorsercrsun ¢ CT133.2.333216 fipu TeMnepartype or 2 1o 8°C. He 3amopwicnsats.

20. | Tpanenopruposanne

B cootsercremt ¢ CI13.32.3332-16 npi Temneparype or 2 no 8°C. He samopaskupars

21. | Cpox rommocTi

3 roxa

Harasemycka 01.022022 Tonen 1o 31 01.2025

o

3aKJ!l0'ch!iE:M}_l_8mpﬁT§BCI:{HHﬁ lpenapar AHATOKCAH CTONGHAYHEIA 0YMiTEHHDIH 21CopOMpPOBaHHbLE KUAKKH (AC-anaroxcun) cepun [121
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“TpebORAHKHM HOPMATHBHOM Roxymenraunu HII JIC-000434-231019. uamenenme Nol.




