PASPEHIEHHUE
Ha BBOJ B TPAXKJIAHCKUI 000poT B Poccuiickoil Denepanuy cepun WM TapTHX
pou3BelleHHOro B Poccuiickoi Oenepanmy win BBo3uMoro B Poccuiickyro @enepanuro

AMMYHOOMOJIOTHYECKOT0 JIEKapCTBEHHOI0 Nperapara
ot 08.07.2022 Ne 008260/22

Beimano AxnmonepHoMmy oOmectBy "Hay4HO-IpoH3BOACTBEHHOE OOBEIUHEHHE TIO
MEIUIMHCKUM HUMMYHOOHOJIOTHUECKHM npenaparam "Mukporen”, Poccus, 115088,
r. Mockaa, yi. 1-a [ly6posckas, 1. 15, crp. 2, UHH: 7722422237.

(HaMeHOBaHKE IOPHIMYECKOTO JIHIIA, IOpUIadecKuii anpec, MHH)
DenepanbHast cay:xkb6a no Haxzopy B cdepe 3IpABOOXpPAHEHHS] HA OCHOBAHHM
3aKJI0YEHHSI  HCOBITATEILHOTO  IEHTpPa  OKCIEpPTH3hl  KadecTBa  MeIMIMHCKHX
UMMYHOOMOJIOTMYECKHX IIpenapartoB MDenepaibHOr0 IOCYIAPCTBEHHOTO OFOPKETHOIO
yapexenns "Haydnbli LEHTP SKCIEPTH3bI CPEACTB METHUIHCKOrO INpUMEHEHHs"
Munncrepersa 3apaBooxpanenus Poccuiickoit @eneparyum
(HamMeHOBaHue GENEPATBLHOrO TOCYIAPCTBSHHOI0 O IKETHOr0 YUPEKIEHHNA)
or 06072022 Ne 531/HLIDCMII paspemaer BBOJ B IPaskIaHCKuil 000poT
(mara) (HOMED)
B Poccmiickoilt @enepanun MMMYHOOHOJIOTHYECKOIO JIEKAPCTBEHHOI'O Npenapara
AHATOKCHH U TEPUITHO-CTONOHIYHBIH OUHUIIIEHHBIN agcopOHpOBaHHbBII
C YMEHBILIEHHBIM co/iepKaHueM aHTHreHoB xuakui (AJIC-M-anaTokcun)
(ToproBoe HaUMEHOBaHHE)
AHaTOKCHH MU TEepUiHO-CTONOHIYHBIH
(Me)K,I[yHapO,[IHOG HETIATCHTOBAHHO€ HAUMEHOBAHHE I'PYINIMPOBOYHOC HITH XI/[MH“IGCKOG)
CYCIIEH3HS JIJIsi BHYTPMMEIIEYHOTO U MOJKOXXHOTO BBEIeHUS,
[anaToxcun ¢ THoMepcanoM] 1 mit - amiryss (10 miT.) - KOPOOKK KapTOHHBIE -
IJ1s JIe4eOHO-TIPODUIAKTHYECKUX YUPEIKICHMH
(hopma BEITTYCKa ¢ YKa3aHHEM JIEKAPCTBEHHOH (DOPMBI, TO3HPOBKH, (ACOBKM M KOJIHYECTBO B YITAKOBKE)

cepun [I85 , 00beM cepum wim nmapran 20082 ,
(HOMED cepHH) (KOTHMYECTBO YIIAKOBOK)

rogen no 03.2025 ,
(CpOK TOIHOCTH)
npou3BoAcTBa AKIMoHepHOro obiectBa "HaydHO-TIPOM3BOACTBEHHOE OOBeHHEHHE T10
MEJUUMHCKUM HMMMyHOOHOIOrMYeckuM mpemaparam "Mukporen” (AO "HIIO
"Mukporet"), Poccus, 614089, Ilepmckuii kpai, . Ilepms, yin. Bparckas, m. 177 (Bce
CTaI¥¥, BKJIKOYas BBITYCKAIOIIWI KOHTPOIIL KAYECTBA).
(nauMeHOBaHME K aJipec IIPOHU3BOIUTENIS C YKAa3aHHeM CTaqui NPOU3BOICTRA)

Perncrpannonnoe ynocrosepenue Ne JIC-000283 ot 27.04.2010.

HepkaTeilb PerHcTPalMOHHOIO yAocToBepeHusi AxnmoHepHoe obmiectBo "Hayuno-
TIPOU3BOJACTBEHHOE O0bEeNUHEHHE IO MEIUITHHCKIM HMMyHoﬁﬂonoqueCKHpenapaTaM

"Muxporen" (AO "HITO "Muxporen"), Poccus, 115088, r. Mocksa -~"“*-fi s/ lyBpoBCckas,
:H' 153 CrIp- 2- > ‘-1|.qull,n.lul.lﬂ\/
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JOKYMEHT NOJUIMCAH
SHEKTPOHHOM HOMATIMCBIO

T i P00
3aMeCTHTENb PYKOBOAUTENS | Ceprudurar TA0E9IBEEBTDES4CBCT620A3F0DADBE J.B. Ilapxomenko
Baanenen Hapxomenro Jmuarpuit Beepoogoniry
Hedicreurenen ¢ 26.04 2021 o 26.07.2022
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Toprosoe HAUMEHOBARAE Ji

AKUHOHESPHOE 00LIECTBO
aMuKpOreH»

Anpec MecTa

Poccus, 614089, Tlepmckiit Kpan,
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AHATOKTHH nmpz‘epai&ummmﬁam:{uﬁ

OCYLUECTRAEHHS ILCHINPYEMOTO BUA JEATENBHOCTH
r. Nepms, ya. bparcxas, 177

ounnIeHEbil a1copoupopantsi

¢ yMEHBIIEHHLIM CONSPHATNEM AHTHTEHOE HHARHT (ALC-M-anaToKCcHH)

MemayHapoaHee HeTITCHTOBARNOE,

1 rpynmipom‘mee, WK
XHMUUECKOE HAMMEHOBAHHT

Jlexapersenyan GopMa

AHATOKCHH sudprepuitno-cronbHadnbi

CYCHEH3UR OFR GHYRPUMYL HEYHOR0 1t NOOKOHCHOZO 66E0eHUR

PEricTPaLROHHOS YAOCTOREPERHS JIC-000283

Homep cepun 1183 Tara suinycxa 03.22
KoayuecTno, e, H3MEPCHAA 20082 ynakoBrH Tonen no 03.253
Vienbrranna nposeaenst no HJL JIC-000283-150420, 3w, Nel )
Tlowsarem Tpebopans 110 FJIC-000283-150420, 1z Nel PeavnTaTh! KOHTPOL i
1] 2 3 4
Orpicaae OnaecLypyioiian #0eTs Gaore upea © CEpOBATHIM MM

serroparsiv orrenion, [lpy  OTCTAMBAHHI PAIIEIHETCH Ha

Onarecipyiona #HmOCTL Geloro LBCTR O JRCITOBATbIM

orressom. [ipi CTCRMBAN PIISTACTSR K3 poTsE OCailoR

Cycriesms TPENapars, OOpasyroLmica 1pH BCTPAXHBAHMH, HE

Pl 0caaoKk Genoro skt BesiOrn ¢ CopOBaATHIM IV HRETTORE- GCNOre ¢ HETTOBATEIM OTTCHKOM {BETE, JIETKE JWCTIRPIHpYIO-
ThiM  OTTSHKOM LIBETR, AETKO IBICTIETVDYIOIITHCS 1IpH BCTPH- [oypifics MM BCTPHXHBAHML, H IPO3PATRYIC (ecLBETHYI0 HANOMR |
\ NUBAHIH, H 1p03pasiyi0 fectBeryio HAOCATOMHYIO AHAROCTE JIOMHYEQ AHIOC TS,
Coorsercmayer
% 2 \ TlosHnocTs Jloipren o8na@Te IMMYHOMEHHOR BKIHBHOCTRIO, ofiecnicunpan | OGnagaer PMMYBOreHHOR AKTHBHOCTHO.
,% SALEUATY OT JeiiCTBuR HTepHItHOro it cratrmanoro Toxcnsos | Coorsererayer
3 | Mexaneeokie Tiamsen BhuiepmaBaTs petosara [P P, OBC.142.0005.18 Buiepansaes eOoBaHNA
% BOBOICHIA
{ 4 | pH Or6Amo 13 682
COOTReTCIBYST
TIpOXOZAMOCTH USRI UEITY Cycrienng  ApenapaTa, ofpasyiolatcs TpH  BCTPAXMBIRIL, Cycriemma  IpeIiapars, OpaTyIOIdICA TIpH BCTPARMBAHIL,
oM CBOGOHO TTPOXOTITE B IITPHEL HEPEs ULy 0.8=40 CHOBOIHE TPOXOLUAT B HITIPHLL HEPEs HELY 0,840,
CoomsercTeyeT
Bpeas

Cycrennid  Apenapars, oSpaayIOU@ics  FPH  BOIPANHBAIAA,

ARTHBHOCTD

popaaemMocTs 10095 MMYHIBHDOBIHEEIN HMBOTHBIX npH
JEpGREHIE TETATLHON 21000 Aurrepufisone TOKCHHA W HE
veHee 0% pMMYHIIHPORIHHEDC HUBOTHEX TIDH SADARCHEH
seTaspHoR H0s0f CTONGHRTHON TOKCHHE

CemMEHTALIOHHON HQITKHA NOAHOCTLIO PACCIIAMBATLCS B Teaenne 2.5 MuH FOMHOCTEH? HE PACCIIAHBAETCE B TCICHHE 2.5 mym.
FCTOHMMBOCTH COOTBeICIBYET
CrepiimsHocTs Jlorpsen GblTh CTEPIILITHEM Crepimibifi
CooTBeTCInyeT
AnoMansian Jlormwen Ouris HETOKCHHHBIM HerorenaHslit
TOKCHMHOCTS Coorsercreyer
Crieustdimecrasd Jlormwen Butrs GE0nucHbIN BesormcHsit
es0nacHeCTy CoommeicIByer
b Creussdueciast JDororen 00maars AMMYHOPEHHOT AKTHEHOUTHIO, hecnieumea | VivnryHoreRrmiE:

B bREEACMOCTE DL DIGIEpIiHOND KOMHIOHCHTS 100%;
BEDKHBAENOCT I CTONOHAMHOTO KOMIOHEHTA T
Coomercmyer

Tlommora copdIas

B 1 Mt HANOCAROSHON HRUAROCTI COICERRARIE CopGus Tt
- OMILCHHOR MHEPHITHOND | HEAICOpOHPORMKERIQ. arepuiiior0 AHATOKCHHA HE JOMAHO | MEHSE 1 Lifun
AHATORCHHA npessittats 1LE
- QUHIIEHHOMD HEACOpGHPOBAREOTO CTORGIEIHONO BHATOKCHIA - 01EC wenes 0,1 EChan
CrOnBHAMHOND AHATORCHHT Coorpercmayer |
2. 1 DopMaTkieL He Gosies 100 sr/vn “ 12,5 mxrfd
' Cooisercmsyer
U3 | Tuomepean Or8s o 115 s/ i 92 wmsrhant
L CoommecsyeT
T4 | AmoMiin Hapac Tle Bones 1.1 Mo/ (B riepetsiets Ha anoniii A \ 0.63 nadvn
CooTeereIeyeT
| 15, ; Msniexoevpit ofment He Metios HOMMHATIEHOTO ‘ 108
i i CooTseretsyer
| 16, | TPOMIBOICIBONHLC Tmerseus Cormebacterium diphtheriae P8  (Massachu- I masr Connebac
! L bl setts) (B00013), Clostrictium fetcini Feo &71 (300606}, O tetani Ne (800013, Closirid)
| 228 (300363} Cooraetenyer
P E Y aKoBE Arrrorern ¢ THosepeaion 1o 0.5 M {1 ripHBEBOUTaR D0} | AHITOKCHH ¢ THY
! | w1 (2 TPUBHBOUHBIC FD3EI), AHETORCHH o3 HOMpCATE | ATy BECTIIGTO | ARG
10 0.5 st (] IPHBIBOMHAS 1034 B AT BUMECTHMOCTBEO Taor | 9462-002-110

wm 7 aut v cresa Mapsa HO-3 1o TY 9462-002-11068395-
2005: i TY 9462-001-53508803-2006, rumt w3 CTCKR f-ro

FHADQIHTHEECKOID KAACCE T10 1S0N87.

Ha avimyom: Hargk
i FASSON.
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TOproBoe HalMEHOBARKE Ji
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AHATOKCHH ﬂmszepisilnm-crwﬁaaqnmii oHIEHHbE AACopONpoBALMBI

¢ yMEHBIIEHHBIM CONEPHCANIIEM AHTHTEHOD smiawni (AJC-M-anaroxeny)

Homep cepuy 1183
Konuaectso. e, wivepenys 20082 ynaxosku

Y 2 3 4 j
fr;‘. VIiaKosKi Ha amrryisl HAKICHEAKTT YTKCTIA 103 Gymari odoeTHON TT0 | Tio 10 ammyn © vcTpyrpch no TPHMEHEHKEO B xopolKe i3
| FORHAK 94690005 .09.03.0001-2010 i anesionisHore xae- | waprosa no TY 5441-026-00078882-2016, OiTieeHHCH ITHRET-
crna, v b Gysard camoigisieiion vina FASSON wom ange | Roli-Sannepansio £r3 Gymarys ofeeTHOR TI0 TOCT 9094-89.
FOFHYHONO KEHECTRE, HIIH TERCT HAHOCKT 1A AMITYILT GoicTpost- | AMITYITbLC KILLONM HATOME.
KpeImOIERcT KpacKkolt no TV 7352-00500424767-04 wm | Tpynrosss 1 TPRHCNOPTHAR yriaxoexano FTOCT 17768-%40.
AHAIONHHOMD KAUECTHA. CoOTBEICTRYET.
A) Tle 10 avnyn 8 xopolke 15 KSPTOHE 11O TY 54414026
(0278882-2016 1wnt GHANOTHYHONG KEICTTEL B ropobry Bxma-
ALIBAOT HHCTPYKUHID 10 NPHMERSHIO 1 crEpHUKaTOp av-
fysmbed 0 1Y 26 81001-95787178-2000 nim AHATOMHHHOID
asecrna. KopoGial OKNEMBAIOT JTHIETIOH-GAHIEpOTEO 1n3
Gymamn ofpecemuoiit. CTO TOZHAK 93690005.09.03.0001-2010
{1 GHANOTHMHEON0 KIYECTRA,
B) flo 5 amrys B KOHTYpHOLE saefcoaoit ynaxomie o OCT 64-
(7491 513 TINCHKY OTHBIADIIOPAAHOH 1O FOCT 25250-88
st aswiorkasoro kaseersa, 1o 2 KoHTYpHBIC AueliROBLIE
| VHEKOBKH B THEIKS H3 KapToHa 1o TOCT 12303-80 wut kaptosd
] | AHATONEHOTO KRECTSd ¢ MHCTPVRUMEN PO MPIMEHCHIEO U
| CRApMAIIETOPOM AMITYILHbIM.
{ | Tlprt yTiakosiez aMITydl, IMEIOHX HOCEY, KOTHUO FUXH TOURY
1 ! FRIOM, CRAPIQHMKATOP AMITYIBHLIT HE BIIAILBIOT.
i T pyTInoBas ¥ TPAHCIOPTHAR YIAKOBKA 110 TOCT 1776890,
1 18, | Mapraposid 1) Heppnunas ynarosKi. 1) [lepBirgnasn YrEuoBia.
| ! Ha amiyne YIGEBBAIOT: CORPAISHIOS TUPFOBGE vmpveropanue | Ha oTHieIRe QMiyribl YKasano. COKPALLEHHOS  HAMMEHORIHIE
% HperapaTa (AC-M-asarosci), o0ves KOIMMECTBO J03, | DCAIPHATHR-TPOHBBOIIEN] {AQ «HITO «Mypores), coxpa-
wonvep ceprn {GyKpeHo-LnadpoBoe OBOTUISEHHEY, ATy BRITYC- | LEHEOS  TOPTOBOS samenopave  Tpengpara (AJICM-
i 1A, SPOK TOAHOCTH (), «Bomssupabh. anaroxcs), 0Fen {1 MI) 1 KONMHECTBO 203 (2 soset), HOMER
| i [ YKo THe aMIVIIL VIGEHIBAIOT, CORPATIIEHHOS HAMEHOBIRIE cepin (Gyxpero-usspoRoe oboanaucine) TI85, mama BhmyCKa
‘ FIPEIE AT -HIPOIIBORITENA, CORALLEHHOS TOPFOBOE HIUME- {0322}, CPOR NOTHOCTH {100325), «Bomaxusatsly.
: HOBRHHE IPETIapTa {AJIC-M-anrrorcs), 00HEM 11 KOTHIRCTI0 2} Bropusiias yRaKopki. Ha ymikeTie-Dariepai yicno:
703, HOMEp cepunt (ByiEeHHO-LHGPOBOS OOCHHANSHME), JATY | COKPALUCHHOS HAMMEHOBAHME  TIDCIFPUATIA-TIPOMIBOIITENA
BLITTYCHA, CPOK FOMBOCTH {10}, <BepmatBaTsb. (AQ «HIO «MporeHy), ero Topapusdi 3HAK {Vhaporen),
2} Bropionas YRAK0BRA. {Poccus, 115088, r. Mocksa, yi. b4 HyOpopcrad, a15,
Ha riavee 1T STHKETRe-0AHACHOY YRISHIBAOT, CORDAHICHHOS cp2), renedon {(495Y710-37-87), anpec poHIBOLCTRL {Poccns,
HUMCHOBAHUEG  TIDSANDHATHA-NPOMEBOIHTEE,  Ero tosapreti | 614089, Tlepciuit xpaft, . Tlepis, yiL Bparexas, 1.177), wene-
K, anpes, Teedor, aIpes 1 TenaOH TIDOF3BOACTER, TOPIOBOS thoH  IpoHEBOACTEA {(3427281-94-96), TOProBOS HAMMEHIOBAINE
HAMMEHOBAHME TIperiapara. 1Y e ynuvcuosanue | nperapara (AHSTOKCEH ﬂfsdnwuﬁuommﬁmqﬂmﬁ CHBLLEH-
(AssaToKCiH mprrepritso-CTONGRAUELIE).,  [CKAPCTBEHEYIO b ¢ g © YMEHBIICHEB{ CONSPAHANIEM ATV
(opay, ool NpHMEHCHIN {«Criocol npAMEHeHst — M. | FCHOB sxaaztgeutit (ATIC-M-AHETOKCHH)), [PYIHPOBOMHOS HAME-
HiHoTpyiagion), HHOOPMALITC O COCTIBS, OJHUECTBO AMITYT B | HOBaHME  {ABTORCIH FdyrepuiiHO-CTONGRAHBIT), AR~
e {ROpOGKE), OFBEM M KOUTHGCTB0 A0S B AMIDTIE, vomep | croguman (opsd {Cycreimus DT BHYTPHMBILISHHOID H TIOZ
cepr {GyKeeHHO-LMpoBOe OOCRHEANEHIE), JETY BBITYCKE, CPOK | KOHHOND BREACHHA), CTI0co0 MpHMEHEHIR {«Criocob TpaMene-
roqrocny, yenonis otyesa (ks NeseOne-rPOdIIIAKTIIECKI. | HAR —CM. MHeyiapnoy), tHpOpMALEIR O COCTARE (B 1 a0 05
yupeIctuiin), YCIOBHS XPRHEHI, HOMED PErACTPAHHOBHOIO M) COTEHGIICE. Tperntpant ¢ ROHCEPUHITOM: Jeltcrsviompe
VAIOCTOBCPSHMY, UNPHX-KOML, HPIYTPEIHIEAEHbIE wanric | Bettiecisa; anarokcus grepuiisnii - 5 Lf asaroxces -
(«Corepribi, «XpaHuTL B HEAOCTYTHOM AR el vogTen, | Hsskw - 5 BCS
«FTepes RBCASHHEM BCTPANSIBIILY, JUIA Npenapard G woncep- | BCrIOMOTHIEABHEIC BCLEUTBA: AOMARI rpoRei {B fepe-
paTa yiasbisator «BE3 KOHCEPBAHTAR), cpenctoo maek- | cuere i amomiii ALT) - He Gonee 0,55 Iy KOHOEDRAHT -
THdRAIH, rovepcan « o 42.5 10 57.3 M, Qopmanmers - He Sanee 50
MKT), KOTHHECTBO. 2MITYA B wopobre (10), obrem (no 1oson} it
| KOIUUECTRO 103 B avmyne (2 Anasl), BomMep coprut (OYKBSHHO-
i hporos obogHaerme) 1185, e Beiycra (0322), poK rou-
% pocm {mo 0325, yowosHa oFIYCKA («lma  neeluo-
FIPOHIARTIFICCKIX JUpEIRTEHIDY), YOIOBI XpaneHiA («Xpa-
sarth TOU TeMneparype of 2 1o 8 °Cy, «He savopmisisaThy),
: i HOMep  PETMCTPALMOHEONO  YIOCTOBCHCHIS (JIC-D00283).
i | MUK, DPSIYIIPSAMTENBHEIE  HAWICH («Creprmsnon,
«paniTn B HEAOCTYTIHOM Vif sevelt mecen, «lepen BREAEHY-
M BCTPAXHBATEN); CPRACTEO peH TR BT
: CopmaeIcTyer,
[ 19, | TpascroprHpoBaHae B coomsercreipt e (11 3.3.2.3332-16 npy TemTiepaType or 2 ro 8C. He savoparomsats.
120, | Xpanese | BWm;mcCﬂBB.ZBSH—!&wxmwmlmﬂ,ﬂemwmm. R0 L8
1 | Cpox roaroctn - . 3 rom | Jira peurycia ~ " Toien 20 9.U3.2025 '
l" - y
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