PASPEIIEHHME

Ha BBOJI B I'PaX/IaHCKUH 060poT B Poccuiickoii Meepauy cepun wiim napTUu
npousBesicHHOro B Poccuiickoii denepanuu Uiy BBO3UMOTO B Poccuiickyro denepanuio
HUMMYHOOHOJIOTHYECKOr0 JIEKAPCTBEHHOTO npernapara
Ne P006-00110-77/03153551 ot 09.09.2025

Boeigano AXUuroHepHOMY 001IeCTByY "Hay4HO-Ipou3BOCTBEHHOE O0O0BEAUHEHHE 10
MEMIMHCKAM MMMYHOOHOJIOTHYECKMM Tpeniapatam  "Mukporen", Poccus, 115088,
r. Mockga, yi1. 1-1 Jlybposckas, i. 15, ctp. 2, UHH: 7722422237.
(HaMMEeHOBaHKE FOPUIMYECKOTO JINIIA, fopunnyeckuit anpec, MTHH)
@enepanbHas ciayxba no Haazopy B cepe 3ApaBOOXpaHEeHUs] HA OCHOBAHUM
3AKJIIOYCHUST  WCIIBITATCJIBHOTO  [IEHTPAa  OKCHEPTU3bl  KAayeCTBA  MEIMIIMHCKUX
MMMYHOOHOJIOTHYECKHX TPENapaToB DenepanbHOro roCyIapCTBEHHOTO OFOKETHOIO
yapexaeHuss "HayuHbli LEHTp O5KCIEPTH3bl CPEACTB MEIAUIUHCKOIO IpUMEHEHUS"
MunucrepcTBa 31paBooxpanenus Poccuiickoi Denepanyn
(HanMeHOBanue (eNIePaIbHOrO rocy IapeTBEHHOT0 GIOIHKETHOTO YUPEXKICHMS)
or 08.09.2025 Ne 941/HIIDCMII paspemaer BBO/I B I'DasKAaHCKHH 060poT
(nara) (Homep)
B Poccuiickoit ®enepauun MMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOI'0 NIpenapaTa

Bakuuna KoKIomHo-auTepuitHo-cTONOH U HAas ancopbuposannas (AKJIC-Bakiuna)
(ToproBoe HauMeHOBAHME)

Baknuna juist npouiiakTuku (udrepru, KOKIIONIA | CTONOHIKA
(MG)KI[}'HapO,HHOC HENIATCHTOBAHHOEC HAUMEHOBAaHUE (I’pyHHI/IPOBO‘{HOC U XI/IMI/I'-IGCKOC)

CYCICH3HS UL BHYTPUMBIIIEYHOTO BBeACHMUs 0.5 Mi/mo3a 1 mit - ammysst (10 mT.) -
KOPOOKM KapTOHHbIE /aMITyJIbI ¢ KOHCEPBAHTOM/ -
JUTst JIe4eOHO-TPOPUIAKTHIECKUX YUIPEsK/ICHHIA
(dbopma Beimycka (C ykazaHueM JeKkapCTBEHHOM (opmbl, 103UpOBKH, (HACOBKM) U KOJIMUIECTBO B YIIaKOBKeE)
cepun  Y030525 , 00bem cepum i mapruu 11798 ;
(Homep cepun) (KOJIMYECTBO YIaKOBOK)
rogeH ;o 11.2026 ,
(cpok romHOCTH)
NPOU3BOJCTBA AKLUOHEPHOro obmiecTBa "Hay4qHOo-POU3BOICTBEHHOE 06BETHHEHHE 10
MEJMIMHCKMM ~ MMMYHOOMOJIOTHYECKHM — mpenaparam  "MuKporen” (AO  "HIIO
"Mukporen"), Poccus, 450014, Pecniy6imka bamikoproctan, r. Ya, yi. HoBopoccuiickasi,

A. 105 (Bce cranuu, BKIFOYAst BBITYCKAIOLIHI KOHTPOJIb KayecTBa).
(HauMeHOBaHKe 1 aJipec IPOM3BOUTENS (C YKa3aHUEM CTaMil TPOU3BO/ICTEA)

Perucrpaumponnoe ynocrosepenune Ne JII-Ne(005365)-(PT-RU) ot 03.05.2024.
JlepikaTesib pPeruCTPALIMOHHOIO YIOCTOBEpeHHsI AxnuonepHoe obmectBo "HayuHo-
IPOM3BOJICTBEHHOE OOBEIMHEHHUE 110 MEUIMHCKMM UMMYHOGHOIOTMYECKUM npenaparam
"Muxkporen" (AO "HITO "Mukporen"), Poccus, 115088, T. Mocksa, yin. 1-1 Iy6poBckas,
a. 15, cp. 2. T80 K

(HaumeHOBaHue, ajpec)

JOKYMEHT TIOAIMCAH
OJIEKTPOHHOU TOITMCHIO

3amecTuTens PYKOBOJHUTEIA e
P OCSﬂpaBHa,Z[?,Opa Ceprupuxar 42D1B24ADS2BBD113BD1263FE2CCBCR9

Baagenen ITapxomenxo Jserpuit Beenoaogosiy
Heitersurenen ¢ 07.04.2025 1o 01.07.2026

- )

JLB lapxomeitco




Axunonepyoe ofutecTno

«Hayuno-nponsRoCTBENNOE OFHEMHEHIE 0 MO ILITHCRTIM HMMYHOBHOAOTIIUeCK M fpenapaTan

«MuRpores»

A}lpec MECTA OCYIeCTBICHKA JHUEH3HPYEMOro BIAA ACATeALHOCTH!Y

450014, Pecnybnura Bawkoprocran, r, Ya, ya. Hosapoceiiickas, g, 105

Toprosoe nansenonanye JII

MenAynapoiHoe HellaTeHTORAN e,
WM FPYNBHPOBOYHOE, MAH XHMUYeCKOe

l"{EXH;\ICROHHHHC

Jlexapersennas Qopsa

HIACHOPT Ne 371 ot 26.06.2025 2.

crondunxa

Barmia Rokmomso-andrep niitno-croad s mast
apcopduposannas (AKIAC ~ sarunua)

Baiwna ans npodmaakrnkn andrrepun, xoxmona i

CYCHEHHA AR GHYMPUMBIHEUHO20 Gaedenu

Perucrpamuonnioe ynocrosepenie JHT-Ne(005365)-(P[-RU)

Hosmep cepin ¥030525

Koanuecrso, e usmepenns 11798 ¥OAKOROK

Hara npoussoacisa 0525

Cpox roguocta a0 1126

Henwitanus nposesiens no HOPMATHBHOMY HOKYMGHTY 11O KauecTny JITT-Ne(005363)-(PT-RU) o7 29.10.2024

IMoxazaren Tpedosanns no Pesynsrater kowrpoas

ELILJITE-Ne(005365)-(PI-RU) o7 29.10.2024

Omncanne Onanecimpyoman suaxocrs 6emoro upera, | OnanccumMpyiowRas KuAKOCTs DENOro LBera o
ROTOPAA MOKCT HMETE CEPOBATHIN AW HeATO- | MEATORATHIM  OTTEHKOM, [pu orcransanmy
Ritibilt oTTeHOK. TIpH otcTansanmn pasnenser- Pa3fieageres Ha PrIXALIE 0CanoK Benord ¢ sel-
¢ Ha PRIXNBIE ocagok Genoro uiy Genoro ¢ TOBATLIM OTTEHKOM HBETA, JIEIKO AHCHEPrHpY-
CCROBUTHIM. MM KENTOBATEIN OTTEHXOM LBe- | 101umites (pH BCIPANUBAIIY, M HPOIPauNYIo
T4, NCIKO AuCHeprupyiouiics npy seipsxi- | Secusernyio HAROCATDUHYIO FKHIKOCTh.
BAHHA, M OpO3paunyio GecuBeTHYIO HALOCH- Coorpercrayer
AOHHYIO KHAKOC I

Hoanuutocrs Hommna oBnazars UMMYHOICHHON Ak IHBHO- Ho pazneny «Cretndmuccras akruBHOCTHY

~KOKMOIHLIT CTBIO H conepwarn 8 1 Mt He menee CoaTsererayer

KOMIAOHEHT 8 ME xokmomnmore komnolenia (unarnnit

~AudiTepuiiimit APEAIEn ROBEPUTENBHOTO HHTepRana (P=0,95)

KOMIOHEHT ne mence 4 ME/n), 60 ME muditepuiinoro

~CTOAGHAUHKIT anaraxcnna M 120 ME cronfusunoro anarox-

KOMUOHRHT cHua

Mexanuyeckie BHapMbe Mexanuueckne pioqenig 100t Buitmsre Mexannucekie BraoYeHns

BRJHOUEHUS OTCYTCTBOBATE

OTCY TCIRYIOT
Coorpercisyer

[Tpoxoansocts yepes
Uy

S

Cycnensus npenapara, ofpasyomases npu
BCTPANHBAHHH, 10MHKHA CBOEO}H!O NPOXOJNTE
BINTIPULL epes uray 0,8x40

Cyenensus npenapara, obpasyiowascs npy
BCIPANHBRHMH, CBOSOHO TIPOXOANT B LIITPALL
yepes urny 0,8x40

Caorsercernyer

Bpems ceaumenranmon-
HOH yeToiunBOCTH

Cyenensus npenapara, OO PASYIOIAACH NIPH
BETPAXHBANHN HE A0IKHA TIOIHOCTHO paccaa-
HBATBCS B TeHeHNE 2,5 Myl

Cyenensua npenapara, oSpasytotiascs npu
BCTPANHBAHMHM HE IOAHOCTHIO PACCAANBACICY B
TEUEHHE 2,5 Mun

Coorsercrayer
pH Or 6,8 no 7,4 7.1

Cootsercrayer
Crepunsuocts Homina BuITh CTepuabHi Crepuannas

Cootsercinyer
AnoMansHas Homina Bxire HeToKCH MO Herokcuunan
TOKCHHHOCTE Coorserernyer
Crenuduueckan Romxsua Ourrs Gezonactol Besouackag
Be301acHoCTE Coutsercrayer

Cneunduueckas
AKTHBHOCTE
~KOKTIOWHBIF

Hoskia 05302416 HMMYHOICHHON QR IHBIHO-
CIRIO M conrepsats 8 1 Ma ue Menee § ME
KOKTMQUIHONG KoMTIOHeHTa (HytkHuil npenen

12,0 ME/Mn




Toprosoe nauvenosanue JIT

Hoyép cepiu Y030325

TIACIIOPT Xe 371 0nt 26.06.2025 2,

Baxwitna koxmowno-audrepuiino-cronbusnas ageopbuposannan

(AKJC - paxcusnna)

Konuvecrso, en. wimepenun 11798 ynaxosok

KOMIIQHENT

-IurTepuitmti
KOMIOHCHT
~cTon0Ha MM
ROMTIOHEHT

Aosepurenrnore nrepnana (P=0,93) ue
menee 4 ME/mi),

60 ME muiprepuiinoro amarékeiia

b

120 ME croaGusunoro anayoxcuua

7,5 ME/vn
Cootpercrayer
123 ME/un
Couvtserciyer
378 ME/ma
Coarnercrayer

Mosrora copdumm
-11x<1q)'1“cpx»tii HLIA
KOMAOHEHT
~CTOROAS MBI
KOMIQHEHT

B 1 Mn naaocazounol scuakocty conepkanie
HEACODHPOBAHHOIO AH(TEPHITHOID aHaToK-
CHHA HE I0KHO niperpinars | L
HEAUCOPOHPORANHOIO CTOABHAMHOIO AHATOK
ClHa - HE A0k HO nipeskunars 0,1 EC

Menee 1 Lf neancopSuponanioro
Aurepuititore anaTokcHiA
Cootsercipyer

Menzce 0,1 EC neancopSuposamioro
CTOADHAYHONO AHATURCHITA
Coorercinyer

DQopmansaersn

He Gonge 100 mir/va

33 mkr/Mn
Coorsercrsyer

TrHoMepcan

Or 83 3o 115 M/

94 mKkrimn
Coorperciayer

AmomMutiug THAPOKCHL

He Gosiee 1,1 mr/va (B nepecuere na ALY

1,0 mr/sn
Cootsererayer

Hasnexaempiii oGnem

He mence nomunaasnoro

He menes HoMuuansHoro
Cootsercrayer

Onucauye YIGROBKY

Hpenapat ¢ konceppanrom 1o 0,5 My (1 npu-
BrBOYHas gost) wavw 1 M (2 npuBuBouHBIC
10361); mpenapar §e3 koucepranta o 0,5 Ma
(1 npusuBOuRas 1031) B AMITVIBI BMECTUMO-
crpio 1 Mn u3 crexna mMapks HC-3 uiau us
CTeKaa | TuAPOIHTHYLCKOrO Kiacea,

Ha aMnyasy Bakieusmor stakericn u3 Gysaru
camognesiiekies Tuna FASSON umy awano-
THHHOTO KauecTna, HaH oCceTHOM, unm camo-
KACHUYIOOH STUKCSTKY, W TEKCT Hamocdr
HEHOCPENCTBEHHO 1A amlyny Kpackoil (yep-
IWHOAMH).

Mo 10 ammyst ¢ wnerpykumeit no npuvcteno
H CRAPHPHRATOPOM BMITYSRHBIM TOMEITIOT B
KOPOTKM M3 KapToHa st noTpeduranuexoi
TEPBL HIIH aHag0rHaIHoro kauecrsa, KopolGku
OrflenBRIOT ITUKeTKOM-Canseponsio us Gyma-
TH OCETHOM MM ANAIOrHYHOTO KadeeTRa.
TTpu ynakoBke aMImys, HMEIOWMK KOIBLO U3-
JIOMA HAM TOUKY JUTA BCKPBITHA, Crapuduka-
TOP aMITYARHAIT HE RKAAARMRMOT

Hpenapar © xoucepnanrom o 1 ma (2 npu-
BUBOUHBIC [0361) B aMAY/BL BMECTHMOCTRIO |
M1 W3 crekna Mapku HC-3,

Ha aynyant vakicens atukerki us Oymary
caMakneguelics.

1o 10 amnya ¢ wacrpykumeit no NPHMEHEHUIO,
B KOPOUKE M3 KapToia s noTpedirensexol
Taphl.

Kopobxn owneens ytukercoli-Ganieporsio w3
Sysary ofpeerioii;

AMITY TR HMEIOT KOALLUO HIA0MA.
CooTsercipyer

Mapxuposka

1) Hepsuusan ynaxoska. Ha avuyne/srvikerse
AMIYABL YKAIKIBAKT CORPALIEHHOE TOPLOROE
hapvenoranue npenapara (AKJC-sakunua),
KOAHYECTBO Nperiapata B aMiyic B MUIH-
AUTPEX, KOAHUECTBO 103 Npeapara B ammnyse,
HACIMPOBKY, NyTh BReAcHMS (B/M), HOMep ce-
pun. (Oyxsenuo-mudiposoe  oGoinauenue),
AETY MCTCUCHISA CPaKa FOAHOCTH (FOeH [0...),
npeaynpeaurenshyio  Ragmick  (Berpsxu-
Batsl),

2) Bropuusas ynaxosxa, Ha stuxerce-Ganste-
POAM YKASHIBAIOT: TOPTOBOC HAUMEHOBAHMHE
npenapard  (Bakumna  kokinowno-idire-
pHiTHO~CTONBHSTHAN anCoOPGUpoORANHA
(AKIC-saxuumna)); FPYIIHPOROMHOS  Ha-
wmenonaune  (Bakumna s NPOYHAAKTHIH
Juifriepyn, Kokmowa, i cronlugxa); cokpas
WSHHOS HAUMEHOBINNC ACHATANA PErHET pa~
HHOHHOIO YAQCTUBEDEH U/ NIPOHIROIITENS

1) Hepsuunas ynacosca, Ha stukerse AMIIY1B]
YRAGAHBL COKPAICHHOE TOPTOBOE HAMMEHORA-
nue mpenapara (AKAC-sakinna), KOTHYSCTRO
nperapara Boamnyae B omutmuanTpax (1 mi),
KOAMMECTRO 103 Npeitapara. B aMryse (2 j1oan),
nozuposka (0.5 Ma/nosa), nyts BREACHNY (B/1),
HOMep ceprnt (Y030325), nara ucredenus: cpo-
ka ropmoctn (rogen no 1126), npeaynpenu-
TeabHag Haarmes (Berpmamars!).
2) Bropuywas ynakonxa. Fa sruxerse-Ganne-
POTH YRAZAHBL TOPrOBOS HAMMEHOBAHHIE Npeiia-
para (Baxkuwmna KOKIOUHO-IH{ITePHINE-CT0A0-
HAHHA aﬂ-:opﬁnpo;zm-u-mg, fm%}l ,Bax&m{m)\};
TPYIIHPOBOUHOS HAUMEHOTaIHE i(?ﬁl%{\lﬂ?‘aﬂ.ﬂg ,
/RGKsama 1 \
HsIka); CoKpaLiennoe HanyeHoBaie gepitens
PErHCTPANHMOHAOIO i rposg;;}eméxinp ST
TCIA HCKAPCTREHHOTO, Jheuiapafa (4
«MHKpOTeH») U ero RoBkpHLi 31




Toprosoe nansmenoranue JI1

Hosep cepim Y030525

TTACITOPT Na 371 om 26.06.2025 2,

Baxkiuna Rmcmomnge;;w(p'repuﬁuo-cronﬁuﬂqnzm aucopﬁupoeammﬂ

(AKAC - Baruuna)

Komnnuecrno, en. namepenna 11798 ynakosor

AekaperseHHoro npenapara (AO «HITO «Mi-
RPOUEH») M €r0 TORAPHEIA 3Hak; aped v Tefe-
(o pepwarens perseTpauBORIOro yaocTose-
PEHUA/NPORIBOAMTENS NEKAPCIBEHHOTS TIpe-
napata; CORPAEnHnil aapee NpousInoacisa
(crpana, ropon); NeKApCTBEHRYIO hopay (cyc-
TCHIUA JUIS BHYTPHMBILICYHOYO  BBEACHNA),
Aosuposry (0,5 mu/nosa); Konudectro pena-
patd B MHIUIMINIPAX. M KOAHYECTBO AG3 B
AMTIYNE, KOTUYLCTRO aMILYIL B YIIKORKS] HH-
hopMalio 0 CoCTERE NEKAPCTBEHHOTO peia-
pata (Cocras); Homep cepuy (Gyxseuto-1g-
posoe  olospaucuie); ATy NPOMIBOACIEA
Aary ueTeHeHuH  cposa roauocin  (ozen
R0....); yeaorus xpanenus (Xpauurs npu ren-
nepatype o1 2 no 8°C. He samopasxusars.),
0YTh RBCACHKA (HA BTOPUYHON Yrakouke He
YRABAH, TAK KAK OH BKAIOMEH B HA3RAHNE 1o~
KapeTBennol  ropanl);  yeaosns  oTiycka:
NPECAYNIPEANTENRHBIE HRANHCH: «CTepunntoy,
«XPaHHTE B HEMOCTYIIION AN HeTEH MeCren,
«llepen ynorpeBienneM BCIpaXARaTHY, Han
npenapara Ge3 KOHCCPBANTA YRUIRIBAIOT (He
COARIIKUT KOHCERBAHTA); WIPHX-KOI; CHOCOE
npumeneHus  («Crnocod  npuMeueHns: oM,
HHCTPYKIHIO TO MC/MEMHCROMY TIPHMEHEHIH0
(MCTOK-RRAAABI))»; CPEACTBO e TH KA~
MK

TEHSPOH ACPRATENS PETHCTPALMBHHOID. Y10~
CTOBEPEHUA/APOUIBOANTEN  FTERAPCTHCHUOID
npenapara (Pocous, 115088, r. Macksa, yir. 1-s
HyGposcias, n. 15, crp. 2. (495)710-37-87);
CORPACHHBIH. aapes NpoH3RoACTsa (crpana,
ropon) (Pocena, . Yiha); nexapersennas dop-
Ma. (CYCTIeHINS JUTT BHYTPHMBILCHHOND Breic-
Hua); mosuponsa (0,3 MI/A0SAY, KOMHYECTBO
MPEHapaTa B MHAARANTPAX M KOMHYSCTRO 103 B
aMITYe, KOMMMECTRO amnya B yrakoske (10
amiyn 1o  Ma (2 nosst)); mndhopmanug o co-
CraBe JekaperBeHnoro npenapara (Cocras. B |
Aose (0,5 va) comepummics: Heficisyionme ne-
mecisa: Amarokeuy gudrrepuituniii 15 LE Ana-
ToKCHY. cronGisuneiit 5 EC Koknoninas cye-
nensid uparrupiposansag 10 sapa kokinoi-
HBIX MUKPOGHBIX Knerok  Benomoiatensnse
BELECTBA: ATOMHIHS THAPORCHA (B Nepecyete
na Al ne Gonee 0,55 wr Dopmankaeray He,
Bonee 50 mxr Koucepsant-tiomepean o 42,5
210 57,5 mxr); Homep cepru (Y030525); aura
nponssoactsa (0525); mara ucredenns cpoka
roanocra (Comien io 1126); yeaosns XpaHeHust
(Xpannrs npu resnieparype o1 2. 10 8°C He
3AMOPAKHBATE), 1YTH BBEASHHS (HA BIOPHIHON
YHAROBRS HC yKazal, Tak Kak OH BKAIOYCH B
HagBauue JlecapcrBenioll  gopMbl);  yeaosns
ornyekd  («llig  neyeSno-npohunaktuneekux
YUPSHACHUITR): HpeUYIPeIUTENEHEC HaLTHCH:
«Crepunbuoy, «Xpauuts. B HENOCTYIHOM i
Aeteit Mectes, «Tlepen yrorpeSneunes serps-
XMRATEY,  DITPHX-KOZ,  CHOCOS  TpHMCHEHUs
(«Criocad. npusmeneHus: o, HHCTPYKIHIO 110
MEAHUHHCKOMY  TIPHMEHEUHIO  (AHCTOK-BKi-
S )Y; CPSACTRO WACHTHDHR AT,
Cootsercrayer .

Yenosus xpanenns

[pn remneparype ot 2 no §°C. He SAMOPHHBATE.

Tpancriopriposaniie

Hpu reamneparype ot 2 o §°C. 3aMOpwIKIBAHIE HE JONYCKACTCA,

Cpok roanocty
(cpok xpanenns)

I8 Mecsuen

Hara npowsroacrsa 16.05.2025
Tomen no 30.11.2026
Coorserernyer

.

SAKUTTOYEHHUE: Hexapers
wina) Bakuuaa us npoduna

0.5 ma/nosa cepun Y030525 coo FBETCTBYST Tpedo

29.10.2024

CHHGI npemapar Baxuuna KOKMOWHO-Amrrepuitno-crondusunan aacopSuponinnas (AKIC-nak-
KTHKH IHITCPHR, KOKIOIA 1 eTONGHIKA, CYCTICHIHS 1L BHYTRUMBILCYHOIO BRENCH IS
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BAHHAM HOPMATHBHOIO JOKYMEHTA [0 KauecTBy JTT-Ne(0053635)-(PI-RU) o1

«26% Wious 2025 r,
JIP. Mynapucosa

P.C. Taitnyannua




