PA3PEIIEHUE
Ha BBOJ| B IPXJAaHCKUi 000poT B Poccuiickoii ®eneparun CepHUH UM NapTUH
npousseseHHOro B Poccuiickoii Menepauyt Wiy BBO3MMOro B Poccuiickyio ®@enepanuto
MMMYHOOHOJIOrT4€CKOTr0 JIEKAPCTBEHHOTO npenapara
Ne P006-00110-77/02014517 ot 21.03.2025

Beiaano AkiumonepHomy obmiecTBy "HaydHO-IIPOM3BOICTBEHHOE OOBEIMHEHHE 110
MEMIMHCKAM HMMMYHOOHOJIOTHYECKUM TpenapaTam "Muxporen", Poccus, 115088,
r. Mockga, yi. 1-1 [Ty6posckas, 1. 15, crp. 2, UHH: 7722422237.
(HauMeHOBaHue IOpUANYECKOro IMLa, ropunuueckuii anpec, UHH)
@enepanbuas cayx6a mo Hagzopy B cepe 3apaBoOXpaHEHHS Ha OCHOBAHHHU
3AKTIOYEHMsl  UCHBITATENIHOTO  LIEHTPA  JKCIEPTH3bl  KAYECTBA  METHIUIHCKIX
MMMYHOOHOJIOTUYECKUX TIPeNapaToBn DeziepanbHOro  roCcyapcTBEHHOTO OI0IKETHOLO
yupexnenus "HaydHblii IeHTp SKCIepTH3BI CPCICTB MEJIMUMHCKOIO NpUMEHEHHUS"
MunucrepcTBa 3apaBooxpanenus Poccuiickoit Deneparyn
(HaumeHOBaHMe (enepanbHOro TOCYIAPCTBEHHOTO OFOKETHOTO YUPEXACHHS )
or _19.03.2025 Ne 190/HIIDCMII paspemaeT BBOJ B rpa)JaHCKHii 060poT
(mara) (HoMep)

B Poccuiickoii ®enepaunu MMMyHOGHOI0THYECKOTO JIEKAPCTBEHHOTI'0 Mpenapara
Bak1iuna KOKIIoUHO -1 TepHitHO-CTONOHIYHAS ancopbuposannas (AKJIC-sakuuHa)
(ToproBoe HanMeHOBaHuUE)

Bakuuza y1s npodunaxtuku AUQTEPUH, KOKIIIOIIA U CTONOHSKA
(Mem,uyHaposzoe HENATEHTOBAaHHOE€ HAaUMEHOBaHHUE (rpynanOBquoe W XHMI/I‘{CCKOC)
CYCIICH3MA VI BHY TPUMBIIIEYHOro BBeaeHus 0.5 mi/mo3a 1 mut -
amiyiibl (10 mr.) - KOpoOKHM KapTOHHEIE /aMITyIIBI ¢ KOHCEPBAHTOM/ -

JU1s 1e4eOHO-NPODUIAKTHYECKUX YUPEXKACHMUIA
(opma Brinycka (c ykasaHueM ekapCTBEHHOI (opmbl, 103MpOBKH, GACOBKHU) M KOIMYECTRO B YIaKOBKe)

cepun _Y510924 | oGwbem cepum miam mapruu 11778

(HOoMep cepun) (KOIMYECTBO ynakoBoK)
rogen o 03.2026 ,
(cpok rogHoCTH)

Npou3BOACTBAa AKLIMOHEPHOIO 0OIIecTBa "Hay4Ho-npon3BoACTBEHHOE 0GBEMHEHNE 110
MEUIMHCKUM ~ UMMYHOOHOJIOTUYECKMM  IperapaTam "Mukpores" (AO "HIIO
"Muxporen"), Poccus, 450014, Pecmy6iuka BamkoprocTan, T. Ya, yn. HoBopoccuiickast
I. 105 (Bce craguu, Brmouas BBIITY CKaIOIIMI KOHTPOJIb Ka4yecTBa).

(HaMMeHOBaHKeE M a/IpecC MPOM3BOAUTENS (c ykasanueM crajuii npousBosCTBa)
Perucrpaumnonnoe yrocrosepenne No JII-Ne(005365)~(PI'-RU) ot 03.05.2024.
Jlep:kaTesab perucTpanmoHHOrO YAOCTOBEpeHHsI AKHI/IOHepHoep@{gﬁggcxﬁ% "Hay4Ho-
IIPOM3BOJCTBCHHOE OOBEMHEHNE 110 MEIUIIHHCKIM I/IMMyHo6nogcgli HﬁgKHM..fﬁﬁgfgapaTaM
"Mukporen" (AO "HITO "Muxkporen"), Poccus, 115088, r. Mogkgd,"y: yOD:
. 15, crp. 2. :

b

]

(HaumeHOBaHMe, anpec)

JOKYMEHT HOITIHCAH
WEKTPOHHOM HOJINCKHIO
3aMeCTHTeNh PYKOBOUTENS

PO CSHp aBHa I[30p a Ceprudurar 4D2A31RB2762 19F4023 A 19E251474DEDA4
Baazenen Hapxomenxo Jmurpuii Beepoaozosny
Jescrsareien ¢ 18.04.2024 no 12.07.2025 J

J.B. ITapxomenko

.




«HayaHo-npon3ROACTREHHOE 06LeuHEH e

Axuuouepuoe oGuecTeo
10 MEAHIMHCKEM m_\'(M)’HQGHO.’IOFH‘{QQKHM fpenaparam

g s F ©«Murporens

Anpec MECTa OCYIIRCTRACHHA MHUCHIHPYLMOTro BUAR HCATCHALHOCTHS

450014, Pecnybnura Bamkoprocray, r. Yia, ya, Hosopoceniickas, a. 105

Toprosoe nanmenosanne JIIT

Mesaysapoanoe HenareHTOBAHHOE,
WY TPYTINUPOROHHOE, MK XUMHHECKOS

HauMCHOBAHHE

Jlexapersennas opma

HACHOPT Ne 774 om 28.11.2024 2.

cTo0H KA

Baruuna ROKMOMHO-THPTEPHITHO-CTONOHAMHAS
agcopbuposansas (AKJC - pakuuua)

Bakuuna ,U(JIXX]pO(l)PUIaK'I'HKH llM(I] TEPHHA, KOKMIOWA §

Cyenensun Ons GHYMPUMBINEYHOZO 6REOCHIS

Perucrpammonnoe yaocrosepenne JIT-Ne(005365)-(PI-RU)

Howmep cepun Y510924

Konugectso, en. uamepenns 11778 ynakosok

Jara nponszsoacisa 0924

Cpox roasoctn a0 0326 !

Mensiranvs IpOBEAEHR] 110 HOPMATUBHOMY JokyMenty no kauectsy JIT-Ne(005363)-(PI"-RU) ot 03.05.2024

Hoxasarenan Tpebosanus no Pesynwnrarsi KOHTpOan

HLJT-No(005365)-(PT-RU) o1 03.05.2024

Onucanue Ornanecimpyiontas suakocts Ocaoro npera, | Onanecuupylonas. XuakocTs 6eioro usera ¢
KOTOPAs MOWET UMETh CCPOBATHIN MM KeaT0- | enToBaThiM  ortenkom. IIpu  orcranpanuy
BATHI OTTENOK. TIpH OTCTAaMBAHNY PASACASET- | PA3ACAACTCR HA PRIXAN 0caZok 6e1oro ¢ ken-
Csl Ha puIXabiH  ocanox Oenoro unu Genoro © | TOBATHIM OTICHKOM LRSI, NErKO AHCHICPrHpY-
CCPORATHIM MIH HKEATOBATHIM OTTEHKOM HBC- | IOMMHACS TPH BCTPSXUBAHME, M IPO3IPAUHYIO
T3, HELKO JUCHSPIHPYIOUMHCS HpU BCTPAXH- | GECUBETHYIO HANOCANOHYIO KITKOCTS.
BauMu, M Hpo3padnyio GecuperHyio Hanoca- | CoorBeTCTBYST
AOUHYIO HHIKOCTD

Tlojumanocts JloinkHa ofiianarh UMMYHOTSHHOH aK THBHO- o pazneny «Cneanduueckas axtusHOTTE

~KOKATOMHbI CTBIO M COmepaRaTs B 1 MA He Meree Cootsercrayer

KOMIIOHEHT 8 ME xoxpiowHore xoMnoHeHTa (HbkHMil

- repuitHei npejen ApBepUTeIsHoro uutepsanta (P=0,95)

KOMIIOHEHT ne Menee 4 ME/Ma), 60 ME andrepuituoro

~CTONOHRUNBI anaroxenda ¥ 120 ME croalusuroro anarok-

KOMIOHEHT CUHa

Mexanuyeckue BuauMele MeXaHHYeCKHS RRTIOYCHUS HOJKHE! | BHIHMBIC MEXAHHYECKUE BRIOYEHHS

BKIIOYCHHA OTCYTCTBOBATE OTCYTCTBYIOT

CooTtBercrayer

[poxonuMocTs Yepes
wry

Cyenensus npenapara, 06pasyiomascs npy
BCTPAXUBAHNM, JOMKHA CBOGOIHO NPOXOAUTE
B mnpHn wepes ueny 0,8x40

Cycnenzus npenapata, o0pasyiomascs npu
BCTPSXHBAHMH, CBOSOIHO MIPOXOAHT B IUTIPHLL
uepes uriy 0,8x40

Coorpercrayer

Bpemsa ceauMeHTalnoR-
HOI1 yeToiusocTH

Cycnensus npeuapara, ofpasyiouadacy mpH
BCTPAXHBAHAY HE NOIHHA HOAHOCTRIO paccia~
HBATHCH B Tedenne 2,5 mMun

Cyenensus npenapata, oGpasyomascs npu
BCTPAXMBAHUM HC MONHOCTHIO PACCAAHBAETCA B
TCHCHHC 2,5 MUH

Coorsercrsyer
pH Or 6,8 10 7,4 7.3

Covrsercrayer
CrepunbHocTs Homxua OGuITh cTepriIbHoMN Crepuarnas

Coorercrayer
AHoManbHAs Honxua GbITh HETOKCHYHO Herokcnyuas 10biologicy)
TOKCHYHOCTE Cootrercrsyer Compapy, =
Creunduyccras Jlomxna Grits GesonacHoi Bezondcnas
Be30IACHOCTD Coorn CICTRY) 91‘

Cncun(blmccx:m
AXTUBHOCTE
~KOKINOUHBIH

HOJ"!)KHQ 0631&1_&1’1?1‘; HI\{M)"HO["CHHOE AKTHRHO-
CIBIO M coepwars B 1 Mi He Menee 8 ME
KOKIUOWHOIO KOMIIoHeH1a (HuyHIM tpenes

12,0 ME/mn

Crpannnal uz 3



Toprosoe nanvenonanne JIT

ﬁomcp écpim ¥Y510924

HTACITOPT Xe 774 om 28.11.2024 .

Baxuuna kokmoumo-mudrepuiino-cronbusunas ancopbuponatman

(AKIC - Baruuusg)

Konuyecrro, en, wamepenns 11778 yuakonox

s

KOMIIOHCHT

~udrrepuitipiit
KOMIIOHCHT
~CTOADHAUHRIH
KOMTNIOHEHT

JOBEPUTENBHOIO HHteprana (P=0,95) ne Me-
tee 4 ME/Mn),

60 ME nudrepriiHoro anaTokeHAa

"

120 ME ctonfusqioro adatokcnna

6.9 ME/n
Cooraercrayer
101 ME/Mmn
Coorsercrsyer
331 ME/Mmn
CootpercTByeT

Honuora copbuun

B 1 Ml HAZOCANOUHON KHAKOCTH COAEPHIAHNC |

Menee | Lf veancopGuposansoro

- TepuitHBIi HeaRCOOHPORAHMOrO JUQITePHITHOrO AHATOK- JudrepuiHoro anatokcHna
KOMTIOHCHT CHHAHE JI0IKHO npesbimars 1 Lf Coorsercigyer
-CTOAGHAY MBI Heaucopbrponanioro croabusumoro anatok- | Mence 0,1 EC HEAACOPOHPORIHHOTO
KOMIIOHEHT CHHa~ He J0/xHe npessliuars 0,1 EC CTONOHAYHOID aHATOKCHHA

: CoorsererByer
Daopransrerny He:Gonee 100 Mxr/m 30 mxrdma

Coorpercrayer

Tuomepean Or 85 no 115 mrry/mi 103 mxr/mi

Coorperereyer

ASIOMURHUA IHAPOKCHI

He Gonee 1,1 mr/mu (8 nepecaere ua Al %)

0,9 Mr/nvin
Cootpercrayer

Hagnexaempiit oGneM

He Menee noMunansHoro

He meree nomunansxoro
Coorsercrsyer

Onucanse ynakopku

Hpenapar ¢ xoncepranroM 1o 0,5 Mo (1 npu-
BABOUHAA H03a) mum | Ma (2 npMBHBOMNKE

[O3RL); Npenapat Ges xoucepranta 1o 0,5 mi .
(1 npuBHROYHAS JO38) B AMIYIAR BMECTHMO-
creio I s u3 crexna mapku HC-3 HIH M3 |

crekna 1 THAPOIUTHUCCKOTO Kaacca.
Ha amnysnr naknensaior stvierky u3 Gymar
camakseselics rara FASSON wnu anasno-

THYHOTO Kd‘!CC[Bﬂ, Wi 0(1)&.»6"{}10]{, HiH CaMO- -

KACSIYIOCS ITUKETKY, WIH TEKCT HAHOCAT
HENOCPE/ICTBCHHO Ha a\myny Kpackoif (uep-
HANAMH).

ITo 10 amirysn ¢ uHCTPYKIHEH 110 NPEMEHSHHIO
H CRAPHQHKATOPOM AMITYJBHEIM TIOMELIAIGT B
KOpoOKH M3 KAPTOHA XNA NMOTPeCHIEnhekol

TAPHI WIM AHAIOTHYHOTO KAYSCTBA. Kopofixu
OKICHBHOT FTUKETKOH-Gareponsio 3 Byma-
v OPCeTHOH HITH AHATOIMYHOTO KAaYecTBa.
[Ipu ynakonke aMinyst, HMEIOIWMN KOABIO W3-
JIOMA MXH TOYKY JUISL BOKPLITHS, umpmbum«
TOP aAMIYJIEHBIE HE BRAAAKRAIOT

Hpenapar ¢ xonceppantom 1o 1 M (2 npu-
BHBOUHBIC. I03BI) B, aMITYIB BMECTHMOCTHIO 1
Mit 3 crexaa Mapka HC-3, .
Ha amriy ne! HakseeHs! STHKETKH M3 Bymar
camornesuelics, ‘
o 10 amnyn ¢ wHerpykumei mo npmmﬂwum
B KOPOOKE U3 KaproHa s HotpeSurensckoi.
TaphL

I\opoﬁm OKJCCHBL FTHRET KOJ- oau,acponmo u3
GyMarn oceTHOH.

AMITY b UMEIOT KOJIEHO H3JI0MA.
Coorsercrayer

Mapkiposkz

1) Tepruunas ynakoska, Ha ammyne/atixerke
AMOYIRI YKAIRBAIOT: COKPAUCHHROS TOpropoe
Hanmenonanue npenapara (AKIC-pakiuna),
KONMYECTBO NPENapaTa B aMIyle B MMM~

MHTPAK, KONMYECTBO 103 IPeIApaTa B aMnye, |

JO3UPORKY,, yTh BREACHUA (B/M), HOMep ce~
puH (6yx;seuxm-um};pmnoe obozHaueHNE),
Hary MCTEYCHHA CpoKa FORHOCTH (Tomen J0...),
NPCAYIPEANTEARHYIO  Haanuck  (Berpaxu-
BATH!).

2) Bropuuanas ynakoska, Ha aTukerke-6anme-
POAM YRA3BIBAIOT. TOProBOE HaWMEHOBaNMe
npenapara  (Bakuuwa  woxmouno-audre-
puitHo-cToNGHIYHAY AUCOPHUPORAHHASL
(AKJC-pakimna));  rpynmposounoe  ma-
nMetHosanme (Bakuuna s npodunakTHicn
Jwdirepun, xokmowa u croaGHska); COKpa~
WEHITOR HAMMCHOBAHKE AepaaTens peructpa-

1) ngnnwnxm ynakoska. Ha arikerxe avmmnyns
YKa3aA6l: COKPAUICHHOE TOPIOBOC HAMMEHORA-
Hue npenapara (AKAC-saxuuuia), xonMuecrso
fpenapata B aMnyne-B muanuimipax (1 wma),
KONMYCCTRA JIO3 Npenapara B amnyne (2 1oss),
Ausuposka (0,5 ma/nosa), nyTs BREISHUS (B/M)
HOMED CepHi (Yb]0924) ,u‘:ia HETGHGHAA CPO~
ka roanocTH (rofeH -46-.0326)
< TeNbHast HAUNHCE (Bur

e

para (Bdklwﬂd qun:pnnxoﬂmkp’re@m;xo

-pemc-rpauuounm(um(scr'aépmm g;g u,m-
TCHA - IEKAPCTREHHOIO Npetapata {4 «HIIO

UHOHHG[O VHOCTORESPEHH s/npoumogme st

«Mukporen») u ero m!xapm.m 3HAK; AAPSC M

Crpannua 2 13 3



Topronoe wanmenoranue JIIT

Howep cepun ¥510924

TTACITOPT Ne 774 0m 28.11.2024 2.

Baxunna kokatousso-mudrepuitno-cronbusunas agcopiuposannan

(AKJIC - sarkuma)

Konuuecrro, ez, wavepenns 11778 ynakosok

aekaperrenHoro npenapara (AQ «HITO «Mu-
KPOI'CHN) M €10 TOBAPHBIN JHAK; aIpPeC ¥ Tejle-
(o aepaaTens PErUCTPAUMOHHOTO YA0CTORE-
PEHRA/MPOU3BOIMTENS JIEKAPCTBEHHOTO TIpe-
napata; COKPAICHHBIH agpec npou3noiciea
(ctpawa, ropox): mekapcraennyio hopumy (cyc-
TICHINA U1 BHYTPHMBINCYHOrO BBEACHUS);
fosuposky (0,5 Ma/ao3a); KonHUECTBO npena-
para B MMIULDMTPEX M KOAKHYECTBO 403 B
AMIYNe, KOAUYECTRO aMITYI B YAAKOBKE, HH-
fopMaLuIo o COCTaBE JEKAPCIBEHAOTO NpeHa-
para (Coctan); Homep ceprst (GykneHHO-IH(-
paBoe  0BO3HAYEHHE); MATY DPOMIBOICTBA;
Jary ucredcHua  cpoka roamocin  (Fomen
10...);: yenonus kpaneus (Xpanuts IpH Tem-
neparype or 2 no §°C. He saMopakusars.),
HYTH BReACHHS. (Ha BTOPHYHONA ynakopke He
YKA3AH, TaK KAK OH BKIIOYCH B HA3BANHE Jie-
xaperseHuod  QopMeL);  YCAOBMA  OTHYCKA]
npegynpeanTentse naumen: «Crepannuoy,
«XPaHHTL B HEAOCTYITHOM J18 neTelf Mecten,
«Ilepen ynorpebnennes sorpsxusarsy. s
npenapara 6e3 xoucepsanta ykaswmaior (He
CONEPHUT KOHCEPBAHTA); IHTPHX-KOML, cnocod
npuverenus  («Criocod  ppumenenms:  om.
HHCTPYKUMIO 110 MEAHIUTHCKOMY NIPHMEHEHMIO
(rucTok-BrAABIT))»; CPEACTBO HASHTH(HKA-
wH

TeneOH  JEPRATENs PErHCTPAMORHONO Y0
CTOBEPEHMANPOM3IBOIATEHSL  EKAPCTBEHBOIO
npenapata (Pocens, 115088, r. Mocksa, yi.1-a
HAyGposekas, n. 15, c1p. 2, (495)710-37-87);
COKpaeHisil gapec npowsponctsa (Crpana,
ropoa) {Poccus, r. Vipa); nexapcreennas op-
Ma (CYCeH3Hs JUIS BHYTPHMBILICHHONO BEE/E-
Hua), mosuponka (0,5 M/ RO3a); KONMMUECTBO
Npenapara § MUIIMARTPAX B KOMHYSCTRO 03 B
aMmayse, KOMHUeCrso amnys B ynakoske (10
amuys 1o 1 s (2 no3en); uripopmanus o co-
CTARC JICKAPCTBEHHOrO Tpentapara (Coctan. B 1
nose (0.5 yom) copepaunres: Jlelicrayiouge ne-
wecTsa: AHatokeus audrepuiineiit 15 L Ana-
TOKCHH croabusunnlt 5 EC Kokmompas cyc-
UCH3MA AHAKTUBUPOBaHHAS 10 MApx Rokmom-
HRIX  MUKPODHBIX  Kierox  BenoMoraiesnnibie
BewecTsa: ANOMAHNIS TRAPOKCH (B Mepecyete
Ha AP?) ne Gonee 0,55 mr DOPMATKACIHIL He
Gonee 30 Mxr Konceprant-tnomepcan ar 42,5
o 57,5 mkr); HoMep cepun (Y3510924); nara
npousroacirsa (0924); nara wcredenus cpoxa
roanocri (Foxen no 0326); yenorna xpaueuns
(Xpanuts npu Temncparype or 2 no §°C. He
BAMOPAKHBATE.), TYTH BREICHUS (HA BTOPHIHOMN
YUAKORKE HE YKA3AH, TAK KAK OH BKMIOYSH B
HU3BauHEe  JICKapcTBeHHol  QopMuY);  yenonus
omnycka  («lna  neveduo-npodHmakTHIECKHX
YUPCHRACHIHR); NPEAYTIPEAHTCARARIE HANITHCH;
«Crepunsnoy, «XpanuTs B HEAOCTYIHOM JUis
Aetelt mectey, «llepen ynorpetienrem serps-
XHBATRY, UITPHX~KOL; <iOCOS  HpHMeHeHus
(«Criocol npAMEHSHHS: CM. MHCTPYKIMIO 110

MCTIMIHHCKOMY  TIDHMCHEHHMIO  (IHCTOK-BKAA-
ABI))», CPEACTRO UACHTH(HKALIH.
Coorsercrsyer

YeaoRus XpaHeHns Tipu remnepatype o1 2 g0 8°C. He 3aMopasncnsars.

TpﬁH CHOPTHPOBAHKES

Tpu Temmeparype ot 2 1o §°C. 3aMopakusatue He JOTIYCKASTCS.

Cpok rogeocTs
(Cpok XpaneHns)

18 mecauesn

Hara npousroncrsa 30.09,2024
Tonen no 31.03.2026
Cootsercryyer

3AKJHOYEHME: Jlexapcisenusit npenapar Bakuuna KOKIMowHo-gidrepuitno-cronusunas ancopSupongunas (AIKIC-rak-

unna) Baxuuna sos npodmna

0.5 Ma/nosa cepuu Y510924 cootsercrsyer tpeGonanuam HOP

03.05.2024

Hata BbLIa4Y nacnopra

KTHKH JHPTEPHH, KOKINOW 1 CTonBHKA,

CYCIICHIHA AN BHY {PUMBINICYHOIO BREACHHS
MATUBHOIO JOKYMCHTA IO kavectry JITT-Ne(003365)-(PI-RU) o1

«28» HogOps 2024 1,

JLP. Mynapucosa

Crpannua 3 u3 3




