PASPEINEHUE

Ha BBOJ| B 'PaXKIaHCKuil 000poT B Poccuiickoit denepatuu cepun wim naptuu
npousBsesieHHoOro B Poccniickoit Menepaunn uin BBo3uMoro B Poccuiickyro Menepariiio
MMMYHOOHOIOrMYECKOro JIEKAPCTBEHHOI'O pernapara
Ne P006-00110-77/04774244 ot 08.04.2026

Bbigano AkuuonepHomy o6mectBy "HaydHo-NIpou3BOJICTBEHHOE OOBEAUHEHHE [0
MEJMLUMHCKUM MMMYHOOUOJIOTMYECKMM MperapataM "Mukporen", Poccus, 115088,
r. Mocksa, yi1. 1-a JlyOposckast, a. 15, ctp. 2, UHH: 7722422237.
(HauMeHOBaHKE IOPUIMUECKOrO JINLA, Iopuauieckuii agpec, MHH)
@enepanbHast cayx0ba 1Mo Haa3opy B cdepe 3ApaBOOXpaHEHHS] HA OCHOBAHHMHU
3AK/II0OYEHUS]  HCIBITATEJILHOTO  LEHTPAa  JKCHEPTU3bl  KAyecTBa  MEAULIMHCKHUX
MMMYHOOHOIOrHYECKHX MpenapatoB DefepalibHOr0 TrocyAapCTBEHHOIO OOHKETHOTO
yupexaeHus "Hay4qHblii LEHTp O3KCIEPTH3bl CPEJCTB MEAULMHCKOrO MpUMEHeHHUs"
MunucrepcTsa 3apaBooxpaHenust Poccuiickoii depepanuu
(HanmeHoBaHMe (eaepaibHOrO rocy1apCTBEHHOrO OI0HKETHOrO YUpEexIECHHUSs!)

or 06.04.2026 Ne 315/HIIDCMII paspewaer BBoA B rpasaaHcKuii 060poT

(nata) (Homep)
B Poccuiickoii ®egepauuu HMMYHOGHOIOTHYECKOTO JIEKAPCTBEHHOTO npemapara

AHATOKCHUH U (PTEPUIHHO-CTONOHAUHBIN OUUIEHHBI a/IcOPOUPOBAHHBIIL

C YMCHBIIECHHBIM COJICpIKAaHUEM aHTUIeHOB XUAKUH (AJIC-M-anatokcun)
(ToproBoe HaUMEHOBAHHUE)
AHATOKCUH TUPTEPUIHHO-CTOTOHIUHBII
(Mex1yHapoaHOe HeNaTeHTOBAHHOE HAUMEHOBaHME (MPYMMUPOBOYHOE HITH XUMHUYECKOE)

CYCIICH3UA T BHYTPHUMBIIICYHOT'O U [TOAKOXXHOTO BBCACHUA,
[anaTokcuH ¢ THOMepcanom] 1 mit - ammysisl (10 wT.) - KOPOOKHM KAPTOHHbIE -
JJTSL JIEY€0HO-TIPOPUIAKTHYESCKUX YUPENK JEH Ui
(popma BbinycKa (C ykazaHueM JIEKapCTBEHHON (OPMBI, 103UPOBKH, (PACOBKH) U KOJHYECTBO B yMaKoOBKe)
cepuu 118825 , 00bem cepuH uiau napruu 19850
(Homep cepun) (KOJIMYECTBO YMAKOBOK)

rogen 1o 12.2028

(cpok rogHoCTH)
MPOH3BOJACTBAa AKUKMOHEPHOro obectBa "HaydHo-Tpou3BOACTBEHHOE 0OBEIMHEHHE 10
MEIMUMHCKUM — MMMYyHOOMOJIOrHYecKMM  mperapatam  "Mukporen” (AO  "HITO
"Mukporen"), Poccust, 614089, Ilepmckuii kpaif, r. Ilepmb, yn. Bpatckas, x. 177
(BCe cTaju, BKIIIOYAs BBIMYCKAIOMINNA KOHTPOJIb KAYeCTBa).

(HaMMEHOBAHKE W a/IPEC MPOU3BOAMTEIIS (C yKa3aHUEM CTajluii MPOM3BOICTRA)

Perucrpaunonnoe ynocrosepenue Ne JITT-Ne(006045)-(PI"-RU) ot 27.06.2024.
Jepxarte/ib perucTPaUMOHHOIO yAOCTOBepeHHst AKLuOHepHOEe obmecTBo "HayuHo-
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"Mukporen" (AO "HITO "Mukporen"), Poccus, 115088, r.
. 15, ctp. 2.
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3aMeCcTHUTEIb PYKOBOOHUTEIA Ceprudurar 42D1B24ADS2BBD113BD1263FE2CCBC89
POC3I[paBHaI[30pa Brianesnen ITapxosenko Jmutpuii Beepoogouy H B . Hap XOMEHKO

Heticrurenen ¢ 07.04.2025 110 01.07.2026
L J




AKUHOHEPHOE 00LIECTBO

(([‘[ﬂy'{HO-llp()MSBO}lC'I‘BCHI(OC 00BEAMHCHHUE 110 MEAHLIMHCKUM HMMyHO()MOI]O[‘H‘(CCKHM nperaparam

Toprosoe naumenorauue JIIT

«Mukporen»

Aspec Mecta 0cyILECTBACHHS JIMLICH3UPYEMOTO BUIA AEATCILHOCTH
Poceus, 614089, Mepmckuit kpait, r. [epms, yi. bparckas, 177

TTACIIOPT Ne 33 0m 30.01.2026 2.

AHATOKCHH AHQTEPHIAHO-CTONGHAYHBII OUMLIEHHBIA AACOPOHPOBAHHBIH
€ YMeHbUIEHHBIM cofepranuem anTurenon xuacuit (AJJC-M-anarokcun)

Mex; LY HAPOJAHOC HECMATCHTOBAHHOC,
HIIH IPYIITHPOBOYHOEC, HIH
XUMHHECKOC HAMMCHOBAHUC

Jlexapcrneunas popma

Anarokcut audrepuitno-cTronOHIUHbINA

CYCREeHIUSL Ot GHYMPUMBIILE U020 U HOOKOICHOZO 6BEOCHUS

Perucrpanronnoe yuocrosepenne JIT-Ne(006045)-(PT-RU)
Homep cepuu [118825
Kosuuectso, et uamepenust 19850 ynakosok

Ucnbirauus nposeesl no HJL no kauecrsy JIT-No(006045)-(PI™-RU)-271124

Jara nipoussoxcrsa 12.25
logen o 12.28 -

Ne

wiv 1 Mt (2 DPUBHBOYHBIC I03DI), AHATOKCHH §e3 THOMEpPCana
110 0,5 Mt (1 pHBHBOUHAs J103a) B AMITYJIBI BMCCTUMOCTRIO | Mt
win 2 ot i3 creinia Mapiu HC-3 wim 13 crerna 1-ro ragposi -
THYECKOTO KI1ACCa.

Ha amny/ibl HaKIeHBAIOT YTHKETKH U3 Oymaru odcert-

Ho# #iM 13 OyMarn camokiesuieiics, Ui TEKCT HaHO-
CAT HA amIlyJibl ObicTposakperusiomeiics kpackoii (uep-
HIIaMHK).

owazaresm Tpetoanus rio H/1 1o kavectsy Pesynbranmt koo
o/n JI-N{006045 HPT-RU)-271124
1 2 3 4
L. Onmcarme OrianecuMpyIouast }UKocT» 6e10ro HBera ¢ cepoBatbiM WK | Onanecuppyiotas #HIocTs Gesloro LBera ¢ KETmoBarbiM
HETTORATLIM OTTeHKOM. [TpH OTCTAaMBAHNH pasaensieTcs Ha puix - | orreHiom. [Tpy oTcTaMBanHy pasIEseTet Ha puiXbii oca-
b1 OCAZOK GEIOr0 WK G0N0 C CCPOBATLIM WM XKETTOBATHIM | /10K DEJIONO € HEIITOBATHIM OTTCHKOM LIBETA, JICTKO JAHCIIEPH -
OTTCHKOM [BET4, JISTKO JWCTIEPUPYIOWHMHCH TPH BCIPAXMBA- | PYIOIMICA TPH BCIPXMBAHUH, H [IPO3PAULYIO GecuBetiyio
HHH, H [PO3PAUtyI0 OCCLBETHYIO HAIOCAIIONHYIO FKHIKOCTL HAI0CAOHHYIO HHIKOCTD.
Coorsercmsyer
2. [Moymmrocts Jlomken ofiaziams IMMYHOMCHHOH aKTHBHOCTHIO, obecricuBas | OOnaiaer MMMYHOTCHHOH aKTHBHOCTBEO.
anny or feiicrsus drepuiitoro u cranGisrsoro Tokeutos | Coorsercrsyer
3. MeXanuuecKHe BRITOUCHHSE Jorokens Beiiepyusars tpeGosatust HJL Buuiepskusaer tpedoatis HIL
BH/IMMBIC HaCTHLIbI Coorserciyer
4, pH Or641073 6,99
Coorsercrayer
5 [TpoxosmiMocTs uepes ury Cycriemaust nperiapara, oGpasyiowasics mpy  seipaxusatny, | Cycriemsust npenapara, o0pasyloasncs fpH. BCIPAXHBAHHH,
JIOIDKHA CBOGOHO MPOXOAMTS B Lurpuiy epes urity 0,8x40 €BOBOAHO MPOXO/HT B 1NpHLL yepes ury 0,840,
Coorsercrsyer
6. Bpewmst Cycrierust niperiapara, obpasytougsics i seipsxvBatmy, ue | Cycriernust npenapara, oGpasylomasicst MpH. BCTPAXHBAHAHH,
CC/IMCHTALIHOHHO! JIOIDKHA NOHOCTHIO PACCIAUBATHES B TEUCHHE 2,5 MHIL TIO/HOCTBIO HE PACC/IAMBACTCS B TEHEHHE 2,5 MHH,
YCIOHUMBOCTH Coosercmsyer
7. CrepiisHOCT Jlornxen O It CTepIUIbHBIM CrepuibHbli
Coomsercisyer
8. AHOM@ILHAS Jloimker Gbrh HETOKCHUHBIM Heroxenunblit
TOKCHYHOCTL Coorsercrsyer
9. Crietypuprmiecias Jlosaett Gprs OS3011aCHbBIM bezoracHbIi
6e301aCHOCTD Coorsercrsyer
10. | Cricupdperaccxast Jlomien ofNaiaTh MMMYHOTEHHOH aKTMBHOCTBIO, o0ecrieunbast | MmmyHoreHHbi:
AKTHBHOCTE BobKHBAEMOCTS 100% HMMYHIH3HPOBAHHLIX HHMBOTHBIX MPH 32~ | BbDIHBACMOCTS U1t IMQTEPHITHOTO KOMIIOHCHTA 100%;
P@KCHIHN JICTAIbHON /1030M AntdyrepitHoro TokcHHa M He Mekee | BBpianacMOCTs /Ui CTOIGHSHHOMO KOMTIOHEHTA 70%.
70% UMMYHVBHPOBAHHBIX HKHBOTHBIX [PH 3apaiennu jeras- | Coomsercsyer
HOi J103011 CTONOHAMHONO TOKCHHA
11. | Montora copOumu B | M1 Ha0can0uHO #HIKOCTH COACPHKAHHE CopOuwms ronxast
- Oumiennoro audrepritnoro| HeancopGuposatoro smdrrepuiitioro anarokenia ue aomkno | menee | L
AHATOKCHHA npesbinars | L
- OuniLeHHONO HeaCOPOHPOBAHHONO CTONGHsUHOIO anarokcuta - 0,1 EC meniee 0,1 EC/n
CTQAOHMHHOIO AHATOKCHHA Coorsercrayer
12. | PopMabieruy He 6onee 100 mia/m 12,3 mrr/vi
Cootsercrsyer
13. | Tuomepcan Or85 1o 115 mxr/vn 92,0 mxr/mit
Coorsercrsyer
14, | AOMMHIS NHIPOKCHIL He Gostec 1,1 mr/v (8 niepectiere na amomunnit Al 0,62 mrivo
Coorsercrsyer
15. | Msmickaembiit oGnem He Menee HoMHHATLHOTO
16. | Onucanue ynaosiu Anaroicun ¢ Tromepcariom 1o 0,5 Mt (1 npuBrBOuHan 103a) 0 1 M1 (2 MPHBUBOUHBIC J03bI)
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Toprosoe naumenonanue JII

Homep cepun [118825

HTACIOPT Ne 33 om 30.01.2026 2.

AHATOKCHH AHTEPHIHO-CTOAGHS HbII OUMILEHHBII AXCOPOHPOBAHHBII
€ YMEHBIIECHHBIM CojlepKanuem anTurenos xuakuit (AJC-M-anarokcun)

Konuuecrso, en. usmeperng 19850 ynakosok

1 2

3

4

16. | Ouvcanne yrakoBku

A) Io 10 ammiyn 8 Kopodie 13 Kaptona. B KopoOiy BKIAILBa -
HOT HHCTPYKLMIO 110 NPHMCHEHHIO (JIMCTOK-BIIAIBIIL) H CKAPH -
Qrcarop amnysnHbii. KopoOki oiesBaior smkerkoii-Gajie -
PQITBEO 13 GyMarH oGIeTHOM.

b) Ilo 5 amriyn B KOHTYpHO# stueiiKoBOT YNAKOBKE H3 IUICHKH
THBHHILIXIOPUIHOH. [0 2 KOHTYpHBIC AueHKOBLIE YNAKORKH
B (144K H3 KAPTOHA C HHCTPYILMEH M0 MPUMCHEHHIO (JIMCTOK-
BRJIUIBILL) M CKAPH(IHKATOPOM aMITYSIbHBIM.

[pu ynaxoBke amriy)t, HMEIOLMX HACCUKY, KOJBLIO HITH TOUKY
H3/I0Md, CKAPH(UKATOP aMITYJIHHBI HE BIIIA/IBLIBAIOT.

1o 10 amrysn ¢ uucipyripeii 1o npuMereHnio (JIMCTOK-BKiA -
Jbin) B kopobke i3 kaprona no TY 5441-026-00278882-
2016, owieetHol FHKeTKOIOaruepoIbo 13 Gymari odeer-
Hoit CTO 57448909-002-2014.

AMIIyIIbI C TOMKOI HIOMA.

['pynmosast 1 Tpaxcnopas ynaxosia o FOCT 17768-90.
Cooteerersyer.

17. | Mapxiposka

1) lepsuunan ynakoska. Ha amuynce / atukerke am-
fTyJibl YK@3bIBAIOT: COKPAILIEHHOE TOProBOC HAHMCHOBA-
uue npenapara (AJC-M-anarokcun), KOJIMYECTBO Hpe-
fiapata B amItyJic B MIJUIHJIHTPAX, KOJIHUYECTBO /103 Hpe-
f1apata B amnyJie, nyTh BegeHus (B/M; n/k), Homep ce-
pun (Gyksenno-undposoe 0603HAUECHHE), JATY HCTEYE-
HUA CPOKA FOAHOCTH (FOACH IO ...), TIPEAYNPEAHTES-
Hy10 Haanuch (Berpsaxusars!).

2) Bropuunas ynawoeska. Ha nauke win stukerke-
HaHACPONIH YKAIBIBAIOT:

a) ToproBoe HauMeHosauue tpenapara (AHATOKCHH
AU TepHitHO-CTONGHAUHDIT O4HIIEHHbIH ajcopGHpoBaH-
HbIH C yMEHLUICHHBIM COACPKAHHEM AHTHIEHOB KHIKHIA
(AJ1C-M-anarokcun));
6) rpynnupoBounoe Haumenosanue (AHaToKCHH audTe-
puitHO-CTOJIOHSUHBIIT);
B) COKpalICHHOE HAHMEHOBAHHE AEPXKATeis PEerHcTpa-
UMOHHOIO YJI0CTOBEPEHHS/MPOH3BOJUTENS JIEKAPCTREH -
oro npenapara (AO «HITO «Mukporen») u ero tosap-
HbIH 3HaK;

r) anpec u Tenedon ACpKATENS PErHCTPALMOHHOTO Y0~
CTOBEPEHUS/MIPOM3BO/IMTENS  JICKAPCTBEHHOTO  nperna-
paTa; COKpAICHHBIH anapec npou3BoncTsa (CrpaHa, ro-
pon);
A) niexapcTBeHHYI0 JopMy (CyCITCH3Hs JUIS BHYTPUMBI-
WEYHOTO H MOAKOKHOIO BBEICHHS);
€) /I03HPOBKA VISt JJAHHOTO JICKAPCTBEHHOrO Ipenapara
HE YCTaHOBJICHA;
#) KOJIMYECTBO MPENapata B MHLTHIMTPAX H KOJHUC-
CTBO JI03 B amIlyJi¢, KOJMYECTBO aMItyJl B YIIAKOBKE;

) uHGOPMALMIO O COCTABE JICKAPCTBEHHOTO Npenapara
(Cocrag);

) Homep cepun (OykseHHo-LHppoBoe 06o3HadCHICE);

K) JIATY MPOU3BOACTBA;
JI) IaTy MCTEUEHHA CPOKA POAHOCTH (TOjIeH JI0...);

M) ycosus xpanenus (Xpauurs npu temneparype ot 2
10 8°C. He 3aMmopaxuBath);

i) 1yTh BBEACHHS (HA BTOPHUHON YNAaKOBKe HE yKazaH,
TAK KAK OH BKJIHOYCH B HA3BAHHC JeKapcTBEHHON dop-
MB1);

0) YCIIOBHS OTIIYCKA;

1) npefynpeauTenbusie Haamen: «Crepwinion, «Xpa-
HHTH B HCIOCTYITHOM juls jierei mecren, «llepen Baeae-
HHEM BCTPAXWBATHY, JUIS Mipenapara 6e3 xoncepsaHta
yxasbisatoT (He conepxuuT koHcepBanTa);

p) WTPHUX-KOJ,

¢) cnocob npumenenus (Crioco6 npuMEHEHUs: CM.
MHCTPYKUHIO MO MEXHLMHCKOMY IPHMCHEHHIO (JIMCTOK-
BIJIQ/IbII));

T) CPEICTBO MACHTH(HKALMH.

Jlonyckaeren nanocuts Homep cepun (Gyxsenuo-tmd -
poBoe 0003HAYCHHUE), JATY NPOUIBOLCTBA W ATy HCTEHE-
HUST CPOKA FOAHOCTH Ha GOKOBBIE OBEPXHOCTH KOPOOKI.

1) Hepauunas ynaxonka.
Ha smuiene amitysibt ykasano: COKpALCHHOE TOPIOBOE Ha-
nmenopadue  nipenapara  (AJIC-M-anarokcnn),  konuuectso
npernapara B amrtyne (1 w), KaaH-gecTso J103 npetiapara B am -
nyne (2 goset), nym seesenmst (B/M; 1K), HoMep cepun
(I'118825), mara ucresenms cpoka roasocty (rozeH 10 1228),
npeyripenyTessian vamrues (Berpsixusat!).

2) Bropiunasn ynaxobia. Ha stukerce-Gansieponu yiasano:
) TOProBoe HaMMEHOBaHHE rpenapata (AHaTOKCHH JpdTe-
PHITHO-CTONOHAHBIT  OuMiLCHHbIH  ancopOupoBanibiit ¢
YMEHBILICHHBLIM COACPMAHHEM arTireHoB xuxiii (AJIC-M-
anatokeu));  6)  rpynnHUpOBOMHOC  HAUMECHOBAHHE
(Aunaroxcun audrrepHitHo-cronbusHbiii);

B) COKPALUEHHOE HAHMEHOBAHHE JCPKATEIN peru-
CTPALMOHHOrO  YAOCTOBCPCHUA/IPOUZBOAUTENS  Jig~
kapcersernoro npenapara (AO «HITO «Mukporeu») u
ero ToBapHbiii 3Hak (Mukpore);

r) agpec U TenedoH JAepxKareis PErucTpaLMoOHHOrO
YAOCTOBEPEHHA/IPOHIBOAHTEISA JIEKAPCTBEHHOTO NPe-
niapara (Poceuss, 115088, r. Mocksa, yi. 1-n TyGposckas,
115, cp. 2 ren. (495)710-37-87); coxpawenubiit aapec
npoussoactea (Poceus, r. INepms);

1) nekaperBeHnas popma (CyCreH3 s Uit BHY TPHMBbI -
IIEHHOI'O U [OJKOKHOTO BBEACHUS);

€) JIO3HPOBKA JUI AAHHOIO JICKAPCTBCHHOIQ Tiperia-
para He yCTaHOBJICHa;

) KOJIMYECTBO nperapara B8 Muutintpax (o 1 i)
H KOMHYECTBO 03 B ammyne (2 103b1), KOJHYECTRO
amiyst B ynakoske (10 amrtyJn);

3) MHPOPMALMA O COCTABS JICKAPCTBEHHOrO rpena-
para (Cocras. B 1 gose (0,5 mn) coneprarrest: [penapam ¢
Korcepearumoa: JlelicTayloue BEIeCTsa: aHarokeHH -
repuiinbiii - 5 L avaroxens cranGusunntii - 5 EC; Beriomo-
FATCIILHBIC BEUICCTBA: AHOMHHIS TWIPOKCHA (B riepecyere
Ha anomunmii AI™) - ne Gajiee 0,55 MI; KOHOEPBAHT = THO=
Mepeat - o1 42,5 10 57,5 mur; dopmanbien - He Gosee 50
MKT);

M) yciioBus XpadeHust (XpaHuTh IpH TeMiiepaType ot
2 5o 8°C. He 3amopaxuBarh);

H) MyTh BBCACHHS BIJIOYCH B HA3BAHHE JICKAPCTBCH -
HO# dopmbi;

0) yoosust omycka ([t sieqeBHO-TIpOGIUIAKTHYECKHX
YUpexeHmif);

n) npeaynpejuresnbHbie  Haanucn:  «CTEpHBLHOY,
«XpaHuThL B HEAOCTYITHOM Julst feteil mectey, «llepen
BBC/ICHHEM BCTPAXHBATHY

P) WTPUX-KOA;

¢) cnocod npumcHenus (Crioco6 npuMeneHus: cM.
HHCTPYKUMIO MO MEIULIHHCKOMY [PHMEHEHUIO (Jiu-
CTOK-BKJIaJIbIN));

T) cp(_;«,mo HACHT! mbnxduml

18. | Ycnosus xparerust

ﬂpﬂ mwm:pmym ot 2 10 8 °C. e samopaiusars. Tpaucmpnmymr TIPH TCMI K

19. | Cpoxk rojmocu

B 3rona

l Jara npous

Jakarouenue: ﬂCdeLI’BQHHblH npcnapzu‘ AII

(PI-RU)-271124 g ,
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