PA3PEIIEHUE

Ha BBOJ| B TpakIaHCKuii 060poT B Poccuiickoii Pdenepannn cepur Win NapTUn
Npou3BeIeHHOro B Poccuiickoit denepanyny uin BBo3uMoro B Poccuiickyro ®enepanuro
MMMYHOOHOJIOTMYECKOT0 JIEKAPCTBEHHOTO TIpenapaTa
Ne P006-00110-77/05407032 ot 24.06.2026

Boigano AxuuonepHoMmy o6mectBy "HaydHO-IpOM3BOACTBEHHOE OOGBEIMHEHHE 10
MEJUIMHCKUM HMMMYHOOMOJIOTMYECKUM TpenapataM "Muxkporen", Poccus, 115088,
r. MockBsa, yi. 1-a JlybpoBckas, 1. 15, ctp. 2, UHH: 7722422237.
(HanMeHOBaHMe OPUIMYECKOr0 JINLA, Fopuaryeckuii anpec, MTHH)
@enepaiabHasi ciayx0a nmo Haazopy B cdepe 3IpaBOOXPAHEHHS] HA OCHOBAHHM
3aKJIOYCHHUS]  HCMBITATEIBHONO  LIEHTpa  JKCIEpPTU3Bl  KayecTBa  MEIUIUHCKHUX
MMMYHOOHMOJIOTHYECKHX TIpenapatoB @DeqepalbHOr0 TroCydapCTBEHHOTO GIOMKETHOTO
yupexzaenus "HaydHblii LEHTp SKCHEPTHU3Bl CPEACTB MEIUIMHCKOrO INpHMEHeHHs:"
MunucTepcTBa 31paBooxpaHenus Poccuiickoit ®enepanyn
(HanmeHoBaHHKe (enepaTbHOrO roCy1apCTBEHHOTO GHOIKETHOTO YUPEKISHNMS )
or 23.06.2026 Ne 646/HIISCMII pa3pemaer BBOA B rpaaaHcKHii 06opoT

(nata) (aomep)
B Poccuiickoii ®eaepauun HMMYHOGHOJOTHYECKOr0 JIEKAPCTBEHHOTO MpenapaTa

AHaTOKCHH 1M PTepUitHO-CTOTOHAYHbIN OYNIIEHHBIH a1copOrPOBAHHEIIA

C YMEHBIIECHHBIM CONepKaHUEM aHTUIeHOB XU IKui (AJIC-M-aHaTOKCHH)

(ToproBoe HaMMEHOBAaHUE)
AHATOKCHH I TEPUITHO-CTOIOHAIHBIN
(Me)KI[yH&pOI[HOC HETTaTCHTOBAHHOC HAUMEHOBAaHUE (F PYNnupoBOYHOEC UIIHU XI/IMI/I‘-IGCKOE)
CYCIEH3Us JUIsl BHY TPMMBILIEYHOT'O ¥ MOAKOKHOTO BBEEHNS,
[aHaTokcuH ¢ THOMepcanoM] 1 mi - ammysist (10 wT.) - KOPOOKK KApTOHHBIE -
IJ151 J1e4e6HO-NPOPUIAKTHYECKUX YUPEKACHHI
(dopma BrIycKa (C yKa3aHHeM JIEKapCTBEHHOM (POPMBI, 103MPOBKH, (hACOBKH) U KOIMYECTBO B YIIaKOBKE)

cepun I119726 , 00beM cepum WU maptuu 20447 ,
(HOMED cepum) (KOJIMYECTBO YNaKOBOK)
roaed go 02.2029 R

(cpox romHOCTH)
NpoOM3BOACTBAa AKIMOHEpHOro obmectBa "HaydHO-NpOU3BOACTBEHHOE 00BeqMHEHNE 110
MEJMLMHCKIM  MMMYHOOMONOrM4ecKMM mpemapataMm "Mukporen” (AO "HIIO
"Muxkporen"), Poccust, 614089, Ilepmckuit kpaii, r. Ilepmp, yn1. Bpatckas, . 177

(BCC CTaauH, BKIIrO4Yas BBIHyCKaIOH_[I/Iﬁ KOHTPOJIb Ka‘leCTBa).
(HaMMeHOBaHuUe W ajipec IPOM3BOAUTEIS (C YKa3aHUEM CTajMii IPOM3BOICTBA)

Perucrpaunonnoe ynocropepenne Ne JITI-Ne(006045)-(PT-RU) ot 27.06.2024
JlepikaTeab PerucTPAlIMOHHOTO YAOCTOBEPEHHs] AKIHOHEPHOE o6u1egn g HaquO l-,k
IIPOU3BOJCTBEHHOE O0BEAMHEHNUE 110 MEIUIUHCKAM I/IMMyHo61/10nomqecrgﬁM upenapaTaM )
"Muxkporen" (AO "HIIO "Muxkporen"), Poccus, 115088, r. Mocksa, yi1. “]j & Ty OpOBCKa,
a. 15, ctp. 2. :

(HauMeHOBaHMe, anpec)

Ty AOKYMEHT IIOJITMCAH
SJIEKTPOHHOU ITIOAIINCBIO
3aMeCTI/ITeHL pyKOBOﬂI/ITeJ'[ﬂ Ceprudukar 0OEFO3CEF1F4E72029AD243F0C2179A41
P oc3 aBHAI30DAa Bnanenen ITapxomenko JImutpuii Beeposoxosmnt I[B . HapXOMeHKO
Hp A p HetcrBurenen ¢ 10.06.2026 no 03.09.2027




AKLHOHEpPHOE 001IECTBO

«Hay4Ho-Npou3BOACTBEHHOE 00heHHEHHE 10 MEAUITHHCKAM HMMYHOGHONOTHYECKHM NpenapaTam

Toprosoe naumenopanwue JIIT

«Mukporen»

Azipec MecTa OCyLIECTBICHHS JIMLEH3MPYEMOT0 BHIA JEATEIHOCTH
Poccus, 614089, Tlepmcknit kpai, r. [Tepms, yi1. Bparckas, 177

HACIIOPT Me 116 om 07.04.2026 2.

AHATOKCHH AH(TepHiiHO-CTONGHAMHBIA OuHLIeHHBIH aAcop6HpOBAHHbIH
C YMEHbLEHHBIM COJlepKaHHeM aHTHreHOoB xuakuii (AJC-M-auaTokcuH)

Mesx1yHapoaHOe HENaTeHTOBAaHHOE,

WK TPpYNIIMPOBOYHOE, WM
XAMHWYECKOC HAUMEHOBAHNE

JlexapcTBenHas ¢opma

AHaTOKCHH AUQTEPUIMHO-CTONOHAYHBIH

CYCREH3Usi ONA 6HYMPUMBIULEYHO20 U NOOKONCHOZO GBE0EHUs

Peructpauyonnoe yaocroepenue JIII-Ne(006045)-(PI'-RU)

Homep cepun 1119726 Jata npousBoactsa 02.26
Konugectro, ex. amepenns 20447 ynakoBox T'ozen mo 02.29
Wcnbiranns nposeaeHs: no H no kagecrsy JITI-Ne(006045)-(PI-RU)-271124
No TNoxazaremm TpeGosanns no HJI no kauecrsy PesyTars! koHTpOISI
n/n JITI-N(006045H(PT-RU)-271124
1 2 3 4
1. Ormcanne Onanecuppyroiuas #uaKocTs Ge/loro HBeTa ¢ cepoBatsM Wi | OnanecuMpyroiias HHIKOCTs Geloro LBETa ¢ HKe/TTOBATHIM
XEJTTOBATHIM OTTeHKOM. I1pH OTCTaNBaHIN pasniensieTcs Ba phiX- | orTeskom. Tlpi OTCTaMBaHMM pa3IENETCH HA PEDOIbI Oca-
b 010K Geroro W Gesloro ¢ CepoBATHIM HIIH HHEITTOBATEIM | /10K Ge7Ioro ¢ KE/TOBATLIM OTTEHKOM LIBET, JIETKO JCTIepIH-
OTTEHKOM LIBETA, JIETKO JMCTICPTHPYIOWIMIAC [P BCTPSXMBA- | PYIOUIMIACH TPH BCTPAXHBaHUH, Y MPO3padHylo GecLpeTHyio
HHH, 1 TIPO3PAHYIO GECITBETHYIO HATIOCATIOUHYIO XKHIKOCTS HATIOCA/IOHYIO HKH/IKOCTS.
Coomsercisyer
2; TommrnocTs Jlomxen ofnanam. MMMYHONCHHOH GKTHBHOCTHIO, OOccrieumBas | OGaZacT HMMYHOMEHHOH aKTHBHOCTHO.
3alMTy OT IcHCTBIS MM TeprifHOro M cToNGHAYHOro TokeuHos | CootseTctByeT
3. | Mexanmveckue Bionosenns: | Jlomien BuinepvBans Tpebosanms HJT Beinepxumaet tpe6osanns HJI,
BUIHMbIC YaCTHLBI Cootsercrsyer
4. pH Or641073 6,88
Coorsercieyer
5. | Tlpoxomimocts yepes urity Cycrerzus nperapara, obpasylomascss npy  Berpsxusaniy, | Cycriensus npenapara, o0pasylowWwascs TP BCTPAXMBAHHH,
JIIDKHA CBOBOIHO MPOXO/THTS B IMpHLL yepes 1oty 0,8%40 ©8000/THO MPOXOIHT B INpHLL uepes vty 0,8%40.
CooteercmByer
6. Bpems Cycnerus npenapara, 00pasylOII@sicsl OPH BCTPAXMBAHUH, He Cycnensus npenapara, 00pasylOIAacs PH BCTPAXMBAHUI,
CEIMMEHTALIHOHHOM JIOIDKHA MOJTHOCTHIO PacC/IanBaTLCA B TedeHue 2,5 MuH TIOTHOCTBLEO HE PAcC/IanBaeTCsl B TEYEHHE 2,5 MHH.
YCTOIYHMBOCTH Cootserceyer
7. | Crepwmrocts JlornkeH GbITh CrepUIIbHBIM CrepwibHbIii
Coorserctsyer
8 | AxomanbHas JlomxeH GbITh HETOKCHYHBIM HerokenaHbIii
TOKCHYHOCTH Coorsercisyer
9. | Cnemdwreckas JlomxkeH GbITh 6e30MacHbBIM BesonacHui
6C301IACHOCTD Coorsercrsyer
10. | Creupdweeckasn Josmxen ofinanars MMMYHOTEHHON aKTVBHOCTHO, 00ecrieqBast | MMyHOrGHHBIH:
aKTMBHOCTH BbDKIBaEMOCT 100% MMMYHI3HPOBAHHBIX JKMBOTHBIX IIpH 33- | BbbiiBaeMOCTs 1 madyTepHiiHOro KoMnoserTa 100%;
PDKCHUM JIETATBHON 1030 IM(TEPHIHONO TOKCHHA ¥ He MeHee | BbDiMBAEMOCTS U CTONIGHAMHONO KOMHOHeHTa 70%.
70% MMMYHUBHPOBAHHBIX HMBOTHBIX DU 3aPKCHUH JICTATb- CoortsercrByer
HO# JI030#1 CTONIGHSMHOIO TOKCHHA
11. | Tlomora copGuym B 1 M1 HanoCaI04HOM HHIKOCTH COZIepAQHNE Copbups nioseas
- Ounuensoro mdrepuiiHoro|  HeazicopGHpOBAHHONO AMGTEPHIHONO aHATOKCHHA He [OiHO | Memee 1 Lffv
AHATOKCHHA npesbuuams 1 Lf,
- OwmeHHoro HeaicopOHpOBAHHOIO CTONOHSMHONO aHarokeuHa - 0,1 EC menee 0,1 EC/mn
CTOIOHSTYHOID AHATOKCHHA Coorsercrsyer
12. | Dopmanbiervia He 6osee 100 mkr/mn 12,8 mra/mn
Coomeercisyer
13. | Tuomepcan Or 85 1o 115 Mxr/mn 94,4 mxr/min
14. | AMOMHHHS MMIPOKCHI He Ganee 1,1 Mr/mn (B nepecyere va amomimnii Al*) 0,59 mr/mn
Coormsercrsyer
15. | MsmnexaeMmbiii o0neM He menee HoMuHaBHOMO 1,0 Mn - wﬁh{‘ .
Coomsercrsyer A{,‘r""‘} )‘({*%
16. | Onmcanue ynakoBiH Anarokenn ¢ THomepeaioM 1o 0,5 M (1 npuBMBoHAA 11033) AHATOKCHH ¢ THOMEPCAIOM 110 1 ML n@a ';
Wi 1 M1 (2 MpHBHBOYHBIC 2103b1), AHATOKCHH 6e3 THOMEPCATIA | B AMITYITBI BMECTHMOCTHO | M1 ¥ g é%%w “"“: ,\%\
110 0,5 w1 (1 nipuBHBOYHAs 03) B ammTy/ms! BMecTMocTsO | it | 9462-002-11068395-2005. /7., ““ MNALALS A
wm 2 w1 u3 crexna Mapias HC-3 wm 13 creiona 1-ro ramponu- | Ha ammyim! HakeeHs! e :
THYECKOTO KIacca.
Ha amnynul nakneuBaior athkeTkn u3 Gymarn odcer-
HO# Wnu U3 Gymarn camokiesmelcs, Wil TEKCT HaHO-
CAT Ha aMmyJibl ObICTPO3AKPETUISIOILEHCS Kpackoii (Mep-
HHWJIAMH).




Toprosoe naumeroanue JIIT

Howmep cepun 1119726

Konnuectso, en. namepenus 20447 ynakoBok

ITACITIOPT Mo 116 om 07.04.2026 2.

AHATOKCHH AU TEPHITHO-CTONDHSAYHBIH OYHILEHHBIH aCOPOHPOBAHHDII
€ YMeHbILUEHHbIM COAePKAHHEM aHTHIeHOB uAKKiE (AJLC-M-aHaTOKCHH)

1

2

3

4

16.

Onwucanve yrakoBKy

A) Tlo 10 ammyn B kopoOke 13 kapToHa. B xopoOicy BKIaabIBa-
JOT MHCTPYKIMIO 1O NPHMEHEHHIO (JIMCTOK-BKITA/IILI) H CKApH -
(mxarop ammyssHb. KopoGiu okensaior ymvikeTxoli-6aie-
poubio 13 Gymary ohceTHOl.

b) Ilo 5 avmyn B KOHTYPHOH AHEHKOBOH YNAKOBKE M3 TUICHKH
TIONMMBUHIWTXOPHIHOMN. IT0 2 KOHTYpHBIE SuelikoBbIe YTIAKOBKM
B N4YKE W3 KapTOHA C MHCTPYKUMEH 110 PHMEHEHHIO (MHCTOK-
BKTIANbILI) M CKAPH(HMKATOPOM aMITY/ILHBIM.

Tlo 10 ammyn ¢ HECTpyKipeH 1O MPUMEHEHHIO (JIMCTOK-BK/A-
i) B KopobGke m3 kaproa no TY 5441-026-00278882-
2016, oxeenHol yMKETKON-0aHIEPOIBbO 13 Gymaru odyer-
sot CTO 57448909-002-2014.

AMITYITbI € TOUKOH H3IOMA.

I'pynnosas n 1pascriopast ynaxoska o FOCT 17768-90.
CoomerctByer.

1) ITepuunan ynaxoska. Ha ammyne / stukerke am-
NyJibl YKa3bIBAIOT: COKPallleHHOE TOProBOE HaMMEHOBA-
Hue npenapata (AJIC-M-aHaTOKCHH), KOJTHYECTBO Mpe-
napara B aMmnyJjie B MIJUIMIIMTPaX, KOJIHYECTBO 103 Tpe-
napara B aMmy’ne, yTh BBEJCHHA (B/M; 1/K), HOmMep ce-
puu (6GykBeHHO-IH(poBOE 0GO3HAYEHHE), ATy UCTEHE-
HHMA CPOKa TOAHOCTH (roAeH A0 ...), NpeAyNpeauTeN b=
Hy10 Haanuch (Berpsaxusars!).

2) Bropuunas ynakoBka. Ha mauke win aTukerke-
6anaepoNu yKa3blBaKOT:

a) TOproBoe HaMMEHOBAaHWE mpenapara (AHATOKCHH
IUPTEPUIAHO-CTONOHAYHBIH OYHUIIEHHBIN anCcOpOUPOBaH-~
HbIH ¢ YMEHBIIEHHBIM COAEPHKAHHEM aHTHICHOB JKHIKHI
(AJIC-M-anartokcun));

6) rpynnupoBouHoe HanMeHoBaHHe (AHATOKCHH au(Te-
PHIHO-CTONOHAYHBIH);

B) COKpalllEHHOE HAMMEHOBAHHME JepaTells PerucTpa-
LHOHHOrO Y0CTOBEPEHHUA/IPON3BOAMTEIS IEKAPCTBEH=
Horo npenapara (AO «HIIO «Muxkporen») u ero ToBap-
HbIH 3HAK:

r) anpec 1 TeneoH AepxaTens perHCTPALHOHHONO YAO-
CTOBEPEHMSA/NPOU3BOANTENS  JIEKapPCTBEHHOr0  nperna-
para; COKpalleHHbIH ajapec MpoM3BOACTBa (CTpaHa, ro-
poxn);

1) JeKapcTBEHHYIO (hopMy (CycreH3us A BHYTPHMbI-
LIEYHOrO ¥ NOAKOMKHOIO BBEJCHHS ),

€) 1I03MpOBKa JUIA JaHHOTO JeKapCTBEHHOrO Ipenapara
HE YCTAHOBJIEHA;

%K) KOJIMYECTBO Nperapara B MWUIMIHTPaX M KOJH4e-
CTBO /103 B aMITyJi€, KOJIMYECTBO aMIyJI B YIIAKOBKE;

3) MH(OPMAaLMIO O COCTAaBE JIEKAPCTBEHHOIO Mpenapara
(Cocras);

1) Homep cepuy (GykBeHHO-pOBOE 0603HAYEHHE);

K) JIaTy NPOM3BO/ICTBA;

1) JaTy HCTeYeHUs CPOKa MOAHOCTH (roAeH J0...);

M) ycnoBus xpaHenns (Xpanuts npu Temneparype ot 2
1o 8°C. He 3amopaxkuBarts);

H) MyTh BBEJACHUs (Ha BTOPMYHOH YIIAKOBKE HE YKa3aH,
TaK KaK OH BKJIIOYEH B Ha3BaHHe JeKapcTBEHHOH (op-
Mbl);

0) YCNIOBHS OTITYCKa;

n) npeaynpeauTenbuble Haanuen: «CrepuibHO», «Xpa-
HUTh B HEOCTYNHOM Ui aereif mecren, «Ilepen BBene-
HHMEM BCTPAXHMBATHY, /s mpenapata 6e3 KOHCEpBaHTa
yka3piBatoT (He comepxut koncepsaura);

p) WTpHX-KOZ;

c) cnoco6 mnpumenenns (Crnoco6 mnpuMEHEHHS: CM.
UHCTPYKUMIO NO MEMLIMHCKOMY NPUMEHEHHIO (IHCTOK-
BKJIQ/IbIL));

T) CPE/ICTBO MAEHTH(HKALHH.

JlonyckaeTcss HAHOCHTb HoOMep cepun (6yKBeHHO-LM(-
posoe 0603HaueHHE), AaTy MPOM3BOJCTBA M ZATy HCTEue-
HHsi CPOKA I'OIHOCTH Ha GOKOBBIE NTOBEPXHOCTH KOPOOKH.

1) IepBuunan ynakoska.
Ha smikerke aMmmyibl yKazaHo: COKpAILEHHOE TOPIOBOE Ha-
uMenopanue npenapara  (AJIC-M-aHatokcuH), KOTHYECTBO
npenapara B ammyJie (1 mi1), KOJIHUeCTBO /03 Tpenapara B avi-
nyne (2 fo3bt), TyT> BBenenms (B/M; IVK), HOMep cepum
(T119726), nara ucreyeHms cpoka rogHoCT (roaeH o 0229),
npeaynpearTeshbyas Hammcs (Berpaxupars!).
2) Bropiunas ynaxoska. Ha anikere-Ganyiepornm ykasano:
8) TOProBOE HAMMEHOBAHME TIpenapata (AHatokcuH mdre-
PUHBO-CTONGHMYHBIA  OYMILICHHBIH  aZICOPOMPOBAHHBIA
coziepKaHHeM aHTHUNeHOB xukuii (AJIC-M-

aHatokchH)), ©) rpynNNHpPOBOYHOE HAHMEHOBAaHHE
(AHaTOKCHH AU TEPHITHO-CTONOHAYHBIN);

B) COKpAallleHHOE HAaMMEHOBAHWE JepXaress peru-
CTPAlMOHHOTO  YAOCTOBEPEHUSA/NIPOM3BOAUTENS  Jie-
kapctserHoro npenapata (AO «HITO «Muxkporen») u
€ro ToBapHbli 3Hak (Mukporen);

r) anapec H TeneoH AepiKaTeNs PErHCTPALHOHHOIO
YZIOCTOBEPCHHA/NPOH3BOAMTENS JIEKAPCTBEHHOTO Tpe-
napara (Poccus, 115088, r. Mocisa, yi. 1-a [ly6posckas,
A.15, c1p. 2 Ten. (495)710-37-87); cokpawenusiii anpec
npoussozcTea (Poceus, r. INepms);

1) nekapcTBeHHan GopMa (CYCIeH3HA 15t BHYTPHMEI-
HIEYHOT0 M MOAKOKHOIO BBEAEHHUA);

€) Z03MpOBKa /Ul J@aHHOTO JIEKapCTBEHHOTO Mpena-
para He YCTaHOBJIEHa;

) KOJIMYECTBO Ipenapara B MWUTHIMTpax (o 1 ma)
H KOJMYECTBO 7103 B amnyie (2 103bl), KOJMYECTBO
ammyn B ynakoske (10 amnyn);

3) uHpOpMAlMA O COCTaBE JEKAPCTBEHHOrO Mpemna-
para (Cocras. B 1 no3e (0,5 i) conepmarrest: Jpenapam ¢
Korcepearmom. JIecTyiolme BeecTsa: aHaTOKCHH pd)-
Tepuiinbiii - 5 Lf; anatokeun cronbusumsi - 5 EC; Beriomo-
Tare/IbHbIE BENIECTBA: ATOMHHHS MMIPOKCH]L (B mepectere
Ha amomunnii A1™) - e Gonee 0,55 Mr; KOHCEpBaHT - THO-
mepean - ot 42,5 5o 57,5 mir; Gopmasaeria - He Gonee 50
MKT);

M) yCIOBHS XpaHeHHs (XpaHHTb PH TEMIIEpaType OT
2 nio 8°C. He 3amopaxuBaTh);

H) TyTh BBEJCHHS BKJIHOMCH B Ha3BAHMC JICKAPCTBEH-
HO# opMbI;

0) ycnosus omiycka ([lns neyeGHO-TpOgIIaKTHYECKHX
YapexIeHHH);

n) mnpeaynpemMrTenbHble HaanucH: «CTepuabHOY,
«XpaHuTh B HEAOCTYITHOM JUis JeTeli Mecten, «Ilepen
BBCJICHUEM BCTPSIXHUBATB?,

P) IUTPHX-KOZ;

¢) cnocob mpumenenus (Cnoco6 nmpHMeHeHMs: M.
HMHCTPYKLHIO 10 MEAHUMHCKOMY TIPUMEHEHMIO (JH-
CTOK-BKJIaJIbII));

T) CPEACTBO MACHTH(HKALIMH.

Homep cepuu (I119726), nara npomussoactsa (0226) u
JiaTa NCTeueHMs cpoka roaHoctH (roge o 0229) naue-
CEHBI Ha GOKOBbIE OBEPXHOCTH KO| 5

18.

YenoBust XpaHeHis

Hpa'lwnepmypcoﬂno 8°C.He3aM0pmmmmTpaHumpmpylornpummnepmypeor2no8°C. He,

19.

CpoK rosHocv

3akalouenue: )'Iexapcmemmﬁ nperapar AJIC-M-anarokcun cepun 1119726 cootsercrayer TpeGoBanHusaM H}l ng K

(PI'-RU)-271124

Jlara BbLiaumn nacnopTa‘« '7» agpenx 2026 r
Crapuunii Mnxp06nonor JIMTK

(o miocTa)

) (@axuvms HO.)
Hauaniaik OBTK (OKK) ay// /TepeBo3uukos A.B./
(ZOKIOCTH) * (Mognncs) (Pasnumm HO.)

/Nynsesa E.A./




