PASPELIEHUE

Ha BBOJ B rpaxkaHcKuii o0opot B Poccuiickoii denepatiuu cepuu Win napTuu
npoussBegeHHOro B Poccuiickoii @enepauuu win BBO3uMoro B Poccuiickyro @enepariuio

MMMYHOOHOJIOTMYECKOro JIEKAPCTBEHHOTO Mpernapara
Ne P006-00110-77/04069923 ot 25.12.2025

Bbigano AxuuoHepHoMmy oOuiectBy "HaydHO-MpoW3BOJACTBEHHOE OOBEAUHEHUE [0
MEIMLMHCKUM HMMMYHOOMOJIOrMYeCKUM Mpernaparam "Mukporen", Poccusi, 115088,
r. Mockaa, yi. 1-1 JlyOpoBckas, 1. 15, ctp. 2, UHH: 7722422237.
(HaMMeHOBaHHe FOPUINYECKOrO JIUIIA, Fopuandeckuii anpec, MHH)
®enepajbHasg cayxk0a mo Haa3opy B cdepe 3ApaBOOXpaHEHHS] Ha OCHOBaAHUH
3aKJIIOYEHUsl  HCIBITATEJIBHOIO  ILIEHTpa  SKCHEPTU3bl  KayecTBa  MEIULMHCKHX
MMMYHOOHOJIOTHYECKUX TMpernapatoB DeaepaqbHOr0 rocyaapCTBEHHOrO OFOIKETHOTO
yupexzaeHuss "HaydHbII LEHTp OKCIIEpTU3Bl CPEACTB MEAULMHCKOro MpUMeHeHus"
MunucTtepcTsa 3apaBooxpaneHus Poccniickoil denepaiyu
(HauMeHoBaHHe (eaepabHOrO roCy AaPCTBEHHOTO OIOPKETHOTO YUPEIKICHHS)

or 23.12.2025 Ne 1397/HIIDCMII pa3pemaer BBOA B rpaskIaHCKHii 060poT

(mara) (HOMED)
B Poccuiickoit @egepaniud HMMYHOOHOJIOTHYECKOI0 JIeKAPCTBEHHOI 0 Mpenaparta

AHaTOKCHH IUPTEpUINHO-CTOJIOHAYHBIN OUUIIEHHBIN aJcOPONPOBAHHBI

C YMEHBILEHHBIM COAEpKaHHeM aHTUTeHOB KUKkl (AJIC-M-aHaTOKCHH)

(ToproBoe HaMMEHOBaHHUE)
AHATOKCHH TUPTEPHITHO-CTOTOHIIHBIN

(MexTyHapoIHOe HemaTeHTOBAaHHOE HAUMEHOBaHHe (IPYMITHPOBOYHOE UITH XUMHIECKOE)
CYCIICH3M: IS BHYTPUMBIIICYHOI'O U MMOAKOKHOI'O BBEACHU,
[aHaTokcuH ¢ THOMepcasioM] 1 Mt - amimysibl (10 mIT.) - KOPOOKU KApTOHHEBIE -
JUIA JIe4eOHO-MPOYUITAKTHUECKUX YUPEKASHHI
(dopma BbIMycKa (C yKa3aHUEM JieKapCTBEHHOH (OPMBIL, TO3HPOBKH, (JAaCOBKHU) U KOJMUECTBO B YIIAKOBKE)
cepuu [118025 , 00beM cepuu wiu maptuu 19650 ,
(HOMED cepuu) (KOJIMYECTBO YMaKOBOK)

rogen 1o 07.2028 ,

(cpok ronHocTH)
HpoU3BOACTBA AKUMOHEPHOro obmectsa "HayyHo-mpou3BoICTBEHHOE O0BEUHEHUE 10
MEIMUMHCKUM  UMMyHOOHMoOiormdyeckum mpemapatam  "Mukporen" (AO  "HIIO
"Mukporen"), Poccusa, 614089, Ilepmckuii kpaii, r. Ilepms, yn. Bbparckas, n. 177
(Bce cTajuu, BKJIIOYAs BBITYCKAIOIIMI KOHTPOJIb KA4eCTBA).

(HauMeHOBAaHUE U apecC MPOU3BOIUTENS (C yKa3aHHEM CTaIU il MPOU3BOICTBA)
Perucrpaunontnoe yanocrosepernue Ne JIIT-Ne(006045)-(PI'-RU) ot 27.06.2024.
JepxkaTesb PEerMcTPAallMOHHOIO YAOCTOBepeHHsi AKUuOHepHoe oOlmectBo "HayuHo-
IPOU3BOJICTBEHHOE O0BbEIMHEHHUE 10 MEIAULIMHCKUM I/IMMyHO6I/IOJIOF yee
"Mukporen" (AO "HIIO "Mukporen"), Poccus, 115088, r. Moc a,yn 1 =5l Ify6pOBCKas[
. 15, crp. 2.

(HauMeHOBaHUe, aipec)

JIOKYMEHT MOJUTACAH
WIEKTPOHHOM [OAINCH

3aMecTUTellb pyKOBOAUTEIS Cepruduxar 42D1B24ADS2BBD113BD1263FE2CCBC89
P a Branesen ITapxomenko [Imutpuii Becepononosny Z[-B . HapXOMeHKO
chﬂp BHa,ZBOpa Heticrutenen ¢ 07.04.2025 o 01.07.2026




AKUMOHEPHOE 00LIECTBO

«Hayqno-npomsoncr BeHHOE 00BEIMHEHHUE N0 MEULMHCKIM MMM)’HOﬁHGﬂOI‘W{CCKHM fnpernaparam

Toprosoe naumenosanue JII1

«Muxkporen»

Allpec MCCTA OCYLICCTBICHHS JAMUCHIUPYEMOTO BIIA ICATC/ILHOCTH
Poccus, 614089, [Tepmcxuii kpaii, r. [lepms, yi. bparckas, 177

ITACITOPT A2 379 om 21.10.2025 .

AnaTokcu AU TEPHIHO-CTONOHAYHBIA OYHINeHHbII ancopOUpeBaHHbBIA
¢ yMEHbIIEHHBIM cofepRaHuem auTurenoB xuakuii (AJC-M-anaroxcun)

Mek 1y HApOAHOE HEMATCHTOBAHHOE,
UK CPYNIIMPOBOYHOE, HIH
XUMHUECKOC HAHMEHOBAHHUE

Jlexapcrennasn opma

Anarokcut AU TepHHHO-CTOIOHAYHBIH

Cycnen3usl Ol GHYMPUMbBLUEYHO20 Ut NOOKONCHOZO0 66€0CHUS

Perucrpaunonuoe yrocrosepenue JIMT-Ne(006045)-(PT-RU)
Howmep cepun 1118025
Konuuectso, 1. usmepenns 19650 ynakosok

Wcnbitanus nposeaenst 1o HJL no kasecrsy JITI-Ne(006045)-(PT'-RU)-271124

Ilara npoussoactea 08.25
Fosen 1o 07.28

ww | M1 (2 npHBHBOYHBIE [I03b1), aHATOKCHH Ge3 THOMEpCcaa
10 0,5 M1 (1 NpUBHBOUHEA 71033) B AMITYJIbI BMECTHMOCTHIO 1 Mt
win 2 M u3 crexcia mapikd HC-3 wim w3 crexa 1-ro runponn -
THYCCKOIO KITACCA.

Ha aMrynst HaKJICHBAIOT TUKETKH 3 Oymaru odicer-
HOM win 3 Oymaru camoKJIesiielcs, Wil TEKCT HaHO -
CAT Ha aMITyJibl OBICTPO3aKpeIUBIoNIeHes Kpackoit (uep-
HUJTAMU).

Ne TMokasarenm Tpebosarusa no HJL no kauecrsy Pesy s Taist KOHIpOIt
wn JITI-No(006045)(PT-RU)-271124
1 2 3 4
1. | Omucanve OnayiectMpyIOmast #HIKOCTL GeNoro 1BeTa ¢ cepoBathiM WK | Onaiectypyromas #MaKkocTs Gesioro LBeTa ¢ MEITIOBATHIM
xesTToBaTsIM orTerKom. [Ipy oTcTanBanuy payieseTes Ha phix- | orrenxoM. [Ipu oTCTaHBaHHN PagneCTO Ha PHIXIIbIH Oca-
TIBIi 0cAZIOK 6II0r0 WiH Be/10M0 ¢ CEPOBATHIM WIH KETTOBATHIM | 0K GRNION0 C XKEITOBATHIM OTTCHKOM HBETA, JICTKO JIMCIICPIH -
OTTEHKOM L{BETa, JICTKO JMCIICPIHpYIOUIACT DU BCTPAXHMBA- | PYOLUMICA NPH BCTPAXMBAHMK, H [IPO3PATHYIO (CCLBETHYIO
HUH, ¥ [PO3PA4HYHO GOCLIBETHYEO HAOCAIOUHYO HHIKOCTD HAJIOCATIOYHYO KHIKOCTS.
Coorsercisyer
2. Toputmiocts Jlomken ofnazar UMMYHOPCHHOH aKTHBHOCTHO, o0ccrienpas | OGazaeT HMMYHOTEHHO! AKTHBHOCTHIO.
sauty ot AckicTais adyTepHitHOro 1 cronGiutoro Tokcunos | Coorsercisyer
3. | Mexanumeckue sionodenus: | Jlomken BoyiepuBars tpebonarist HJT Bouiepiuaet Tpedosannus HJL
BHAMMBIE YaCTHEIBI Coortsercrayer
4, pH Or64m073 691
Cootsercmsyer
5. | Tpoxoanmocts Hepes urmy Cycriernust npenapara, obpasyioulasca np  serpsxusanit, | Cycriemsus npenapara, o0pasylOWascs pH BCTPAXHBAHHH,
JIOIDKHA CBOOOIHO IPOXOIKTS B LITpHL Hepe3 Huty 0,8x40 CBOBOMHO MPOXQHAT B LNpHIL vepes Hruty 0.8%40.
Coorsercrsyer
6. Bpewms Cycriensis npenapara, ofpasyiowascs mpu serpsxupasiy, He | Cycnemsus npenapara, 00pasyiowascs pH BCTPANHBAHII,
CC/MMCHTALIMOHHOM JIOJDKHA IUTHOCTHEO PACCITAMBATHCS B TEHCHHE 2,5 MUH FOTHOCTBIO HE PACC/IANBACTCS B TedeHMe 2,5 MUH.
YCTOHYHBOCTH Coomsercisyer
7. | CrepuisHocs JlomkeH ObITh CTCPHIbHBIM CrepuiibHbii
Coorsercreyer
8. Anovansias Jlomxer ObITh HETOKCHUYHBIM Heroxcuunbiit
TOKCHYHOCTH CooTBeTCTBYET
9. | Creupdmueckasn Jlomxer Obims Ge30TaCHbIM besonacHbii
0e301aCHOCT Coorsercryer
10. | Creimdmueckan JlomieH o0nanar, HMMYHOPEHHOH aKTHBHOCTHIO, ofecrieunsast | HMMyHOreHHbIA:
AKTHBHOCTD BHDKMBAEMOCTD 100% HMMYHIBHPOBAHHBIX #MBOTHBIX NpH 3a- | BobiamaemocTs i wndrrepuiitoro komnoserra 100%:
POKCHUH JICTATBHON 030i IMGITEpUItHOro TOKCHHA H He Metiee | BbDKHBACMOCTS 111 CTONGHSMHOIO Kommio Hera 90%.
70% UMMYHIBHPOBAHHBIX HUBOTHBIX TIPH 3apdieHHY JeTame- | CooTtsercrayer
HO JI030# CTONGHAMHOIO TOKCHHA
11. | Tonwora copbuwm B | M1 HAnOCI04HOM YUAKOCTH COZICPIKAHHC CopGust ronHast
- OMHILIEHHOTO IHQTEPHITHOIO|  HEA/ICOPGHPOBAHHOMO JMJITCPHIIHOID aHATOKCHHA He AoybkHO | mewee | Lifvn
AHATOKCUHA mpessunars 1 Lf,
- OuHILIEHHOTO HEATICOPOMPOBAHHOIO CTONGHAHHOrO aratokcuHa - 0,1 EC mesiee 0,1 EC/ma
CTONIOHAYHONO aHATOKCHHA Coomsercisyer
12. | Dopmambiernx He Ganee 100 Mxr/vt 13 mxa/mo
Cootsercrsyer
13. | Tuomepcan Or85 o 115 M 103,6 M/t
14. | AOMUHHS THIPOKCHI He Gariee 1,1 Mr/vut (B riepectiere Ha amomiit Al') 0,62 mr/mn
Coorsercrayer
15. | Msmnekacmbiii 00beM He MeHee HOMUHATLHOTO 1,0 mnt
Coorserctsyer
16. | Omicanie ynaxkoBku Auatoxcu ¢ Tiomepcanom 1o 0,5 m (1 npusuBousas 1038) | AHATOKCUH C THOMEpCAToM 10 1 vt (2 PUBMBOYHBIC JI03bI)

B amiyJibl BMecTuMocTsio | Mt i3 crewa Mapiat HC-3 no TV
9462-002-11068395-2005.




Toprosoe HaumeHosatue JIIT

Homep cepuu [118025

Kosuuecrso, en. usmepenus

19630

A A g

TIACHOPT X 379 om 21.10.2025 ¢.

AnaTtokcuH A TepHitHO-CTONOHA YHBIH 0YHIICHHbIH aAcOpOHPOBAHHBIH
¢ YMEHbLIEHHBIM coepiannem anTurenos xuaxuit (AJC-M-anatokcun)

YHAKOBOK

1

2

3

4

16.

Ormcanie yrakoBKu

A) o 10 amny B kopoOke 13 KapToHa. B KopoOKy BRI/IbBa -
FOT MHCTPYKLHIO 10 MPHMEHEHIIO (JTMCTOK-BKIIAIBI) H CKAPH -
(uxaniop amriyssHbiii. KopoGku owiensaior ymkerkoii-Garuie -
posbio 13 Gymar oficeTHOH.

b) o 5 avmy: B KOHTYPHOIT S4CHKOBOH YNIAKOBKE 3 [UICHKH
FOMBHHIIXJIOPH/IHOMH. [10 2 KOHTYPHBIE SUEHKOBbIC YTIAKOBKH
B MA4KE W3 KAPTOHA C MHCTPYKLBCH 110 NMPUMEHEHHIO (JTHCTOK-
BIUIATBIL) H CKAPHHKATOPOM aMITYIBHBIM.

Tpu ynaxoBKe amrrysl, HMEIOMIMX HACCHKY, KOJIbLIO Ml TOSKY
MIOMA, CKApHGHIATOP aMITYJIbHBII HE BIIIAIHIBAOT.

To 10 aMriyst ¢ uHCTPYKIHEH MO MPHMEHEHHEO (JIHCTOK-BICIA -
Jbiun) B KopoOke u3 xaprosa no TY 5441-026-00278882-
2016, oxnecHHOM yruKeTKOl-OaHzeparnbio 13 Oymary oeet-
Hoit CTO 57448909-002-2014.

AMITyTIbI € TOHKOIH H3TOMA.

I'pyrmosast 1 Tpascrioprsas ynakoska rio [OCT 17768-90.
Coorsercrsyert.

Mapiaposka

1) [lepBuunan ynakoska. Ha amnysne / 3tuxerke am-
NyJbl YKa3bIBAIOT: COKPAIEHHOE TOProBOS HaUMEHOBA-
uue npenapara (AJIC-M-aHaTokcun), KOJIMYECTBO npe-
flapara B aMmyJic B MHJUIJIMTPaX, KOJIMYECTBO 103 npe-
napara B aMIiysie, myTh BRefieHHA (B/M; 1/K), HOMeEp ce-
pun (OyksenHo-undposoe obo3HaveHHe), 1aTy HCTesHe-
HHA CPOKa FOAHOCTH (FOJCH [0 ...), NPEHYNPEANTENh-
Hy10 Hajnucs (Berpaxusars!).

2) Bropuunas ynakosxa. Ha nauke unm sTukertxe-
GaHICPOTH YKA3bIBAIOT:

a) TOpProBoc HAMMEHOBAHMC mpenapara {AHATOKCHH
AU TepHitHO-CTONOHAYHbIH OYHILCHHDIH axcopOupoBan-
Hblif ¢ YMECHBHICHHBIM CO/ICPKAHHEM aHTHICHOB XHAKHH
(AJIC-M-aunatokcun));

6) rpynIHpoBOYHOE HanMeHoBaHue (AHaTokcuH audre-
pHitHO-CTONOHAUHbIIT);

B) COKPAIUCHHOE HAUMEHOBAHME JEpXKaTess perucTpa-
LHOHHOTO YIOCTOBEPEHHA/TIPOM3BO/INTE/IS IEKAPCTBEH -
Horo npeniapara (AO «HITO «Muxporen») 1 ero ToBap-
HBIH 3HAK;

r) azpec u TenedoH AepKartess perHCTPALMOHHOIO YA0-
CTOBEPCHHUS/TIPOM3BOAMUTESIA  JIEKAPCTBEHHOTO  npena-
para; COKpamcHHbIH ajgpec Npou3BOACTBa (CTpaHa, ro-
poa); :

1) nekapcTBeHHYIO GopMy (CyCnen3us Uit BHYTPHMBL-
HICTHOrO ¥ NOAKOXXHOrO BBEACHUA);

€) 03MPOBKa I JaHHOIO JIEKapCTBEHHOrO mpenapara
HE YCTaHOBJICHA;

) KONMHMYECTBO TIpEnapara B MIUUIMIMTPAX H KOiu4e-
CTBO 7103 B amItyJjie, KOJIMYECTBO aMilyJi B YIAKOBKE;

3) uHOpMaIMIO O COCTaBe JICKaPCTBEHHOTO fpenapara
(Cocras);

1) HoMep cepuu (Gyksexno-1udposoe obo3HaueHue);

K) laTy NpOM3BOCTBA;

J1) ATy UCTeYeHHs CpOKa rOAHOCTH (TOACH J10...);

M) yenoBust Xpasietds (XpaHuTh NpH TeMneparype ot 2
710 8°C. He 3amopanusats);

H) NyTh BBEACHHSA (Ha BTOPHYHOI YIakoBKE HE yKaiaH,
TAK KAK OH BKIIOYEH B Ha3BaHME 1CKapCTBeHHOMH dop-
Mbi ).

0) YCIOBHS OTIIYCKa,

n) npexynpeantenbHsie Haxmuck: «CrepunsHoy, «Xpa-
HHUTb B HEIOCTYIHOM 1Uts fetel mecten, «[lepen sexe-
HHEM BCTPSIXHBAaTh», MUIA mpenapara 0e3 KoHcepsaHTa
ykassiBator (He conepxuT koHcepBanTa);

p) WITPHX-KOI;

¢c) crocod npumenenus (Cnocol npuMeHEHMs: M.
MHCTPYKLMIO 110 MEIHLHHCKOMY NPUMCHCHHIO (JIHCTOK-
BKJIQJBII));

T) CPEACTBO MACHTHOHKALMH,

Jlomyckaercs HaHOCHTh HOMep cepuu (ByxkBeHHO-1BI]-
poBoe 0003HAYCHHME), ATy MPOM3BOACTBA U ATy HCTeYe-
HHSt CPOKa FOAHOCTH Ha GOKOBBIE IIOBEPXHOCTH KOPOOKHM.

1) IlepBivnan ynakosia.
Ha stukerxe amimyiibl YKasaHo: COKPALLIGHHOS TOProOBOC Ha-
umenosanue npenapara  (AJIC-M-aHartokcnH), KOMHUCCTBO
nperiapara B avmyse (1 1), KIHeCTBO 103 MPenapara B aMm-
myse (2 smoset), nyms seejeHus (B/M; 1K), HOMep cepun
(T118025), nara wcreueHus cpoka rojHocTH {rofed a0 0728),
Npe/tynpeHTebias Hammch (Berpsxusats!).

2) Bropsunas ynaxosga. Ha ynixerxe-Garzeponu ykasaHo:
a) TOProBOE HaHMEHOBaHKE fperapara ( AHaTOKCHH e~
PHIHO-CTOJTOHAYHBIT  OUMILEHHbI  a7copOUpOBaHHBI €
YMEHBILCHHbIM COJICpyKaHuem aHTHreHo Aaumiai (AJIC-M-
aHATOKCHH)), ©) TrpyNIHPOBOYHOE HAUMCHOBAHUE
(AunaroxcHr @ TepHiiHo-CTONOHAYHbIH);

B) COKpAlIEHHOE HAUMEHOBAHHE JepHkarelis perk-
CTPALHOHHOTO Y JXOCTOBEPEHHSA/NPOH3BOUTENS e~
xapcrsensoro npenapara (AO «HITO «Mukporen») u
ero ToBapHbiii 3HaK (Muxporen);

r) agpec M Tene)OH AcpKaTeNn PErHCTPALHOHHOIO
YAOCTOBEPEHHSA/IIPOU3BOAUTESIA JICKaPCTBEHHOIO Mpe-
napara (Poccus, 115088, r. Mocksa, yn. -1 [lyGposcrasn,
115, cip. 2 Ten. (495)710-37-87): coxpaitennbiif anpec
npowussozctea (Poceus, r. Ilepms):

1) aexapcreentas opma (CyCreH3us /Ul BHY TPHMbI -
HIEYHOTO M MOAKOXKHOrO BBCACHHUA):

€) J03MpOBKa [UIA JAHHOIO JIEKAPCTBEHHOTO nperna-
para He YCTaHOBJICHA;

%) KOTMYECTBO npenapara 8 MummumTpax (o [ i)
H KOJMYECTBO 103 B aMryie (2 03bi), KOJHYECTBO
amiryi B ynakoske (10 amnyn);

3) undopMauds © COCTaBe JCKApPCTBEHHOro npena-
para (Cocras. B 1 1ose (0.5 ) conepuarrot: [lpenapam ¢
Korcepearman:  JIelCTBYIOIIHE BOIIICCTBA: aHATOKCHH JiHd(h-
Tepuitubiii - 5 Lf; anarokcus cronGrsambii - 5 EC; Beriovo-
PATC/THHBIC BEILIECTBA: AOMHMHHUS TWIPOKCHIL (B TiepecyeTe
Ha amovunuit A1) - ne Gosiee 0,55 Mr; KOHCEpBaHT - THO-
Mepea - of 42,5 10 57.5 mxr; dopmansiert - He Sonee 50
MET);

M) ycioBus XpaHeHus (XpaHuTe NpH TEMIIEPATYPE OT
2 5o 8°C. He 3amopaxusars);

H) OyTh BBEJICHHS BKIIOYEH B HA3BAHME JICKAPCTBEH-
HOI1 opMmbI;

o) yciouws omycka (Jim seueOHo-fipoduiakiueckux
YUPEKICHHI);

n) npexynpeaurensHpie  HagmucH:  «CTEPHIIBHON,
«XpaHuTh B HEOCTYIHOM [UIs jieTeil mectey, «llepea
BBEZICHUEM BCTPAXHUBATBY

p) WTPHUX-KOI;

¢) crocob npumenenns (Crioco6 npuMeHEHHs: CM.
HHCTPYKLHMIO IO MEAMUHHCKOMY NpPHMEHEHHIO (Jn-
CTOK-BKJIAAbIIN));

T) CPEACTBO MACHTH(HKAUNH.

Homep cepuu (1118025), nara mpouseoactea (0825) u
JAara ucredeHus cpoka rogHocts (roseu no 0728) nasne-

CeHb! Ha GOKOBBIE MOBEPXHOCTH KOPOOKH.

18.

VYenoryst xpaHeHust

ﬂpu‘remmq:axypeoanoST He samopaxusars. Tparcriopripyror iipu remreparype ot 2 zo 8 °C. He samopaxmsars.

19.

Cpox rogsoc

3 rom

[ Haranpoinsoncrea 15082025 Tonen no 31072028

(PI'-RU)-271124

Jlara Brutauu nacriopra «21» om‘ﬂﬁpﬁ 2025 r.

3axno4eHuHe: ﬂcxapc:rmanmu npenapar AJIC-M-aHaTokCHH cepuu I118025 cooTBercTBYET Tpe5OBaHHSIM H

Crapuimi Muxpoﬁuonor JIMTK

/dyunsuesa E.A./

(Homamocts) - (@asacun HO)
Hauansnux OBTK' (OKK) /Tlepeso3unkos A.B./
(FlomanocTs) (Moanwck) (Davorms HO)

y;ggmca‘nv JIT1-Ne(006045)-




