PA3PEIIEHUE

Ha BBOJ B IpaxxJaHcKuii 060pot B Poccuiickoit Oepepanny cepun Win NapTUH
HpOPIBBe)leHHOFO B Poccuiickoii @enepanyu unu BBo3umoro B Poceuiickyro ®eneparniio
MMMYHOOHOJIOrNYECKOT0 JISKAPCTBEHHOT'O MpemnapaTa

Ne P006-00110-77/03887711 ot 02.12.2025

Boinano AxuuonepHoMy o6mectBy "HaydHO-pOM3BOACTBEHHOE OGBEIMHEHHE 110
MEIULMHCKAM HMMMyHOOHOJIOrMYeckuM Tpenaparam "Mukporen", Poccus, 115088,
r. Mocksa, yi. 1-a [lybpoBckas, a. 15, crp. 2, UHH: 7722422237.
(HaMMeHOBaHHUe IOPUNYECKOr0 UL, Fopuardeckuii anpec, MTHH)
@eaepanbHasi cayxb6a mo Hag3opy B cdepe 3IpaBOOXPAHEHHS! HA OCHOBAHMH
3aK/JII0OYEHHs]  UCHBITATeJILHOIO  IIEHTPAa  OKCIEPTU3Bl  KAayecTBAa  MEOUIIMHCKHX
MMMYHOOHMOJIOTHYECKUX TMpenapaToB (DeepalbHOro TroCyIapCTBEHHOTO OHOIKETHOIO
yupexaeHus "HaydyHbI UEHTp OKCHEPTHU3Bl CPEACTB MEIUIMHCKOrO HpHMeHeHHs"
MunuctepcTBa 3apaBooxpaHeHusi Poccuiickoit ®enepanyu
(HauMeHoBaHue QenepanbHOro rocy1apCTBEHHONO GIOKETHOTO YUPEkKICHHS)

or 28.11.2025 Ne 1302/HIISCMII paspemaet BBOA B IPakAaHCKHIA obopoT

(nara) (HoMmep)
B Poccuiickoii ®enepauun MMMyHOGHOIOrHYECKOTO JIEKAPCTBEHHOTO penapaTa

AHATOKCUH U (pTepUIHO-CTONOHAYHBII OUMIIEHHBIN aJcOpOUPOBAHHBIIH

C YMEHBIIEHHBIM COACPKaHUEeM aHTUIeHOB XuAKuii (AJIC-M-aHaTOKCHH)

(ToproBoe HaMMEHOBaHKE)
AHaTOKCUH UG TepUItHO-CTONOHAIHBIN

(MexIyHapOAHOE HEMATEHTOBAHHOE HANMEHOBAHHUE (IPYIMPOBOYHOE MM XUMHYECKOE)
CYCHEH3H Il BHY TPMMBIIIEYHOT'O M MOIKOKHOTO BBEIEHMS,
[anaTokcun ¢ THOMepcanoM] 1 M - ammysist (10 wT.) - KOPOGKH KapTOHHEHIE -
151 J1e4eOHO-TPOUITAKTHYESCKHIX YUPEIKACHHUI

(opma Bbimycka (¢ yKazaHMeM JIeKapCTBEHHOM (pOPMBI, T03UPOBKH, (PaCOBKH) 1 KOJTMUYECTBO B YIIaKOBKe)
cepum I117525 , 00beM cepuu mau mapruu 20155 :
(Homep cepun) (KONIMYECTBO YIAKOBOK)

rogedH 1o 06.2028 ,
(cpok romHOCTH)
Npou3BOACTBA AKLMOHEpHOro obmectBa "HayuHo- HpOI/ISBOJlCTBCHHOG o0beIMHEeHUE 110
MEMLUIHCKAM ~ MUMMYHOOMOJIOTUYECKHM  Ipernaparam oM (AO "HIIO
"Muxkporen"), Poccus, 614089, Ilepmckmii kpaif, r.g%d arckas, n. 177
(Bce cTaquM, BKII0Yas BHITYCKAIOIIMI KOHTPOJIb KauechBs

&

"Mukporen" (AO "HIIO "Muxkporen"), Poccus, 115088, r. Me o
a. 15, crp. 2.

(HauMeHoOBaHMe, apec)

JIOKYMEHT HOJUITMCAH
MIEKTPOHHOM 1OJUTUCHIO

3aMeCTI/ITeJII> pyKOBOHI/ITeH}I Ceprudukar 42D1B24AD82BBD113BD1263FE2CCBC89
P c3 B 0 Bnanenen Ilapxomenko Jmutpuii Beesostogosu I[B . HapXOMeHKO
4 'Hpa Halls pa Heiiersurenen ¢ 07.04.2025 o 01.07.2026




AKumMoHepHoe 061LECTBO
«Hayuno-npon3poAcTBeHHOE 00BEAMHEHHE 110 MEAMUMHCKAM HMMYHOGHOIOTHYECKUM TIpenaparam
«Mukporem»
Anpec MECTa OCYIECTBICHUS IMLICH3UPYEMOTO BH/a NCATCILHOCTH
Poccus, 614089, Ilepmcxnit kpai, r. [lepms, yir. Bparckas, 177

TTACIIOPT M 309 om 03.09.2025 2.

- AHATOKCHH AHPTEPHIHHO-CTONOHAUHBIH OuMHIIEHHDbIH AACOPOHPOBAHHDIH
T'oprosoe naumenosanue J111

€ YMEHbUIEHHBIM COACPKAHNEM AHTHI¢HOB KuAKHI (AJJC-M-aHaToKCHH)
Mesxyynapoiioe HenateHTOBaHHOE,
WM TPYTIIMPOBOYHOE, MK

XHUMHUYCCKOC HAUMCHOBAHHUC

AHATOKCHH JMPTEPHITHO-CTONOHAYHbIH

JlexaperBennas popma cycnensus Ons GHYMpPUMbIULEYHO20 U NOOKOIICHO20 B6E0eHUS

Perucrpaunonnoe yaocroseperne JIIN-No(006045)-(PI'-RU)

Homep cepun 1117525
Konuuecrso, ea. usmepennst 20155 ynaxoBok

Wcnbiranus nposeens no HJ no kayecrsy JIIT-No(006045)-(PI'-RU)-271124

Jlara npoussojcrsa 07.25
Fosen 0 06.28

Orcatue yrnakoBki

AnarokeHH ¢ tHoMepeaiom 1o 0,5 mi (1 npusHBOUHas ;Lma

wit 1 v (2 npHBHBOUHBIE 103b1), aHatokcHd Ges THOMEpcanas

110 0,5 Mt (1 MPUBHBOUHAR 1034) B aMITY/Tbi BMECTHMOCTBIO | M1 T

wm 2 M 13 creiota Mapikn HC-3 win 13 crexna 1-ro ruponm -
THYECKOIO KI1Acca.
Ha amnysnnl HaxiensaioT 5TukeTkd u3 Gymarn odeer-
Holi My 3 GyMarn caMoKJIesIeics, WM TeKCT HaHO=
CAT Ha amityJibl ObICTpO3aKperusiowelics kpackoit (uep-
HHJIAMH).

Ne Tokazarenm TpeGosans rio HJ1 1o kauectsy Pesynbrams! KOHTPOS
n/n JITT-Ne(006045){(PT"-RU)-271124
1 2 3 4
1. | Omncanne OrmatecuppyIowias KuIKocTs 6es1oro usera ¢ ceposatsiM Wi | OnanectypyroLas KUIKOCTh GeJION0 LBEeTa ¢ HKTIOBATHIM
HKEITTOBATHIM oTTeHKOM. TTpu oTcTanBatmy passensercs Hapbix- | orrenkom. Tlpn orcranBanmn pasiensercs Ha puIxiblii oca-
Jblif ocaziok 6es10ro Wik 61010 € CePOBATLIM WIH MKEITTOBATHIM | JIOK GIOND € HKEITTOBATHIM OTICHKOM LIBETA, JIETKO AHCIIepIH -
OTTEHKOM LIBETA, JIETKO JMCHEPIUPYIONIMIACA TIPH BCIPAXHBA- | PYIOUWIACSH TPH BOTPAXHBAHHH, W IIPO3PAYHYIO GECLIBETHYIO
HHH, K NTPO3PATHYIO OeCLBETHYIO HALOCAIOMHYIO XUIKOCTH HAZIOCA/I04HYIO HHIKOCTD,
Coorsercisyer
2. | HNMowmmuocts Jloroxen ofuiazars HMMYHOTEHHOM akIHBHOCTBIO, obecnieunat | OOnaziaeT IMMYHOICHHON aKTHBHOCTLIO.
sauty ot jieHcTsus audrrepiiHoro 1 crondisunoro TokenHos | Cootsercrsyer
3. Mexannueckue sionovennst: | Jlospken Buyiepykusams tpeGosarnst HJL Bouieprvact tpebosanus HJL
BH/IHMbIC YaCTHII Coomsercsyer
4, | pH Or641073 6,97 '
Coomserciyer
5. | THpoxomimocts uepes uriy Cycrierzust npenapara, obpasyiowasics npu Beipaxusaiuy, | Cycnesus npenapara, 006pasyioLasics MpH BCIPAXHBAHMM,
JIOIDKHA CBOOO/IHO NPOXQIHTS B LTpHLL vepes 1ty 0.8<40 €BOGOHO IPOXOAMT B LLIpHLL yepes urity 0,8x40.
Coorserersyer
6. Bpemst Cycnensust nperiapara, obpasyiotnasics pu Berpsxusanun, He | Cycnersust npenapara, oGpasyiowascs Mpy BCTPIXMBAHIH,
Ce/MEHTALWIOHHOMN JIO/IKHA TONHOCTBLEO PACCIIAHBATHCS B TEYSHHE 2,5 MHH TIOJIHOCTLIO HE PAcC/IauBactes B TeHeHHe 2,5 MU,
yCTolurBoCTH Coorsercrsyer
7. CrepiibHOCTb Jlomien ObITh CTepUILHBIM CrepiibHblit
Coomserersyer
8. AHoMansHas JloinkeH ObITb HETOKCHYHBIM Herokenynblii
TOKCHIHOCTD Coorsercrayer
9, Crieupnyeckast Jlomien 6brm Ge30macHbM Besonacibiii
6e30MacHOCTD Coomercisyer
10. | Cremmdmueckas Jlomien ofaam. MMMYHOTEHHOI aKTHBHOCTHIO, obecrieunBas | MMMylorenHbIii:
AKTHBHOCTH BhoKMBaeMocTh 100% MMMYHIBHPOBAHHBIX JKHUBOTHBIX NpH 3a~ | BobkusacMocts st smdrmepuitoro komnonerrra 100%;
paKeniH NeTaIbHOM J1030H M TEpUitHONO TOKCHHA M HE MCHCE | BhDKHBACMOCTS 1151 CTONGHAMHOIO KoMioHeHTa 70%.
70% UMMYHH3UPOBAHHBIX XKMBOTHBIX NIPH 3apakeHun Jietaib- | CootsercByer
HOH J1030i1 CTOSIGHAYHONO TOKCHHA
11. | Tonuora copbrum B 1 Mt HazocazotHoi SKIKOCTH COJIgpkaHme CopOrmst nontast
= Quuientoro audrmepuiiHoro|  HeaeopOupoBaHHOIO AMdrepriiHOro anarokcnHa He JaomikHo | mexee 1 Li/mi
AHATOKCHHA mipessiuars 1 Lf,
- OUHLICHHOIO HeaIcopGHPOBAHHOIO CTaOHsMHONO aHatokensa - 0,1 EC meriee 0,1 EC/mn
CTONOHSYHONO AHATOKCHHA Coomsercisyer
12. | Popmanbernn He Gostee 100 mir/mn 13,5 mxr/mn
Cootsercisyer
13. | Twomepcan Or 85 yi0 115 mxr/mn
14, | AmOMHHHS THIPOKCHL He Ganee 1,1 Mr/mu (8 nepecuere Ha amomunmii Al')
15. | M3nnexaembiii 0Gbem He mMenee HOMHHATBLHONO

Crp. 1 n3 2




Toprosoe naumenosanue JII1

Homep ceprn [117523

TTACIIOPT Ne 309 ot 03.09.2025 2.

Anatoxcns audrepuiiHo-cToNGHAHBI 0YHILEHHBII AACOPOHPOBAHHBII
€ YMEHbUIEHHBIM COAePKAHHEM aHTHIeHOB xuaAKHil (ALC-M-anaTokcun)

Konuuecrso, ex. usmepenust 20155 ynakoBok

1

2

3

4

16. | Onmcanme yrnakoky

A) Ilo 10 avmyn B xopoOke 13 kaprona. B kopoOky BrIabia -
10T MHCTPYKLIMIO T10 TIPHMEHEHHIO (JIMCTOK-BIUTALbILL) H CIApH -
(ucarop amnysmsHbiit, KopoOkn okiensaior ymikeToi-6anyie -
PIBIO 13 Gymari ooeTHOl.

b) Io 5 amryn B kontypiioli siuelikoBoil ynakonke 13 ricHKit
TOMMBUHHNXIIOPHANOI. T1o 2 KoHTypHbIe siueiikoBbiC YTiaKoBKu
B [TAYKE H3 KApTOHA C MHCTPYKUHEH 110 IPUMEHCHUIO (JIMCTOK-
BIJIA/IbI) 1 CKAPH(HKATOPOM aMITYJTbHBIM.

TlpHt yriaKoBKe amItysl, MMEIOLIX HACEUKY, KJILLO WM TOUKY
URI0MA, CKApUQHKATOP AMITYSILHBIH HE BKIA/BIBAIOT.

ITo 10 ammyn ¢ MHCTPYKuKEH 110 IIPUMEHEHHIO (JIHCTOK-BKIIa -
Jbin) B kopoOke 13 xaprona 1o TY 5441-026-00278882-
2016, orwteeHHOH YruKeTKOH-0aHepOsbIo 13 Gymarn ofxer-
noii CTO 57448909-002-2014,

AMITyJIbI € KOTBLIOM HRIIOMA,

I'pynnosasi 1 Tpascriopraas ynaioska 11o 'OCT 17768-90).
Coorsercisyer.

17. | Mapiaposka

1) lepsuunas ynakoska, Ha amnyine / ytukeTke am-
TyJibl YKa3bIBAIOT: COKPAUIEHHOE TOProBOEe HaHMEHOBA-
uue npenapara (AJIC-M-anatokcuu), KOJHYECTBO 1pe-
napara B amityjic B MJUIWIKTPAX, KOJIMYECTBO JI03 Tpe-
napara B amnyJe, nyTh BBeJeHHA (B/M; 1/K), Homep ce-
pun (Gyxsenno-uudpposoe o6o3Havenue), gary Hereye-
HHS CPOKA FOAHOCTH (rOAEH J0 ...), NPEAYNPENTED -
Hy10 Hajuueh (Berpaxusarn!).

2) Bropnunast ynakoBka. Ha nauke wi sTukerke-
GanIepoONIM yKa3hIBAIOT:

a) TOProBoc HaMMCHOBaHME mnpenapara (AHATOKCHH
AU TEPUIiHO-CTONOHAUHBIH OUHILIEHHBI a1cOPOHpOBaH -
HBIH ¢ YMEHBLICHHBIM COLCPIKAHHEM AHTHIEHOB HKHKHIi
(AJIC-M-anarokcin));

0) rpynnupoBouHOe HaumeHoBaHne (Anarokenn augre-
PHITHO-CTONOHS Y HBII);

B) COKPAIICHHOC HAUMCHOBAHUE JIepIKATEssl PETHCTPa-
LMOHHOrO Y0CTOBEPEHHSA/TIPOM3BOANTEIA JICKAPCTBEH -
Horo npenapara (AO «HITO «Mukporen») n ero Tosap-
HbIH 3HAK;

r) ajpec 1 TenedoH Jepxaresis perueTpauuoHHoro yio-
CTOBEPCHHSA/NPOHSBOAUTENS  JIEKAPCTBEHHOTO  Ipelia-
para; COKpalEHHbIH ajpec NpoMsBojicTBa (CTpana, ro-
pox);

1) JiekapeTBeHHyI0 GopMy (CycrieHsus uisi BHYTPHMBI-
ICYHOTO H MOKOXHOI'O BBEJACHHS);

€) JI03MpOBKa JUIs IAHHOTO JICKAPCTBEHHOI'O npenapara
HE YCTAHOBJICHA;

XK) KOJMYECTBO Npenapara B MHUTHIMTPAX M KOJMYE-
CTBO /103 B aMITyJI€, KOJTMYECTBO aMITyJl B YITAKOBKE;

3) MHQOPMALMIO 0 COCTAaBE JICKAPCTBEHHOrO Npenapara
(Cocras);

H) HoMep cepuu (OykBeHHO-LU(POBOE 0603HAUCHHE);

K) J1aTy NpON3BOICTBA;

J1) ATy MCTEUEHHS CpoKa rOAHOCTH (FOJICH J10. .. ),

M) yciioBus XpaHenusi (XpauuTh npH remneparype ot 2
J0 8°C. He 3amopaskunats);

H) nyTh BBEACHUS (HA BTOPHYHOI YNIAKOBKE HE yKaszaH,
TaK KaK OH BK/IIOYEH B Ha3BaHWE JIEKapCTBEHHOI (op-
Mbl);

0) YC/IOBHS OTIIYCKa;

n) npeaynpeanTenbabie Hagnuc: «Crepunbhon, «Xpa-
HATb B HEAOCTYITHOM /uist Jeteii mecren, «Ilepes sBesie-
HHEM BCTPAXHBATLY, JUI Mpenapara bes KOHCEepBaHTa
ykaspiBator (He cosepxkur konceppanra);

P) WTPUX-KOX;

¢) cnocob npumenchus (Criocod npuMeHenus: oM.
MHCTPYKIHIO 110 MEIHUHHCKOMY HPUMEHECHHIO (JIMCTOK-
BIJIAZIBILL) )

T) CPEJCTBO HACHTH(HKAUNH,

Jlornyckaercs HaHocHTh HOMep cepun (GykBeHHO-M{) -
poBoc 0G03HAYEHHE), ATy NPOM3BOACTBA U JIATY HCTEHEe-
HISL CPOKA rOJAHOCTH Ha GOKOBbIE HOBEPXHOCTH KOPOGKH.

1) Ieppuunas ynakoska,

Ha smikerke amiyiibl yKkasaHo: cOKPAUIEHHOE TOPIOBOE Ha-
nvetopanme  npenapara (AJIC-M-aHarokcHH), KoiM4ecrso
npenapara B amitysie (1 M), KOHUecTBO J103 Npenapara B am -
nyne (2 03b1), myms peeieHds (WM 1K), HOMep cepuit
(I117525), para merevenns cpoka roauoctv (rojet 10 0628),
npe/iynpeanTesibias Hauich (Berpsixusain!),

2) Bropuunan ynakoska. Ha ymikerxe-0anziepoim ykasato:
4a) TOProBoe HauMeHoBanne npenapara (AHatokeHs Jwdye-
PHITHO-CTONIOHSAYHBI  OUMITICHHDBI  aCOpOMPOBAHHDI ¢
YMEHBIICHHDIM COZICPMAHHEM aHTHreHoB amaknii (AJIC-M-
aHarokcHH));  6)  rPyNNMPOBOYHOE  HAWMEHOBAHME
(Anarokcut audyrepuitno-cTonGHIYHbI);

B) COKPAUICHHOC HAUMCHOBAHHC [CPIKATENS PEru-
CTPALMOHHOrO  YIOCTOBEPEHHS/TIPOU3BOANTENS  Jie-
kapcreeHHoro npenapara (AO «HITO «Mukporen») n
ero ToBapHblii 3nak (Mukporen);

r) aspec M TenedoH JepKaTeNs perucTpalMOHHOro
YJOCTOBEPEHHS/TIPOH3BOANTEIIA JIEKAPCTBEHHOTO Mpe-~
napara (Poccus, 115088, r. Mocksa, yi. 1-n JlyGposekas,
115, cip. 2 e, (495)710-37-87); coxpaiuennslit agpec
npoussozcrsa (Pocens, r. Iepmb);

J) nekapcrBeHnas opma (CyCHeH3Hs ISt BHY TPHMbI -
IICYHOTO U MOAKOKHOrO BBEACHHS);

€) JIO3HPOBKA JYIsl JAHHOI'O JIEKAPCTBEHHOTO TIpena-
parta He yCTaHOBJICHa;

) KOJIMHeCTBo npenapara B Muuimiurpax (o 1 mi)
W KOJIMYECTBO J103 B amiiylie (2 03bl), KOIMYECTBO
amirys B ynakoske (10 ammyan);

3) uadopMauns 0 cocrape JIGKAPCTREHHOrO nperna-
para (Cocras. B 1 nose (0,5 min) conepoxurcst: Tlpenapam ¢
Koncepearmom: JIeHcTByionme BEILICCTBA: AHATOKCHH (-
TepHittblii - 5 Lf; anarokcin cronGusunsii - 5 EC; Beromo-
IaTe/IbHbIC BELIECTBA: ATOMHHHA THIPOKCHA (B Tiepecuere
Ha anoMunui AIM') - te Govee 0,55 Mr; KOHOEPBAHT = THO=
Mepear - o1 42,5 o 57,5 mxr; dopmanbaeruz - ve Gosee 50
MKT');

M) ycnosHs XpaHenus (Xpasnuth Npu TeMrepatype oT
2 10 8°C. He 3aMopaxuBath);

H) IyTh BBEICHHS BKIIOYEH B HA3BaHHE JICKAPCTBCH -
HOit (popMbi;

0) ycinoust omiycka (Jlns  seueOHo-npodiaKMueckux
YUPOKICHHIT);

RPREAEHSALHLIC  HAANWCH! ((CTepHJlbllO»,

i uis ietelt mecten, «llepen

WoussocTna (0725) u
S (ronen 510 0628) saire-

18. | YanoBisi xpaneHus

»Hpu '{L*Mnc;xnype orr2 110 8 °C. He samopakusars. Tpascnopmipylor npi Tédy

19. | Cpox roaHoc

B 3roma

| Hara nporssofet

(PI'-RU)-271124

Jlara Bbitaum nacriopra «03» cexhquu 2025 r,
C mpumuwmpoﬁnonol J]MIK '.

Hauanbuk YOB'I K (OKK)'.

i

[ynsunena E.A./
(Wasumn H.0.)

/Ilepepozunkos A.B./
(@avmma HO,)

Ulojprnocii) -

3akuouenne: ﬂckapcwcﬁ}lbm npcnapm ANCK M~ana.;romml cepun [117525 coorBercTByer TpeGoBaHMAM ll[l Nno Ka4yecTBy HFI-N«»(006()45)-

Crp. 2132




