PA3PEIIEHUE

Ha BBOJ B I'pak/laHCKuii 000poT B Poccuiickoit @enepaliu ceprn Wiid mapTHH
npousseieHHoro B Poccuiickoit @eznepaiy mim BBo3uMoro B Poccuiickyro denepanuio
MMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOT'O Mperapara

Ne P006-00110-77/03665766 ot 01.11.2025

Beigano AxuuoHepHoMy oOuiectBy "HayuHO-TIpOM3BOACTBEHHOE OOBEAMHEHHE 10
MEJUUMHCKMM MMMYHOOUONIOTMYECKMM mpenapataM "Mukpored", Poccus, 115088,
r. Mocksa, yi. 1-s1 [ly6poBckast, a. 15, ctp. 2, UHH: 7722422237.
(HauMeHOBaHME FOPUAUYECKOTO JINLIA, Fopuaudeckuii anpec, MHH)
®enepanbHasg cayxk0a nmo Haa3opy B cdepe 3ApaBOOXpPaHEHHS HA OCHOBAHUH
3aK/I0YEeHHs1  HCOBITATEIBHOTO  LEHTpA  SKCHEPTU3bl  KadyecTBA  MEIUIUMHCKHUX
MMMYHOOUOJIOTHYECKHX MpenaparoB dDefepaibHOIO TOCYAapCTBEHHOIO OIOIKETHOIO
yupexaenus "Haydnbii UEHTp OSKCIEpTH3bl CPEACTB MEOUIMHCKOrO MpHMeHeHus"
MunucrepceTsa 3apaBooxpanenns Poccuiickoit Meepanyn
(naumeHoBaHue (e/lepaTbHOro rocy AapCTBEHHOTO OODKETHOTO YUPEKAEHNUS)

or 30.10.2025 Ne 1183/HIIDCMII pa3peumaer BBOA B IPasKIAHCKHIA 060poT
(nara) (HOMED)
B Poccuiickoi @egepaniuu MIMMYHOOHOI0THYECKOT0 JIEKAPCTBEHHOI0 Mpenapara
AHaTOKCUH CTOJIOHAYHBIN OUMIIEHHBIH afcopOupoBanHblil xuakuii (AC-aHATOKCHH)
(TOproBoe HaMMEHOBaHHE)
AHATOKCUH CTOJIOHSYHBIH
(MeXIyHapoJHOE HENaTeHTOBAHHOE HaUMEHOBaHUE (IPYMITUPOBOYHOE WK XUMUYECKOE)
CYCHCH3MS ISl MOAKOXKHOIO BBEAECHMs, [AHATOKCUH ¢ THOMEpcalioM] 1 MJT - aMITyJIbl
(10 mT.) - KOPOOKM KapTOHHBIE - ISt JIeUeOHO-TPOPUIIAKTHYECKHIX YIPEXK AEHUI
(dopma BrIITycKa (C yKazaHHeM JeKapCTBEHHON (OPMBI, T03UPOBKH, (PACOBKU) U KOIMYECTBO B YIAKOBKE)
cepun [103925 , 00bem cepuM WM napruu 19950
(Homep cepun) (KOJIMYECTBO YIMAKOBOK)
rogen go 05.2028 s
(CpOK roJiHOCTH)
Npou3BOJACcTBA AKUMOHEpHOro obmiecta "HaydHO-pOU3BOACTBEHHOE OOBEJUHEHUE 10
MEIMLUHCKAM ~ MMMyHOOHoONOrMueckum mpemnaparam "Mukporen” (AO  "HIIO
"Mukporen"), Poccus, 614089, Ilepmckuii kpai, r. Ilepmp, yi. Bparckas, n. 177 (sce
CTaJMu, BKJIt0Yas BBITYCKAIOIIMI KOHTPOJIb KAaUecTBa).

(HauMeHOBaHWE U a{PeC NPOM3BOAUTENS (C yKa3aHUEeM CTauil IPOM3BOACTBA)
Perucrpauuonnoe ygocrogepenue Ne JIIT-No(005842)-(PT-RU) ot 19.06.2024.
Jlep:kaTesib PerucTPanMOHHOrO yAOCToBepeHHs AKIMOHepHOe obmectBo "Hayuro-
MPOU3BOJICTBEHHOE 0ObEMHEHHE 110 MEJMIIHCKAM UMMYHOOHOIOTHYECKUM TpernapaTam
"Muxporen" (AO "HIIO "Muxporen"), Poccus, 115088, r. Mocksa, yiu. 1-a JlyGposckas,
.15, crp. 2.
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Toprosoe nanvenosanue 111

ARipoHepHoe nbijecTso

«Hayuso-npoussojCcTBenHoe 0BReANHEHHE T MEULHHCKUM HMMYHODHOIOTHYECKUM NIpenapaTanm

«Murporen»
Ajpec MECTA OCYLIECTB/ICHNA HUEH3UPYEMOL) BHA JRATENIBHOCTH
Poceus, 614089, Tepmorii kpail, r. Nepws, yi. Bpatcxas, 177.

HDACHOPT No 286 om 21.08.2025 2.

Anaroxonn cro/bununsii ouumennnii agcoptuposannbii xugkni (AC- amaTorcun)

MexkayHapogHoe HenaTeHToBanHoe,
WK TPYRRHPOBOUHOR,
HAH XHMHUYECKOe HAUMEHOBaBHE
Jlerapcrsennas Gopma

PerucTpayHoHHoe YA0CTOBepeHHe

Homep cepun 1103925

Koanuectsn, ej. wamepenns 18950 ynakopox

Anaroxers CcronGHauHbii

cycnensus Ot NOOKOXCHO2G eeedenus

JIT-Ne(005842)-(PI-RL)
Hara npoussogersa 0625

Togen go 0528

Wcrprranus nposegenst no HA no kavecrsy JHI-No(0D5842)-(PE-R1N-111124
‘MNe Torasaresny TpeBosanvs no H no Kavecrey Pe3yabTaTh KOHTPOJS
Wi AI1-Ne(005842)-(PT-RLI-111124
1 2 3 4
1 Onncanye Onazectmpyionias KHAKOCT: GRA0TO LBETA € OKeAToBaThiM | ONUIeCUMDPYIONAA uAKocTh Genoro usera, [ipw orcransamm
orreskom. [Ipy OTCTanBsanuy PAsALIASTCA Ha PHIXIRIE OC4Z0K | Dasfessercs Ha Deipid  ocduox  Deaorc  1pera,  APTKO
Desoro wimt Genoro © JKENTORATRIM OTTEHKOM LBeTS, JOTKO | AMCTHEPTHDYIOILIHCE 7NPH  BCTDHXHBAHHH, M ODOIPAUHYIo
JMCTISPrUDYIONMIECS  NPH BOTDAXMBEHHE, M HpO3passyio | OPCUBETHYIO H3ZOCAZOUHYIO MUIKOCTh.
GeCUBETHYIO HAAOCAAOUHY I FRIAKOCTS, CooreeTcrayer
2 HopmnHnets Homwxken oGA3gaTh HMMYHOTRHHON akTHBHOCTLIO, ofecnieunsas | (0137367 WMMYHOreHHOA aKTUBHOCTRIO, 0DECneunBas 3aumpTy
JAMETY OT ALHCTENA CTONDHAYHOIO TOKCHHA o1 AeHCTBIE CronbHARHOrO TOKCHHA.
Coorercrayer
3 Mexannueckue Bugnninie MEXGHHUECKHE BRIIDUSHHS JOKHBL UICY ICTBOBATE BuanMeie MEXaHHUSCKHE BRIIUSHUA OTCYTCTBYIOT,
BIKHOYEHHA Coorsercrayer
4. pH Or64a07.3 6,75
CooTseTcTByeT
5. TMpozogumocts Cycnensusn  npenapata, ODPAIVIOIISACS FDH BCTpsXMBanuy, | CyCneHsud npenapata, obpasyioulasca npH  BCIPAXHMBAHMM,
HEPEI UrY J0mEHE CROTOAHO HPOXOZHTE B IENPHL yepes nray 0,8x40 cpofioaHo NPOXoANT § WPk vepea uoiry 0,8x40.
CooTRETCTBY ST
6. Bpewms Cycrenans npenapara, obpasviomaacs npy scrpaxusanuy, se | Cycnesawa npenapara, 00pasyiomasca 1Py BCTPAXUBaHMY, HE
CRAHMEHTALHOHRON AQIDRHE MO/HOCTBH) DACCIRHBATECS B TeueHne 2.5 Mun PACCHANBALTCR TIOTHOCTHIN B TeyenHe 2,5 v,
YOTOHMMBOCTH CoOTBeTCTRYET
Ze e mumLHacTh Homsen 6uITH CTepHALIRIM Crepu/isHsi
CooteercTsyer
4. Anomansnan Homxen DrITh HETOKCHUHBIM Hetoreu Hbii
TOKCHUHOCTD Conrsercrayer
9. Crienpdiueckas Hosoxen Ol HE30T3CHEM bezonacupii
BEIONACHACTR Coursercysyer
10, | Creyndmyeckas [pusurounas 2033 (0.5 ma) ane ueaosexka gomkda ofnagars | 91,0 MEB 0,5 mn
ARTHEHGCTH AKTHBROCTLID He Hwke 40 ME CoovBeTCTRYET
11,1 Hosnora copbuus B 1 M HAJAOCAHOHUMOH  SKMAKOCTH  cogepmamve | B I magocapounol  amaxocty  mexee 01 EC
HeaCopONPOBAaEHOTD CTOADHAYHONG AHATOKCHHA HE AGMKHO | HeacopfupOBaHBOre CTONCHAYHOID aHATOKCHHA
apessimare - 0,1 EC. {60TBETCTRYET
12, | Popmamsgerng He Gonee 200 swrfn 16 vsr/vn
COOTRETCTBYET
3. | Tuomepcan O7 85 o 115 MEr/ma 99 MKréma
COOTBETCTRYET
4L Amomprns He Bosee 1,1 mré sz (3 nepecuete Ha amoymamil A7) 0,85 mrima
IRADOKCHA CoOTBeTCTRYET
15, | Vopaexaemesit o0bem | He MpHER HOMIMUIBHOTO 10w
Coorsercrayer
6. | ¥Ynasowra AMATORCHH ¢ THOMEPCATOM N0 0,5 ma (1 npueEmBounan AHATORCHH C THOMEDCAAOM N0 L Mt (2 npUBHBOYHEIE 40381} B
osa) wa 1w (2 npususoussle Jo3st), auaroxcn ey AMITY bt BMECTMOCTRIO 1 My 13 cTeriia mapky HC-3. Ha
wuomepeana 1o 0,5 M (1 TPUBMBOUHAR 032) B AMITYIbE aMIYITHL HAKTEEHA STHKETKE 13 Gymars camoxaesnieHos.
BMECTHMOCTRIO | w1 13 Crerna Mapki HO-3 wam i cresra 1- | 110 10 @My © HCTDYRIpIeR 1o npusichensg (WCTkom-
FO FHPOTMTHUSCKOTG KIACCH, BRIaRIIEM) B Kopabke 13 KapTOHA. B
; s " - . KopoBru  oxnieenst  amuxersoi-Gangepomsis  m3  Oymarn
Ha amnysst  HaReHMBsaoT  aTHKeTKH w3 Oymard odersol.
O(bCCTH()}i MW O¥yMard CaMORISIIIencs, WiH CaMOKIRRIYIOUH ;\Mﬂyﬂbl € ROARHOM HAA0MA.
DTHERTRY, jatsicd TEKET HAHOCAT Ha AMIFY D >
GLICTPO3EKPRN MO icH Kpackoii >
A) Tlp 10 amnyn B xopobke n3 xaproua. B xopodxy
BKAQABBAIOT HHCTPYKIPIO 110 NPHMeHeHHG (THOTOR-BRAABIN) . AMMYHODROIOT
H CKAPUDIHKATOD aMITYIbHBI. T goMnaBRg®
Kopofks OKIeHBAIOT STHKETKOR-DaHiepo/ipio 13 Bymary “National
oheeTHOR. lmmunobiologica‘
B) Mo 5 amny/ B KOHTY PHOH aueliKoRoH YIAKORKE H3 NAPHKH Company»
noavsHaAXI0puaHoH. [To 2 KOHTYDHER TUeliKORLIe VIIZKOBKY Joint Stock
B HAMKE W3 KAPTOHA C MHCTPYKUMeH 10 IpUMensesne JIMCTROM-
BEAATRILEM) ¥ CKAPHPHKATOPOM sy IRHE,
[Ipy YOAKOBKE 3V, UMEIOLLHY HACCYKY, KOAbLD Win

Ciplusl



Topropoe Hanmenosanne JHT
Homep cepun 1103925

Komuectso e, namepenua 19950 yIaKoBOK

HACHOPT Ne 286 om 21,08.2025 2.

Anarokcus cronbusunnii ounmennsiil ancopbupoBannsiit xugkui (AC- anaroxcus)

1 2 3 4

17. | ¥naxosxa TOYKY ¥30M3, CKApHOHKaTop aMnyibHbii #e
HRAAALIBAKIT,

18. 1 Mapkuposga 1} Heppuunan YHAKOBKS » 1} Hepnuunasn yoakopxa.
Ha amnyne/atikerske asmynsr yraswpaior: Coxpaulensioe | Ha  9TUKeTKe  aMny/bl  yXasaHO  CORDAIUEHHOE  TOProsoe
Topropoe  Hauvewopanwe  upenapara  (AC-asavoxcuu), | manvenorawue nperapata (AC-aHaTorcnn), o0bem (1w,
KOAWUECTRO NpPENapara B aMily/le B MWIIHANTPAX, KOAMEECTBO | KomuuecTso 703 (2 J03B1), BEOAMICH (r/x), HoMep CepuM
/103 (PPIADATA B aMTIYIIe, YT BBejenua (0/K), Homep cepuu | (1103925), gara wcresenns cpoka rogpocts (rojen Ao 0528),
(Oyreennu-tpdposoe obo3HaueHHe}, Aaty MCTeueHMa Cpoka | «Borpaxusarsis.
rogHecTs  (FOAEH  A0..), NPEAYDPeAHTEABHYIO  Haanmch | 2) Bropmumas yriaxkoska.
(Berpsxare! . Ha arsxeTRe-0aHge POy YRa3aHO!
2} Bropusuan yHaKoBKa. Ayroproene HAWMEHOBAHNHE apenapara {AHaTOKCHE
Ha nauxe wm ITHKeTRE-DAHAEDDAN YKA3HIRAIOTT cronbusunblil OUMIMEHHBIH  afCcopOMPOBAHHLI auakwit (AC-
&) TOProBOe HaUMEHUBAHKE Nperiapata {AHaToKCHR AHATOKCHH));
CTONGHAYHLIT OUHILEHHBI 47C0pEHpoBanHbH K (AC- 5) TPYNIHPOBOYHE HAUMEHOBAHNE (AHATOKCHE CTONOHUHLIA);
AHATOKCHH)); ) COKPALEHHOE HAUMCHOBAHKE JEPKATeNs PerHCTPalMONHOIe
0) rpyruupoBouHOe HanMeHoRaHMe (ARATOKCHH VAOCTOBEPEHHATIDOM3BOANTENY  JIEKAPCTREHHOFO  APenapara
croHsuRbE); {AQ«HID «Muxporen») 4 ero TorapHsiti 38K (Murporeit);
8) COKPAlEHHOE HANMBHOBAHME JC[IRATENS PETHCTPAIMOHHOTG | F)  aipec M TeaedoH  JepKarensd  PErHCTPALMOHHOID
VADCTDBERSHMA/TIPOM3BOAMTEN  IPKADCTROHHOIO  NIPENapara | VACCTOREPEHMS/NDOM3BOANTRIN  NEKAPCTBRHHORO  TIDenapard
(A (Poccus, 115088, r.Mocksa, yal-s AyGposckas, a.15, c1p.2,
«HITO « Muxpores») 4 era TosapHsi 3HaK; tenetion {(495)710-37-87); corpanienssii ajApec npoMIBnACTRA
r}  aapec w  Ttenedon  aepmaresn  perucrpaumonrorp | (Pocous, v Tlepmp)
VADCTOBEPEHMAMPOUIBOANTENE  JIKAPCTBEHHOTD TipenapaTa; | 4)  JexaporsenHas  (opma  (CyCneHsps A8 DOJKORHOIG
CORPAEHHBE 3apec HPOUSBDICTRE (CTRANE, TOPOA) BBEACHNS);
Ay nekapersenHyic  (Qopmy  (CYCHeH3WS I MDAKOKHOTG | ) ACIMPOBKA A1 JEHHOIG ABKAPCTREHHOIT NPENnapara He
BEBJICHNE); YCTAHOBARHA,
£} A0IUPUBKA JIT JAHHOTO NEKApPCTEeHHOID NIPRNapaTa He K} KOMMECTBO ASKADCTBEHHON NpENapaTa B Muwrmmimpax (1),
YUTRHOBARHA, gosmmecTen 403 (2 20361 B aviyie, Komsecrso avnyi (10 avmys) s
K) KOAHYECTRO SIPRAPCTEEHHOTO NPRTApATa B MATTIHIDAX VIAKOBKE;
KO/MURCTRO JI03 B AMTTY/IR, KOMURCTRO aMIIYST B VITAKOBKE, 3} sudopmanug 0 Coctase sieKaporeennora npenapara (Cocras,
3} HHQOPMALHIO O COCTABE EKaPCTBRHHOIC 1Ipenapara B 1 goze (0.5 w1} cogepsurca: [penapam ¢ KOHCCPSURMOM:

' {Corran); JeficTryioliee BELIECTRO: aHATORCHH CroabusuHbii — 10 EC:
W) Homep cepuu (Oykeesno-upposoe obosnauenne BornoMararensubie BRLeCTBa UTOMHHEIA THADOKCHA (B
B} AGTY UPOMSBOACTR; nepecyete 1a amovusmit AN) — ne Gonee 0,55 mr;
7Y AATY WCTEYRHHA CPUKE FOAHOCTY (Togen 40... )% KOHCEpBaHT - THOMEPCAT - 07 42,5 50 57,5 MKt; QOpMansgers -
M) YCA0RHS xpanernst (XpasnTs 1pu TeMnepatype ot 2 2o 8 He fones 100 MR},
°C. He 3aMOpaRMBaTS. }; M) yoaoBus xpanesis {Xpasurs nps Temneparype of 2 go 8 °C.
#) 1YTR BReARHUA (Ha BTOPUUHOH YNIAKOBKE HE yRasad, Tak Kkak | He saMoporiears. )
Ol BRIOYEH B HA3BAHKE JEKAPCTSEHHON HOPMBI); H) BYTh BBE/RHHA BIUIOUEH B HA3BARME JICRAPCTBEIOH
D VCADBHS OTIYOKE; dopmsr);
1) NpEAYTIPeANTEARHBIC HAAIHCH: «CTepuisHDY, « XPaHuTh B 0) yeaonua orayceka {(«/lim feveBHo-npodruaaKTHYeCKuX
HEAOCTYIHOM 78 AeTel MecTexr, «Ilepes peegesuenm VUDERACHWHR };
BCTPAXMBATER, A4 penapara Ge3 KoHcepeanTa yxaspisaor (He | 1) npeaynpenressubie Hagnuen: «CTepuibHoy, «Xpasuth 8
COAEPAMHT KOHUEDBAHTA), HEZOCTYTTHOM st geveit MecTe», «[lepes seegenuen
DY IITPHE-RGE BCTPHXHBATLR]
¢ €nocod npuvernenni (Cnocod npumeneHs O P} IITPHX-KOH;
UHCTRYKUWRG TI0 MEAHIMHUROMY [IPHMEHeHHIO (MCTOR- ) crincod npusieserist (Cnocod npuMeHeHHE CM. HHCTPYRUMIO
BRIAHHIIT Y TI0 MEABUHHCKOMY TPHMeHeH0 {THCTOK-BRARABIIT),
T} CPRACTRO HACHTHPHKAIMH. T) CPEACTRO HiLHTHINKALMY,
JlonveKaeTesn HaHOCHTE HoMep ceput (ByRBeHHUHPOBGE Homep cepuu (T103925), aara npoussogersa (0625) # gata
nbo3nagenne), 4aTy DPOMIBOACTEA M ATy MCTEUEHNS CPOKE HeTeueHHs CPOKA roguocTy {roaen go D528) nanecenst Ha
FOAHOCTH Ha DOKOBLIE TOBEDXHOCTH KOPOOEY, BOKUBLIE TOBEPXHOCTH KOPOBKI.
Coorsercrsver.

19, | Yosopps xpanesse {Tpu temmepatype ot 2 o 8°C. He sanmopaxusars. TPaHCNopTHPYIOT NpH Temriepatype oT 2 o 8'C. 3avopaxamanue He
HONYCKACTCR

21. | Cpux roasocta 3roga Hara npowssogersa 10.06.2025

Cogen o 31.05.2028

Saxmouense: Jekapeisennsii npenapar Anatoxonn croabrsunsii ounenHsii agcopbupopannbiil ugui (AC-anarokens) cepust 103925

COQTBREeT!

TRYET, eﬁ?ﬁagum H/ no xauecrey JHT-Ne(005842)-(PI-RU-111124

rvera 2025 1.
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