PA3PEIIEHUE

Ha BBOJ| B IPaKAaHCKHi 060poT B Poccuiickoil Oenepanuu cepun wiy napTuu
npousBeieHHoro B Poccuiickoii @enepanuu umu BBo3uMoro B Poccuiickyro ®eneparmio
MMMYHOOHOJIOTHYECKOT0 IEKapCTBEHHOTO TIpenapaTa
Ne P006-00110-77/04896705 ot 23.04.2026

Boinano  Aximonepomy — obmectBy  "HayuHO-MpOM3BOACTBEHHOE  OOBEIUHEHHE 110
MEJMIMHCKIM UMMYHOOUOIOrMYecKuM Ipenaparam "Muxkporen", Poccus, 115088, . Mockaga,
yi. 1-a JIybposckas, 1. 15, crp. 2, UHH: 7722422237.

(HaI/IMeHOBaHI/Ie IOPUANYECKOTO JIMIIA, FopuanYeckuii anpec, MHH)
@erepasibHas ciry:k0a 10 Hax30py B cepe 3APaBOOXPAHEHHS HA OCHOBAHHMH 32K.II0YeHHSI
HCIBITATSJIBHOTO  [CHTPA OKCIEPTU3bl KavyeCTBa MEAULHMHCKUX HMMYHOOHOIOTHYECKHX
npenaparoB PenepansbHOr0 ToCYIapCTBEHHOTO OHOUKETHOTO yupeskaenus "Haydwbrii LIEHTp
OKCIICPTU3BI CPE/ICTB MEIULIUMHCKOr0 MpUMEHEeHHs " MuHUCTEpCTBa 3apaBooxpanenns Poccuiickoit
Depepanuu

(HauMeHoBaHUE (eepabHOTO rOCYIapCTBEHHOTO GIOIKETHOTO YUPEKICHU)
or 22.04.2026 Ne 379/HIIDCMII pa3spemaeT BBOA B rPaIaHCKHUi odopoT
(marta) (HoMep)
B Poccuiickoii @eaepanun HMMyHOOHOIOTHYECKOTO JIEKAPCTBEHHOIO npenapara
Bakuuna KopeBast KyJIbTypaibHas KABast

(ToproBoe HauMeHOBaHUE)
Bakiyna [uis npoIIakTHKH KOpH

(MeXyHApONHOE HENATEeHTOBAHHOE HAMMEHOBAHHE (IPYIIEPOBOYHOE WK XUMHYECKOE)
NO(UIA3AT IS IPUTOTOBICHUS PACTBOPA IS TOIKOXKHOT0 BBexeHus 0.5 Mii/n03a
(1 no3a) - ammysst (10 mT.) - MAYKK KAPTOHHBIE /B KOMILIEKTE C pacTBOpUTEIEM:
BOJIA U1 MHBEKIWMH (amityJibl) -10 miT./ - A7 7e4e6HO-IPpOdHIAKTHYECKUX YUPEsKICHAM

(dopma BeImycKa (C yKka3aHHEM JIeKapPCTBEHHOH (GOPMBI, T03UPOBKH, (PAaCOBKH) M KOJIMYECTBO B yIaKOBKE)
o0beM cepuu HJIH

cepun  M100926 (cepus pactBoputens T571025) mapTHE 2950
(xommyecTBo
(HOMep cepun) —"

roxmen 10 03.2028 ,

(cpok romHOCTH)
NMPOU3BOJACTBA AKIIMOHEPHOTO 00IIecTBa "Hay4HO-IpOM3BONCTBEHHOE OOBEIUHEHUE 10
MEIUIUHCKIM I/IMMyH06HOJ10rI/Iqec1<I/IM npenapataM  "Mukporen" (AO "HIIO "Muxkporen"),
Poccust, 115088, r. Mocksa, yn. 1-s Jy6posckas, a. 15, crp. 2 (mpousBoaMTENs (TOTOBOM
JI®), mepBuYHas ymaKoBKa, BTOPUYHAS YIIAKOBKA), cTp. | (BBIMyCKArOm[mii KOHTPOJIb KauecTBa).

(HaI/IMeHOBaHI/Ie U aipeC NPOU3BOAUTEIS (C YKa3zaHHUEM craguii I'IpOI/I3BOIICTBa)
Perucrpanmnonnoe ynocroepenne Ne JIIT-Ne(001169)-(PT-RU) ot 30.08.2022.
Jep:kaTesb  PErHCTPANHOHHOIO  YIOCTOBEPEHHs] AKIMOHEPHOE Qémecmo "HayuHo-
IIPOU3BOJICTBEHHOE OOBEAMHEHUE I[10 MEAUIMHCKIM I/IMMYHO6I/IO 1Y ! npqnapaTaM
"Muxporern" (AO "HIIO "Mukporen"), Poccus, 115088, . MOCKBa (,‘" »Léﬁ“omﬁp@t;m@, n. 15,
CTp 2 KOMIARKY»

|
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(HanMeHOBaHwMe, aapec) ﬂ»i :

JIOKYMEHT IIOJ[IIMICAH
SIIEKTPOHHOH ITOJIHICKHIO

3aMeCTUTENb PYyKOBOIUTEIIS

J.B. ITapxoMeHKo
POC3HP aB Ha,Z[SOp a Cepruduxar 42D1B24AD82BBD113BD1263FE2CCBC89

Bragenen ITapxomenxo [{mutpuii Beeposogoniy
JeticrButenen ¢ 07.04.2025 mo 01.07.2026
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AxuuoHepHoe 061ecTs0
«HayuHo-npou3soacTBeHHOE 06LeaMHeHNe M0 MEJHUHHCKHM HMMYHOGHOIOFHYECKHM npenaparam
«Muxkporen»
Anpec MecTa OCYIIECTBICHUA JINLIEHIUPYEMOTO BHAA AEATENLHOCTH:
Poccun, 115088, r. Mocksa, yn. 1-1 ly6posckas, 1.15, cTp.2
info@microgen.ru. (495)710-37-87

ITACIIOPT
Ne 0094 ot 20.04.26

Bamgmla KopeBas KyJbTVDAJbHAS MHBAS
Baxuuna AJTA npodnmamxmu Kopu JlHngllJIllSaT ISt NPAFOTOBICHHA PDACTBOPA AJISI MOAKOHOID BBEACHHA

JIIT-Ne(001169)-(PT-RU)

HJLJI-Ne (001169)-(PI-RU)-220424

M100926

T571025

Onna npuskBouHan fo3a npenapara (0,5 MIT) COREPIKUT:
JeiicTByIomne BemecTna:

- BUpyc kopH -~ He MeHee 1 000 (3,0 Ig) TkaHeBEIX UMTOMATOreHHBIX 103
(TUAs0)

BcnomoraresibHbie Bemecrsa:

-BonHEI pactBop JIC-18 — 0,04 mu;

-)kenarnua pacteop 10% - 0,01 mu;

-reHTaMMIMHa cynediat — He 6onee 20 Mkr.
PacTsopuTens: BoJa I HHBEKUMI

PerucrpanyoHHoe yI0CTOBEpEHHE
Hopmatusras nokymenrauus

Howmep cepun BaxuyHs!
Homep cepuu Bojs! it UHbEKLIMIT
Cocras KoMneKTa:

Konuyectso B cepuu, ex, usmepenns 2950 YNakoBoOK
JlaTa npoU3BOACTEA/ JaTa BHINYCKA 0326
JlaTa OKOH4aHHS CPOKA FOAHOCTH 03 28
PesyneTathl ucnbITaHMi
Konrponupyemsoie TpeGoeanns MeToam: Pesynrwrarsl
MOKa3aTesn cnenugHuKanHn KOHTPOJIst HCenbITAHMI
Jnodunusar - ogsopoHas JInodunuzar - ogHopoaHas
NOPHCTasA Macca CBETIO- BusyansHsrit NOpHCTas MAacca CBETHO=
PO30BOTO LBETA, PO30BOTO UBETA, FTMPPOCKOIHYHA.
FUTPOCKONHYHA, CooTtsetcTyeT
Onucanne 5 o
BoccranoenenHsiii npenapar - BoccTaHoBneHHbIH npenapar -
TIPO3payHas URKOCTH PO30BOro Mpo3payHas JKUAKOCTb PO30OBOIO
LBETa LBeTa
CooTBeTcTBYET
HomixeH comepxartb BUpYyC Feakiii COonepXKUT BUPYC KOPU
. B
IoxnuuHOCTH P 124 HeHTpanMu3auum Ha Aep pye kop
KOpH CootBetcTRYST
KyJbType KIETOK Vero
JlomxeH pacTBOpATLCS B BusyansHslii
TeueHHe 3 MHH NPy BHECEHHH B
Bpewms pacTBopenus
amnyny 0,5 Ma Boasr ana
UHBEKUNH Ha N3y
B 2 ammynax ns 80 BusyaneHsii, S o/- q B
Mexanunueckue - —____ 7k
ol JOIMycKaeTcs HalHiKe I'd PO, \| Gogmmetorayer
o a ] [ iolopinal
MEXaHUYECKHX BKJIIOYEHHUI 0®C.1.4.2.0005.18 : | Coobiological
INoTeHuuoMeTpHyecKHii, %\\ Joint Stoek
pH Ot7,3 1o 8,0 ' PO, R_RIEN -~ Pany
ODC.1.2.1.0004.15
I'paBumeTpryecKuii
IToTepa B Macce mpu ’
Bbi ——— P He 6onee 2,0 % I'd PO, 0,4 %
Y O®C.1.2,1.0010.15

Crp. 1 u3 6




He nomxen COACPXaThk

Meron npamoro nocesa
W1 MeMOpaHHo#H

He conepxur Gakrepuii n rputos

CrepuibHOCTE s
P Gakrepuii u rpy6on bunerpaunn, T'd Pd, CooTsercrayer
0®C.1.2.4.0003.15
Buonoruueckuit, ['d
AHoManeHas Heroxcuuen
NE— HomxeH GbITE HETOKCHYHBIM P, s T—————
O®C.1.2.4.0004.15 Y
[IpuBHBOYHAA K03a BAKUMHDI Kynerypansusiit
(0,5 mn) pomxHa comeprkats He (Onpenenenne no Bupye xopi— 5888 (3,77 Ig
Cneuudunyeckas menee 1 000 TkaHeBbIX LUTONATOTEHHOMY TILIS0/0.5 w)
aKTHBHOCTD nUTONATOTeHHEIX 03 (T1/Is0) IeHCTBHIO BUpYyCa Ha o
CooteetcTByeT
BHpyca kopu (He MeHee 3,0 Ig K€tk Vero)
TIIs0/0,5 M)

Dupian i He Gonee 50 Hr B oaHO#H HmynopepmenTii, menee 1,2 Hr
FRIROPHIGHHELL NPUBHBOYHO 103€ BAKLHUHbI e Pa, CooteeTcTBYET
anBGymuH P O®C.1.7.2.0033.15 y

Homxken 661
TEPMOCTAGHILHEIM.
Homnyckaetcsa cumxenue Kynbstypansuriii
TepMocTabUBHOCTS cpenHeH reoMeTpHUuecKol TepmocTabunen
BEIMYUHBI TUTpA BUPYCA B CootBetcTByer
obpasuax BakUMHEL 10CHe
nporpesanya He Goxee, ueM Ha
onuH lg
KavecTBeHHEIH renp-
BakrepuansHpie om6 tect, I'D Pd
. Menee 20 ED/ ™ ’ , 1ce 5
SHIOTOKCHHE! i OdC.1.2.4.0006.15, ioas: S0 o
Metoq A
IToctoponnue Merton nuddyzun B
TpuMecH: He 6onee 20 Mxr B oaHoi arap,
G T'dPd 8.0 mxr
reHTaMHUMHA NPUBUBOYHOMN J03€ BAKLUHEI ’
O®C.1.2.4.0010.18
cynoar

PacrBopuTens, Brin

CKaeMBbIi B KOMILIEXTE ¢ Ipe

1APaTOM: BOXA A HHhEKIHMiT

Becusernas npospaunas

becuperHas npo3paunas

Onucanue Opranonentuyeckuii XKuaxocTh 6e3 3amaxa
xuakocts 6e3 sanaxa -
OOTBETCTBYET
IMoTenuuomeTpuyecku
pH ot 5,0 10 7,0 ro PT(;)) ’ 6.3
’ CoorsetcTByeT

O®C.1.2.1.0004.15

Kucnotuocts unu

IIpu nosBnexun sxentoro
OKpalIMBaHUA OHO JOJKHO
U3MEHHTECA Ha KpacHoe Wiy
po30BOE OT NpubaBieHus He
Gonee 0,1 mn 0,01 M pacTBopa
HaTPHA THOPOKCHAA; IPU

KauecTrenHas peaxuus
¢ thenonosoro

Kucnotnocts
Oxpacka usmenunacs ot
npubasneHis 0,1 Mn 0,01 M

WIENOYHOCTh MOABJIEHAH KPACHOTO MU KpPacHOro pacTsopom, pacTBOpa HATPUS THAPOKCHAA
PO30BOro OKpallMBaHMA OHO o Po, ¢C.2.2.0019.18
AOJDKHO H3IMEHUTHCH Ha JKENToe Cootsercrayer
ot npubaeenus He 6onee 0,15
mn 0,01 M pacteopa
XJIOPHCTOBOAOPOLHOM KUCTOTE
OsexrponposonHocTs | He Gonee 25 MxCm/cM mna ’
aMITyJ1 ¢ HOMHHAJILHBIM ¢ ~ Hamiogy,,
5 CKUL MMy »
o6séMoM 1 ML, 2 MIT H 5 MII; He OHRYKTOMETpUHeckHd, mm 0.4
Esponeiickas LS )
Gonee 5 MkCm/cM miis GyTHITOK (L‘mmerc‘r& e
Qapmakones 8.0 :mmu,,f,;,, I8
UK (GIAKOHOB ¢ HOMUHANEHBIM J
06BéMoM 25 Mt 1 50 M1
Mexaunueckue /
Q%;gt aei‘ SboBans
BKNIOYEHAA HoJnKeH BBIIEPIKUBATE qumnB @
Coaﬁ‘s'ércrayeT

BunuMrle yacTuLpt

TpeboBanus

BusyansHbli,

Cip.2u36




I'd PO,
0®C.1.4.2.0005.18

Hernaumsie HaCTULIBI

B onuoit amnyrne, yteinke unm
Qmaxmle CpenHee YMCI0 YacTHIL

Cyerno-
pasmepom 10 MkM u Bosee He .
hoToMeTpHUECKUL,
AoMKHO npesstmars 6000, a I'DPd
2
CpenHee YUCN0 YacTH CooTsetcTBYET
Pefs n O®C.1.4.2.0006.15 ?
pasmepom 25 MxM i Bonee He
JOMKHO npeBbiars 600
Cyxoii ocraTox He 6onee 0,001 % I'paBumeTpuyeckui, 0,0003 %
I'o Po, ©C.2,2,0019.18 CooTBeTcTBYEeT
Boccranasnusaiowye Peakuus ¢ pactBopom
BeMIECTRA Kanus
. | Po3oBoe okpauinsanmue
JlOmKHO COXpAaHUTECA PO30BOE | MepMaHraHaTa M cepHOl
o COXpaHsAeTCs
OKpaWHBaHHe KHCIIOTOH
. CooteercTayeT
pasBeNeRHON,
ropro, #C.2.2.0019.18
Yraepona nuokcun Peakuus ¢ xansuus

He nomxHo ObITE NOMYTHEHHUA B
tedyeHue | y

THAPOKCHAA PACTBOPOM
(13BeCTKOBO# BOLOI),
I'o PO, ®C.2.2,0019.18

B teuenue 1 4 nOMyTHEHHE He
Habmonaerca
Coorsercrayer

Hutparst 1 HutpuTs!

He 6onee 0,00002 % (0,2 ppm)

Peakuus ¢
nudenunamuna
PactBopom

I'd PO, ¢C.2.2.0019.18

menee 0.00002 %
Coorsercrayer

AMMOHHI He 6onee 0,00002 % (0,2 ppr Peaknus ¢ peakTvBoM
MMOHHH 0 (0.2 ppm) WP wenee 0.00002 %
Heccnepa, c
I'd PP, $C.2.2.0019.18 ooTReTCTRYeT
Xnopus! H6 oo B Peakuus ¢ cepeGpa
HHTpaTa Onanecuexuus He HabmonaeTcs
onanecLeHIun
PacTBOpOM, CootBercreyer
I'd PO, dC.2.2.0019.18
Cyneatst Peaxuus ¢ Gapus

He nomxHo 651TE NOMYTHERNS B
TeYEeHHe He MeHee | 4

xJopuaa
pacTBOpPOM,
I'd PO, ©C.2.2.0019.18

B reuenue 1 4 nomytHenune
He HaGmogaercs
CooteercTBYyeT

Kanbumit 1 Maruui

JlomxHO HabaIOOaTECH YHCTO
CHHEE OKpallHBaHHe PacTBopa
(6e3 duonerororo orrenka)

Peakups c Hatpus
3peTara

PacTBOPOM,

I'd PO, $C.2.2.0019.18

HabimonaeTcs 4ucTo chHee
OKpallnBanue pacTBopa (6e3
(pHoNeTOBOrO OTTEHKA)
CoOTBETCTBYET

Taxennle MeTanmnsl

He momxHo 6bITE

Peakuus ¢ HaTpua

cynbuna
OKpalHBAHHUA. pHCTEOPOR OxpamnBanye ¥ onanecueHLus
Jonyctuma cnabas b PO ’ He HabmoxaeTcs
’
OnanecueHLHs OT CooTeetcTBYeET
" ®C.2.2.0019.18, 4
BBICAUBILEHCA CepEl.
Mmeton 1
Hsenexaemelii o6vemM | JlomkeH 6BITh HE MeHee
HOMMHAJIBHOTO, ECJIY YIIAKOBKU
UCCAERYIOTCA HHAHBUAYANLHO.
Jns ynakoBOK ¢ HOMUHANEHBIM
I'd PO,

06BeMOM 2 MJT U MeHee
H3MepeHHbI 00BemM JomKeH
OBITH HE MEHEE CYMMBI
HOMHHANLHBEIX 00BEMOB
HCCIIEN0BAHHEIX YIIaKOBOK.

0®C.1.4.2.0003.15

«N: len.il
Immunoh iological
(m.l'nmw

)()lm wML"

BakrepuansHeie

Hpenenbﬂoe coaepxanue

KauecTBenHslii rens-

CooTpéTeTBYyeT "

Crp.3m36




SHIOTOKCHHEI GakTepuanbHEIX SHAOTOKCHHOB | TpoMm6 TecT, I'dD PO,
B npenapate He 6onee 0,25 0dC.1.2.4.0006.15,
E3/Mn meTon A
CrepuibHOCTh Mertoa npsmoro nocesa
Wnu Meton
HomixeH 6BITE CTepUITEHEIM MeMOpaHHoOM Crepunsho
dbunsTpauuy, Cootrerctayer
I'd PO,
O®C.1.2.4.0003.15
1) Ilepruunas ynakoska - ITepBuvHas ynakoska
Baknuna Bakuuna no | nose s amnyne
BakuKHy BEITYCKAOT M0 1 My BMECTUMOCTEIO | MJT w3 crekna 1-
2 1035l B aMnynie IO THAPONMTHYECKOTrO Kiaccea,
BMECTUMOCTBIO 1 MJI M3 CTeKa Ha kaxnyro aMoyny Hakneena
1-ro r’HAPOAUTHYECKOTO Kiacca. ITHKETKA CAMOKJISALIAACH
Ha kaxayro amnyny
HaKJIEHBAIOT STHKETKY Pacropurens (Bona ma
CaMOKIEALLYIOCH MIIH TEKCT MHBeKuiA)
HAHOCAT HEMOCPEACTBEHHO Ha To | M & amnynax
NI WOPGHON Ha kaxnyio amnyny Hakneena
KariecTpyHHOH! neyaty niu
¢nekcorpadmu. YTUKETKE camowJiesiancs
1) [TepBuuHas yrnakosxa -
Pacteopurens (Boja ana Cootserctayer
HHbEKUMIT)
ITo 1 mMn B amnyne.
Ha kaxcayro amnyny
HaKJIEHBAIOT STHKETKY
CaMOKIEALLYIOCA HITH TEKCT
HAHOCAT HETMOCPEACTBEHHO Ha
aMITyJly METOLOM
KarJIecTpYHHOH neyartH.
Ynakoska 2) BropuuHas yrnakoska BusyansHbtii

B nauke u3 xapTona 10 amnyn ¢
BakuMHOH 1o 1 poze (uimn 2
LO3B) B aMITyNe, OMELLEHHEIX
B KOHTYPHYIO SIMEHKOBYIO
ynaxosky, 10 ammyn ¢
pacTBopuTEneM

(Bona mna nawexuuii) no 1 mn 8
aMmyne, NOMEeIUEeHHBIX B
KOHTYPHYIO f4eiiKoByIo
YIIaKOBKY BMeCTe ¢
HHCTPYKUME#t 1o
MEAUIMHCKOMY IPUMEHEHNIO
(AMCTKOM-BKIAABILIEM), HOMOM
AMMYNBHEIM WIH
CKapu(hHKaTOPOM aMITylILHBIM.
JOnONHUTENBHO B NauKy
MIOMELIAIOT BKNAABILI C IMYHBIM
HOMepoM yknaa4uxa. [lpu
TIaKOBKE aMITyJl, UMEIOIMX
KOJIBLIO M3/10Ma WIIK TOYKY 1A
BCKPBITHA, HOXK aMITYJIBbHBII
WK CKApHHKATOP aMITyJIBHEIH
HE BKIAJBIBAIOT.

B nauke u3 xaprona 10 amnyn ¢
BaKUKMHOM 10 1 Ko3e B amnyne,
TIOMEIIEHHBIX B KOHTYPHY!O
AYEHKOBYIO yrakoBKy, 10 ammys
¢ pacteopureneM (Bona s
HHBeKUNiT) Mo 1 M B ammyne,
MOMEILEHHEIX B KOHTYPHYIO
AYEHKOBYIO YIIAKOBKY BMECTE C
VHCTPYKUMEH 10 MEAMLIMHCKOMY
NIPUMEHEHHIO (JIMCTKOM-
BKIansimemM). JIONoNHUTENLHO B
Na4Ky NOMEINeH BKIabI ¢
NIMYHBIM HOMEPOM YK/IaUHKa.

CooTBercTByeT

t:'umunr)i‘i(;[(:""c"l
'ano gica
Company,
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Mapkuposxa

1) Ileprynas ynakoexa -
Baxuusa

Ha amnyne ¢ pakuusoi
ykassiBaioT: CokpatueHHoe
TOProBOE HAHMEHOBAHUE
npenapata (BAKLIHA
KOPEBAJI), xonnyecTso 103
(«1[I», «2]1»), nyTL BBEAECHHUA
(«IT/K»), HoMep cepuu
(6yxsenHo-nudpoBOe
0603HaYeHne), JaTy HCTEYEHHUA
CpoKa rOXHOCTH,

Ha atuxerke ammysnst ¢
BAKUHHON YKa3bIBAIOT:
CoxpallieHHOE TOproBoe
HaMMeHOBaHHe Tpenapara
(Bakuuna xopegasn),
KOJIMYECTBO 03, AO3HPOBKY,
IyTh BBEACHUA (OAKONKHO),
HoMep cepunt (6yKBeHHO-
nudposoe 06o3HaYeHHE), AaTy
HCTEUEHNS CPOKa FOJIHOCTH,
1) Iepeuynas ynakoska —
Pacreopurens (Boaa ans
HHbEeKL ML)

Ha amnyne unu 3TukeTke
aMITyJIBl C PACTBOPHUTENIEM
YKa3biBalOT TOProBOe
HalMEHOBaHHE PacTBOPHTENS,
KOJIHYECTBO PAaCTBOPHTENSA B
amnyne (06veM B
MHJUTMIINTPAX), HOMEpP cepuu
(6yxBeHHO-UMppOBOE
ofo03HavyeHue), 4Ty UCTEHEHUS
CPOKa I'OIHOCTH.

2) BropuyHas ynakoska.

Ha navke ¢ komnnexTom
YKa3bIBAIOT:

a) TOProBOE HAUMEHOBAHUE
npenapara (Bakuuna xopesas
KYNBTYpalbHasA KUBas),
TOProBOe HAUMEHOBAHNE
pacTBopuTens (Boja ans
HHBEKUM);

6) rpynnupoBouHoe
HalMEHOBaHHe npernapara
(Baxuuna ans npodpunakTHkH
Kopn);

B) COKpAIEHHOe HAUMEHOBAHUE
ACPXaTte) pEruCTpauioHHOI0
YAOCTOREPEHUA/MPON3BOANTENS
TIeKapCTREHHOrO fIpenapaTa
(AO «HIIO «Mukporen») u ero
TOBapHBIH 3HaK;

r) anpec 1 TenedyoH Aepxarens
PErHCTPaUHOHHOrO
YAOCTOBEPEHUA/NPOU3BOANHTENA
JIeKapCTBEHHOTO Npenapara;

1) IEKAPCTBEHHYIO (hopMy
npenapara (Jinodunnsar ans
[PHUTOTOBJIEHNA PAaCcTBOPA JUIA
TTOJKOXHOIO BBEAEHHA);

e) nozuposka (0,5 mi/no3a);

2K) KOJIMYECTRO JICKAPCTBEHHOTO
npenapara B YITAaKOBKE,

BusyansHpri

ITepeuynas ynakoska

Ha »TiikeTre amMnyst ¢ BakIHON
YKa3aHO!

Coxpaiertoe Toprosoe
HBUMEHOBAHUE Npenmapara
(Baxiutna kopesas). KOJMMecTro
103, TyTb BBEACHHA (TOAKOIKHO),
Homep cepHy (SykpeHno-
undporoe obosnavenne), nara
HCTEUEHIIS CPOKA FOAHOCTIL.

Ha atukerke amuysw ¢
pacTBOpHTENEM yKa3aHO
TOProBO€ HAHMEHOBAHME
PacTBOPHTENS KOJNHYECTBO
pactBopuTena B amnyne (06beM B
MHILTHANTPAX), HOMEp Cepuu
(6yksenHo-uudposoe
o6o3HaveHne), AaTa HCTEYEeHUs
CpOKa FOIHOCTH

CooTBeTcTBYET

Bropnynas ynakoska.

Ha nauke ¢ komnyiexToM
yKa3aHo:

a) TOProBOe HauMeHOBaHHE
npenapara (BakuuHa kopesas
KYJIBTYpaNbHAs KUBAA), TOProBOe
HauMeHOBaHUe PACTBOPUTENS
(Bona ans uuavexumii);

) rpynnupoBoYHoe
HaUMEHOBaHUe Npenapara
(Bakuuna nns npodunakTHKH
Kopu);

B) COKpAIllEHHOE HAMMEHOBAHNE
JEePKATENs PErHCTPALHOHHOIO
YROCTOREPEHHA/TPOUIBOAHTESS
JlekapcTBenHoro npenapara (AO
«HITO «Mukporeny) u ero
TOBapHbLI 3HAK;

r) agpec ¥ Tened)oH gepKaTens
perucTpanoHHoro
yuocroaggﬁgm OU3BOANTENS
neKy

\f‘d’ﬂsehmuﬁ
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npernapara;

bopmbr);

Jerei Mectey;
p) WTpUX-KOX;

BKJIaJBIILI));

KOJIMUeCTBO 103 B amnyse (10 aMIyJ1 BaKIUHEL 1o | fo3e),

amIlyJ BakuuHel no | gose/10 KOJIHYECTBO PACTBOPHTENA B
amIyJ BaKLMHBI MO 2 0361), ynaxoBke (10 ammyn
KOJINYECTBO PACTBOPHTENS B pacTBopuTens (Boga s

ynakoske (10 ammoyn
pacTBopuTens (Boaa 1
UHBEKUUIT) 110 | M),

3) MHPOPMALHIO O coCcTaBe
NeKapCTBEHHOro npenapara pactsopuTens (Cocras
(Cocrae) u cocrase
pacreopureins (Cocran
pacTBOpHTENS);

1) HOMEp CepHH TIpenaparta u (byxBeHHO-UM]poBOE
HOMEp CEPHH PacTBOPUTEIIS o6o3HaveHue);
(6yxBenHO-LU(pOBOE K) JaTa [MpOoU3BOJACTBA

o6o3HaueHue);
K) JaTy NpoM3BOACTBA

J1) ATy UCTEYEHHs CpoKa
FOJHOCTH KOMIIEKTa
(Kommext rogen 10...);
M) YCIOBHS XpaHeHHs (XpaHHTb He samopaxuBars.);

npu Temnepatype ot 2 g0 8°C. H) MyTk BBEAEHNs (HA BTOPHUHOIA
He 3amopaxusats.);

H) MyTb BBEJEHHA (Ha
BTOPHYHOH ynaKkoBKe He
yKa3aH, TaK KaK OH BKJIFOUEH B 0) YCIIOBHSI OTIYCKa,
Ha3BaHUE JIEKAPCTBEHHOH

0) YCJIOBHS OTIYCKa,;

1) NpeaynpeauTensHele
Haanucu: «CTepuibHoY,
«XpaHuTb B HENOCTYIHOM JUIsl ¢) cnoco6 npumenenus («Crnoco6

C) Cocod NpUMeHeHH s
(«Crnoco6 npumeHeHus: cM. T) CPEACTBO MACHTU(UKALIHA,
MHCTPYKLHIO M0 MEJULIUHCKOMY CooteercTByeT

NpUMEHEHHI0 (TUCTOK-

T) CPEJCTBO HASHTH()UKALUHU,

HHBEKUHI) no 1 mi);

3) HHpOpMALNS O cocTare
JIEKApCTBEHHOTO Mpernapara
(Cocras) u cocrase

pacTBopuTENs);
1) HOMEp CepuH npemapara u
HOMEpP cepun pacTBopuTens

rpenapara;
J1) JlaTa UCTEYEeHHs CPOKa
roaHocty komruiekrta (Kommnexr
roZieH 10...);

M) YCJI0BHA XpaHeHHs (XpaHuTh
npu temnepatype ot 2 o0 8°C.

YNaKOBKe He YKa3aH, Tak Kak OH
BKJIIOUEH B HA3BaHHE
JIEKapCTBEHHO (hopMmbl);

M) MpeaynpeadTe/bHble
Hapmucu: «CtepunbHoy,
«XpaHHTB B HEIOCTYIHOM 15l
zereil MecTe;

p) WTPUX-KOL;

NPUMEHEHHUA: CM. HHCTPYKLHIO
N0 MEAMLMHCKOMY PHUMEHEHHIO
(nMMcTOK-BKIAABIL))Y;

Tpancnopruposanne | IIpu Temneparype ot 2 1o 8 °C. He 3amopaskuBath

XpaHenue [Tpu Temnepatype ot 2 1o 8 °C. He 3amopaxuBaTh

2 roma
Cpok roaHocTH

Jara Bbimycka 19.03.2026
Tozmen o 31.03.2028

3akmovenne:  BakuuHa KopeBas KyJbTypalibHas KHBas, MHOQHIN3AT /1A NPUIOTOBIIEHHS PACTBOPA [N M10AKOKHOTO
BBeaeHus 0,5 mi/noza cepun Ne M 100926 B koMmmiexTe ¢ pactsopurenem cepun NeT571025
coorBetcTByeT Tpeboranusam H ) JITT-No (001 LOD)-(PT-RU)-220424

SaMECTHTSIb AMPEKTOPA 10 KAaHeCTRY
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