PASPELIEHUE

Ha BBOJ B rpaXIaHCKuii 060pot B Poccuiickoit depepanuu cepun win napTun
npousBesieHHOro B Poccuiickoit Menepanuu miu BBo3uMoro B Poccuiickyio Menepanuio
MMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOTO MpernapaTa

Ne P006-00110-77/04750881 ot 06.04.2026

Beigano AxuuonepHoMy oOmectBy "HaydHO-MpOM3BOACTBEHHOE OOBEIUHEHHE 10
MEJMUMHCKUM ~ MMMYHOOMOJIOIMYeCKUM Ipemapatam  "Mukporen", Poccus, 115088,
r. Mocksa, yi. 1-g Jly6poBckas, a. 15, ctp. 2, UHH: 7722422237
(HauMeHOBaHKE IOPUMYECKOro JIMLA, FopuanYecKuii anqpec, MHH)
Depepanbuas cay:kba Mo Ha3opy B cdepe 3APABOOXPAHEHUS HA OCHOBAHUHU 3aKJIIOYCHUS
UCTIBITATeJIBHOTO [IEHTPA OKCIEPTU3bl KAadyeCTBA MEJIUIUHCKHX HMMYHOOHOJOTUYECKUX
npenaparoB OeepabHOro rocy 1apCTBEHHOIO OI0KETHOTO yupeskaenus "HayuHslil nentp
OKCIEPTU3BI CPEJCTB MEAMIMHCKOrO IpuMeHeHus" MuHucTepcTBa 37paBOOXPaHCHHMS
Poccuiickoii ®eaeparnyu
(HaumeHoBaHKE (enepaTbHOr0 rocyapCTBEHHOrO OIOKETHOIO YUPEKIEHH S )
or 03.04.2026 Ne 306/HLIDCMII pa3spemaer BBO B IpaskIaHCKHil 060poT
(nata) (HOMED)
B Poccuiickoit ®@exepauun MMMYHOOHOJIOTHYECKOr0 JIEKaPCTBEHHOIO Mpenapara
BakiiuHa npoTuB KpacHYXH KyJIbTypajibHast )KHBast
(ToproBoe HaUMEHOBAHHUE)
BaknuHa uisi npo@HIaKTUKU KPacHyXHU
(MC)K}IyHapO)lHOC HEIIATCHTOBAHHOC HAMMEHOBAaHUE (I‘pyHH[/[pOBOqHOG 401878 XI/IMI/I‘{ecKOC)
JMO(UIM3AT JJIs IPUTOTOBIICHUS PACTBOPA JUTA MOAKOXKHOTo BBeAeHus 0.5 Mi/mo3a
(1 mo3a) - amrrysl (10 WT.) - MAYKKH KAPTOHHBIC /B KOMILUIEKTE ¢ PACTBOPHUTENIEM:
BOJIA TSt MHBCKIMH - 10 mT./ - ju1s 1e4eOHO- PO PUIIaK TUIECKUX YUPEkK AEHUMI
(popma BeimycKa (C ykazaHHeM JiekapCTBEHHOM (GOPMBI, T03UPOBKH, (ACOBKM) U KOJNMUYECTBO B YIIAKOBKE)
o0beM cepum

cepun  M301826 (cepus pactBopuresns T510925) 2655 ;
WJIM IAPTUH
(HoMep cepui) (KoJIM4ecTBO
PP YIAaKOBOK)

rogen 1o 02.2029
(cpok roiHOCTH)
MPOU3BOACTBA AKLMOHEPHOro obmecrsa "HaydHo-NIpOM3BOACTBEHHOE OOBEAUHEHUE ITO
MEJIMLMHCKUM UMMy HOOUOIorudeckum rpenaparam "Mukporer" (AO "HITO "Mukporen"),
Poccwst, 115088, r. Mocksa, ya1. 1-1 Jly6poBckast, 1. 15, crp. 2 (npoussoautes (rotosoii JID),
[ICpBUYHAs YIIAKOBKA, BTOPUYHAS YIIAKOBKA), CTP. | (BBIILYCKAIOIUI KOHTPOJIH KAYeCTBA).
(HaumeHOBaHKE U AJIpec MPOU3BOAMTEINSI (C YKa3aHUEM CTajliil MPOU3BOJICTBA)
Perucrpauuonnoe ynocrosepenue Ne JIII-Ne(001165)-(PT-RU) ot 30.08.2022.
JlepkaTe/ib pPerMcTpalMOHHOIO YIOCTOBEpPeHHs] AKIHMOHEpHOE 06meCTBO "Hayt{Ho-
[POU3BOJCTBEHHOEC OOBEIUHEHUE MO MEIULIMHCKUM I/IMMyH06I/IOJIOF ek | T
"Mukporen" (AO "HITIO "Mukporen"), Poccus, 115088, r. Mocksé;
. 15, ctp. 2.

b

(HauMeHoBaHue, aJipec)

JOKYMEHT ITOJINTMCAH
NIEKTPOHHOM MOAITUACHIO

3aMeCTI/IT€IIB pyKOBOIII/[TGHH Cepruduxar 42D1B24AD82BBD113BD1263FE2CCBC89
Branenen Ilapxoymenko Jvutpunii Beeponogosny HB . HapXOMeHKO
POC?)ﬂpaBHaﬂBOpa Heticrurenen ¢ 07.04.2025 o 01.07.2026

_




AKuHoHepHoe 0611ecTBo
«HayuHo-npon3soAcTBEHHOE 06bEIMHEHHE 110 MEUUNHCKUM UMMYHOGHOIOTHYECKUM PENapaTam
«Mukporeny
Anpec Mecta OCYIUECTBIIEHHS JIMLEEH3UPYEMOTO BUAA AEATENLHOCTH:
Poccus, 115088, r. Mockea, yn. 1-1 Jdy6poscekas, .15, ctp.2
info@microgen.ru. (495)710-37-87

ITACITOPT
Ne 0069 ot 27.03.26

BakunHa IpOTHB KPACHYXH KyJbTYpaJibHas KUBas
Bakuuua pig npoguIakTRKH KPAacHYXH NHO(GHAM3AT At IPHIOTOBIEHHS] PACTBOPA 1JIS MOAKONHOTO BBEXCHHSI
0,5 mn/mo3a

PeructpaugoHtoe yaoctosepeHne JIIT-Ne(001165)-(PT-RU)

HopMmaruBHas 10KyMeHTaUus HJ JITT-Ne(001165)-(PI'-RU)-270824

Homep cepun Bakumnnst M301826

Homep cepun BoJbI AN MHBEKUMU T510925

Cocras: Onna npususounas no3a npenapata (0,5 Ma) COOEPIKUT:

JeiicTpyouiee BeliecTBo:
- BUpYC KpacHyxu — He menee [ 000 (3,0 lg) TkaneBbIX UMTONATOEHHEIX HO3

(THAS0);

BcrniomoraTesibHble Bemecrsa:

- BonHbIit pacteop JIC ~18 - 0,100 mn;
-xenatiHa pacteop 10 % - 0,025 mn
PacTeopurens: Boa M1 HHBEKLIMH

Konuuectso B cepuu, el. HaMepeHus 2655 yNaKoBOK
JaTa nponzBoACTBa/ AaTa BHIMYCKA 02 26
Jlata okoHuaHUA CPOKa FOAHOCTH 02 29

PesynbraThl MCOBITAHKM

Konrponupyembie Tpebosanns "
MeTtoanl KoHTpOAS PesynbraTst uenniTanmii
nokasarejan cneuxHdHKawn
Onucanue Juodunusar - BusyanbHbti JInodunusat - ogHOpoAHAs
OHOPOJHAS TOPHCTAS MOPUCTasA MAcCa CBETIIO-XKENTOr0
Macca CBETIIO-KEJITOro L[BETA C PO30BATHIM OTTEHKOM.
UBETa, A0MYCKAETCA [urpockonuuna.
PO30BaTHI OTTEHOK. BoccTaHoBNeHHbLI npenapar -
I'nrpockonuyHa. 1pO3pa4Has XHIAKOCTb PO3OBOr0
BoccTaHOBNIEHHBIH usera
npenapar - npo3payuHas CootsercTByeT
JKHIAKOCTE PO30BOro
ugeTa
[MoanuHHOCTE Homxen cogepxate Peakums HelTpanuzauuu Ha CoaepuT BHPYC KpacHyXH
BHPYC KPaCHYXH KynbType kierok RK-13 CooTtBercTByeT
Bpewms pactBopeHus Jomien pacTBopsaTbes | BusyanbHslii Pacteopsiercs B teuetine Menee 3
B TEUEHHE 3 MHH NpH MHH [1p1 BHECEHHHU B amnyny 0,5
BHECCHHH B amnyny 0,5 MJU BOAIBY JUIS MHBEKLMH
MJ1 BOZBL /11 HHBEKLIH CooTtseTcTBYET
pH Ot 7,0 no 8,0 ToTeHLHOMETPHYECKHI, 7,7 ST
®PD CooTaf
Mexanuueckue Homien BuzyansHetii, Cogis &
BKJIIOMEHHS COOTBETCTBOBATD I'd P )
TpeBoBanuaM npH 110
ofnpeneneHH BUAHMbIX
uacTiLl. He 6onee 23




MEeXaHHYECKUX
BKJIFOYCHHI B 5

aMItynax rnepsoi
Be1bOpKH U He Donee 52
MEXAHHYECKHX
BKo4eHHi B 10
amnyJiax nepBoi u
BTOpO1 BEIDOpKaX
CyMMapHo.

IMoteps B macce npu He Gonee 2,0 % ['paruMeTtpuyeckuit, 0,8 %
BBICYUIMBAHHH o PO CooTBeTCTBYET
CrepunpHocTb He nomxed copeprxats | Metoa npsmoro nocesa wiu He conepxut Gakrepuii n

Haxrepuii 1 rputon mMeMOpaHHO# QunbTpaumu, rpubos

Lo PO CooTgeTcTRYET

AHomanbHast Honxen GbITh Buonoruueckuii, Hetokcuuen
TOKCHYHOCTb HETOKCHUYHBIM ['d PD CootsercTByeT
Creuuduueckas [IpuBHBOYHAs n0O3a KynbtypansHsiit Bupyc kpacuyxu - 25120 (4.4 1g
aKTHBHOCTb BakUKHBI (0,5 mn) TLI50/0,5 mmn)

JOMKHA CONEPHATE HE

menee 1000 TkaHeBbIX CootBetcTRYET

LM TONATOreHHBIX 103

(TLIZI50) Bupyca

KpacHyxH (He MeHee

3,0 Ig TLJA50/0,5 mut)
Briunit He 6onee 50 ur s HmmyHodepmenTHslit, ['d PO 1,6
ChIBOPOTOUYHBIH QAHOH NPUBMBOUHOM CootBetcTBYET
ansOyMHH J03€ BaKLHHBI

BakrepuansHbte
IHAOTOKCHHBI

Menee 20 ES/mn

KayectBeHHslii renp-tpoM6 Tecr,
[P PP, ODC.1.2.4,0006.15,
meTon A

Medee meHee 5,0 ED/mn

TepmocTabunbHOCTD

Homxen GpiTh
TepMOCTaOHUABHBIM.
Hornyckaercs
CHIDKEHUE cpefHel
reoMeTpUYECKOH
BENMUMHBI THTPA
BHpYyca nocse
nporpesanns He Honee,
4YeM Ha oauH lg

KynetypansHstii

TepmocTabunex
CooTBeTcTBYET

PacTeopureih, BhinycKaemblii B KOMIUIEKTE ¢ MPENAPATOM: BOXA AN HILeK(H i

OnucaHue BecugeTHas OpraHonenTHYeCKH BecugetHas npo3paunas
Npo3payHas HJIKOCTh XKHAKOCTE Be3 3anaxa
6e3 3anaxa CootBercTByer

pH oT 5,0 no 7,0 Iortenuuromerpuueckuit, 'd PO, 5,9

OdC.1.2.1.0004.15 CootBercTBYET

KuenoTHOCTE MK [1pu nosenexHuu KauectseHHas peakuus c KucnotHocTs

WCJIOYHOCTh

MCENITOr0 OKpaIlHBAHHUA
OHO J0JHKHO
H3MECHHTHCA HA
KpacHOE MK PO30BOE
OT npubaBneHUs He
oonee 0,1 Mn 0,01 M
pacTBopa HaTpHsl
CHAPOKCHIA; MPH
NOABJIEHUH KPACHOro
HJIH PO30BOrO
OKPAIIHUBAHHS OHO
[OJDKHO H3MEHHTBCA Ha
KEJTOE OT
npubasnenus He 6onee
0,15mMn10,01 M
pacTBopa
XJIOPHCTOBOAOPOLHOM

(eHoN0BOTO
KPacHOI'0 PacTBOPOM,
I'd P, $C.2.2.0019.18

Oxpacka H3MEHHUNach OT
npubaenenus 0,1 ma 0,01 M
pacTBOpa HaTPUA rMAPOKCH A

CooTeeTcTBYET

Crp.2u3’7




KHCJIOTEHIL.

Onektponpopoanocts | He Gonee 25 MxCu/ecm | Konjrykromerpuueckuii, 9,0 MkCM/cM
Ed 0169 CoorretcTryer

MexaHunueckHe JomxeH BuinepkuBath | BuzyaneHsli, Briaeprxkusaet TpeboBanus
BKITIO4EHHA TpeboBaHMs ['® PP, ODPC.1.4.2.0005.18 CooTBeTcTByeT
BranMbie 4acTHLLBI
Hesnaumele yactuusl | B onHolt ammyne, CuetHo-(OTOMETPHYECKHUIH,

OyTteutke unu iakone | I'd PP, ODC.1.4.2.0006.15

CPEIHEE YHCIIO HACTHLL Cooteercryer

pasmepoM 10 MKM H

Gosnee HE NOJLKHO

npessiwats 6000, a

CPEIHEE YHCIIO0 HaCTHL,

pa3mMepoM 25 MKM U

Bonee He OMKHO

npespimiats 600
Cyxoii ocraTok He 6onee 0,001 % I'paBHMeTpUYECKUi, 0,0009 %

I'd Ph, PC.2.2.0019.18 CooTsercrayer

Boccranasnusatoupe | JJOmKHO COXPAHUTHCH Peakius ¢ pacTBOpOM Kanms Po3oBoe oxpaunBaHue
BELUECTBA po3oBoe repMaHraHaTa M cepHod KMCAOTOH | coxpausercs

OKpauIMBaHue pa3peeHHON, CooTBeTcTBYET

I'® PP, C.2.2.0019.18

VYruepona Avokcua

He nomkHo ObITE
MOMYTHEHUs B TeUEHHE
1y

Peaxuus ¢ xanpuus ruipokcHaa
pacTBopoM

(u3BecTKOBO# BOIOI),

I'd PP, $C.2.2.0019.18

B teuenne 1 4 nomyTHEHME HE
HabmopaeTcs
CooTseTCcTBYET

HuTpatTe! # HUTPUTEI

He 6onee 0,00002 %

Peakuus ¢ aupennnamuna

menee 0.00002 %

(0,2 ppm) Pactsopom Coorserctryer
[P PD, $C.2.2.0019.18
AMMoHHHA He Gonee 0,00002 % Peaxuns ¢ peaxrtisom Hecciepa, menee 0.00002 %
(0,2 ppm) I'd PP, ®C.2.2.0019.18 CoorsercTByeT
Xnopuast He nomxHo 6bITh Peaxuns c cepebpa Hutpara Onanecuenuus He HabnoxaeTcs
omnanecLeHUnH pacTBOpOM, Cootsercrayer
: D PO, PC.2.2.0019.18
Cynsarst He nomxHo 6bITH Peakuus ¢ 6apus xnopuna B teuenue 1 4 nomMyTHeHuHe

NOMYTHEHHS B TeUEHHE
He MeHee | 4

pacTBoOpoM,
I'd PD, $C.2.2.0019.18

He HabmonaeTca
CooTBeTcTBYET

Kanbunii v Mmarduii

HomxHo HabmopaTeca
YHUCTO CHHee
OKpatuBaHue
pactsopa (6e3
¢roneroBoro oTTeHKa)

Peakuus ¢ HaTpus 34eTata
PAcTBOPOM,
[® PO, ©C.2.2.0019.18

Habnionaetcs unucto cunee
OKpalwuBanue pactsopa (6e3
(roneToBoro OTTEHKA)
CooTtsercTBYET

Taxenvie MmeTanisl

He nosmkHo 6b11h

Peakuus ¢ Hatpus cynbduna

OxpamuBaHue M onajieCuUCHUWA

OKpalIMBaHHs. pacTBopoM, He HabniogaeTcs
Honyctuma cnabast I'd PO, ®C.2.2.0019.18, CoorsercTByeT
OFAJIECUEHLIMA OT meror |
BBIZCJIMBLIEHCS CEPBL.

Hzsrekaemblit 06meM JomxkeH ObITL He I'd PD, ODC.1.4.2.0003.15 CooTtBeTcTBYET

MeHee HOMMHANLHOTO,
€CNH YMaKOBKH
HccneayTes
uHAMBHAYyaneHO. ns
YMaKoBOK C
HOMUHANLHBIM
obbeMoM 2 Mi1 U MeHee
U3MEpEeHHI 06BeM
JIOJKEH ObITh HE MeHee
CYMMBI HOMHHAJIbHBIX
obbemoB
HCCENOBAHHBIX
YNAaKOBOK.




Bakrepuanbhbie

IIpenensHoe

KauecTsenHsiit rens-tpomd tecr,

menee 0,25 ED/mn

3HIOTOKCHHBI coziepiKaHue I'd PP, 0PC.1.2.4.0000.15, CoorBeTcTBYET
BaxkTepHanbHBIX meron A
SHIAOTOKCHHOB B
npenapare He bosnee
0,25 ED/Mn
CrepunbHOCTb HomxeH 6bITh Metoz npsamoro rocesa Uiu CrepuibHo '
CTEPUILHBIM METON CootseTcTBYET
MeMOpaHHO# puabTpauuu,
I'd PO,
O®dC.1.2.4.0003.15
Vnakoska ITepBruHas ynakoBka - | BusyanbHelii [Tepeuynas ynakoska - Bakuuna

BakuHa

no 1 no3e B amiyne
BMECTHMOCTBIO 2 MJI 13
cTekna 1-ro
HAPOTUTHYECKOTO
Knacca.

Ha xaxayio amnyiry
HaKJIEHBAIOT ITHKETKY
CaMOKIEALLYIOCA MITH
TEKCT HAHOCST
HEMOoCpeNCTBeHHO Ha
aMmyJsly METOA0M
KarecTpyitHoi
nevary.

[lepBuuHas ynakoska -
Pacreoputens (Bona
st UHBeKUUH)

ITo 1 ma B amMnysne.

Ha kaxxnyio amnyny
HaKJIEHBAIOT ITHKETKY
CaMOKAEALLYIOCH KTy
TEKCT HAHOCAT
HEIOCPEICTBEHHO Ha
aMInysny MeToLoM
KaryiecTpynHoi
NevaTH.

BropuuHas yrnakoBka
B nauke 13 kaproHa 10
aMIyJ ¢ BakLMHOM no 1
Jl03e B amIy:ie,
NOMELLEHHBIX B
KOHTYPHY!IO A4YeliKoBYIO
ynakosky, 10 ammnyn c
pactsopuTeneM (Boga
ISt MHBeKUui) mo 1 mi
B amryJe,
MOMELLEHHbIX B
KOHTYPHYIO A4EHKOBYIO
YINaKOBKY BMECTe C
UHCTPpYKUMEHR no
MEAMLMHCKOMY
NPUMEHEHHIO
(nucrrom-~
BKJIZJBILLUEM ), HOXOM
aMnyNbHbIM WK
cxapubuKaTopom
amMynbHBIM.
JlOMONHUTENBHO B
nayky noMeLaiT
BKMAbILL C JIHYHBIM
HOMEPOM YKIaa4HKa,
[pu ynakoske amMnyJ,

ITo 1 mo3e B amnyne
BMECTHMOCTBIO 2 MJI U3 cTekna
1-ro rHapOAUTUHECKOrO Kacca.
Ha kaxxayto amnyny HakneeHa
3ITHKETKA CAMOKNEAAACS

Pacteopurens (Bona ana
HHBEKLMH)

Io I ma B amnynax

Ha xaxcayro amnyny HakjeeHa
3THKETKa CaMOKJIeALIancs

Bropuunas ynaxoBka

B nauke u3 xaprona 10 amnyn ¢
BaKLKHOM no 1 no3e B amnyne,
MOMELIEHHBIX B KOHTYPHYIO
SA4eHKOBYI0 ynakosky, 10 aMmysn
¢ pacTBoputenem (Boaa s
MHBbEKUH) 1o [ M B amryne,
[IOMELIEHHBIX B KOHTYPHYO
AYEHKOBYIO YNaKOBKY BMECTE ¢
UHCTPYKUHMEH Mo MeAHLUHCKOMY
DPHUMEHEeHHIO (JTUCTKOM-
BK/1ajbieM). JIONONHUTENBHO B
NauKy NOMELIEH BKIIaBILI C
JIMYHBIM HOMEPOM YKJIag4HKa.

CootsercrByer
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HMEIOLHX KOMbLIO
M3J10Ma WK TOUKY Ans
BCKPBITHA, HOX
aMMyJbHBIH UK
ckapuduxaTop
aMMynbHBIA HE
BKJIa/bIBAIOT.

Mapxkuposka

IepsuuHas ynakoBka -
Bakuuna

Ha amnyne ¢ BakuMHo#
YKa3bIBaIOT:
CoxpalueHHoe
TOproBoe
HaHUMEHOBaHHe
npenapara
(«BAKLIMHA
[IPOTHUB
KPACHYXWy),
KOJIMHECTBO 103 B
amnyne («1 O.»), nyTs
seeaeHus («I1/K»),
HOMEp CepHH
(6yxBeHHO-undpoBOE
obo3nauenue), naty
UCTeueHUs cpoka
FOHOCTH.

Ha stuxerke amnynsi ¢
BaKUUHOM YKa3bIBAIOT:
CokpalnenHoe
TOProBoe
HaHMEHOBAaHHE
npenapata (BakuuHa
MPOTHB KPAaCHYXHK),
KOJIHYECTRO 103,
IO3UPOBKY, NYTh
BBEIEHUS (TIOAKOXKHO),
HOMEp cepuu
(byxBenHo-undpoBoe
obo3nauenue), naty
MCTEUEHHN CPOKa
FOIHOCTH.

ITepBHYHas ynakoBKa —
Pactsoputens (Bona
I HHBEKLUMH)

Ha amnyne wnu
ITUKETKE aMIIyJIbl C
pacTeopurenem
yKa3blBalOT TOPrOBOE
HaMMEHOBaHHe
pacTBopuTent,
KOJIMYECTBO
pacTBOpMTENs B
ammnyne (o6beM B
MUIHIMTPaX), HOMep
cepun (DyKBEeHHO-
uudposoe
ofo3HaueHue), naTy
UCTEYEHHs CpOKa
TOHOCTH.

BropuyHas ynaxkoBka.
Ha nauxe c
KOMIUIEKTOM
YKa3blBatoOT:

2) TOProBoe

BusyansHbil

[TepBuunas yrnakoska.

Ha stuketke amnynsl
BaKLMHOH yKa3aHo:
CoxpameHHoe Toprosoe
HauMeHOBaHHe nperiapata
(Bakuuna npoTuB KpacHyXH),
KOJIMYECTBO /103, J03UPOBKa,
nyTs BEEeAEHH ([I0AKOIKHO),
HoMep cepuu (6YKBEHHO-
undposoe 0603HAUCHHE), NaTa
MCTEYEHHA CPOKa TrOAHOCTH

Ha stukeTke amnyJsl ¢
pacTBOPHTENEM yKa3aHO
TOpProBOE€ HauMeHOoBaHue
PacTBOPHUTESSI, KOTUYECTBO
pacteopuTens B amryne (06bem
B MUJUTHAMTPEX), HOMEP CepHH
(Byxeenno-umdposoe
o6o3HayeHHe), nata HCTEUEHH
CpoKa FrOJHOCTH.

BropuuHas ynakoska.

Ha nauke c kommiexTom
yKa3aHo:

a) TOProBoe HaMEHOBAaHHE
npenapara {BakuuHa npoTHs
KpacHyXH KynbTypanbHas
’KHBas), TOProBoe
HaHMEHOBAHUE PACTBOPHTEIS
(Bona mnst nHbeKUuit);

6) rpynnupoBo4Hoe
HAWMEHOBAaHWe nperiapara
(Bakuwna ons npodunakTHkH
KpacHyXxH);

B) COKpALUCHHOE HaMEHOBaHMe

fugporel
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HaWMeHoBaHue
npenapara (Bakuuna
NIPOTHB KPacHYXH
KyJbTypajibHad
MCHEBAs), TOProBoe
HAHMCHOBaHHE
pacteopuTes (Boaa
Uit MHBEKUUH);,

6) rpynnupoBouHoe
HaHMEHOBaHHE
npenapara (Bakuuna
It ripounaKTMrM
KpacHyXH);

B) COKpalleHHOe
HaWMeHOBaHHe
Ieprxarens
PErucTpauHoHHOro
YOOCTOBEPEeHUR/MPOH3B
onuTens
NeKapCTBEHHOTO
npenapata (AO «HITO
«MHKpOTeH») H ero
TOBAapHBIH 3HAK;

r) anpec u Tenedox
JeprKarens
pPertcTPaUMOHHOrO
yIoocToBepeHusn/npoun3s
oaurens
11eKapcTBEHHOrO
fnpemnapara;

) NexapcTBEHHYIO
thopmy npenapata
(uodunuzat ans
MPUrOTOBIEHHS
pacTBopa ans
MOAKOKHOrO
BBENEHNA);

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

) KOJIMYECTBO
JIEKapCTBEHHOTO
nperiapara 8 ynakoBke
(10 amMmnys BakUMHEI IO
1 nose), konnuecTso
pactBopuTens B
ynakoske (10 amnyn
pactBopuTens (Bona
ISl UHBEKUUi) no 1
M),

3) HHpOpMALHIO O
cocTase
NEKapCTBEHHOTO
npenapara (Cocras) 1
COCTaBe PacTBOPHTENS
(Cocras
pacTBopuTeNs),

U) HOMEp CepHn
nipenapaTa 1 HOMep
CEPUM PaCcTBOPUTENA
(6yxBeHHO-LH(pOBOE
ob03HaYeHue);

K) Jaty NpOM3BOACTBA
npenapara;

) AATY UCTEUYEeHUS

NIeKapCTBEHHOTO rperapara;
I) nexapcTBeHHas jopma
(mmodunusar ans
MpUroTOBIEHHA pacTBopa s
NOJIKOXKHOrO BBEACHHS),

e) nosuposka (0,5 mn/nosza);

%) KOJNIMYECTBO JIEKAPCTBEHHOTO
npenapara B ynakoske (10
aMITy s BaKLMHBI O 1 no3e)
KOJIMYECTBO PacTBOPHTENs B
ynakoeke (10 amnyJ
pacTBopHTENs (BOAA Ans
uHbeKLHE) mo 1 mn);

3) uHopMalHs O cocTaBe
JIEKapCTBEHHOro npenapara
(CocTaB) 1 cocTas pacTBOpHTENS
{Cocras pacreopurens);

M) HOMep cepuH npenapara u
HOMEp CepUH PacTBOpPUTES
(6ykBeHHO-uH(ppoBOE
0603HaueHue);

K) AaTa MPOH3BOACTBA
nperiapara;

1) laTa HCTEYEHHs CpoKa
rogsoctr (Komnnekr rogex
-0...),

M) ycnoeus xpaHenus (Xpauurh
npu Temnepartype ot 2 o 8 °C.
He 3amopaxwuBats);

H) NyTh BBEACHUS (Ha
BTOPU4HOI YIIAaKOBKE HE YKa3aH,
TaK Kak OH BKJIIOUEH B Ha3BaHHE
JiekapcTeeHHOM GopMEl);

0) YCIIOBHA OTNYCKa,;

1) rpefynpenTeNbHbIe HAAMHCH
:«CrepuneHO», « XpaHUTh B
HENOCTYIHOM U1 AETEel MecTen;
p) WTpUX-KOL;

€) criocob NpuMeHeHus
(«Cntoco6 npuMeHEeHHUs: CM.
HHCTPYKUHIO 110 MEJHLHHCKOMY
NpUMEHEeHHIO (JIMCTOK~
BKJIAZIBILL))»;

T) CPeACTBO UACHTH HKALIMH.
Cootsercrayer

ROM w,“_'i;

Pt \
—Nationd! oy
‘(‘\i’i\\mu‘n'\u\ug\c ,
i
\ &

b
“ “‘“"\“Y ;
co ‘C.\uﬂ‘“

2t
Joimt




CpOKa roJHOCTH
komnuekta (Kommnuexr

roJieH J0...);

M) YCNOBHS XpaHEeHHs
(XpaHuts npu
Temmeparype ot 2 10
8°C. He
3aMOpaKUBATD.);

H) NMyTh BBeJeHHS (Ha
BTOPHYHOIt yNnaKkoBke
He YKa3aH, TaK KaK OH
BKJIIOYEH B Ha3BaHHe
NeKapCTBEHHOMH
dopmbl);

0) YCIOBHsl OTNYCKA;
M) npeaynpeaurenbHble
HaaMcH:
«CrepuiibHOY,
«XpaHUTh B
HEeJOCTYITHOM s
aeteit mectey;

P) WTPHX-KOL;

c) crnoco® npuMeHeHus
(«Cnocod
MPUMEHEHHS: CM.
MHCTPYKLHIO 110
MEIHLMHCKOMY
MPUMEHEHHIO (JIMCTOK-
BKJIAZbILL))Y;

T) CPEACTBO
HIeHTH(HKAUKH,

TpchnopTMpOBaHne

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

XpaHeHne

[Ipu Temnepatype ot 2 no 8 °C..He 3amoparxupath

Cpok rogHocTH

3 rona

Hara npouseoacrtea
loneu 1o

25.02.2026
28.02.2029

3akmiouenue:  BaxkuuHa npoTHB KPaCHYXH KyJbTYpasbHast KHBas, THOQHIN3AT A MPUTOTOBIIGHHS PACTBOPa [Uls
noAxoxHoro seeaeHus 0,5 mn/nosa cepuu Ne M301826 B kommekte ¢ pactsoputesiem cepur NeT510925
cootBercTByeT Tpedosanusam HJL JITT-Ne(001165)-(PT'-RU)-270824

3aMecTuTenb AUPEKTOpa Mo Ka4ecTpy
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