PA3PEIIEHUE

Ha BBOJ B TpakIaHCKMii 060poT B Poccuiickoit denepanun cepun mwin apTUH
npousBeieHHOTO B Poccuiickolt Denepanuu uiy BBO3MMOTO B Poccuiickyto ®enepanuro
MMMYHOOHOJIOTMYECKOT0 JIEKAPCTBEHHOTO TperapaTa
Ne P006-00110-77/04462140 ot 02.03.2026

Bbinano  AxmmonepHoMy —o6mecTBy "Hay4Ho-TIpoM3BOACTBEHHOE 0GBEAMHEHHE IO
MCIULMHCKAM ~ MMMYHOOUONIOTMYECKMM  IpenapataM  "Mukporen”, Poccus, 115088,
r. Mocksa, yi1. 1-a Jly6posckast, 1. 15, ctp. 2, UHH: 7722422237.
(HauMeHOBaHME IOPHAMYECKOTO JIUIIA, ropuanyeckuii anpec, MHH)
Degepanabuas cay:xba Mo Hax30py B cdepe 3ApaBOOXpPaHEHHs] HA OCHOBAHHH 3aKJIIOYeHHS
MCTIBITATC/IbHOTO - LICHTPA  SKCNIEPTH3Bl  Ka4eCTBAa MEIHUIMHCKHX HMMYHOGHOJIOIHYECKHX
npenapatoB OenepaybHOro roCyAapCTBEHHOTO OFOKETHOTO yupexnenus "Hay4Hslif nieHtp
OKCHEPTU3bI  CPEJCTB  MEIULMHCKOTO MpUMeHeHus" MUHUCTEPCTBA  31paBOOXPAHEHHUS
Poccuiickoii Denepanun
(HaMeHOBaHHMe (eNepaNbHOTO roCYJapCTBEHHOTO OIOIKETHOIO YUpEXICHUS)
oT 26.02.2026 Ne 105/HIIDCMII pa3spemaeT BBox B rpakaaHcKHi o6opoTt
(mara) (Homep)
B Poccniickoii @eaepaunu mMMyHOGHOI0rHYeCKOTO JIEKapPCTBEHHOI0 MpenaparTa
BakunHa IpoTuB KpacHyXM KyJIbTypaibHas KUBas
(TOproBoe HaMMeHOBaHMe)
Bakuunna ans npoduiiakTKm KpacHyxu
(MexmyHaponHOe HEMATEHTOBAHHOE HANMEHOBAHME (TpynmupoBOYHOE MM XMMHYECKOE)
JTMO(UIN3AT [T IPUTOTOBICHHS PACTBOPA [T [IOAKOKHOTO BBEICHHS .5 M1/o3a
(1 no3a) - ammyts1 (10 1mT.) - MAYKK KAPTOHHBIE /B KOMILIEKTE C pacTBOpPUTEIEM:
BONA VI MHbEKIWMH - 10 mrT./ - 1715 eueGHO-Ipo PHIaKTHIECKIX yUpEKIECHUIA
(popma BrImycKa (¢ yKa3aHHeM 1eKapCTBEHHO (opMBI, 103MPOBKH, (HACOBKH) 1 KOTHUECTBO B YIaKOBKe)
o0bem cepuu

cepun  M325 (cepus pactBopuress - T340625) S nApTHA 2816 ,
(xonuuecTBo
(Homep cepun) YIaKoBoK)

rogeH 1o 11.2028 ,
(cpok romHOCTH)

NPOM3BOACTBA AKIHOHEPHOTO obmectBa "HayuHO-IIPOU3BOACTBEHHOE OOBEIHHEHHE MO
MEIHUINHCKAM UMMYHOOHOIOrHYeCKUM Tipenaparam "Muxporer” (AO "HITO "Muxkporen"),
Poccnst, 115088, r. Mockaa, yi1. 1-a ly6posckast, . 15, cTp. 2 (mpousBoauTes (
NCpBUYHAA yIaKOBKA, BTOPHYHASA YIIAaKOBKa), CTP. | (BBINYCKAIOLIMiT KOHTPOH
(HauMeHOBaHME U aipec IPOU3BONTES (C YKa3aHWeM CTaiuii pou3BoAETEa
Perucrpaunonnoe ynocroepenne Ne JIIT-Ne(001 165)-(PT-RU) ot 30.(
JlepkaTeJb pPerucTPalMOHHOIO YAOCTOBEpeHHSI AKunoHepHOE [0
NPOU3BOJCTBEHHOE OOBEAMHEHHE II0 MEUIIMHCKAM HMMYHOOHOIOT Mt
"Mukporen" (AO "HIIO "Mukporen"), Poccus, 115088, r. Mocksa, 210N
a. 15, ctp. 2.

(HanMeHOBaHUeE, anpec)

JIOKYMEHT IIOATINCAH
SJIEKTPOHHOMU TTOITUCHIO

3aMeCTI/ITeHB pyKOBOIII/ITeJ'I}I Ceprudukar 42D1B24AD82BBD113BD1263FE2CCBC89

Bnanenen Ilapxomenko Imutpuii BeeBotoopuu HB . HapXOMeHKO
POCS,Z[paBHaILBOpa JetictBurenen ¢ 07.04.2025 no 01.07.2026




AKUHOHepHOoe 061IECTBO

«Hay4HO-TIpOM3BOACTREHHOE 06LeMHEHHE [T MENHLUHCKUM HMMYHOOHONOrHYECKMM npenaparam
«Mukporen»
AZpec MeCTa OCYIIECTBIEHHS THLEH3UPYEMOTO BHAA AEATENBHOCTH:
Poccns, 115088, r. Mockea, yn. 1-1 Dy6posckas, a.15, cTp. 2
infoi@microgen.ru. (495)710-37-87

ITACIIOPT
Ne 0020 or 12.02.26

BakuuHua npoTHE KpacHyxn KyAbTYpalbHAas KHBas
Baxuuna pst npoduiaakTiky KPaCHYXH JIHOQHIH3AT ISl HPHIOTOBJIEHHS PacTBOpa IJIsl NOAKOKHOI'C BBeJeH 1S
0,5 mn/nosa

Perucrpamonnoe ynoctosepenne JII-Ne(001165)~(PT-RU)

HJ1 JITI-Ne(001165)-(PT-RU)-270824

M325

T340625

Omnua npususounas 1o3a npenapara (0,5 mi) COZEPIKHT:

HeiicTByromee BelecTBo:

- BUPYC KpacHyxu — He MeHee 1 000 (3,0 1g) TkaHeBbIX LMTONATOreHHBIX 103

(T A50);

BenomorarenbHele BemecTsa:

- BOAHbIH pacteop JIC -18 - 0,100 mn;
- KesjaTtHHa pacteop 10 % - 0,025 mn
PacTsopHTeNb: Boma Ana MHbEKUHit

HO]JMaTPlBHaS{ AOKYMEHTauus

Howmep cepun pakuunsl
Homep cepuu Boas! ans unbsexunn
Cocras:

KomuuecTso B cepuu, en. naMepenus 2816 YNaKoBOK
Hata npoussonctea/ nata Beimycka 1225
JlaTa okOHYaHuUs CpOKa TORHOCTH 1128
PesynbsraThl HCnbiTanumit
Konrponnpyemeie TpeGopauns
Metoant KoHTpONS Pesynbrars! Henbrrannit
nokasarenu cneuHpUKRaLnH
Onmncanue Jnodunuszar - BusyansHslii Jlnodunuzar - opHopoaHas
ORHOPOAHAS OPUCTAS MOPUCTas Macca CBETIIO-KENTOrO
Macca CBETNO-KENTOro LBETA C PO30BATEIM OTTEHKOM.
UBETa, AONYCKAETCA I'irpockonnyna.
PO30BaTklil OTTEHOK. BoccranoenenHsIit npenapar -
Furpockonuuna. TIpo3payvHas KHAKOCTH PO30BOro
BoccraHoBneHHElit uBeTa
TNpenapar - npo3payHas CootserctByeT
XHAKOCTh PO3OBOTO
usera
TloanuHHOCTE HomxeH conepxars Peaxuusa nejitpanusauuu na Conepsxut BUpYC KpacHyXn
BHPYC KPacHYXH KyJisType knerok RK-13 Coorsercrayer
Bpems pacteopenns Hosmxen pacTBopatecs | BusyanbHbii Pacmopnercx ‘ e MeHee 3
B TEYEHHE 3 MUH npU MIH MY B gece
BHeCeHHHM B aMmyiy 0,5 MJT BOLBF A UHBEKUAH i
MJ1 BOJb! ANsl HHBEKLINIA CooTaereTBY&T 010,10, 0,
pH Ot 7,0 10 8,0 TToTeHumomeTpuyeckiii, 7.8 F oy —ur iy
I'd PO Coom m{cmmm}ﬁ,ﬂ',‘.”‘,”
Mexannyeckue Homxken Busyaneusrii, CootegrcTBYET 0mpany o
BKJTIOYEHHS COOTBETCTBOBATE r'd Pd Joint St ek

TpeboBaHMAM npu
ONPENENEHHH BUAUMBIX
yactuit, He 6onee 23

Crp.1u3 7



MEXaHWYEeCKHX
BKITHOUEHMI B 5
aMmyax nepsoi
BLIGOPKH U He Gonee 52
MeXaHHHYeCKuX
BKIIIOYEHHUH B 10
aMnynax nepeom u
BTOpPO# BEIGOpKax
CYMMapHO.

Hoteps B Macce npn He 6onee 2,0 % T'pasumerpuueckuii, 0,9 %
BBICYILHBAHUN I'® PO CooTeercTyer
CrepunsHOCTL He nomxen conepxats | MeTox npsmoro nocesa uim He copepsxut 6akrepuii u

Bakrepuii u rpubon MeMOpaHHOH QuibTpauuy, rpu6os

I'é PO CooTBercTByeT

AHOManbHas HomxeH ObITh Buonoruuecxui, Hertokcuuen
TOKCH4YHOCTE HETOKCHYHBIM I'd PO CooTBeTCTBYET
Cneunduyeckas TlpuBuBOYHag Ho3a Kynetypanshsiii Bupyc xpachyxw - 50120 (4,7 Ig
aKTUBHOCTh BakuHHH (0,5 mMn) THAS50/0,5 mn)

IOJKHA COREPIKATh He

menee 1000 TkaneBbIx CooteercTByeT

UKTOMATOTeHHEIX J03

(TLLA50) Bupyca

KpacHyXxu (He MeHee

3,0 Ig TII50/0,5 mn)
Briunii He 6onee 50 ur B HmmyrodepMenTasii, I'd PO 1,5
CBIBOPOTOYHBIH OIHOM NPUBHBOYHOI! CootBetctByeT
ans0yMuH 103€ BAKLMHBL
Bakrepuansibie Menee 20 E3/Mn KauectsenHeiii rens-tpom6 Tecr, Menee menee 5,0 ED/Mn
IHAOTOKCHHEI TO P®, OPC.1.2.4.0006.15,

MeTox A

TepmocrabunsHocTs HomieH GriTh KynetypansHriii TepmocTabunen

TEPMOCTAa0HALHEIM. CooteercTyeT

Honyckaercs

CHIDKEHHE cpefiHeii

reoMeTpuyeckoi

BEJIHYHHB! THTpPA
BUpYca nocine
nporpesaHus He 6ouee,
4yeMm Ha onuH g

PacTBOpHTEND, BhINYCKAMBIil B KOMIUIEKTE ¢ NPENAPATOM: BOAA 4TS HHBeKIHii

Onucanue Becusernas OprasonenTHueckui Becupernas npospaynas
npo3payHas KHAKOCTE KUAKOCTh fe3 3amaxa
Oe3 3anaxa CooTBeTCTBYET
pH ot 5,0 no 7,0 Iotenunometpuuecknii, ['® PO, 5,9
O®PC.1.2.1.0004.15 CooTtsercTeyer
KucnorHocts unu INpu nosenennu KauecTBenHas peakuus ¢ Kucnornocts

LIENI0YHOCTh

MKEJITOrO OKpalHBaHHA
OHO JOJKHO
W3MEHHTBCA Ha
KpacHO€ MM po30BOe
OT npubaenerus He
Gonee 0,1 Ma 0,01 M
pacTsopa HaTpus
TRAPOKCH/A; NPH
NIOABJIEHHH KPACHOIO
HIIH pO30BOIo
OKpalIHBAHHUA OHO
IOJDKHO U3MEHHTLCS Ha
JKENTOE OT
npubaeneHus He Gonee
0,15mMn0,01 M
pacTBopa
XJIOPUCTOBOAOPOAHOM

theHONnoBOrO
KPAcHOro pacTBOpOM,
I'eo PO, ©C.2.2.0019.18

Oxpacka uamMeHunacek 0T
npubasnenus 0,1 mn 0,01 M
PacTBOpa HATPHA THAPOKCHAA

CooTeercTByeT
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KHUCIOTEI.

OnexrponpoBonsocts | He Bonee 25 mkCm/em Kounykromerprueckuii, 12,5 mxCwm/cm

E® 0169 Coorserctyer
Mexannueckue HomieH BeinepuBaTh | BUayanbHEL, BrinepxuBaet Tpebosanus
BKIIOYEHHA TpeboraHna I'® PO, ODC.1.4.2.0005.18 CootsetcTByeT

‘BunyMele yactu LBl

Hesuaumele u aCTHLbI

B onnoii amnysne,
SyThlIKE MK Qrakone
CpeAHee YHCIIo YacTULl

CuyetHo-doTomeTpuuecknii,
I'd PO, O®C.1.4.2.0006.15

10 mMkm 1 Gonee -17
25 MKM 1 Gonee -1

pasmepoM 10 MKM 1 CootBeTtcTByeT

6onee He noWKHO

npessiuats 6000, a

CpelHee YHCIIO YacTHI|

pasMepom 25 MKM K

Bonee He DOMKHO

npespimare 600
Cyxoit octaTox He Gonee 0,001 % I'paBumeTpuyeckuii, 0,0001 %

T'D Pd, ©C.2.2.0019.18 CooTeeTcTByeT

Boccranaenusaiomue | JlomkHo coxpanutbes Peaxuus ¢ pacTBOpOM Kajua Posogoe okpaimsanue
BELIECTRA po30BOE NepMaHraHaTa 1 CepHON KHMCIIOTOH | coxpaHsercs

OKpamuBaHue Pa3BeJIeHHOIH, Cooreercrayer

I'd PO, ¢C.2.2.0019.18

VYraeponra nHokeun

He nomxho 6uith
MOMYTHEHHs B TeHeHHe

Peakuus ¢ kansLus ruapoxcuna
pactBopom

B reyenne 1 4 nomyTHeHne He
Habonaercs

1y (n3BecTkOBO# BOMIO), CoorsercTyer
I'd PP, ©C.2.2.0019.18
Hutpatst u HUTPUTEI He Gonee 0,00002 % Peaxuus ¢ mudennnamuna menee 0.00002 %
(0,2 ppm) Pacreopom CooTtseTtcTBYET
I'® PP, $C.2.2.0019.18
AMMOHHIT He 6osee 0,00002 % Peaxupsa ¢ peaktusom Heccnepa, menee 0.00002 %
(0,2 ppm) TD PO, ©C.2.2.0019.18 CooTBeTcTBYET
Xnopuas! He nomxHo 6uiTe Peaxuus ¢ cepe6pa HuTpara Onanecuenuus He HabmonaeTcs
OnanecueHuUH pacTBOpoM, CootseTcTByeT
') PO, ©C.2.2.0019.18
Cynbarel He nomxHo OsiTh Peaxuus ¢ Gapus xnopuna B Teyenue 1 4 nomyTtreHHE

[OMYTHEHMS B TEUEHHE
He MeHee | y

pacTeopow,
T'® PO, ®C.2.2.0019.18

He HabnonaeTcs
CootsercTRyeT

Kaneuuit v marauii

JomxHo HabmoaaTses
HHCTO CHHee
OKpaIIHBaHKe
pactropa (6e3
¢ronetoBoro oTTeHKa)

Peakuus ¢ Hatpus aneTarta
pacTeopomM,
I'® P, $C.2.2.0019.18

Habnronaercs yncto cunee
OKpaLUMBaHKe pacTBOpa (Ges
(uoneToBoro oTTEHKA)
CooteetcTByeT

Tsaxensie MeTannsl

He momxHo 6BITE

Peakuus ¢ natpus cynstuma

OxpamuBaHse ¥ onanecueHLHs

OKpallHBaHKUA. pacTBOpOM, He Habmonaerca
Honyctuma cnabas I'd Pd, $C.2.2.0019.18, CootBetcTayer
OnaJecLeHLHUs OT MeTton 1
BEIAENMBILEIICS CEPEI.

HzBnexaemblii 06nem JonxeH GbITh He I'd PO, OPC.1.4.2.0003.15 CootBercTRYET

MEHee HOMHHANBHOTO,
€CJIN YNaKOBKH
HCCNIeRYOTCH
HHIHBHIAYanbHO. s
YNaKoBOK C
HOMUHANBHBIM
o6BeMOM 2 MJI M MeHee
U3MEPEHHEIH 00heM
IOJDKeH OBITh HE MeHee
CYMMbl HOMMHA/IbHBLIX
06LeMOB
HCCNeN0BaHHbIX
YHaKOBOK.

«N
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Baktepuansnrie IIpepenstoe KauecTBeHHbIH renb-TpoMo Tecr, metnee 0,03 ED/Mn
9HJOTOKCHHE] CONepKAHME I'® Pd, 00C.1.2.4,0006.15, Coorsercrayer
faKkTepHANbHLIX MeTon A
3HAOTOKCHHOB B
nipenapare He Gonee
0,25 E3/mn
CrepunbHocTs Jlomxen ObITh MeToz npsamoro nocesa unu CrepunbHo
CTEPUALHEIM METOox CooteercTBYeT
mem6pannoii hunsTpauun,
I'e P,
0®C.1.2.4.0003.15
Vnakorka Hepenynas ynakoeka - | BusyanbHsiii ITlepsuunas ynakoska - Bakuuna

Bakuuna

no 1 nose B amMnyne
BMECTHMOCTEIO 2 M1l 13
cTekna 1-ro
THAPONUTHYECKOro
Knacca.

Ha xakayro amnyny
HaKJIEMBAIOT 3THKETKY
CaMOKJIECAILYIOCS MU
TEKCT HAaHOCAT
HETOCPEACTBEHHO Ha
aMIIyJIy METOIOM
KarjecTpyiHoii
nevaTy.

Tlepsuynas ynakoska -
Pacreopurens (Boaa
JUIst IHBEKLMH)

ITo 1 mn B amnyse.

Ha xaxcayto amnyny
HaKNeHBaloT STHKETKY
CaMOKIIESINYIOCA UK
TEKCT HAHOCAT
HEMOCPEACTBEHHO Ha
aMIyJy METo0M
KaraecTpyHHoi
NeYaTH.

BropnuHras ynakoska
B nauxe U3 xaprona 10
aMmIyJ ¢ BakuMHoi no 1
1103€ B aMIIyJIe,
MOMEINEHHEIX B
KOHTYPHYIO S4EHKOBYIO
ynakoeky, 10 amnyn ¢
pacTsopureneM (Boza
I uHBeKumit) 1o 1 mn
B amIyne,
TIOMEIIEHHEIX B
KOHTYPHYIO STUEHKORYIO
YIaKOBKY BMeCTe ¢
HHCTpYKUHEH no
MEINLIHCKOMY
NPHUMEHEHHIO
(nucTKOM-
BKIAJBIIEM ), HOXOM
AMITYIBHEIM HIIH
ckapuUKaToOpoM
aMITyNBHEIM,
JononauTtensHo B
NayKy noMelamT
BKIAABIII C IUYHBIM
HOMEpOM yKIaauuKa.
IIpu ynakoBke amnya,

ITo 1 no3e B amnyne
BMECTHMOCTEIO 2 MNI U3 CTeKa
1-ro ruaponuTHUECKOro Knacca.
Ha xaxnylo amnyny HakneeHa
STHKeTKa caMoKneslaics

Pactsopurens (Boga ans
HMHBEKLHIT)

ITo 1 Mn B amnynax

Ha kaxcayio amIyiny HakneeHa
STHKETKa CaMOKJeALancs

Bropuyxas ynakosxa

B nauxe u3 kaprona 10 amnyn ¢
BaKUMHOM mo 1 foze B ammnyse,
NOMEIIEHHEIX B KOHTYPHYIO
A4eHKoBYIO ymakoBky, 10 ammyn
¢ pacTBopuTeneM (Boma s
HHBEKLMI) mo 1 M1 B aMmye,
MIOMEINEHHEIX B KOHTYPHYIO
A4CSHKOBYIO YNIAKOBKY BMECTE C
MHCTPYKUHEH N0 MEAHLMHCKOMY
NPHMEHEHHIO (JIUCTKOM-
BKJIazbliueM). JIOTONHATENBHO B
NayKy NOMEUEH BKIaJBILI ¢
JIMYHBIM HOMEPOM YKIag4yMKa.

CooTBerctByeT

7 «Haunoy, NP

5 O/l 0 ‘

A rr}ug:m/-.mu:rm a5

4 R0y g,

. «Nationa] 3]

Mmunobiolggie,y .
ey,

k Company,
A \ Joint Stoep,
% (.‘Jfllp:)n\'
N \ o

Crp.4u3z7




MMEIOIHX KOJbLO
H37I0Ma HIIH TOYKY A
BCKPBITHS, HOX
aMITYJIBHBIT UaKn
cKapupukatop
aMITyNIbHBI He
BKJ1aBIBAIOT.

Mapkuposka

Ilepsuunas ynakoska -
Bakuuna

Ha amnyne c Bakiunofi
YKa3bIBalOT:
CoxpaiieHnoe
TOProBOe
HalMEeHOBaHHe
npenapara
(«BAKIIMHA
[TPOTUR
KPACHYXHW»),
KOJHYECTBO 03 B
amnyne («1 O.»), nyts
BRezeHus («II/K»),
HOMEp CepHH
(6yxBeHHO-LMGpOBOE
o6ozHaveHue), nary
MCTEUeHUs cpoka
FOJHOCTH.

Ha sTukertke amnynsl ¢
BaKUUHOMH yKa3bIBAIOT:
CokpaleHHoe
TOProeoe
HalMeHOBaHHe
npenapata (Bakuusa
TIPOTHB KPacHYXH),
KOJIMYECTBO [03,
JO3HPOBKY, MyTh
BBeJeHHA {IOAKOKHO),
HOMEp CEepHH
(6yxBeHHO-LU(ppPOBOE
obo3HaveHue), naTy
HCTEHYEHNS CPOKa
FOJHOCTH.

MepBuunas ynakoska —
Pacreopurens (Boaa
IS HHBEKLIMH)

Ha amnyse vy
ITHKETKE aMITYJIBI C
pacTBOpHTENEM
YKa3biBAtOT TOProBoe
HaHMEHOBaHHe
pacTBopuTels,
KOJMYECTBO
PacTBOpPHTENS B
ammysnie (00reM B
MHJUTHIMTPaX), HOMep
cepuH (OyKBeHHO-

g posoe
o6o3Havuenne), naty
WCTEHEHHA CpoKa
FOLHOCTH.

BropuuHas ynakoBka.
Ha nauke ¢
KOMIIIEKTOM
YKa3BIBAIOT:

a) TOprogoe

Busyaneuniii

IlepBuuHnas ynakoska.

Ha stuxerie amnynet ¢
BaKLWHOM YKa3aHo:
CoxkpatneHHnoe Toprosoe
HauMEHOBaHHKE Ipenapara
(Bakuuna npoTus KpacHyxu),
KOJIMYECTBO 1103, JIO3MPOBKA,
nyTh BBEAEHNs (TIOAKOKHO),
Homep cepul (BykBeHHO-
undporoe o6o3navenue), nata
HCTeuEHHs CPOKA FOAHOCTU

Ha sTuxeTxe ammysne ¢
pacTBOpHTENEM yKa3aHO
TOProBO€ HAHMEHOBAHHE
pacTBOPUTENS, KOJTMYECTBO
pacTeopuTens B amnyie (06nem
B MUJUIMJIITPAX), HOMEp CepHu
{6yxBeHHO-UHppOBOE
o603HaveHne), AaTa CTEUEHUA
CpPOKa FOAHOCTH.

Bropuunas ynakoska.

Ha nauke ¢ xoMmnekTom
YyKazaHo:

a) TOProBoe HAUMEHOBaHHE
npenaparta (Bakunna npoTus
KPacHyXu KyJlsTypaibHas
JKHBag), TOProBoe
HAVMEHOBAHUE PACTBOPUTENA
(roga ns MHBEKLMIA);

6) rpynnupoBouHoe
HaWMEHOBaHMe NipenapaTa

(Baxuuna )I.ﬂﬂ npadHiIaKT

nexapct Be udm;mpgm#p’aml(
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HalWMEHOBaHNHe

npenapata (Bakuuua
NPOTHB KPacHyXH
KyJbTYypaibHas
)KHBasg), TOprosoe
HalIMEHOBaHHE"
pactsoputens (Boaa
JUIS MHBEKLIHIA);

0) rpynnupoBoyHOE
HaUMEHOBaHuMe
npenapara (Bakuuna
Ins IpohMNaKkTUKK
KpacHyXH);

B) COKpAILEHHOE
HaHMEHOBaHHe
aepxartens
PEeTUCTPalUGHHOTO
YAOCTOBEPEHHA/TIPOU3R
OAMTENS
JIEKapCTBEHHOTO
npenapara (AQ «HIIO
«MuKpoOreH») ¥ ero
TOBAPHEIH 3HaK;

I) anpec ¥ Tenedon
Jepxarens
PErUCTPaLHOHHOrO
YIOCTOBEPEHHUs/NPON3B
OAWTENS
JIeKapCTBEHHOro
npenapara;

1) IEKapCTBEHHYIO
¢opmy npenapara
(maodmnusar nna
TIPUTOTOBJIEHHS
pacTBOpa AN
NOAKOKHOTO
BBEJICHNA);

€) no3uposky (0,5
Mn/no3za);

%) KOJIMYECTBO
JIEKapCTBEHHOTO
Npenapara B YrnakoBKe
(10 amMmyn BakuMHEI N0
1 noze), konuuecTrO
PacTBOpHUTENS B
ynaxoske (10 aMnyn
pactsopuTens (Boaa
U1 MHBEKLHI) mo 1
mi);

3) uHpopMaLHIo 0
cocTaBe
JIEKapCTBEHHOTO
npenapata (Cocrag) u
COCTaBE PAacCTBOPUTENS
{Cocras
pacTsopuTess);

H) HOMEp CepHH
npenapara ¥ HoMep
CepHM PACTBOPHTENS
(6yxBeHHO-LI(pOBOE
o6o3HaueHue);

K) JaTy NPOH3BOACTBA
npenapara;

JI) JATY UCTEYEHUA

JIEKAPCTBEHHOrO Npenapara;

1) IekapcTsennas Gopma
(m1odunuzar g
TPUTOTOBNEHMS PaCcTBOPA ANA
HOAKOXHOTO BBEAEHHS);

e) aosuposka (0,5 mn/noza);

) KOJIHYECTRO JIEKAPCTBEHHOTO
npenapata B ynakoeke (10
aMmIyJ BaKUMHBI 1o 1 mo3e)
KOJIMYECTBO PACTBOPUTENA B
ynakoske (10 ammyn
pacTeopuTens (Boza ansa
HHBEKLHN) o 1 mn);

3) uHGOpMAals o cocTare
NIeKapCTBEHHOr0 Npenapara
(Cocra) u cocras pactsopuTens
(Cocras pacrsopurens);

M) HOMep cepuM npenapara 1
HOMEp CEPUH PacTBOPHTENA
(6yxeBeHHO-UM(pOBOE
o6o3HaueHue);

K) JlaTa IPOM3BOACTBA
npenapara;

1) aTa HCTEeUeHHUs CpoKa
rogHoctd (Komnnext rogen
I0...),

M) ycnosus xpaHenus (XpaHHTb
npu temuepatype ot 2 no 8 °C.
He samopaxknsats);

H) TyTh BBeAeHus (Ha
BTOPHYHOM yNakoBKe HE yKa3aH,
TaK KaK OH BKIIOYEH B Ha3BaHMe
JIeKapCTBEHHOH HOpMBI);

0) YCIIOBUS OTIyCKa;

1) NpeynpeauTensHble HanmucH
:«CTepuneHO», « XpaHHTL B
HEROCTYNHOM 4711 AETEll MecTen;
P) LWTPHX-KOZ;

¢) crocob npUMeHeHHs
(«Crnioco6 npumeHenus: M.
MHCTPYKLHMIO TI0 MEAHLHHCKOMY
NPUMEHERUIO (JIUCTOK-
BKNafpIL))»;

T) CPENCTBO MAEHTH(DUKALIAH.
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CpOKa roJAHOCTH
kommnexta (Kommnext
roJIeH J10...);

M) YCIIOBHsI XpaHEHMS]
(Xpauuts npu
TemnepaTtype ot 2 10
8°C. He
3aMOPaKUBATh.);

H) NyTh BBeAeHNs (Ha
BTOPHYHOMH ynaKoBKe
He yKa3aH, Tak Kak OH
BKJIIOUEH B Ha3BaHue
JIeKapCTBEHHOH
Popmer);

0) YCIIOBHS OTITyCKa;
M) NpeynpeanTenbHble
HaJN}CH:
«CTepunsHo»,
«XpaHHuTh B
HEJOCTYIHOM 1Sl
neteii MecTey;

p) WITPUX-KOLI;

C) crocod npruMeHeHus
(«Cnoco6
NIPUMEHEHHMSA: CM.
HHCTPYKLHMIO 110
MEIUIMHCKOMY
MPUMEHEHHIO (JINCTOK-
BKJIaJIBILI));

T) CPeaCTBO
WIeHTHUKALMK.

Tpancrnoptuposanne | Ilpu Temnepatype ot 2 1o 8 °C. He 3amopaxuBaTh

XpaHeHue Ipu Temnepatype ot 2 1o 8 °C. He 3amopasupats

3 rona Jata npousBoacTea 15.12.2025

Cpok roaHoCcTH Tonen no 30.11.2028

3axmovenne:  BakuuHa NpOTHB KpacHyXH KynbTypaibHas JKHBas, THO(UNM3AT AN IPUTOTOBIEHHS PACTBOPA TS
noaxoxxsoro eseaenus 0,5 mi/noza cepun Ne M325 B KOoMIIIEKTe ¢ pactBoputesnem cepuu NeT340625
coorsetcTByet TpeGosanusam HJI JIIT-Ne(001165)-(PT-RU)-270824

3aMecTHTeNlb JUPEKTOPa Mo KayecTRy
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