PA3PEIIEHHUE

Ha BBOJI B rpaxk1aHCKuii 000poT B Poccuiickoit denepaiiuu cepuu Wi MapTHH
npou3sBeaeHHoro B Poccuiickoii @enepauuu wid BBo3uMoro B Poccuiickyto denepaiinio
MMMYHOOMOJIOTMYECKOTr0 JIEKAPCTBEHHOTO Mpernapara
Ne P006-00110-77/04634676 ot 23.03.2026

Beigano AxnuonepHomy oOmectBy "HayuHO-NpOM3BOJACTBEHHOE OOBEAMHEHHE I10
MEIULMHCKUM ~ UMMYHOOHOJIOTMYCCKUM — mpenaparam  "Mukporen”, Poccus, 115088,
r. Mocksa, yi. 1-a Jlyoposckas, . 15, crp. 2, UHH: 7722422237,
(HaMMeHOBaHUE IOPUAMIECKOrO JIULA, Iopunryeckuii agpec, MHH)
PenepanbHas ciay:kba Mo Hag3opy B cdepe 3APABOOXPAHEHHSI HA OCHOBAHUH 3AKJIIOYEHH S
UCIBITATEJIbHOIO LIEHTpa DJKCIEPTU3bl KayecTBa MEJAMIUHCKUX HMMYHOOUOJIOMHUECKUX
npenapaToB PenepasbHOro rocyIapCTBEHHOI0 OF/KETHOroO yupexienus "HaydHsrid neHTp
OKCIIEPTU3Bl CPEACTB MEAULMHCKOIO IpUMeHEeHUs" MuHHCTEpCTBA 3paBOOXPAHCHHUS
Poccuiickoit Denepanyu
(HanMeHoBaHue (eJepaibHOrO rocyIapCTBEHHOrO OFOJHKETHOIO YUPEKACHUsT)
or 20.03.2026 Ne 219/HIIDCMII pa3pemaer BBOA B rpaskIaHCKHIA 060poT
(nara) (HOMED)
B Poccuiickoit ®@enepaniui HMMYHOOHOJIOTHYECKOTI0 JIEKAPCTBEHHOT0 MpenaparTa
BakuyHa NpoOTUB KPaCHYXH KyJIbTypaJibHasl XUBas
(ToproBoe HaUMEHOBaHNKE)
Bakiuna s npounakTUKU KpacHyXu
(MexmyHapoJHOe HeMaTeHTOBAHHOE HAaMMEHOBaHHE (IPYIIITMPOBOYHOE UITH X UMHUYECKOE)
NHOo(UIM3AT JUTSl IPUTOTOBJICHHS PAcTBOPa JIIS MOJAKOKHOTO BBeAcHMs 0.5 MiI/mo3a
(1 no3a) - amirysisl (10 mT.) - MAYKK KAPTOHHBIE /B KOMIUIEKTE C PACTBOPHUTENIEM:
BOJIA JUISI UHBbEKIMHA - 10 mIT./ - JuIst ieueOHO-MPOPUIAKTHUCCKHX Y UPEIKICHHIA
(dopma BbIycKka (€ ykazaHUEM JIEKapCTBEHHOM (HOPMBI, TO3UPOBKHU, PACOBKHU) M KOJMUECTBO B YIIAKOBKE)
o0beM cepum

cepun M300926 (cepus pactBoputensa T350625) 7377 ,
WJIM IApTHH
(HoMep cepun) (xonu4ecTBo
YIaKOBOK)

rogen go 01.2029
(cpok rogHOCTH)
npousBoacTBa AKUMOHEepHOro oOmectsa "HayuyHO-MPOM3BOACTBEHHOE OOBEAMHEHUE II0
MEIUIMHCKUM UMMy HOoOHoIorudeckum mpenaparam "Mukporen” (AO "HITO "Mukporen"),
Poccus, 115088, r. Mocksa, yi. 1-a lyoposckast, A. 15, ctp. 2 (nmpousBoauteiis (rotosoit JID),
IIEpBAYHAs YIIAKOBKA, BTOPUYHAsl yIAaKOBKa), CTp. | (BBIITY CKAIOUIMI KOHTPOJIb KAYeCTBA).
(HauMeHOBaHUE U aipec MPOU3BOAUTENS (C YKa3aHHUEM CTaii MPOU3BOCTBA)
Perucrpaunonnoe ynocrosepenue Ne JITI-Ne(001165)-(PL Ry 6780,08.2022.
JAepxaTenb pPerucTpalMOHHOIO YJIOCTOBepeHHs] A 0 e WoMiectBo "HayuHo-
IPOU3BOJACTBEHHOE OOBEIUHEHUE 10 MEIULUHCKUM MM WM TIperaparam
"Muxkporen" (AO "HIIO "Mukporen"), Poccus, 115088 ast Jly6poBckas,

2

. 15, cTp. 2.

(HauMeHoBaHuUe, aapec)

JOKYMEHT ITOJTINCAL
DJIEKTPOHHOM ITOAITUCHIO

3aMeCTI/IT6J'[ b pyKO BOAUTEIS Cepruduxar 42D1B24AD82BBD113BD1263FE2CCBC89

Brnanenen Iapxomenko JIyurpuii BeeBosogosny I[B : HapXOMeH KO
POC3I[paB Ha}l30pa JeticrBurenen ¢ 07.04.2025 o 01.07.2026

\ )




AxuuoHepHoe 0611ecTBO

«Hayl{x-io-npouzsoncmermoe 00bENHHEHHE O MEIHLUMHCKHM HMM)’HO6HOJ’[O[‘H‘{€CKHM npenaparam

«Muxkporen»

Anpec MecTa OCyILECTBIEHHS JHLEH3HPYEMOro BiAA ACATENLHOCTH:
Poccus, 115088, r. Mocksa, yn. 1-a Iybposckas, n.15, ctp.2
info@microgen.ru. (495)710-37-87

HHACIIOPT
Ne G057 or 10.03.26

BaKIHHa NPOTHB KPACHYXH KYJbTYPaJbHast )KHBAsI
Baxuusa ans npoUAaKTHKH KPACHYXH JTHODHIU3AT U IPHTOTOBJIEHKSI PACTBOPA AJIs1 IOAKOKHOIO BBEAEHHS

Perncmaunom{oe YAOCTOBEpPEHHE
HOpMaTHBHaﬂ AOKYyMEHTaUNA

Howmep cepuy BakuHHEI
Howmep cepuu BOb! AN HHBEKLIAH
Cocras:

Konuuectro B CEpHH, €4. USMEPEHUA

0,5 mn/no3a

JITT-Ne(001165)-(PT-RU)
HJI JITE-Ne(001165)-(PT-RU)-270824

M300926
T350625

OpHa npusHBOYHas fo3a npenapata (0,5 M) COmepIKHT:
HelcTByIOLICe BEUIECTBO:
- BUpYC KpacHyxH — He MeHee 1 000 (3,0 Ig) TkaHeBbIX UMTONATOreHHBIX J103

(TIS50);

Bcnomorartensubie Bewecrsa:

- BoAHEIit pacteop JIC -18 - 0,100 mun;

-xenatuHa pacteop 10 % - 0,025 mn '
PacTBopHTenb: BOAA AN MHBEKUMIA

2737 YNaKOBOK

Hata npoussoactBa/ 1aTa BeLTyCKa

02 26

I[aTa OKOHYAHWA CpOKa rOAHOCTH

0129

Pe3yneTatsl HCIIBITAHUMH

Kourpoanpyemolie
noKasaTenH

TpeGoBaHHs

crneupuKauHu

MeToabl KOHTpPOIS PeszyabraTst nenbiTanuid

Onucanne Juodunmzar -

Turpocxonu4ua.
BoccranoBneHHb1i

uBeTa

OJAHOPOAHAs NopucTan
Macca CBETJIO-KENTOTO
uBeTa, JoNnyCcKaeTcs
pOSOBaTHﬁ OTTEHOK.

npenapar - Ipo3payHasn
JKHAKOCTH PO30BOTO

BusyansHbrit Jlnodmnuzar - ogHOpoAHast
TMopHCTas MAcca CBETIO-KESITOrO
UBETa ¢ POIOBATHIM OTTCHKOM.
[urpockonuyna.
BoccranosrieHHslil npenapar -
Npo3payHas KHIAKOCTb PO30BOTO
usera

CoorserctByer

[MoanuHHOCTH
BHPYC KPacHyXH

HOH){(GH CcoOepKarb

Peakuus HEATpannH3aumu Ha
kynbType knetok RK-13

Copep)kuT BUPYC KPacHyXH
COOTBETCTRYET

Bpewms pactsopenus

HOJ‘I)KBH PacTBOPATHCH
B TEUEHHE 3 MHH Npu
BHeceHHH B amnyny 0,5

BusyansHetit PaCTBOpﬂeTCﬂ B TEHYEHHE Menee 3

H [PH BHECEHUH B amnyny 0,5

MJT BOABL JUIS MHBEKLHH :: 10 ’ RRTCTBYET
pH Ot 7,0 no 8,0 IToTenuHOMeTpHYEL : \i;%:
[DPD \[.Coo TBYET
MexaHunueckue Honxen BusyansHalii, XCTBYET
BKJIOUYEHUS COOTBETCTBOBATH FdPd

TpeboBaHUsAM NIpH

ONpeneaeHHN BUIUMBIX
yacTtull. He 6onee 23

Crp. 1 uz 7




MEXaHUYECKHX
BK/IFOYEHHH B 5
aMmIlysax nepBoi
BRIOOpPKHU U He Bonee 52
MEXaHMYECKHX
BKJItOMEeHHH B 10
ammyJax nepeoi u
BTOPOIi BeIOOpKAX
CYMMapHO.

IToTteps B Macce npu
BLICYLIMBAHUY

He Gonee 2,0 %

I'paBuUMeTpHUUECKHil,

I'd PO

0,6 %
CootsercrByer

CrepunsHOCTD

He nomxen copepxars
BaxTepuii u rpuboB

MeroJi npsAMOoro nocepa UK
mMembpaHHOH QunbTpaunn,

He conepsxur 6axrepuit u
rpubos

I'd PO CootBeTcTBYET
AHoMalbHas Homxen OpiTh Buonoruueckuii, Hetoxcuuen
TOKCHYHOCTh HETOKCHUYHBIM ' PD CootBercTBYET
Criewdiuueckas IIpuBuBOuHan n03a KynetypanbHbiit Bupyc kpacHyxi - 14800 (4,17
aKTHBHOCTH BakuuHb (0,5 mi) lg TLAS50/0,5 M)
JIOTDKHA COAEpHKATh HE
menee 1000 TkaneBbix CooTBETCTRYET
LIMTONMATOrEHHBIX A03
(TLLA50) Bupyca
KpacHyxu (He MeHee
3,0 1g TIT/150/0,5 M)
Berunit He 6onee 50 ur B HMmmyHnodepmentHel#, [D PO mewee 1,2
CBIBOPOTOYHBIH ONHO# NPHUBUBOYHOI CooTBercTByeT
anbOyMuH J103€ BAKLIMHBL
BaxrepuanbHble Menee 20 E3/mn KauecTBeHHbIH renb-tpom6 TecT, Menee menee 5,0 ES/mn
3HAOTOKCHHBI I'd PO, ODC.1.2.4.0006.15,
MeTon A
TepmocTabunbHOCTE Homxer ObITh KyneTypanbHelii Tepmocrabunen
TepMOCTaOHIIBHBIM. Coorsercrayer

Honyckaetcs
CHWIKEHHE CpenHel
reoMeTpHYecKoi
BEJIHYHHBI THTPa
BHpYcCa focie
nporpesanus He Gonee,
4yeM Ha oauH g

PacTBopuTeNh, BHINYCKAEMBIH B KOMIJIEKTE C IPENapaTOM: BOAA JJIst HIbEK X

Onucanue BecugerHas OpranofentHyeckuit becugeTHas npospauHas
npo3payuHas HKHIAKOCTh XUIKOCTE Oe3 3anaxa
6e3 3amnaxa CooTBeTCTBYET

pH ot 5,0 5o 7,0 IMorenunomerpuueckuit, 'O PO, 6,0

O9C.1.2.1.0004.15 CooTBeTCTBYET

KucnoTHocTs Unu HpH MNOABIECHUH KauecrBeHHas peakgus ¢ KucnorHocts

HIEJTOYHOCTD

JKEJITOro OKPALIUBAHUSA
OHO JIOJDKHO
M3MEHUTHCS Ha
KpacHoOe WJIH PO30Boe
oT npubaBneHus He
6onee 0,1 Mn 0,01 M
pacTBopa HaTpHs
MIOPOKCHAA; NPH
TIOSIBEHUU KPACHOTOo
WJIK PO30BOTO
OKpPaWHBAHHUA OHO
IO/DKHO M3MEHHUTHCS Ha
XKENATOoe OT
npubasnerus He Gosee
0,15 Mn 0,01 M
pacTBopa
XJIOPHCTOBOAOPOAHOM

teHonororo
KPacHOro pacTBOPOM,
o Pop, ¢C.2.2.0019.18

Oxpacka U3MEHUNACH OT
npubasnerns 0,1 mn 0,01 M
PACTROpA HATPHS FUAPOKCHAA

CooTBeTCTBYET

oint )
Compa®y
?
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KHCJIOTBI,

Onextponporoanocts | He Gosee 25 mxCum/cM | KoHpyKTOMETpHYECKH, 13,4 MxCwm/cm

Ed 0169 CootsercTByeT
Mexanunueckie HomxeH soiiepxusate | BusyanoHeli, Brinepacupaer TpeGoBaHus
BKJIOYEH U TpeboBauus e Pd, OPC.1.4.2.0005.18 CooTtsercTyeT

Buaumbie yactiLisl

HeBuaumele 4acTHLbl

B onHoii amnyne,
OyTtbutke uaK diakoHe
cpenHee YHCIO YacTHLL

CueTHo-()oTOMETpHYECKNIA,
I'd PO, ODC.1.4.2.0006.15

10 mrm 1 Gosee -20
25 MKM 11 Donee -1

pasmepom L0 Mkm u Cooteercrayer

Gonee He HOMKHO

npessiiate 6000, a

CpelHee YHCNIO YacTHilL

pasMepoM 25 MKM U

Hosee He AOMKHO

npensiath 600
Cyxo#t ocTaToK He Gonee 0,001 % ['paBumMeTpruecknii, 0,0002 %

I'd PO, ©C.2.2.0019.18 CooTeercrayeT

BoccranarnuBatowpe | J[OMKHO COXPAaHHTBCH Peakuus ¢ pacTBopoM Kanus PozoBoe okpawnBaHue
BELIECTBA po3oBoe MEPMaHraHaTa i CepHOH KMCNOTOH | coxpaHsercs

OKpalIHBaHHe pa3BeeHHOM, CooteetcTRYyeT

'd PO, ©C.2.2.0019.18

Ymepona HAOKCHU L

He nosmkHo GBITE
MOMYTHEHUS B TEMEHHE
14

Peakuus ¢ kaieuusg ruapokcuaa
pacTsopom

(13BECTKOBOIT BOMOIT),

I'd PO, ¢C.2.2.0019.18

B teuenne | 4 noMyTHeHue He
Habnmonaercs
CooTBeTCTBYET

HutpaTsl 1 HUTPHTEI He 6onee 0,00002 % Peakuus ¢ pudeHunamusa meuee (0.00002 %
(0,2 ppm) Pacteopom CooTBeTcTBYET
o Pd, $C.2.2.0019.18
AMMOHUI He 6onee 0,00002 % Peaxuus c peaktuom Heccrnepa, menee 0.00002 %
(0,2 ppm) ') PP, ©C.2.2.0019.18 CooTBeTCTRYET
Xnopuus! He nomxHO ObITh Peakuus ¢ cepebpa HUTpaTa Onanecuexnus He HaGnonaeTcs
oranecueHuuu pacTROpOM, Coorsercrayer
['® PO, C.2.2.0019.18
Cynbdats! He momxHo OBITH Peakuymsa ¢ Sapus xnopuna B Teuenne | 4 noMyTHeHHE

MOMYTHEHHS B TEHCHHE
He MeHee 1 u

pacTeopomM,
I'd PO, @C.2.2.0019.18

He HaOmomaeTcs
CooTtBeTcTBYyET

Kanpunit u Mmarauid

JoskHo HabniopaTses
YHCTO CHHEe
OKpallliBaHHUE
pacteopa (6e3
($1roNeToBOro OTTEHKA)

Peakuus ¢ HaTtpus snerata
pacTBOpoM,
I'd PO, ®C2.2.0019.18

Habmopaetcd vucro cutee
oxparudBaHne pacteopa (6e3
(huoneToBOro OTTEHKA)
CootBeTCcTBYET

Tsoxensle METAMIBL

He nomxHo 6bITH
OKpAalHBAHHS.
Jonyctuma cnabas
onanecueHuHs oT
BbIAESIUBIIENHCS Cephl.

Peakuus ¢ Hatpus cynedupa
pacTBopoM,

['® PO, dC.2.2.0019.18,
metox, |

OxpatwyBadue ¥ onanecueHLus
He HabnopaeTcs
CootsetcTBYET

HUzsiiekaeMplii 00beM

JomkeH ObITh He
MeHee HOMHHAIBHOrO,
€CIIM YNIaKOBKH
HCCIIEAYIOTCA
MHIOUBHAYaNbHO. JIns
YMaKOBOK C
HOMHHANLHLIM
obreMoM 2 MNI U MeHee
H3MepeHHbI 06BemM
JoKeH OBITh He MeHee
CYMMBI HOMHHAJBHBIX
00BEMOB
HCCNeA0OBaHHbLIX
YIIaKOBOK.

I'e PO, OPC.1.4.2.0003.15

CooTBeTCTBYET
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BakrepuanbHble

[IpenensHoe

KauecTBeHHbll renb-tpomO Tecr,

medee 0.03 EQ/mn

3HIOTOKCHHBI cofiepanue ['d PO, ODC.1.2.4.0006.15, CooteeTcTByeT
OaxkTepuanbLHBIX MeTon A
SHIOTOKCHHOB B
npenaparte He Honee
0,25 EQ/mn
CTepUnbHOCTD Homxen 6b1Th MeTton npamMoro nocesa uian CrepunbHo
CTEpUIIBHBIM METOn CootBetcTryer
memOpaHHOH (unbTpalmy,
T'd Pb,
0®C.1.2.4.0003.15
VYmakoeka [TepeuuHas ynakoeka - | BusyaneHeiit Tlepsuunas ynakoska - BakuuHa

Bakuuua

no 1 pose B amnyae
BMECTHMOCTBIO 2 MIT U3
crekna 1-ro
T'HAPOJIHTHIECKOTO
KJacca.

Ha xaxnyro amnyny
HAKJIEUBAKOT STHKETKY
CaMOKJISSILLYOCS WL
TEKCT HAHOCHT
HEMOCPEACTBEHHO Ha
aMIlyJly MeTOJ0M
KannectpyiHoii
neyatH.

INepBuuHas ynakoBka ~
Pacteopurens (Bona
JUI HHBEKUHI)

Ilo 1 Mn B ammnyue.

Ha kaxnyro amnyisy
HAKJIEHBAIOT 3THKETKY
CaMOKJIEALLYIOCS HITH
TEKCT HAHOCAT
HEMOCPEACTBEHHO Ha
aMIyJly METOJO0M
KanaecTpyHHoH
nevaru.

Bropuuynas ynakoska
B nauke 13 kaptona 10
amnyJs ¢ BakuMHo# no |
J03€ B amiyne,
MIOMEILUEHHBIX B
KOHTYPHYIO A4EHKOBYIO
ynakoBky, 10 amnyn ¢
pactBopuTtenem (Bofa
U1 MHBEKUMH) mo 1 ma
B aMmIyJe,
NOMENIEHHBIX B
KOHTYPHYIO slu4elKOBYO
YNaKOBKY BMECTE C
HHCTPYKUMEH No
MEIMUHHCKOMY
NpUMEHEHHIO
(mucTkoM-~
BKJI2JbILIEM), HOXKOM
aMIyJBHBIM U
cKkapH(HUKaTOpoM
aMIMyJbHBIM.
JIononHUTENEHO B
nayKy nomelanT
BKNAABIL C JIHYHBIM
HOMEPOM YKNaI4HKa.
ITpu ynakoBke aMmnyn,

ITo I nose B amnyne
BMECTUMOCTBIO 2 MJT M3 CTekia
1-ro rHAPOAUTHYECKOrO KNacca.
Ha raxcityio amnyny »akneera
THKETKA CaMOIGISsLascs

Pacteopurens (Boga ans
HHBEKLHIA)

ITo I ma B amnynax

Ha xaayto aMnyny Hakneena
9THKETKA caMoKrIesianca

BropuyHas ynakoska

B nadxe u3 xaprona 10 amryn ¢
BaKLUMHOM 1o 1 fo3e B ammyie,
MOMELIEHHEIX B KOHTYPHYIO
A4eliKoBy10 ynakosky, [0 amnyn
¢ pacTBopHTesieM (BoAa s
HHBEKUMH) Mo 1 M B ammyne,
MOMELIEHHBIX B KOHTYPHYIO
SI4EHKOBYIO YIIAKOBKY BMECTE C
HHCTPpYKUHMEH 110 MeAULIMHCKOMY
MPUMEREHHUIO (JIUCTKOM-
Brnanupiniem). JonoaHUTENBHO B
[A4KY MOMEIUEH BKIAAbILI C
JIUYHBIM HOMEPOM YKJIad4YHKa.

Coorgerciryer

Crp.4u3 7




UMEIOIIUX KOJbLO
W370Ma MW TOYKY LIS
BCKPBITHA, HOXK
aMIyJbHBIH HAK
ckapudukaTop
aMIyJ1bHBLI HE
BKJTANBIBAIOT.

Mapkuposka

[MepBuyHas ynakoeka -
Bakuuxa

Ha amnyne ¢ Bakuusoit
YKa3bIBaIOT:
CoxpatiernHoe
TOproBoe
HaHMEHOBaHHKe
npenapara
(«BAKLIMHA
[TPOTHB
KPACHYXH»),
KOJIHYECTBO 03 B
amnyne («1 JI.»), nyTs
BeeneHus («I/K»),
HOMEp CepHH
(byxeenHo-uudpoBoe
ofo3HaueHue), JaTy
UCTEYECHUS CPOKa
rOJHOCTH.

Ha sTHkeTKe amnyJisl ¢
BaKLMHOH yKa3bIBAIOT:
CoxpauieHHoe
TOprosoe
HaUMeHOBaHHE
npenapara (Bakunua
NPOTHB KPacHYXH),
KOJIMYECTBO 103,
HO3UPOBKY, MyTh
BBEJICHH (TTOIKOXKHO),
HOMEp CepUH
(6yxeenno-uudposoe
o6o3HaueHHE), AATY
HCTEUEHHs CpoKa
FOJTHOCTH.

[lepuuHan ynakoBka —
Pactoputens (Boaa
1A MHBEKLIHIT)

Ha amnyne unu
ITUKETKE aMIyJIbl C
pacTBOpHTENEM
YKa3bIBAIOT TOProBoe
HaWMEHOBaHHUE
pacTBOpUTENS,
KOJNIHYECTBO
pacTBOpHTENS B
amnyne (00beM B
MUJUTHIIMTPAX), HOMEpP
cepu (6yKBeHHO-
uudpoBoe
obo3HaueHue), raTy
HCTEYEeHHs CpoKa
FONHOCTH.

BTopuunas ynakoBka.
Ha nauke ¢
KOMMNEKTOM
YKa3bIBAOT:

a) TOpProsoe

BuzyanbHbii

ITepBuunas ynakoBxa.

Ha 3TureTke aMnyanpt ¢
BaKUMHOM yKa3aHo:
CokpanieHaoe Topropoe
HAaMMEHOBAHIIC Npernapara
(BakiHa npoOTHB KPACHYXH).
KOAMYECTRO 03, A03HPOBKA,
NyTh BBEACHIA (MOTKONKHO).
Homep cepuil (DyKBeHHO-
unposoe ofo3HaueHue), nara
HCTEYEHIs CPOLKa TOAHOCT

Ha sruxerke aMmnysss ¢
pPacTBOPHUTENEM YKa3aHO
TOProBO€ HAMMEHOBaHUE
PacTBOPHTENS, KOUUECTBO
pacTBopuTENs B ammyne (06bem
B MHJUTHJIMTPAX), HOMEp cepunt
(6yxBeHHO-uKdpOBOE
0003Ha4YCHKE), NaTa HCTEYEHUs
CPOKa roHOCTH.

BropuuHas ynakoska.

Ha nauke ¢ komniekToM
YKa3aHOo:

a) TOProBoe HAaUMEHOBAHHUE
npenapara (BaxuiHa npoTHB
KPaCHYXH KyJbTypasbHas
JKUBas), TOProBoe
HAaHMEHOBaHHE PACTBOPUTENSA
(BoJa WA MHBEKLMIL);

6) rpynmupoBoyHOE
npenapara
RRPODUITAKTUKK

YIOCTOBEpEHHA/NPOUIBOUTENS

Ctp.5u37




HauMeHOBaHHe
npenapara (Baxkuuna
NPOTHB KPacHyXH
KynbTypansHas
MHBaf), TOProBoe
HAHMEHOBaHHE
pacteopuTens (Boaa
JUT UHBEKUHMIT);

6) rpynnuporo4Hoe
HaUMEHOBaHue
npenapara (Bakuuna
JUISt IPOMIIAKTHKH
KpacHyxH);

B) COKpallleHHOoe
HaUMEHOBAHHE
Jepikartens
PErucTPalHOHHOrO
YAOCTOBEPEHHUA/TIPOU3B
OnHTENS
NIEKapCTBEHHOTO
npenapara (AO «HIIO
«MHKpOreH») H ero
TOBApHbBIH 3HAK;

r) agpec u TenedoH
aepixkarens
PerucTpaLHOHHOro
YROCTOBEPEHUA/TIPOU3B
ozUTeNs!
JeKapCTBEHHOTrO
npenapara;

1) NIEKAPCTBEHHYIO
dopmy npenapara
(modunmsar ans
MPUTOTOBNECHHUS
pacTeopa 1
MOIKOMHOTO
BBEJICHHS);

e) noauposky (0,5

M/ no3a);

) KOJINYECTBO
NIeKAPCTBEHHOrO
npenapara B yrnakoBke
(10 aMnyn BakuuHEL 11O
1 no3se), konHuecTBO
pacTBOpUTENs B
ynakoske (10 amnyn
pacteopuTens (Boaa
71 HHbEKUHH) 1o 1
M);

3) uudopmaumio o
cocTaBe
JIGKAPCTBEHHOTO
npenapata (Coctas) u
COCTaBE PACTBOPHUTEIS
{Cocras
pacTBopurens);

H) HOMEpP CepHu
npenapata i HoMmep
CepHU PaCTBOPUTENS
(6yxBeHHO-LMpOBOE
o6o3HaueHuHe);

K) JaTy NpPOU3BOACTBA
nipenapara;

1) ATy UCTEUSHHS

JIEKAPCTBEHHOTO Mpenapara,
R) IeKapcTBeHHas Gopma

(nuodunnzar ans
TIPUrOTOBNEHUS pacTBopa mis
MOJAKOKHOTC BBEACHHA);

e) nozupoeka (0,5 Ma/noza);

) KOJIHUECTRO JICKaPCTBEHHOIO
npenapata B ynaxkoske (10
amnyn BakUMHLL o 1 fo3e)
KOJTMYECTBO PACTBOPUTENS B
ynaxkogke (10 amMmyn
pactBopuTens (Boaa nis
HHBEKUHH) 1o 1 mi);

3) HHOPMALKA O COCTaBe
JIEKApCTBEHHOTO Npenapara
(CocraB) 1 cocTas pacTBOPHTENS
(Cocras pactBopurens);

M) HOMEp CEpHH Mmpernapara 1
HOMEp CepiM PpacTBOPHTENS
(BykBenHo-LMdppoBoe
obo3HaueHuHe);

K) aTa MpoU3BOACTBA
npenapara;

) AATA UCTEUEHUS CPOKA
roguoctd (Komnnekr ronen
J10...),

M) yCJIOBHA XpaHeHus (XpaHuTs
npu temnepartype ot 2 jo 8 °C.
He zamopaxusars);

H) IyTh BBEOEHUSA (Ha
BTOPMYHO} YITAKOBKE HE yKa3aH,
TaK KaK OH BIJIIOYEH B Ha3BaHue
NEKapCTBEHHOH hopMBl);

0) YCIIOBHS OTIYCKa,

1) NpenynpeauTe/bHbIE HAMUCH
:«CTepunsHO», «XpaHHTh B
HEJOCTYMHOM JUIs IeTell MecTey,
p) WTPHUX-KOL;

¢) crocob npuMeHeHus!
(«Criocob mpuMeHeHus: cM,

HHCTPYKLHIO [T0 MEAHLIHHCKOMY
NPUMEHEHHIO (JINCTOK-
BKJIAIBIUD) }»;

T) CPELCTBO MACHTHU()MKALMH.
CoOTBETCTBYET

Crp. 6 u3 7



CpPOKa roAHOCTH
kommiexTa (Kommnekt

rojieH 10...);

M) YCIIOBHA XPaHEHHS
(XpaHuts npu
TeMnepaType ot 2 10
8°C. He
3aMOpaXKHBaTh.);

H) NyTh BBEACHMS (Ha
BTOPHYHON ynakoBke
He yKa3aH, TaK KaKk OH
BIJIIOYEH B HA3BaHMe
JleKapCTBeHHOH
(dopmbl);

0) YCITOBHSA OTNyCKa;
1) npenynpeanTenbHble
HaAMHCH:
«CTepHnbHOY,
«XpaHHUTB B
HEAOCTYITHOM JJIsI
neTei mecrey;

p) WITPUX-KOJ;

¢) crnocod npuMeHeH s
(«Cnocod
MPHMEHCHHS: CM.
HHCTPYKLHMIO MO
MEIHLIHHCKOMY
NpUMEHeHHIO (JIMCTOK-
BKJIAJ(BILIT))»;

T) CpEACTBO
HICHTH)HKALHH.

Tpaxcnopruposanue [Tpu Temnepatype ot 2 mo § °C. He 3amopaxiBath

Xpanenue [Tpu Temnepatype ot 2 go 8 °C. He 3amopaxc1sars

3 roua Hara upoussoucrsa 11.02.2026

Cpok roatoctn [ozxeH g0 31.01.2029

JaiJiovenne:  BakuuHa NMPOTHB KPACHYXH KyJAbTypanbHas sKHUBast, THOQMIN3AT A0S IPUIOTOBIEHHUS pacTBOpa 1is
noaxoxHoro Beefenus 0,5 mi/nosza cepuu Ne M300926 B xomnnexre ¢ pactBoputenem cepun NeT350625
cootBetcTByeT Tpedosanusm H/L SHT-Ne(00 1 ﬁi)-(Pl“"—R U)-270824
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