PA3PELHIEHUE

Ha BBOJI B IpaskIaHCKuii 000poT B Poccuiickoit denepaunu cepuu unm naptiu
npousseieHHOro B Poccuiickoii @esiepaunu uiu BBo3uMoro B Poccuiickyro denepaunio
MMMYHOOHOJIOTHYECKOr0 JIEKapCTBEHHOTO Mpernapara
Ne P006-00110-77/04533634 ot 11.03.2026

Bbirano AxnmonepHomy o6mectBy "HaydHO-Npou3BOACTBEHHOE OOBEAMHEHHE MO MEIUIMHCKAM
MMMYHOOHOIOrHYecKuM penapatam "Mukporen", Poceus, 115088, r. Mocksa, yi. 1-a JlyOpoBckast,
.15, ctp. 2, UHH: 7722422237,
(HanMeHOBaHKE OPHANYECKOro JIULIA, Fopuandeckuii anpec, MHH)
DenepasibHas ciiy:0a M0 HAI30py B cepe 3ApaBOOXpaAHEHHs] HA OCHOBAHHH 3aKJIIOYEHHS
MCIIBITATEIBHOTO HEHTPA IKCIEPTU3BI KAYeCTBA MEIULUHCKUX UMMYHOOHOJOTHIECKHX MPENapaToB
DerepaibHOTO rOCYIAPCTBEHHOTO OI0KETHOTO yupexkaeHus "HayaHbIil HeHTp SKCIIepTH3BI CPEICTB
MEIMIIUHCKOro nmpuMeHeHus" MunucrepeTsa 31paBooxpaneHus Poccuniickoit ®eepanuu
(HaumeHoBanKe (enepaTbHOro rocy 1apCTBEHHOTO OIOKETHOTO yUPEXKISHNUS)
or _05.03.2026 Ne 142/HIIDCMII pa3pemaer BBOA B rpaskIaHCKHii 060poT
(nara) (HOMED)

B Poccuiickoit ®egepauun HMMYHOOHOJIOMHYECKOTO JIEKAPCTBEHHOI0 MPenapaTa
BAKTPHUBUP KomOunupoBaHHas BaKI[HA [IPOTHB KOPH, KPACHYXHU U HAPOTHTA
KYJIbTypasbHas KUBasi
(TOproBoe HaMMEeHOBaHHE)

Baxiuna U1 npoduIakTHKU KOPH, KPACHYXH H [TApOTHTa
(Mex1yHapoHOe HENaTeHTOBAHHOE HANMEHOBAHHE (IPYIIUPOBOUHOE MIIM XUMUUYECKOE)
JIMO(UIIM3AT ISt IPUTOTOBJIEHHS PACTBOPA JUIsL MOAKOKHOTrO BBeAeHus 0.5 mi (1 1o3a) -
amiyiibl (10 1mT.) - ma4ky KapTOHHBIE /B KOMIUIEKTE ¢ PACTBOPHTEIIEM:
BOJIA JUTS MHBEKIHI - 10 mT./ - 1uist iedeOHO-NPOMIIAKTHICCKUX YUPEXK ICHHUI
(dopma Bbimycka (C yKasaHHeM JIeKapCTBEHHOM (OPMBI, T103UPOBKH, (PACOBKH) U KOJIMYECTBO B yTIAKOBKE)
o0bem cepuu

cepuu  M002226 (cepust pactBoputenst T460925) 2627 ,
WM IAPTHH
(HOMep cepri) (kxosinyecTBO
YITAKOBOK)
rogen 1o 01.2028 s
(CpoK romHOCTH)
MPOU3BOACTBA AKIMOHEPHOrO OOIIEeCTBa "Hay4HO-IIpOU3BOJICTBEHHOE OOBEAMHEHHUE 10

MEJIMIMHCKUM ~ UMMYHOOHONOrHYeckuM  npenapataMm "Mukporer” (AO  "HITO "Mukporen"),
Pocemst, 115088, r. Mocksa, yn. 1-1 [JlyOpockas, 1. 15, crp. 2 (mpou3BoauTens (IOTOBOI
JI®), mepBuyHAas yNakOBKA, BTOPUYHAS YNIAKOBKA), CTP. | (BBIYCKAIOMIMNA KOHTPOIh KAYECTBA).
(HarMeHOBaHUE M a/Ipec MPOU3BOAUTES (C yKa3aHHeM CTaluil IPOM3BO/ICTBA)
Perucrpaunonnoe ynocrosepenue Ne JITT-Ne(001494)-(PT-RU) ot 02.12.2022.
Hepxaresb  perMcTPallMOHHOIO  yJIOCTOBEPEHHS] AKIMOHEpHOe obmrecTBo "HaydHo-
[POU3BOJICTBEHHOE ~ OOBEJMHEHHE [0  MEJUIHHCKAM  HUMMYHOOHOJOIUIECKUM IpenapataM
"Mukporen" (AO "HITO "Mukporen"), Poccust, 115088, r. Mocksa, yi. 1-s : 3 . 15,
5

cTp. 2.

(HaumeHOBaHUE, AIpec)

JOKYMEHT IOJITNCAH
WIEKTPOHHOU TTOJIUCKHIO

3aMeCTUTeJIb PYKOBOIUTES OCKEA * U
” ! JI.B: =sI‘la[f)XOMeHKO
Poc3npaBnanzopa

Ceprudurar 42D1B24AD82BBD113BD1263FE2CCBC89
Brazneaen Iapxomenxo Jmutpuit Beceoaonosuy
Hewcrutesnen ¢ 07.04.2025 o 01.07.2026




AxunonepHoe obLecTso

((Hﬁy‘iHO-HPOMBOIlCTBGHHOC 00bEAMHEHNE 10 MEAHLMHCKAM HMhi)’HOﬁHOHO[‘H‘lCCKHM npchiapatam

«Mmukporen»

Azpec MecTa OCYIECTBIEHMs NTHLIEH3UPYEMOrO BUA AEATENbHOCTH:
Poccus, 115088, r. Mocksa, yn. 1-1 dy6Spoecxkas, n.15, ctp.2

info@microgen.ru. (495)710-37-87

ITACITOPT
Ne 0026 ot 16.02.26

BAKTPUBHUP Kom6nnnpoBananas BAKHHAA HPOTHB KOPH, KPACHYXH H NAPOTHTA KyALTYPAAbHAS

HKHBaAsA JIHO(bllJ"ﬂ{Z}aT XJist HPHTOTOBJICHHSI PACTBOPA AJIA TOXKOKHOIO BBEAEHHS

PerucTpanHoHHOE yI0CTOBEpEHHE
HopmaTHBHas ROKYMEHTAIHs

Howmep cepuu BaKkuMHbI
Homep cepuy BOAB! AN HHBEKLUNH
Cocras:

Konuuectso B cepuit, ex. H3MepeHus
Ilara npon3BoACTBa/ aTa BLINyCKa
Jlara oKOHYaHUs CPOKA FOAHOCTH

Pesynbraret ucnsiTaHui

JITT-Ne(001494)-(PT-RU)
HJT JHI-Ne (001494)-(PT-RU)-090625

M002226

T460925

Opua ripuBHBOYHaA 1032 (0,5 M) COAEpIKUT:

JeiicTBy1ouHe BellecTRA:

- BUpYC KopH, wrtamm Jlenunrpan-16 (JI-16) (>xuBoit, aTreHyupoBaHHEIlil) —
He meree 1000 (3,0 Ig) Txauesbix uuronaroredHsix 103 (TIL50);

- BUpYC KpacHyxu, wramm RA 27/3 (kuBoil, aTreHyupoBaHHEIil) - He MeHee
1000 (3,0 Ig) TL/I50,;

- Bupyc napotuta, lramm Jlenunupan-3 (JI-3) (kuBoil, aTreHyHpOBaHHBIH) -

He meHee 20000 (4.3 1g) TLISO.
BcnomoraTe/ibHbie BEUeCTBas

- ogHslii pacteop JIC -18 - 0,12 mn (Cneundnkauus npoussogutens);
- xenatuHa pactsop 10% - 0,03 mn (Cneuuduxanus npoussoautes)
Pactsopurens: BoAa g HHBEKUMIH

2627 YTIaKOBOK

0126

0128

Kourponupyemste | Tpebosanus cnenudHraumun
noKasareu MeToabl KOHTPOJIS Pesynmanil
HCNBITAHHE
Onucanne Jlnodunusat - omHopoaHas | Busyanbubiii. Jnoduanzar -
riopucTas Macca oT | MeToanKa NIPOU3BOAUTENSN OQHOpOAHAas nopucTas
JEATOBATOr0 A0 PO30BATOr0 Macca XKENTOBATO-
LBETa, FUIPOCKOTIHYHA. po3oBoro o 1BETE,
BoccraHoBneHHbI npenapar - )
npospayHasn MKHUIKOCTh
PO30BOrO LBETA.
HoanuunaoCTs Homxen cofepxaTb BHUPYCHl | Peakuus HeHTpanu3auuu
KOPH, KPAaCHYXH H MapoTHTa UMTOMNATOreHHOTO JefiCTBHS Ha
kneTkH (Vero oas BUPYCOR KOPH
W naporuta, RK-13 nnsa Bupyca
KPacHyXH) Ka:I0ro u3
KOMMOHEHTOB BaKLMHbI
cneurdH4ecKoii UMMYHHOI

Crp. tuz 7



KOpeBoi/ KpacHYLHOH/
NapoTHTHOM CHIBOPOTKOH.
MetoauKa NMpou3BOAUTENS

Bpewms pacTeopeHus

Jlomxed  pacTBOpATLCS B
TeYeHHEe 3 MHH MpPH BHECEHHH
B amnyny 0,5 mn somsl ans
HHBEKLHI Ha RO3Yy

BusyanbHbiit

PacTBopseTcs B TedeHue
MeHee 3 MHH  [pu
BHeceHMH B amnyny 0,5
MJ BOAB! ANA MHBEKLMHA
Ha 103y

MexaHu4eckne B 2 avnynax u3 80 | BusyanbHslil, CootBercTByeT
BKJIIOYEHUS JIomycKaeTcs Hanmuvre | Metoauka npou3BoanTENs
MEeXaHUUECKUX BKNIOYEHMIH.
pH pactsopa 017310079 INoTerumomeTpuyeckuii, 7,6
OEADRC 2.1.2.3.
IToreps B Macce npu He 6onee 2,0 % ['paBumeTpuueckuit, 0,7 %

BBICYIIHBaHHH

Mertoauka NMPOU3BOAUTEIIA

CTepHnbHOCTD He  nomxen cogepxars | Meroa mnpsamoro mnocesa uaM | He comepxut 6aktepuii u
Haxtepuii u rpubos MeMOpaHHOH QHAbTpaLuH, rpudos
DEADBC2.1.6.1.
AHoMmanbHast JlonxeH OBITh HETOKCHYHBIM Buonoruyeckuii, Herokcuuen
TOKCHYHOCTb DEADC 2.1.6.3.
Crnenudnyeckas INpusupounaa npoza (0,5 mn) | Kynetypansueiit ITpuBusounas poza (0,5
aKTHBHOCTb JoikHa cojep)kaTe He MeHee | (OnpeaeneHue mo | M) CONEPHHUT
1000 TKaHEBBIX | LMTOMATOTEHHOMy  mefictamio | DWPYC kopu — 11750
LHUTOMATOrEHHbIX A03 | BHpYCAa Ha  4YYBCTBHTEJIbHBIE (4,07 Ig TLUIS0/0,5 w)
Bupyc kpacHyxu — 5495
(TIJJIS0) Bupyca xopm (He | knerku Vero (Ans BUpyca KOPH U (3,74 1g TL50/0,5 mn)
menee 3,0 Ig THJI50/0,5 mn), | nmaportura) u knetkn RK-13 (ans Bupyc napotuta —346700
He wmenee 1000 TLAS0 | Bupyca xpacHyxu), (5,54 1g TLA50/0,5 mn)
BUpyca KpacHyxu (He meHee | MeToauka npou3BOAUTENS
3,0 lg TLI50/0,5 mn),
He meHee 20000 TLIIS0 (4,3
lg TUAS0/0,5 wma) supyca
napoTura
TepmocTtabunsHoCTh Homxen OuTh | KynerypansHeii, Tepmocrabunen
TEepPMOCTaGHABHBIM. MeToauKa NMPOU3BOANTENS
Honyckaercs CHHIKEHUE
cpenteit reOMETPHYECKOI
BEAHYMHBl THTpa KaXIOFO
BHpyca B oOpasuax BaKUMHBI
1ocne nporpeBanus He Oonee
4YeM Ha OAuH Ig
OcratoyHoe He Gonee 50 Hr B oxHoii | UMMyHO(epMeHTHBII, 7.3 HT B o#HOi

xonuyectso BCA NpUBHBOYHOH 03¢ BaKIUHbI ®EA3C 2.1.6.10. MPUBHBOYHOM nose
BaKLMHBI
) A
[TocToponuue He Gonee 20 wmkr B onwoii | Merox muddysnu s arap, i
OpHMECH: MPHBUBOYHOM J103€ BaKIMHBI Metoauxa npousroauTeNs

reHTaMHLUUHA cyabdar

PaCTBOpHTeﬂb, BblnyCKZEMblﬁ B KOMIJEKTE ¢ NpenapareM: BoJaa Ajs HHBEKI UK

OnucaHue Becugernas npospaynas | OpraHoyienTuyeckuit,
KHAKocTs 6e3 3anaxa MeTtoauka Npou3BOANUTENS
pH ot 5,0 no 7,0 IToTeHUHOMETPUUECKHUI,

DEADC, 2.1.23

KucnotHocTs Unu
UIEJIOYHOCTS

Tlpy  NOABNEHHMH  KENTOro
OKpalUMBaHUA OHO JOJIKHO
H3MEHHTBCA Ha KpacHOE WJIH
pozoBoe OT npubaBneHus He
Gonee 0,1 wmn 0,01 M

KauecTeenHas peaxuus c
theHonosoro KPacHoro
PacTBOPOM,

Mertoauka NpOU3BOAUTENRA

KucnotHocTts
Okpacka H3MeHWJIach OT
npubasnenus 0,1 mn 0,01
M pactBopa  HaTpus
THIPOKCHAA
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pacTBOpa HaTPHs THAPOKCHIA;
APy NOABJIEHHUH KPACHOTO HIIH
pO30BOTO  OKpAIIMBAHWA OHO

JOJDKHO  HM3MEHMTbCA  Ha
aenToe ot npubabieHus He
oonee 0,15 wmn 0,01 M
pacTsopa
XJIOPHCTOBOAOPOAHOI
KHCROTEI
BnextponposonxocTe | He Gonee 25 mxCwm/cm KonayxromeTtprueckuit, 11,1 MxCwu/om
DEADC2.1.2.33.
MexaHHuecKkHe Ofliee KOJHUYECTBO ammnyl, | BH3yaiabHbIH, CooTBeTcTBYET
BKIOYEHUA HMMEIOLIHX MexaHudeckue | MeTomuka npoH3BoaHTENs
BuaMble 4acTULb! BKJIIOYEHHSA c y4yeToM

NpoBefieHHs BTOPOil CTyNeHH
oTOOpa — MeHbLIe HAH PaBHO
23 wr.

HeBuauMbie HaCTHLBI

B ondo#i amnyne cpenHee

CueTHo-pOoTOMETpHYECKHIH,

10 MkM 1 Goutee -12

yhcno  wactuuy  pasmepom | PEADC 2.1.9.10. 25 MM u  Oonee -
10 MkM 1 Gomee He AOMKHO 0CootsetctByeT
npessitrats 6000, a cpeauee
YHCNO  4aCTHL  Pa3MepoM
25 MkM U1 Oosiee HE IODKHO
npesnimaTh 600
Cyxoii ocTaTox He 6onee 0,001 % I'paBumeTpuyeckuii, 0,0004 %
MeTonuKa NPOU3BOAUTENSA
Boccranasnusaroue | JlomxHo coxpaHuthea | Peakuus ¢ pactsopoMm Kanua | PozoBoe — okpawnBaHue
BelllecTsa PO30BOE OKpali#BaHue nepMaHradara iy cepHOM | coxpaHsercs
KHCJIOTOH pa3BeeHHOH,
MeToavKa NpOU3BOANTENA
Yrnepona AHOKCUA He noynxHO ObITE NOMYTHEHHA | Peakuus ¢ xansuus ruapokcuna | B TeYeHHUE I q
B TeueHue 1 u pacTBOpOM {u3BECTKOBOI | MOMyTHEeHUE HE
BOZIOI1), Ha0mogaeTcs
MeToauKa NpoM3BOAUTERS
HuTtpaTsl 1 HUTPUTHL He ©Gosnee 0,00002 % | Peakuus ¢ ngudenunamuna | mMexee 0.00002 %
(0,2 ppm) pacTBOpOM,
MeTtoarika npoOU3BOAMTENSA
AMMORHKH He Gonee  0,00002 % | Peakums c peaxtBoM Heccnepa, | menee 0.00002 %
(0,2 ppm) MeToaMKa NPOH3BOAUTENS
Xnopuasl He JIOJKHO ObiTh | Peakuusa c cepebpa HuTpaTta | OnanecueHums HE
OnasecLUeHLHH pacTBoOpoM, Habmonaercsa
MeToauxa npou3BoANTENS
Cynsdatsl He gomxHo ObiTe noMyTHeHHs | Peakuua ¢ Oapus xnopuaa | B TeYeHHe 1 q
B TeUEHHE He MeHee | pacTBOpOM, noMyTHEHHE He
MeToauKa NpoOU3BOAMTENS HabnmonaeTcs
Kanbuuii u MarHuit HomkHo Habmionarses uucTo | Peakuus ¢  waTpust  3aervara | Habnionaerca YHCTO
CHHee OKpallMBaHUe PacTBOpa | pacTBOPOM, CUHee oxpamnsanue
(6e3 puoneToBOro OTTEHKA) MeTtoanka Npou3BOAUTENS T80 (6e3
oro
Tsxensie METAJIIBI He JOJIKHO 6biTe | Peakuns ¢ Hatpus cyneupa amlﬁx‘sauif A
OKpAWMBAHMNS. pacTEOpOM, ecied m,ﬁi”‘ f.‘/,,\ﬂ
Homycruma cnabas | Meroauka npoH3BOAUTENS ”{3’('1@@/’}’(%/ T ‘ "
onanecueHuMs oT /ru,,(' "Du,‘"" Cal )
BBIAEJIUBLIEIICS CEPbI. S
Hssnexaemblil o6bem Jdomxen OvlTe He MeHee | [ paBUMETPHUECKHI,




HOMUHAJIBHOIO, ecnu
YHaKOBKH HCCNEAYVITCA
UHAMBUAYaNBHO. Hns

YMaKOBOK C HOMHWHAJBHBIM
obreMoM 2 MI U Medee
H3MEPEHHBIH 00BeM noiKeH
OBITE  He  MEHee  CYMMDI
HOMUHANBHBIX 00BEMOB
HCCENOBAHHBIX YIaKOBOK.

D®EADJC, 2.1.99.

bakrepuansHsie
JHAOTOKCHHEI

Hpeaensuoe cojepKaHHe
GaKTepHaabLHBIX
SHAOTOKCHHOB B fIpernapare He
Oonee 0,25 ED/Mn

Ka4ecteHHslit renb-rpoms Tecr,

PEA3C2.1.6.8

ITpenensHoe comepixanue
BakTepHaNbHBIX
3HIOTOKCHHOB B
npenapate MeHee 0,03
ED/Mn

CrepunsHocTs Jlo/KeH ObITh CTEPHIBHBIM Meton npamoro mocesa wiu | CrepuiibHO
METON MeMmOpaHHoii
¢dunsTpaumy,
DEADC, 2.1.6.1.
Ynakoska DIlepsuunas  ynakoBka - | BusyansHbIi. DIlepeu4Has ynakoska -

BakuuHa

Bakuuny BeITyCKalOT Mo 1
J03¢e B aMMyJie BMECTHMOCTBIO
2 M1 u3z crekna 1-ro
TMAPOAMTHYECKOrO Kilacca.

Ha KX AYI0 amnyiy
HAKACHBAlOT JTUKETKY HJIH
TEKCT HaHOCAT

HEMOCPEACTBEHHO Ha aMITyJy
METOAOM KanjecTpyHHoi
ne4aTu.

1)[epeuunas ynakoska —
Pacteoputens (Boma  ans
MHBEKUM)

ITo 1 Mn B amMnyJie.

2)BropuyHas yrnakoska
B navke u3 xaproHa 10 ammyn

C BakUMHOW mo 1 pose B
amnyne,  [OMELIEHHBIX B

KOHTYpHY!O A4€HKOBY1O
ynakopky, 10 amnyn c
pacTBOpHUTENEM

(Boma ana uHbBEKUHMIT) mo 1 Ma
B aMilyile, MOMELIEHHBIX B

KOHTYPHYIO A4eHKOBYIO
YMAKOBKY BMECTE c
HHCTPYKLMEH 1o

MEAMLUMHCKOMY HPUMEHEHHIO
(MMCTKOM-BKIIALBILIEM),
HOXXOM  aMIyNBHBIM  HJIH
ckapuHKaToOpoM
aMmnyJsbHbeIM. JONOAHUTENBHO
B MavKy NOMEW@AIOT BKIAZBILI
c THYHBIM HOMEpOM

Bakuuna

BakuuHa BbeinyueHa no 1
no3se B amnysie
BMECTMMOCTBIO 2 MA H3
cTeKna I-ro
THAPOUTHYECKOT 0
Knacca.

Ha  kaxpoit  ammysne
HAKJIEEHa 3THKETKA

1)IlepBuyras ynakoeka —
PactBopurens (Boma wa
HHBEKLHIA)

ITo T ma1 B amnyne.

2)BTopHuHas ynakoBKa

B nauke u3 xaptona 10
amIyn ¢ BakuuHoi no |
no3e B ammnyne,
NOMELUEHHBIE B
KOHTYPHYK)  A4€HKOBYIO
ynakosky, 10 amnyn c
pacteopuTenemM (Boga asnis
uHbeKUuit) no 1 Mn B
amryJie, MOMELEeHHBIE B
KOHTYPHYIO  A4€HKOBYIO
YNaKkoBKy  BMecTe  C
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yknaguuka. [lpu  ynakoeke
amIimysl, UMEIWHX  KOJbLO
H3IOMa MM TOYKY  [UIA
BCKPBITHSA, HOX aMIMYJbHBI

Wi ckapudukatop
amI1yjbHbII He BKIaABIBAIOT.

MapkupoBKa [)[TepBuuHas yaKkoBKa- | BusyanbHblit |)ITepeuunast  ynakoska-
BaxupHa. Bakuuna.

Ha amnyne ¢ BakuuHOMU
YKa3blBAOT:

CoxpatlieHHO® TOProBoe
HaUMEHOBaHHE npenapara
(«BAKTPHBHP»),

O31POBKA/KONIMYECTBO
npenapata B amnyne {(«1.»),
nyte  BBemeHus  («II/K»),
Homep cepuu  {OYKBEHHO-
uwupposoe o0003Ha4YeHHUE),
nary HCTeueHUua cpoka
TOXHOCTH.

Ha a3TuxeTke amnynel ¢
BaKLHHOH YKa3blBaKOT:

Coxpamemioe TOprosoe
HAUMEHOBaHHE npenapara
(BAKTPHUBHP),
JO3MPOBKA/KOJINYECTBO

npenapata B ammyse (1 go3a),
MyTb BBEHEHHA (TOJIKOIKHO),
HoMep cepun  (OyxBeHHO-
undposoe obo3HaueHue),
nary HCTEYEHHA cpoka
FOHOCTH.

)IlepeuvyHas  ynakoeka -
Pacteoputens (Boaa ans
WHBEKLHH)

Ha ammyne MM 3THKETKE
aMmysibl C  pacTBOpHTENneM
YKa3bIBarOT TOprosoe
HalMeHOBaHUe PACTBOPUTENS,
KOJTHYECTBO pPacTBOPHTENS B
ammyne (oOpem B
MUJUTHJIUTPax), HOMEp CepHuH
(GyksenHo-LuppoBoe
of6o3Ha4eHue), aary
¥CTeyeHus CpoKa roAHOCTH.

2) BropuyHas ynakoBka.

Ha nauke ¢ KOMIUIEKTOM
YKa3blBaKOT:

a) TOProBoe HAHMEHOBaHHUE
fiperniapara (BAKTPUMBHUP
Kom6uHupoBaHHasd  BakUMHA
NIPOTHB KOPHM, KpACHYXM U
napoTHTa KYJNbTypailbHas

Ha >TukeTke amnynsl C
BaKLIMHON yKa3aHo:
CokpalieHHOe TOpProBoe
HauMEHOBaHHe Npenapara
(BAKTPUBHP),
JNO3HPOBKA/KONMHUUYECTRO
npeniapata B amnyne (1
J03a), TYTb BBEICHHSA
(noaKokKHO), HOMED
cepu (ByxBeHHO-
uudposoe oGo3HaUEHME),
Jata HCTEYEHHsA CpoKa
FOIHOCTH.

I)IlepBHyHasa ynakoBka -
Pacteopurens (Boaa ana
HHBEKUHUI)

Ha sTukeTKE ammynet ¢
pacTBOpHTENIEM  YKa3aHO
TOpProBO€ HaHMEHOBaHUE
pacTBOpUTENS,
KOMMYECTBO
PacTBOPHTENS B aMmIryse
(obbeM B MUAAMAMTPAX),
Homep cepuM (OykBeHHO-
wpposoe obo3nAUEHUE),
IaTa MCTEYEHHs CpoKa
FOAHOCTH.

2) BropuuHas ynakoBka.

Ha mayke ¢ KOMOAEKTOM
yKa3aHo:

a) TOpProgeoe
HalMeHOBaHUe Mpenapara
(BAKTPUBUP
KombBuHHpoBaHHad
BaKLHHA MPOTHUB KOPH,
KpaCHyXH H TapoTHTa
KyNbTypanbHas  *HBas),
TOProsoe Hanmeuoaaane

*
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XKUBas), TOpProBoe
HaUMEHOBAHKE PACTBOPHTEIA
(Boma mng MHBEKUHI);

6) rpyfXpOBOYHOE
HaUMeHOBaHHe npenapara
(Baxumnna gns npodunakTuky
KOpPH, KPaCHYXH M NapoTHTa);
B) COKpallleHHOe
HaWMEHOBaHHE Jiepikarerns
PErUCTPaLIKOHHOTO
YIOCTOBEPEHHUS
JIEKapCTBEHHOr0  Mpenapara
(AO «HIIO «Mukporen») u
€ro TOBAPHBIH 3HAK;

r)  axmpec u  TtenedoH
nepixatens
PErucTpaLHOHHOro
YAOCTOBEPEHHS
JIeKapCTBEHHOTO Npenapara;
) JE€KapCTBEHHYW opmy
aupernaparta (nuodunuzar ans
TIPUTOTOBIIEHHA pacTBOpa Ain
NOIKOKHOIO BBEAEHUS);

€) 1o3upoBky (1 nosza);

%) KOJNIMYECTBO
NIeKapCTREHHOrO fpernapara B
ynaxoske (10 aMiys BakKUUHEL
no 1 pose), KOIHYECTBO
pacrsoputens B ynaxkoeke (10
amnyn pacteopurenst (Bonda
U1 UHBEeKUMH) no 1 mm);

3) MH)OpPMALMIO O COCTaBe
JIEKApPCTBEHHOTO  [Ipenapara
(Cocras) u cocrase
pacTBopuTEns (Cocras
pacTBOPUTEAS);

H) HOMED CEpHH Tpenaparta H
HOMEp CepHH pPacTBOPHUTENA
(6yxBenHo-Lnpposoe

0003HaueHKE);

K) naty NIPOX3BOACTBA
npenapara;

) JaTy MCTEYeHHs CpoKa
FOAHOCTH KOMIUIeKTa
(KomnnexT ronex yio...);

M) YCIOBHUsA XpaHEHHs

(Xpauuts mnpHu Temneparype
or 2 zo 8°C. He
3aMOpPa)KHBATh. );

H) 0OyTe  BBeAeHust (Ha
BTOPHYHON  yNakoBKe  He
yKa3aH, TaK KaK OH BKJIIOYEH B
HazBaHHe JeKapCTBEHHOH
dopmb);

0) YCNOBHS OTHYCKa,

m) NIpeypeaUTENbHbIE
HaAMHUCH: «CrepunsHOY,
«XpaHUTb B  HENOCTYIHOM
ans nereit MecTe»,
«Conepxut OCTaTOUYHYIO
TEXHOJIOTHYECKYID  MPUMEChH
reHTaMHLMHa cynedar
(cnenoBsIe KONIUYECTBA);

p) WITPHX-KOI,

PETHCTPALIMOHHOTO
YAOCTOBEPEHHUA
JIEKAPCTBEHHOTO
npenapata (AO «HIIO
«MuKkporen») u  ero
TOBAPHEIH 3HAK;

r) agpec u Ttenedon
JIepIKaTens
PErHCTPaUHOHHOrO
YAOCTOBEPEHHsA
JIEKapCTBEHHOTO
rnpenapara;

1) nekapcTBeHHas (opma
npenapata (Muodunuzat
ans MPUTOTOBNECHHS
pacTBOpa ans
MOAKOXKHOIO BBEIEHHUA);
€) nosuposka (1 mo3a);

x) KONUYECTRO
JIEKapCTBEHHOT0
npernapata B YNAKOBKE
(10 amnyn Bakuusst no 1
no3e), KOJIMYECTBO
pacTBOpPUTENS B YNIAKOBKE
(10 ammyn pacteopuTtens
(Bopa ans wHBEKUMH) MO
1 Mn);

3) HHOpMAUUI O COCTaBe
JIeKapCTBEHHOTO
npenapata (CocrtaB) wu
COCTaBe  pPacTBOPUTENA
(Cocras pacteoputens);
) HOMeEp cepuu
npemapata M HOMEp
cepun pacTBOpuTens
(6ykeenHo-uHppOBOE
ofo3naueHue);

K) Jara NpOW3BOACTBA
npenapara;

n) JaTa HCTEYEHUA CpoKa
TOHOCTH KOMIUIEKTa
(Komnumekr ropiex no...);
M) YCNOBUS  XpaHeHHs
(Xpauurs npH
Temmneparype ot 2 no 8°C.
He 3amopaxuBars.);

H) NyTb BBeleHus (Ha
BTOPHYHON YIaKoOBKE He
yKa3aH, TaK KaK OH

BKNIOYEH B  Ha3BaHue
JIEKapPCTBEHHOH (POPMEI);
0) YCIIOBHUS OTITYCKa;

M) npenynpenuTe/NbHbIe
HAJMHUCH: «CTepHHbHO»,
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c) crocood npUMEHEeHHs («Crnocod  npuMeHeHHs:
(«Cnocod npHUMEHEHHA: CM. CM.  MHCTPYKUMIO [0
MHCTPYKLHIO no MEIHUMHCKOMY
MEAHIMHCKOMY [MPHMEHEHHIO MPpHUMEHEHHIO (ﬂl!CTOK—
(MMCTOK-BKIIAABIUL) )N, BKJIAJbIL))»;
T) CPeACTBO HACHTHHKALIH. T) CpeIcTBO
HACHTHHKALHH,

TpancnopTupoBaHie [Tpu temnepartype ot 2 10 8 °C. He 3amopaxkusare

Xpanenue [1pu temnepatype ot 2 10 8 °C. He 3amopanusats

Cpok roaHocT Jlata Boinycka 26.01.2026
2 roja [oaen 10 31.01.2028

3axkaiouenne: Baxunna BAKTPHBHWP KomOuHHpOBaHHAA BaKUHHA MPOTHB KOPH, KPAaCHYXH U [1apoTHUTA

KyJbTypanbHas kKuBas, THoduau3ar A1 NPUrOTOBIEHHS PacTBOPa A NOAKOKHOTO BBeAeHHs | 103a
cepuut Ne M002226 B komniexte ¢ pactsopurenem cepui NeT460925 cootserctayeT Tpedosatinam HJJ
JITT-Ne (001494)-(PT-RU)-090625 /
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