PA3PEIIEHUE

Ha BBOJ B IrpaxkJaHcKuii 060pot B Poccuiickoit ®eneparyu CEpUH WIU NapTUu
npoussezicHHOro B Poccuiickoit ®enepanuu uny BBo3uMoro B Poceuiickyro ®eneparuo
MMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOTO Mpenapara

Ne P006-00110-77/04632137 ot 23.03.2026

Boinano AxumonepHomy ofmiectBy "Hay4HO-TIpOM3BOJACTBEHHOE OOBEIMHEHHE IO
ME/IMIMHCKMM ~ MMMYHOOHONOTHYECKM — npemapataM  "Mukporen", Poccus, 115088,
r. Mocksa, yiu. 1-1 ly6poBckas, a. 15, crp. 2, TIHH: 7722422237,
(HauMeHOBaHME OPUIUYECKOTO JIMIIA, IOPUINUECKHIA anpec, MHH)
®enepanbHas cayx6a mo Hag3opy B cdepe 3APABOOXpAHEHHS] HA OCHOBAHMH
3aKJIIOYE€HUsl  HUCHBITAaTEJILHOTO  IEHTpa  OSKCHEPTU3bl  KAa4ecTBA  MEIUIMHCKUX
MMMYHOOHOJIOTMYECKHX — HpenapaToB  DenepalbHOr0  rOCYAApCTBEHHOIO  OHOIKETHOTrO
yupexaenus "HaydHbl [eHTp OKCHEPTU3B CPEICTB MENMLMHCKOTO IPUMEHEHHs"
MunucreperBa 3xpaBooxpanenus Poccuiickoii deneparmm
(HauMeHOBaHHE (eepantbHOro rocyJapCTBEHHOTO GIOIKETHOTO YUpexaeHUs )
or 19.03.2026 Ne 213/HIISCMII pa3pemaeT BBOJ B IpaIaHCKMii odopot
(nata) (HOMep)
B Poccniickoii ®exepauun HMMYHOGHOIOrHY€ECKOTO JI€KAPCTBEHHOIO npenapara

BakuuHa napoTUTHO-KOpeBasi KyJbTypalbHas KUBas
(TOproBoe HaMeHOBaHUE)

Baknuna 1 mpouiiaKTUKY KOPY ¥ IIAPOTUTA
(MexnyHapoHOE HeNAaTEeHTOBAHHOE HANMEHOBAHHE (IPYINMPOBOYHOE MM XMMHYECKOE)
JMO(UIN3AT IS IPUTOTOBJIEHUS PACTBOPA IS TIOIKOKHOTO BBEIECHHUS (1 moza) -
amyibl (10 1wT.) - na4ky KapTOHHBIE /B KOMIUIEKTE C PACTBOPUTENEM: BOJIA JUIS MHbEKIIHI
(ammyJisr) -10 mT./ - A71st Te4eGHO-IPOGMITAKTHYECKHX YUPEKTCHHIT
((popma BrIMyCKa (C yKa3aHHEM JeKapCTBEHHOH (hOPMBI, JO3MPOBKH, (bacoBKkM) ¥ KOIMYECTBO B YNAKOBKE)
o0beM cepuu

cepun M400126 (cepus pactBoputens T360725) 2845
WM IAPTHH
(HoMep cepun) (xonuuecTBO
Pep YIaKOBOK)

roged g0 02.2027 ,
(cpox romHOCTH)
NpOU3BOACTBA AKIHOHEpHOro obmiectBa "Hay4HO-NPOU3BOACTBEHHOE OOBLENMHEHHE II0
MEJMIMHCKUM MMMyHOOHONOrYeckuM TipenapataM "Mukporen" (AO "HIIO "Mukporen"),
Poccnst, 115088, r. Mocksa, yn. 1-s [ly6posckast, 1. 15, crp. 2 (IpousBoauTens (rotoBoii JID),

IepBUYHAs yaKOBKa, BTOPUYHAs YNIAKOBKa), CTp. 1 (BEIMYCKAOIIHi KOHTPOJIb Ka4ecTBa).
(HauMeHOBaHMe 1 a1ipec MPOU3BOAUTENS (C yKa3aHHeM CTaHii IPOH3BOCTBA)

Peructpaumnonnoe ynocrosepenne Ne JIIT-Ne(001181)-(PT-RU) ot 05.09.2022.
JdepxkaTesib perucTpanHOHHOIO YAOCTOBepeHHsT AkioHepHoe obmiectBo "HayuHo-
IPOU3BOJICTBEHHOE OOBEAMHEHHE II0 MEJUIMHCKUAM MMMYHOOHOIOrYeCKIM . Tipenaparam
"Muxporer" (AO "HITO "Mukporen"), Poccus, 115088, r. Mocksa, yi. 1 m K ﬁgﬁ%{agf‘}’;{\ 15,
CTp. 2. 7S ||\m_\|uf<'nm|mu‘u‘t‘!\‘:lﬂ \\\\e\
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AKuroHepHoe 061IecTBO

«Hayuno-npoussonctsensoe oGbeanHenne N0 MEAMLMHCKIM KMMYHOBHONOTHYECKHM npenaparam
«Mukporeun»
Alpec MecTa OCYILECTBIIEHHS JIMUEH3UPYEMOTO BIA IEATENBHOCTH,
Pocens, 115088, r. Mockea, yn. 1-a Iy6posckas, .15, cTp.2
info@microgen.ru, (495)710-37-87

ITACITIOPT
Ne 0043 ot 10.03.26

Bakuuna napoTHTHO-KOpesas KYJLTypaibHast KHBAs
BakunHa 4751 1poaakTHKH KOPH H NAPOTHTA JTHOMUIN3AT AJS NPHIOTOBCHHS pacTBopa AJs HOAKOKHOI0
BBeAEHHS

PerucrpaunonHoe yaocrosepenue JITT-Ne(001181)-(PI'-RU)

HJI JITI-Ne (001181)-(PI"™-RU)-170624

M400126

T360725

Onna npuBuBo4Has Ao3a npenapara (0,5 MJT) COpepIXKHT:
JeficTeylomue BewecTea;

- BUpYC KOopH — He Menee 1 000 (3,0 Ig) TKaHEBBIX UMTONATOrEHHBIX JI03
(TLUAS0);

- BUpYyC MmapoTHTa - He MeHee 20 000 (4,3 lg) TLIJ50;
BenomorarenbHble BemecTea:

- Boauktii pacteop JIC -18 - 0,08 mu1 ;

- KenaruHa pactsop 10 % - 0,02 mn

- FeHTaMMLHHa cynbsdar — He Gonee 20 mxr,
PacTBopHTenb: BoAa Ans HHbLEKuUUiT

HopmatuBhas noKyMeHTauua

Howmep cepuu BakuuHet
Howmep cepuu BOAb! 0151 HHBEKLHMH
Cocran:

KonuuecTso B cepuu, en. uaMepenns 2845 YNaKkoBOK
Hara npoussoacTsa/ 1ata BHITYCKA 02 26
JlaTa oxoHuaHMg CPpOKa FOMHOCTH 0227
Pesynbratel uensiTannii
Koutpoanpyemeie Tpebosanns MeToas: Pesynntarni
noxasaTen cnenupuranny KOHTPONA HCNbITAHMIT
Onucanue JInodmnuzar - JInodmnnzar - onHopoaHasn
OJHOPOHAA MOPHCTAs BusyanbHbIit nopucTas Macca
Macca OT HKeJITOBATOro KEJITOBATO-PO30BOrO
A0 pO30BATOrO LBETA, LBETa, F’UTPOCKONNYHA
FUrPOCKONKYHA BoccraHoBneHHEIH
BoccTanoBneHHeli npenapar - Npospavnas
npenapar - mpo3pavHas KHJAKOCTh PO30OBOrQ LBETA
JKHAKOCTb PO30OBOTO CooTseTcTBYET
uBeTa
[omnuHHOCTE Hosxen conepxath Peaxuns Hefitpanusauuu Py,
BHPYChI KOPH K LIMTONIATOrEHHOTO ieHCTBHA \“"@ﬁ‘ta‘]ﬂ:'@%m A
apoTHuTa BHPYCOB MapOTHTA H KOPH Ha ] @oomemmnyarﬂ,.. >
YYBCTBHTENLHBIE KAETKH Vero «Ni \I\“”I*‘““ 20
cneunUIecKMME UMMYHHBIMY (| lmm;l‘(‘"l‘,l,);,“”:'» » 2B
CLIBOPOTKAMMU X Joint Stock  / 4
Bpems pacTBopeHus Homxen pacTBOPATHCA B ?@f@éoﬁk}\é én;jg@e
TeYeHHe 3 MUH MpH BusyanbHbiit %ggge% MHH

TR
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BHECeHUH B amnyny 0,5
M Boasl IS MHbEKLUH

BHECeHUU B amnyny 0,5 mn
BOIBI I1 HHBEKLMI Ha

Ha 103y 203y
CooTteercTryer
pH Or7,31007,9 [MoTeHuMoMeTpHUuecKuii, 7,6
I'd PP CooTBeTCTRYET
Mexauuyeckue B 2 ammynax n3 80 BunzyancHeiit, CooTeTcTBYET
BKJIFOYEHMS JOTYCKAETCs Hanuuyue I'o Pob
MeXaHUYECKHX
BKNIOYeHnH
Tlotepa B macce npu He 6onee 2,0 % I'paBuMeTpHuecKui, 0,8 %
BEICYIIMBAHUH I'®PD CooTBeTCTBYET
CTepHIBHOCTE He nomxen coaepxats MeToa npsmMoro noceea Hix He conepxur Gakrepuii u
Haxrepuii u rpuos MeMOpaHHO! (HHALTPaLuH, rpubor
I'd PO CoorBercrayer
AHoMansHa JosxeH 6bITh Buonornvecknii, Herokcuuen
TOKCHYHOCTh HETOKCHUYHBIM I'd PO CooTBeTCTBYET
Cneuuduueckasn IpuBuBOYHas no3a KynbTypanbHelii Bupyce xopu - 7413 (3,87 Ig
aKTHBHOCTH BakUUHBI (0,5 M) (Onpenenenne no TLLAS50/0,5 mar)
AOMKHA COAEPAATE He LU TONIAaTOrEHHOMY AEHCTBUIO Bupyc naporuta - 251200
meHee 1 000 TkaHeBBIX BUPYCOB Ha KIeTKH Vero) (5,4 1g TLLOS50/0,5 M)
UMTONATOreHHBIX 103
(T ds0) BHpYca Kopy CooTBeTcTBYET
(e menee 3,0 1g
TIH50/0,5 M) 1
He menee 20 000
TKAHEBBIX
LMTONATOreHHBIX 103
(T s0) BUpYC mapoTuTa
(e menee 4,3 Ig
TLIIlsgIO,S M.l'l), c
npeobnagaHuem
HapOTUTHOIO
KOMIIOHEHTA HE MEHee,
uem Ha 0,9 lg pupyca
TIT50/0,5 mn
Brrunit He 6onee 50 ur B optoii | Ummynodepmenthblit, IO PO 2,9
CBLIBOPOTOYHEIH NPHUBHBOYHOR N03e CootsercTayer
ans6yMHH BaKLMHBI
BaxrepuanpHole Menee 20 EQ/mn KauectBenneii rens-tpom6 tect, Meree menee 5,0 ED/mn
SHAOTOKCHHEI I'e P®, ODC.1.2.4.0006.15,
MeTon A
Iocroponuue He 6onee 20 mMxr B Meron auddysun B arap, 13,0
npuMecH: 0JHOH IPUBUBOYHOMN I'e rPo, CooTreTcTByeT

TeHTaMULMHA cyabhaT

J03¢ BaKLUUHEI

09C.1.2.4.0010.18

PacTBOpHTe)Ib, BHIIYCKAEMBIH B KOMIJIEKTE

C mMpenapaToM: BOAA JJsl MH'bEeKI M

Onucanue Becupernas mpospaunas | OpranonenTHueckuii Becupethas npospaunas
WUIKOCTE 6e3 3amaxa KUAKOCTE Des 3anaxa
CootgetcTBYer

pH or 5,0 no 7,0 HoreHunomerpuyeckuii, 'G PO, 5,9

0dC.1.2.1.0004.15 CooTBeTCTBYET
KHCnoTHOCTE HITH TIpu nosiBnenun KauecTBeHHas peakius ¢ Kucnornocts
IENOYHOCTh XKEJITOro OKpaluBaHHs theHonoBoro Oxpack

b

OHO A0/DKHO W3MEHUTHCA
Ha KPacHOe U1K PO30BOe
oT npubaBNeHUs He
Gonee 0,1 M 0,0/ M
pacmeopa Hampus
2uOpoKcUOa; pw
FIOABIEHHNH KPAaCHOIro
WIH PO30BOTO”
OKpailVBaHUA OHO

KpacHOro pacTBOpoM,
I'é PO, dC.2.2.0019.18

o

oY TOK x
pacTBo\aQa-‘rpﬁ
tonaipifas N> g
AAROKREH ARk \ o
 CooTBeTCTBYET \ ¢

| «National =
Immunobiological
Company»
Joint Stock
Company
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AONKHO M3MEHNTRECA HA

xenroe ot npubasnenns
He 6onee 0,15 mn 0,01 M
pacmeopa
XA0pUCMOB80dopodiot
KUCnonol.

OnexrponposonHocTs | He Gonee 25 MkCwm/cM Konayxromerpuueckui, 13,1 mxCwm/cm
Erponeiickas ®apmakories 8.0 CooTBerctRyeT

MexaHuueckue Jlomixen BeIaepxuBaTh BusyanbHbil, Briaepxusaer TpeGoBanns

BKJIIOYEHMUA TpeboBanns I'd PO, ODC.1.4.2.0005.18 CooTeeTcTBYET

BuaymMple yacTHLEB!

HeBuaumele yacTHIIE!

B ogHoit amnyne,
SyTeinke nau QnakoHe

CuetHo-(hoToMeTprYeCKHii,
I'd PO, ODC.1.4.2.0006.15

10 mim u Gonee <15
25 mkm u Gonee -0

CpejiHee YMCNO YaCTHLL Cootsercteyer

pasmepom 10 MKM 1

Gonee He HOKHO

npeseimare 6000, a

CPEHEE YHCIIO YACTHLL

pasMepoM 25 MKM H

Gonee He HOMKHO

npessiiath 600
Cyxoit octaTok He 6onee 0,001 % I'paBuMeTpHUECKMIi, 0,0002 %

I'd PO, #C.2.2.0019.18 CooTBeTCTRYET

Boccranasnusarowue | JIOmKHO COXpaHUTLCS Peaxuus ¢ pacTBopoM Kanus Po3oBoe oxpauinean1e
BelllecTBa po3oBoe TNiepMaHraHaTa u CepHoii KMCAOTOH | coxpawsercs

OKpallHBAHHE pa3BenEHHOI, Cootsercrryer

T'd P, ©C.2.2.0019.18

Yraepona nuokcHn

He nomxHo 6biTh
MOMYTHEHHNA B TEUEHHE
1y

Peakuus ¢ xanbLysg rHAPOKCHIA
pacTBOpoOM

(M3BECTKOBOI BOZOIL),

I'd PO, $C.2.2.0019.18

B Teuenue 1 4 nomMyTHeHue
He Habmonaercs
CooTeercrByeT

HuTtpathbt 1 HUTPHTEL He Gonee 0,00002 % Peakius ¢ audeHunamMuHa menee 0.00002 %
(0,2 ppm) pacTBopoM CootBercTBYET
I'd PO, $C.2,2.0019.18
AmMoH#it He 6onee 0,00002 % Peaxuus c peaxtuom Heccernepa, menee 0.00002 %
(0,2 ppm) TO PO, $C.2.2.0019.18 CooTtsercryeT
Xnopunw! He nomxHo ObITh Peakuus c cepeGpa HUTpara OnanecueHuys He
omnanecLeHUHK pacTBoOpoM, Habmonaercs
I'd PP, ©C.2.2.0019.18 Cootsercrayer
Cynsthatet He nosmxHo Obits Peaxnus ¢ 6apus xmopuga B Teuenne 1 v noMmyTHeHHE

NOMYTHEHUA B TeueHHe
He MeHee 1 4

pacTBopoM,
I'o PD, dC.2.2.0019.18

He Habmonaerca
CooTBeTCTRBYET

Kanbuuit 4 Marumii

HomxHo nabmonarecs
YUCTO CHHee
OKpaILIMBaHHE PacTBOPA
(6e3 droneTosoro
OTTEHKa)

Peaxuus ¢ natpua agerara
pacTBOPOM,
I'd PP, dC.2.2.0019.18

Habmopaetcs umcro cunee
OKpalnBaHHEe pacTBopa
(6e3 gonetosoro
OTTEHKa)

CoorsercrByet

TsKensle METANIIBI

He nomxHo 6uiTh
OKpaIlHBaHKA,
Honyctima cnabas
onajecuersuns oT
BbIAETIMBLIEHCS Cephl.

Peaxuns ¢ HaTpus cynsduaa
PacTBOpoM,

I'd PO, #C.2.2.0019.18,
meTon 1

Okpamneanue u

onajlieCUCHLUS He

7 «launonaibia

Hzenexkaemplii 06beM

JomxeH 6bITh He MeHee
HOMHUHAaNLHOTO, ECIH
YNaKOBKH HCCIHENYOTCA
HHAMBUAYANBHO, JTns
YNaKoBOK C
HOMMHaNbHEIM 06LeMOM
2 Mn u MeHee
H3MepeHHBIH 00beM

I'd PP, ODC.1.4.2.0003.15

"Coraeteriyer \

ROMITAHHA»

~ «National

Immunobiological
Company»
Joint Stock

Company
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TomieH ObiTh HE MeHee
CYMMBI HOMHHANBHBIX
obremoB

HCCIIENOBAHHBIX
YTIaKOBOK.
bBaxtepnanbHbie IMpenensHoe KauecTennniii rens-rpom6 Tecr, Menee 0,125 E9/Mn
SHJIOTOKCHHBI coaepkaHue I'ed PP, ODC.1.2.4.0006.15, CooTBeTCTBYET
GaxTepranbHBIX meron A
SHAOTOKCHHOB B
npenapare He 6onee 0,25
E2/Mn
CrepuneHocTh Jomxen ObiTh MeTto npsMOro noceea Uiu Crepunsno
CTEPUNILHEIM MeToln CooteeTcTByeT
memOpaHHoii husTpaLmn,
I'e PO,
0®C.1.2.4.0003.15
Vnakoeka Tlepeuunas ynakoeka - BuayainbHeli Ilepsuunas ynakoBka -

Bakunna

Bakuuny BeINYCKaOT 10
1 nose B amnyne
BMECTHMOCTBIO 2 MJT U3
crexna 1-ro
THAPONUTHYECKOTO
Knacca.

Ha xaxcoyro amnyny
HAKJICHBAIOT 3THKETKY
CaMOKJIEeSLIYIOCH WK
TEKCT HAHOCAT
HEMOCPEICTBEHHO Ha
aMITyJly METOHIOM
KamiecTpyHHoi neyaty.
Pacreopurens (Bona mis
UHBEKLMIH)

ITo 1 mn B ammynax

Ha xaxmyro amnyay
HaKNEHBAKOT ITUKETKY
CaMOKNEALIYIOCH HITH
TEKCT HAHOCAT
HEMOCPEACTBEHHO Ha
aMITyJay MEeTOHOM
KannectpyiHoi neuaru,
Bropuunas ynakoeka

B nauke 13 xaprona 10
aMIyJs ¢ BakUMHOIL o 1
[03€ B aMmIyJe,
IOMEILEHHBIX B
KOHTYPHYIO fYEHKOBYIO
ynakosky, 10 amnyn ¢
pacTeopureneM (Bona
AN uHbeKkumi) 1o 1 ma
B aMryne, MOMEeEHHRIX
B KOHTYPHYIO
A4EeHKOBYIO YNAaKOBKY
BMECTE C UHCTPYKLUECH
o MEIUUUHCKOMY
OPUMEHESHHIO (JINCTKOM-
BKJIABIILEM ), HOKOM
aMITyNbHBIM WU
cKapHQHKaTopoM
aMITyNBHEIM.
JlOnoMHNTENBHO B MAuKy
NOMELUAIOT BKIAAbILI ¢
JUYHBIM HOMEPOM

Bakuyna

Bakuuna seinynena no 1
J03e B amnyJe
BMECTHUMOCTEIO 2 MJT U3
crekna 1-ro
FHIPOJIUTHYECKOrO Kilacca.
Ha kaxxpyro ammyny
HaKJIeeHa 3THKeTKa
caMoKesIancs

Pacteopurens (Bona ana
HHBEKLMIA)

ITo 1 Mn B ammynax

Ha xaxcayro ammyny
HakjeeHa 3THKeTKa
caMoKJIesasncs

BropuuHas ynakoska

B nauxe 13 kaptona 10
aMIyn ¢ BakUHMHOM no 1
I03€ B aMmylle,
NOMELUEHHEIX B
KOHTYPHYIO AYEHKOBYIO
ynaxkosky, 10 amnya ¢
pacTBopHTeneM (Boaa as
HHBEKUMI) mo 1 Ma B
amnyJie, MOMELIEHHBIX B
KOHTYPHYIO A4EHKORYIO
YNIAKOBKY BMECTE C
HMHCTPYKUHEH o
MEIHLIUHCKOMY

TlonomHHISHERD B

| THHTESE]

s me %&‘;“gma iy
LAY HBIMIHOMEDOIP ¢

y\aﬂ;ﬂﬂﬂ pi@ﬁ%axoaxe

aMAYIAMEROTIIX KOMBLO
H3JI0MA WJIM TOYKY AN
BCKDBITHS, HOXK
aMITyNBHBIR MK

cKapuHKATOP aMIyIbHbIH

Crp. 4 uz 7




yknapuuxa, Ipu
YyNaKoBKe aMny,
MMEIOHIHX KONBLO
H3NOMA WU TOYKY ANs
BCKPBITHA, HOX
aMAynbHEHE KK
cxapudukaTop
aMIyJbHBI He
BKJIAABIBAIOT.

HE BKIAABIBAIOT,

Cootsercrayet

Mapxuposka

[TepeuuHas ynakoBka.

Ha amnyne ¢ BakUHHOM
YKa3BIBAKOT:
CoxkpalileHHOE TOProBoe
HauMeHOBaHKe
npenapara
(«BAKIJMHA
I[TAPOTHUTHO-
KOPEBA»),
KOJNMYECTRO Npernaparta B
amnyne(«171.»), nyTs
BBegeHus («IT/K»),
HOMED cepuH
(byxBeHHO-LH(pOBOE
ofo3HaueHue), gaty
HCTeYEeHHs CpOKa
FOIIHOCTH.

Ha aTukeTke amnysl ¢
BaKLMHON yKa3bIBaAIOT!
CoxpaieHHoe Toprosoe
HaluMEeHOBaHKe
npenapara (BakunHa
MapoTHTHO-KOpeBas),
KONIHYEeCTBO MpenapaTa B
amnyne (1 noza), nyTh
BBEJleHHs (MOAKOXKHO),
HOMEp CepuH
(byxBeHHO-UU(pOBOE
o6o3HaueHue),naTy
UCTEYEHHs CpOKa
FOJHOCTH.

Ha amnyne unu
3THKETKE aMIyJisl ¢
pacTBOpHTENeM
YKa3bIBaloT TOProsoe
HaHMEeHOBaHKe
pacTBopuTens,
KONMYECTBO
PacTBOPHTENS B aMITyJie
(o6beM B MUANMIUTPAX),
HOMep CepHH
(6ykeeHHO-LUppOBOE
oboznayeHue), aaty
HCTEYEHUs Cpoka
rOJHOCTH.

Bropu4Has ynakogrka.
Ha nayke ¢ xoMmnexroM
YKa3bIBaOT!

a) TOproeoe
HAHMEHOBaHHE
npenapara (Bakuuna
NapoOTHTHO-KOpEBRas
KyNbTypa/jbHas Xueas),
TOProBOE HANMEHOBAHHE

BuzyanbHelii

Y/ \\ £,
«Haunonaasnag N\
HMMYHOGHOTOVHUCCRAR \ ¢
' ROMIAHHAY
«National
Immunobiological
Company»
Joint Stock
Company

Meperunas ynakorka.
Ha sTkerke amnyiisi ¢
BAKUMHOM YKa3aHO!
CoxkpalueHHOe TOprosoe
HauMeHOBaHue Npenapara
(BakuuHa napoTHTHO-
KOpeBasn), KONUYECTBO
npenapara B amnyne (1
1103a), YTh BBEAESHHS
(noakoxKHO), HOMEP cepun
(6yxBenno-undposoe
o603HaueHne), naTa
HCTEYEeHHs CpoKa
FOJIHOCTH.

Ha stukeTke amnybi ¢
PacTBOPHTENIEM YKA3aHO
TOProBO¢ HaMMEHOBaHUEe
pacTBOpHTENs, KOJUUECTBO
pacTBOpHUTeNs B amiysne
(o6BeM B MUNTUNHTPEX),
HoMep cepuu (6ykBeHHO-
nugporoe 0603HaueHUE),
JaTy MCTEYEeHNs CPOKa
FOXHOCTH.

BropuuHas ynakoBka.

Ha nauke ¢ KOMIIIEKTOM
YKa3aHo:

2) TOProBoe HaMMEHOBaHHE
npenapara (Bakuuna
MapoTUTHO-KOpeBas
KyJBTYpanbHas JKHUBas),
TOProBoe Ha¥MEeHOBaHUE
pacTropHTens (Boja Ans

HHBEKIHHN);

6) rpynnuposouHoe
HaHMEHOBAHHE Npenapara
(Bakuuna ys
NPOQHIAKTHKH KOPU H
NapoTHTA);

B) COKpalLEHHOe

HauMEHOBaHHE AepKaTest
A

-\, |{ PErHCTPaLHOHHOTO

| YIOCTOBEpEHHS/MPOU3BOIH
/ TeNa JeKapCTBEHHOrO
npenapata (AQ «HIIO

«MHKpOTEH») H ero

Crp. 537




pactBopuTend (gona 1
WUHBEKUMI);

6) rpynnupoBoYHOE
HalMeHOBaHHUe
npenapara (Baxunna
DJ1A TIPOYHIIaKTHKY KOpH
¥ NapoTHTa);

B) COXpalEeHHOe
HaHMEHOBaHHE
aepxarens
PerucTpauMoHHOro
YROCTOBEPEHHA/TIPOU3BO
OUTeNs NeKapCTBEHHOrO
npenapara (AO «HIIO
«Mukpores») u ero
TOBAPHbI 3HAK;

r) aapec u Tenedon
nepiKkarens
PErHCTPaLHOHHOrO
YAOCTOBEPEHUA/TIPOU3BO
JUTEJNS JIeKapCTBEHHOro
npenapara;

L) TeKapCTBEHHYIO
cbopmy (modunuzar gis

TNIPUTOTORNEHHS
pacTeopa mns
MOLKOXKHOIO BBEACHHS);
€) I03UpOBKa A
JIAHHOrO
JIeKapCTBEHHOTO
npenapara He
YCTaHOBNEHa,

K) KONUYECTBO
NIeKAPCTBEHHOrO
npenapara B yrakosKe
(10 ammysn BakUMHE! 1Mo 1
J03€) KONHYeCTBO
pacTBopHTeNs B
ynaxoske (10 ammmyn
pacTeopuTens (Boaa Ang
HHBeKUHM) no 1 Ma);

3) uHdopmauus o
COCTARBE JIEKApPCTBEHHOr 0
npenapata (Cocrag) u
COCTABE PACTBOPUTENA
(Cocrag pactBoputens);
H) HOMep CepHH
npenaparta U Homep
CEepHU pacTBOpHTENs
(6yxseHHO-1 pOBOE
obo3Hauenue);

K) AaTy NPpOU3BOACTEA
npernapara;

1) 0ATy HCTEUEHHS
CpPOKa roIHOCTH
xomrnekta (Komnnext
rOJeH J0...),

M) YCIIOBHS XpaHEHUs
(Xpanute npu
Temnepatype ot 2 1o 8
°C. He 3amopaXuBaTh);
H) ryTh BBeieH A (Ha
BTOPHYHOM YTNIAKOBKE He

ROMUAHusa»

«National

Immunobiological
Company»
Joint Stock
Company

TOBAPHKIA 3HAK;

r) anpec u tenedou
nepxxaress
PErUCTPAUHOHROTO
YIOCTOBEPEHUA/NMPOU3BOAH
Tens NIeKapCTBEHHOro
npenapara;

) nexapcTBeHHas hopma
(nmodunuzar nns
NPUroTOBJIEHUA PacTEOpa
JJ18 TIOAKOKHOTO
BBEAEHHA);

€) HO3MPOBKA /I AaHHOTO
NIEKapCTBEHHOrO
TIipenapara He
YCTaHOBJICHE,

%) KOJHYECTBO
JIEKAPCTBEHHOrO
npenapara B ynakoexe (10
amnyn pakuuvHe no 1 noze)
KOJIMHECTBO PACTBOPUTENIS
B ynakoeke (10 ammyn
pactsopuTens (Boma ans
MHBEKNHT) no 1 mn);

3) HHOpMaLUs 0 COCTaBe
JIeKapCTBEHHOrO
npenapara (CocraB) u
COCTaBe pacTBOPUTEIIS
(CocraB pacteopurens);
H) HOMep CepHH npenapaTa
H HOMEp CEepHH
pactBoputens (6ykBeHHO-
uupposoe 0GozHaYEHHE);
K) BaTy Mpou3BOACTBA
npernapara;

JI) AaTa UCTeYeHus cpoka
TOJIHOCTH KOMIUIEKTA
(Komnnexr roaeH 1o...),
M) YCHOBHA XPAHEHUS
(Xpaunte npu
Temnepatype ot 2 o 8 °C,
He 3amopaxupaTs);

H) NyTh BBeAeHUs (Ha
BTOpHYHOH yNaKkoBKe He
yKasaH, Tak Kak OH
BKJIIOYEH B HazBaHHeE
nexapcTeenHolt Gopmbl);
0) YCJIOBMS OTIYCKa;

M) npeaynpeanTeNsHEIe
HagnucH :«CTepHIbHOY,
«XpaHHUTE B HEJOCTYIIHOM
Oy peteil Mmectey;

p) WITPUX-KOX,

¢) cnocob npUMeHeHHs
(«Criocob npumeneHus:
CM. HHCTPYKLHIO IO
MEMUHHCKOMY
NPUMEHEHUIO (JIHCTOK-
BKJIabILI))%»;

T) CPEJCTBO
HAeHTH(GUKALMH.
CooTBercTByeT

il
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YKd3aH, TaK KaK OH
BKJIIOUEH B Ha3BaHHE
NeKapcTBEHHOM GopMBI);
0) YCIIOBHS OTITyCKa;

1) npeynpeuTesbHble
Haaren :«CrepuisHOY,
«XpaHuTh B
HEJOCTYITHOM /sl AETEM
MecTey;

P) WTPUX-KOJ;

¢) cnocod npuMeHeHus
(«Cnocob nprmenenus:
CM. MHCTPYKLHIO 110
MEeIMUMHCKOMY
MPUMEHEHHIO (JINCTOK-
BKJIQJIBIL))»,

T) CPEACTBO
HISHTHHKALMH.

TpancnoptupoBanue

ITpu Temnepatype ot 2 1o 8 °C. He 3amopasuBath

XpaHenue

Ipu Temneparype ot 2 no § °C. He samopaxupaTh

Cpox rognoctu

1 rog

Jara nponsBojcTsa

Tonen no

16.02.2026
28.02.2027

3akaouenne:;

BakuuHna MapoOTHTHO-KOpeBas KyJbTypalibHas )KHUBasl, J]HO(.])MIH/BaT U1 IPATOTOBJIEHHST pacTBOpa

AN MOAKOsKHOro BBeJeH st 1 o3a cepuy Noe M400126 B KOMIUIEKTe C pacCTBOpHTE/EM CepHi

NeT360725 coorsercTByeT TpeGoBanuam

3aMecTUTENIb IMPEKTOpa N0 Ka4YeCTBY

S0 0306

P,
% Ay

Q&

ROMUAHHA»

«National
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Company

3655

el oG

oama
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