PA3PEIIEHUE

Ha BBOJI B rpaxxiaHckuii 060poT B Poccuiickoit Menepaiy cepuu Wi HapTHu
npousseieHHOro B Pocculickoii ®enepanun wiu BBo3uMoro B Poceniickyro denepanuio
UMMYHOOHOJIOTMYECKOTr0 JIEKAPCTBEHHOI O IIpernapara

Ne P006-00110-77/03363507 ot 10.10.2025

Boinano  AxnuonepHoMmy — obmectBy  "HaydHO-IpOM3BOACTBEHHOE  OOBEAMHEHHE 110
MEJIMIIMHCKAM UMMYHOOMONOTHYeckuM npenaparam "Mukporen", Poccust, 115088, r. Mocksa,
yi. 1-s JlybpoBckas, a. 15, crp. 2, UHH: 7722422237.

(HauMeHOBaHUE IOPUAMYECKOTO JIHIa, Iopuaundeckuii anpec, MHH)
PenepaabHas ciayx0a 1Mo HaA30py B cdepe 3ApaBOOXPAHEHUSI HA OCHOBAHMH 3aKJII0OYEHUS
UCHIBITATEJIBHOTO LEHTPa DKCIEPTU3bI Ka4yecTBa MEIMIUHCKAX UMMYHOOUOIOTUYECKUX MPErapaToB
denepanbHOrO rocy1apcTBEHHOIO OI0/KETHOrO yupeskaeHus "HaydHblil EHTp SKCIIEPTH3bI CPEICTB
MeAMIMHCKOro npumMenenus’ MunucrepcTsa 31paBooxpanenus Poccuiickoit enepanuu

(HaumeHoBanue (enepansbHOro rocy JapCTBEHHOIO OI0KETHOTO YUPEKIECHMS )
or 07.10.2025 Ne 1074/HIIDCMII pa3pemaer BBOJ B IPaskIaHCKHUi 060poT
(nara) (nomep)
B Poccuiickoii ®@eaepanuym ”MMYHOOHOJIOTHYECKOT0 JIeKAPCTBEHHOI 0 Npenapara
BAKTPUBUP KomOunupoBaHHast BakliMHa IIPOTUB KOPH, KPACHYXH U ITAPOTUTA
KyJITypaJIbHasi JKUBasl

(TOproBoe HaMMeHOBaHHE)
BakuyHa ju1st npoUIIakKTUKK KOPY, KPACHY XU U ApOTUTA

(MexayHapoIHOE HeMaTeHTOBaHHOE HaMEHOBaHUe (TPyTITIPOBOYHOE U XUMUYECKOE)
THOQUIIU3AT JUISL IPUTOTOBJICHHUS PACTBOPA JIJIS TIOJKOYKHOTO BBEICHUS
0.5 Mt (1 no3a) - ammysst (10 1wIT.) - MaYKM KAPTOHHBIE /B KOMIUIEKTE C PACTBOPUTEINIEM:
BOJIa JuIst MHbeKLMH - 10 mr./ - aist 1eueOHO-poPMITAKTHIECKHUX YUPEIKICHUI

(popma BBIIyCKa (C yKa3aHHEM JIEKapCTBEHHOH (hOPMBI, JO3UPOBKH, (JaCOBKHM) U KOJMYECTBO B YIAKOBKE)
o0beM cepuu WIH

cepun  MO0032525 (cepus pactBoputenst 17240625) — 2795
(xos4ecTBO
(HoMep cepum) S —

ronen no 08.2027 ,
(CpOK roHOCTH)
NpoM3BOACTBA AKIMOHEpHOrO obmiectBa "Hay4HO-IpOM3BOACTBEHHOE OOBEAMHEHUE 11O
ME/IMIIMHCKIM HMMMYyHoOHosornueckum mpenaparam "Mukporen” (AO "HITIO "Mukporen"),
Poccus, 115088, r. Mocksa, yi. 1-1 Jlybposckas, a. 15, ctp. 2 (mpousBoaurens (rorooit JID),
HIepBUYHAs YIIAKOBKA, BTOPUYHAs YIIAKOBKA), CTP. 1 (BBITYCKAIOMIUI KOHTPOJIb Ka4eCTBa).

(HaI/IMeHOBaHI/IC H aZip€C NPOU3BOAUTEIA (C YKazaHueM cTaaui HpOI/I3BO,IICTBa)
Perncrpanuonnoe ynocrosepenne Ne JII1-No(001494)-(PI'-RU) ot 02.12.2022.
Jdepxaresb PErHCTPANHOHHOIO yIOCTOBEPEHMsi AKLHMOHCPHOE,
[POU3BOJICTBEHHOE OOBCIUHEHUE T10 MEAUIIMHCKEM HUMMYHOOKH]

crp. 2.

KOMINAHKA®
.

«National
lmmunuhiulngical
Company?
Joint Stock
Company

(HavMeHoBaHuUe, ajpec)

JOKYMEHT HOJITHCAH
DIEKTPOHHOM HOJITHMCBIO
3amecTuTeNnb PYKOBOAUTEILA

POCSHp aBH aﬂ30pa Ceprudukar 42D1B24ADS2BBD113BD1263FE2CCBCRY
Biagenen Iapxomenxo Jpwrpuii Beenoaogosi
Jeticrsurenen ¢ 07.04.2025 no 01.07.2026

J.B. Ilapxomenko
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Axuuonepioe 0011ecTRO
as Xayuuo IPOU3BOJICTBCHHOC 00LeAMHEHHE 1O MEJHITMHCKIM HMV[)’I[O(IIOJIOI‘KI‘IC(«KPIM H}JCHZIp&T&\I
«Muxporet»
A}.lpCC MecTa OCYNECTBICHISI JIMIICH3HPYEMOro BHAa NEATCILUOCTH:
Poccus, 115088, r. Mockna, yir. 1-sn Hy6ponckas, 115, cip.2

info@microgen.ru. (493)710-37-87

ACIOPT
Ne 0178 ot 29.09.25

BAKTPUBUY KomOunnpoBannnas BRKIHAA UPOTHB KOPH, KPACHYXH H NAPOTHTA

RYJALTYpAaXLIast uBas JllIO(l) HIN3aT JUISl UPHCOTOBJCHIST DACTBOPA JUIs HOJKOZKHOTO BBCHCHIS

Pern CTPALHOHHOC YXOCTOBEPCHHC

Hopmarisias NOKyMeHTaIus

Howmep cepnu BAKIHHDI

I’IOMC}) CepHI BOALI AT HIHDLCKIHH

Cocran:

M0032525
T240625

JIT-Ne(001494)-(PI™-RU)
HJT JITI-Ne (001494)-(PT-RU)-210824

Onua npusnsodnas jo3a (0,5 M) copepkur:
JleitcTByronue nemecrsa;
- supyc xopH — e menee | 000 (3,0 Ig) TrauenbIx LATONATOTEHIBIX JI03

(TLULS0);

- Bupyc xpacuyxu- ne menee 1 000 (3,0 1g) TLLS0;
- supyc naporHTa- ne menee 20 000 (4,3 1g) TLULSO;
BcuoMorareibibIe BCUCCTRAS

- soantii pacreop JIC -18 - 0,12 yur;
-senaruna  pactsop 10 % - 0,03 v
- renravuiuia cyisdar — ne donee 20 mxr.
PacTBopuTess: BOAA JUIS HHBEKIMI

Konuuecrno B cepHH, e, H3Mepenus 2795 YITAKOBOK
JlaTa npoussoncTsa/ aTa BHTYCKA 0925°
Jlara oxonuanms CpoKa roIoCTH 08 27
Pesynnrarsl HCILITAHHH
Komrrposinipyemuie Tpebonanust Pe3yanrarTht
PRIy pevon: MeToanl Konrpodis YALTATH
HOKA3ATCIH cuecruducam HCNLITAI NI
Omycanne JInoguinzar - ojAopoas Busyansusii Jinodusmzar -
liopncras macca or OJIHOPOHAs! OPHCTAS
YKEIITOBATOTO 10 PO30OBATOrO MECEE SMETTORLTO
LIBETA, IHI'POCKOMHYHA )
o PO30BOTO LBETA,
Boccranonenslii npenapar
- IPO3pAUNAs FKUAKOCTh IHIPOCKOTIHYHA
PO3OBOIO 1WBCTA BoccranosicHubIit
rpenapar - Ipo3pa4nas
SKHJKOCT] PO30BOro
nneta
CoOTBETCTRYCT
TojusuiocTn Jlospkerr cojtlepxars BUPYC Peaxius Heifrpa 5 epmm lmpy(, I\Dpll

KOPH, KpacilyXH, napotura

un romaroreiingdty{echenss i
ONOTHYCCH

onstd BBYEAH

bt

I
gt

u,umix(“”

JHMH'

SR owal |

BHpyca Kpac ‘\" 1) Kok ot ojagi g
mpany?

{. S(ock
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BpeMs pacTBopenst

Homxen pactsopsiibes 8

Pacrsopsiercst 8 Tedenme

TCHCHHE 3 Muul P Busyansuplit MEHEC 3 MHH IpH
BHeceHuu B amnysy 0,5 i nuecenun B amnyny 0,5
BOJBL JATISL HHBEKIHH HA 1103y MJL BOJLE JUISL MITLEII U
Ha 103y
MexaHHYCCKHE B 2 amnynax u3 80 Busyannunti, Coorperctnyer
BKJLIOUECHIMS] JIOLIYCKAeTCsl HalM4He ' P,
MCXAHMUCCKHX BIIIOYCHHI 0®dC.1.4.2.0005.18
pH pacrBopa Or731107,9 IoreHIIoMeTPHYCCKHI, 7,6
I'd P, Coorsercrayer
OMdC.1.2.1.0004.15
Iloreps 1 Macce upu He 6onee 2,0 % T'pasumerpuyiecknii, 1,0 %
BHICYIIUBAHIHN ') Ph, Coorsercrnyer
OPC.1.2.1.0010.15
CrepunsHocTh He nomxeH cojepxarhs MeToz npsMoro Nocesa Wik He conepoxnr 6axrepuit
Gaxrepuii 1 rpudon MeMOpaioit (HIbTPaLHH, 1 rpubos
T'D P, Coorsercrayer
OPC.1.2.4.0003.15 ;
AunoMannnas Iosren 6pITH HeTokenyiteiM - | Bhuosornyeckiii, Heroxcuyen
TOKCHYHOCTS D P, Coorrercryyer
OdC.1.2.4.0004.15 .
Crenuduyeckast Ipunusouuas nosza (0,5 v Kyastypannupiid Bupyc kopu — 10000
AKTUBHOCTE | (Onpenenenue 1o (4.0 lg TUI50/0,5 au)

JIOJDKHA COUCPIKATH e Melee
1000 Txauennix
LMTONATOreHHMIX /103
(TLI50) Bupyca opu (e
meriee 3,0 1g THIS0/0,5 mun),
e menee 1000 TLLI50
BHpyca XpacHyxs (lie Meliee
3,0 Ig TIJI50/0,5 Mn),

ne meree 20000 TLIS0 (4,3
lg TIJ150/0,5 mu) supyca
I1APOTHTA

LHTOTIATOr oMY HEHCTBHIO
BUpYCa HA YYBCTBHTCABHbIC
xnericn Vero (Ui BUpyca KopH
u maporura) # ety RK-13
(s Bupyca KPacHyxu)

Bupyc kpacuyxu — 8710
(3.94 1g TUI50/0,5 aun)
Bupye naporura —
234400(5.37 lg
TLES50/0,5 wmn)
Coorsercrsyer

Tepmocrabusmiocth

Joixen 6prth
TEPMOCTAOMILHLIM.
Jonyckaercs cmKenne
cpenueii reomerpHyeckoit
BEJIMYMHEL THTPA BUpyca B
obpasuax BaKLMILI TOCIC
1iporpesanys e bonee, uem
ua ojuH g

Kynwrypansuniii

Tepnmocrabunen
Coorsercrnyer

Ocraroutioe
xonuuecto HCA

e 6onee SO ur B oxnuofi
[PHBHBOYHOI 103€ BaKIMHbL

HmmMynodepmenTHbli,
'] Pd,
QPC.1.7.2.0033.15

5,8
Co orsererByer

UOCTOpOlU[MC npruMecH.
regraMmuimnaa Cleb(l)&l’l‘

He 6onee 20 mir B ojiiiofi
{IPMBUBOYHOI JI03€ BAKIMHDT

Meroj juudipysuu 3 arap,
I'd P,
0OdC.1.2.4.0010.18

15,5
Coornercrnyer

PacTBopirres, BLINYCKACMBII B KOMILICKTE € HpCl

1APATOM: BOJIA JUEST MU I

Onucatme BecuperHas npospayyas OprattoseriTHuecKku it Becusernas 1po3payuast
sxcacocTs 6es 3anaxa WHKoCT 6e3 3anaxa
Cootnercsycr
pH or 5,0 10 7,0 [orenuuoMerpHyecKuit 6.2

PO,
0PBC.4.2.1.000

KucnoTHOCTE MM
IEIOYHOCTD

ITpH nosBen xKearoro
OKPAIUMBaHHS OHO JOMKIIO
HSMEHHTLCS 11a KPacHoe Min
pO30BOE OT NpUGABICHHS HE
6osee 0,1 Mu 0,01 M
pacTropa Harpusl

fo@nonory

o

Kauccrnernagd
«Nation

(penong
T s
KpacHoro paerpop@munobiol
P PD. OC B\ ‘umvﬂa
? " }(nnl St

Compa

KOMNAHKR
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IrUNpoxXCIza; 1Ipu
nognjeHy Kpactoro Win
PO30BOTO OKPAIIHBANMS OLIO
JIOJDKHO H3MCHHTLCH 11a
KeJroe oT I'IpldGﬂB!lCHH}! HC
Gonee 0,15 M 0,01 M
pacrsopa
XJIOPHCTOBOUOPOIIION
KHCJIOTH]

SJXCKTPOU])O]SO}.LIlOCTb

He Gonee 25 mxCam/cM s
AMITYJI C HOMMHAILIBIM
obnéMmom 1 yn, 2 Mt K S ML
ne Goiuee 5 MxCa/em it
Gy THUIOK HIH (JIIAKOHOB C
HOMHUHAILIEIM 00BLEMOM 25
My m 50 M

KonuyxroMerpiyeckili,
Enporneiickas Papmaxones 8.0

13,2 MrCwm/em
Cootsercryer

MexanHuceckie
BIJHOUCHIS
BujuiMbie 4acTiibl

J{oJBKEH BLIEPIKUBATE
TpeboBsalus

Busyannunii,
I'd PO, ODC.1.4.2.0005.18

Brigepxunaer
TpeboBanms
CoorsercTByer

Hesnaumupie yacTuup

B oju0i amnysne, GyThinke
s JUIAKOHE CPEAHEE YHCHO

CuerHo-(HoToOMETPHHECKHH,
I'd PP, OPC.1.4.2.0006.15

10 Mxm u Gonee - 14
25 MM 1 Gonee - 1

uacrHi] pasmepom 10 M CoornercrayeT
Boxce ne JomKIo
npessnuars 6000, a cpeanee
YHCHO HACTHI Pa3sMEpoM 25
MKM 1 Bonee He JOIMKIO
ripesniarh 600
Cyxoit ocTaToK He 6onee 0,001 % IpasuMerpryeckuii, 0,0001 %
I'® PP, $C.2.2.0019.18 CooTRercrRyeT
BoccranamimBaonme JIOIKIIO COXPanHTHC Peaxumst ¢ pacTBopom xajnus Pozoroe oxpanrusalyc
peniccrna posoroe NCPMAHTAHATA W CEPHOi coxpatsercst
oxpalr1Basme KHCIoToMH CoorsercTByer
passeyenioi,

['d PO, $C.2.2.0019.18

YI'JICPO,HZI JIHOKCH

He yonxuo 0nrrn
nomytHens ¥ Tedenue 1 u

Peaxiusi ¢ Kanbips
IHUPOKCHIA PACTBOPOM

B reuenne 1 u
MOMyTHEIHE He

(13sectroBOM BOJOI), nabionaeTcs
I'd PD, $C.2.2.0019.18 CoorsercTByer
Hutpars! # HHTPHTEL e Gosee 0,00002 % (0,2 Peaxuust ¢ pudernnamuna menee 0.00002 %
ppm) Pacrsopom Cootaercrsyer

I PD, BC.2.2.0019.18

AMoHMI He 6onee 0,00002 % (0,2 Peakiyms ¢ peaKTHROM aenee 0.00002 %
ppm) Heccnepa, Coorgrercrayer
I'd Pd, $C.2.2.0019.18
Xnopuas He jomxno 6prh Peaxrus ¢ cepebpa Hirrpara OnanecueHuus He
’ onanecL eI pacTBOPOM, HabnonaeTcst
I'd Pd, C.2.2.00 CoorrercrByer
Cysharnt He noskno 6uirs Peaxuus ¢ 6apy &3 redeHue | 4

TIOMYTHEIIHS B TCYEHHE HE
meree |y

pacTBOpPOM,
ot r’((IMﬂHHMﬂ'

I'd P, HC.4 Bl

Immunobiologi

Kannumii u marauit

Jlomxito naGionaTsest 4HCTO
CHHEE OKPAIIMBAHHC
pacTiopa (6e3 (uoneronoro

Company

RSILLELN
QACHFRE Stock

Crp.3 u3 8



OTTEeHKA)

(prosteroBoro orreuKa)
CoorBetcryer

Tspxennie MeTanin

He 10/mKH0 On115
()I(pﬂull/_ﬂ}alﬂ{}l.

Peaxuus ¢ narpus cyispuia

PacTBOpOM,

" Oxparunsatiie i
OITaJICCLCHIIMA HE

Jlonycruma ciabas ' PO, $C.2.2.0019.18, Habioactes
ONAJICCLCHLMS OT meroy | Coorsercrsyer
BLIACHUBIICHCS CEPBL.

H3snexaempiii o6nem Homxed GbITH 11 MeHee I'® PO, OPC.1.4.2.0003.15 Coorsercrsyer

HOMMUAJIBHOTO, CCIIH
YIAKOBKH HCCIEAYIOTTS
nupBMIyansio. s
YHAKOBOK C HOMHKUANLHBIM
o0neMoM 2 MII 1 MeHEee
maMepeHubiii ofbeM noInKeH
OLITH HE MeHee CyMMbl
HOMMHAILHBIX 00LEMOB
HCCIICHOBAHIILIX YIIAKOBOK.

Baxrepuanbible

Tlpepensoe cojepkaime

Kayecrsenuuniii reas-rpom6

menee 0,03 E9/mn

IHNOTOKCHIEI Baicrepnannibix recr, [P PO, Coornercrsyer
) SHIOTOKCHHOB B Npenapare 0O®dC.1.2.4.0006.15,
ne 6osee 0,25 ED/mn MeTon A
CrepnunbHOCTD Joipkex OpITh CrepUibUBIM Meroa IpSMOro nocesa MiH Crepribio
. METON Coorsercryer
MeMOpauHoil PrupTpaLui,
o Pd,
O®dC.1.2.4.0003.15
VYnaxonka DTepsuunasn yiakopxa - Busyanpuntii DIlepsuyunas ynakoska

Baxiuna

Baxuuny BbuLyckator 1o 1
H03€ B amIyiie
BMECTHMOCTBIO 2 MJI H3
crexna 1-ro
CHAPOIHTHYECKOIO Kiacca.
Ha xaxxnyto aMuysy
HAKICUBAIOT ITHKCTKY HIIK
TEKCT HAHOCHT
HEHOCPEJCTREILO Ha aMILyIy
MeToJIoM KarecTpyitioH
neyarH.

D)ITepnuunas ynacoska —
Pacrsopurens (Bona juis
HUBEKLNN)

ITo 1 Mn B amityse.

Ha xaxcayio ammyiy
HAKIJIEHBALOT ITHKETIY MIIH
TEKCT HAHOCHT .
HCITOCPECTBEHLIO Ha aMITyily
METOJMOM KarecTpyiitoil
newaru

2)BTopruast yHaKkonKa

B nauxe u3 kaproua 10
aMnyn ¢ pakuuioif no | nose
B amMnyJie, MoMeUeHILIX B
KOHTYPHYIO sIMCHKOBYI0
ynaxonky, 10 ammync
pacrBopureseM

«Haunonas
O wuwynoduonof

]

Comp

-Bakiiua

Baxuuna no 1 pose B
aMIyiie BMECTHMOCTHIO
2 Mi1 3 crewna 1-1o
THJLPOIMTHYECKOIO
Kiacea.

Ha xaxnyio amiyiy
HAKNEEHA YTHKETKA
CaAMOIUICLLASCA

DIIeppruiasn ynaxkoska
— Pactsopurens (Bojaa
JUISL HIThe KL )

o | a1 3 amiryse.

Ha kaxnyio ammyny
HAKJIGEHA HTHKETKA
CaMOIUISSILIASICH

2)Bropuunas yraxonka
B nauxe n3 xaproua 10

aMITYJ1 € BaKLUHOMA 1o |
OFpy.

«Nations
Immunabidlqacais JICM
ot fioa Adignmexiuit)

Crp.4 138



(Bona Juis HEBEKLWMH) 1o |

MIL B aMITYJE ITOMEIMCHHLIX B
KOHTYPHYIO SuCHKOBYIO
YIAKOBKY BMECTE €
HHCTPYKIHEH 1O
MEIMIHICKOMY NPUMEHEHIIO
(JICTKOM-BXIALIIEM),
HOKOM aMITYJIBIBIM YIIK
CKAaPH(DHKATOPOM
AMITYHLITBIM.
JlononuuTennio B rayKky
MOMEINAIOT BIIIAJBILI C
JIMMHBIM 1IOMEpOM
yirapauka. [pr ynaxosxe
AMITYJI, MMCIOIHX KOJILILO
M3JIOMA MIIH TOMIKY JULst
BCKPBITHSI, HOMX aMITyILHBH
uiM cxapuduKaTop
AMITYILUBIA HE BIUIA/LIBAIOT.

KOHTYPITYIO sieHKOBYIO
YIAKOBKY BMECTE C
HHCTPYKUMEH no
MEUMLHICKOMY
NPUMEHERHIO (JIMCTKOM-
BKAAARINEM,
JIonoNHATENLHO B
ayKy noMenien
BIJAJBIIL C JIHHHBIM
HOMEPOM YKJIaHHKa.

Coorsercryer

Mapxuposka

1) Iepsanas ynaoska,
Ha amnye ¢ BakuHnoi
yxasniBatoT: Coxpauiennoe
HasBalnMe ypenapara
(«BAKTPHBHUP»),
JLO3UPOBKA/KOJIHHECTBO

(1 », «2.»), nyrs
sepenms («I1/K0y), noMep
cepuu (Byxnenuo-uudposnoe
obosiayele), jara
HCTEYCHHS CPOKA IOMHOCTIL

| Ha orixerie amiyis ¢

BAKLMIOH YKaZhIBAIOT:
CoxkpatieHHoe Topropoe
HAHMEHORANKE IIPemapaTa
(BAKTPUBUP), _
JIO3UPOBKA/KOJIMUECTBO
npenapara 8 ammyne (1
J103a), ILy'Th BBEJCHHUS!
(noAKOKHO), HOMED CepHH
(6yxsetio-1uQponsoe
oboznaucune), xata
HCTEUCHHSI CPOKA TOJHOCTH,

Ha aMITyse mis STHKETKE
aMILyNIbl ¢ pacTBOpHTENEM
YKa3bIBA0T TOProBoe
HanMeHoBaHNue
PacTBOPHTENs, KOJHIECTRO
PacTBOPHTENs! B aMITyJIe
(00BenM B MIJUIHIHTPAX),
Homep cepun (6yxnenno-
unpposoe oboznauenue),
JlaTy MCTCUCHHSL CpoKa
FOJTHOCTH.
2) Bropuultas ynaxosxa.

HA [AYKE YKARLIBAIOT:

a) TOproBoe HaUMCHOBAHHE
nperapara (BAKTPUBHP
KomOunnponaiiias paxuuia
IPOHB KOPH, KPACHYXH I
NapoTHTa KyJIbTypanbias

BusyansHpi

JUBAL),

K(DMII'-\HMH:
«National

Immunobiolog
Company
Joint Stock
Company

1) Tleppunast
YIaKoBKa,

Ha a'rixeTie aMItynbl ¢
BAKLHHOI yKazaHO:
CokpallieHHOE TOprosoe
HAHMEHOBAHHE
npenapara
(BAKTPUBHUP),
NO3HPOBKA/KOIMUECTBO
npenapara b amnyie (1
103a), yTh BBCHCHIIS
(noaxoKno), HoMep
cepuH (OyKBEHHO-
yupponoe
ofo3HaUeHIIe), AaTa
HCTEHEHHS CpoKa
rOJHOCTH.

Ha sTuxeTKe amnysnsl ¢
PacTBOPHTENEM YKa3aHO
TOProBoe
ITaNMEHOBAHKE
pacTBOpHTENsI,
KOJIHUCCTBO
PACTBOPHTENS B AMITYJIC
(obneM B
MHIDIHIIHTPAX), HOMED
cepitu (Byknenio-
unponoe
ofo3taverne), iata
MCTEHEHNs! CpoKa
I'OJIHOCTH.

Crp. 5u3 8



6) rpynnHpoBoyIoe
HauMeHoBalme npenaparta
(Bakuuua st
NpoQMIAKTUKY KODPH,
KpacHyXH H MapoTuia) ,

B) COKpAICHIOE
LaHMCHOBAHME JCpHATCIIs!
PErucTpaonLoro
YIIOCTOBEPEHISI/TIPOM3ROITE
JisL IEKAPCTBEHHOTO
npenapara(AO «HIIO
«MHuxporem») s ero
TOBAPHDIA 3HAK,

1) ajipec u renedon
Jleporarelnst
PErucTpanosioro
YJIOCTOBEPCHMSI/TIPOUIBOINTE
JIS1 JIeKAPCTBEHMOTO
npenapara,

J1) IeKapCTBeHILYIOo (hopMy
(smodunmsar s
HPUIOTORICHHS PacTROPa
JUBL THOJKOKHOLO BREJEHUSL),
e) nosuposky (1 no3a), x)
KOJIMYCCTRO JICKAPCTBEHIION0
npenapara B yraxonke (10
amnyi no | nose), 3)
nuopManst o cocrane
JIeKapCTBEHHOrO HpenapaTa
(Cocran),

M) IOMEP CEpHH Iperapara
(Byxsenno-1upposoe
obosiauenue),

K) JlaTa IPOU3BOACTEA
npenapara,

JI} NaTa UCTEYCHHS CPOKa
ropuocty (Tojeu j10...),

M) YCIIOBHSI Xpaueimst
(Xpauurh npu remneparype
ot 2 o 8 °C),

1) nyTh Benetus (Ha
BTOPMUNON YIIAKOBKE 11e
yKa3zai, TaK KaK OH BKIIOHEH
1B Ha3BAIHE JICKAPCTREHHOM
popmeL),

0) ycioBus OTIlyCKa ,

1) npenynpenureNsHLe
najumcH @ «Crepunsion,
«XPaHMTL B HEJIOCTYITHOM
Juist JieTeit mecrey,

p) WITPHX-KOJI,

¢) cnocob npumencums
«Cr10c0o0 npMMEHEHHS: CM.
HUCTPYKLMIO 110
MEIHLHCKOMY HPUMEHEIHIO
(JMCTOX-BKIABILIL) )Y,

T) CpeacTBo
HieHTHQUKALHH.

Ha nauke ¢ KOMIUJICKTOM
yKa3bIBaIoT;

a) TOProBoe HAUMEHOBAIHC
Ipenapara, Topronoe
HauMelopanue
pacrBopuresss,

KOMITAHHA»

KyJIbTYpasibast jCHBas ),
0) rpynnupoBo4noe

nayMeHoBanue
npenapata {Baxuuua
AT IIPOQHMIAKTHICH
KOPH, KPACHYXH i
DAPOTHTA),

B) COKPAILCHHOE
HaHMenopanie
Jeprkarests
perucTpatiHoHIOro
Y/LOCTOBEPCHMS/TIPOM3E
oJurrens
JICKAPCTBCHHOIO
upernapara(AO «HITO
«MHKPOreH») H ero
ToBapHbIit 3naI,

1) aapec u resehon
Jepskareisst
PErHCTPaHOHIOrO
YAOCTOBEPEHHS/NPOH3B
oJurTens
JIEKAPCTREHIIOr0
nperapara,

1) CKAPCTBCHAY IO
(opmy (moduimsar
U1t TIPHIOTOBJICHMSI
pacTBopa Ll
ILOJIKOIKIIOTO BBEJICHHS),
e) nozuponky (1 jo3a),
) KONHMECTRO
JICKapCTREIIOro
npenapara B ynakonie
(10 amnyn mo 1 nosc),
3) uudopmarms o
cocrane
HEKapCTBEIIOro
npenapara (Cocran),
1) HOME) cepunt
tpenapara (6yKBCHHO-
nupposoe
obo3znavenue),

K) j@1a IPOH3BOACTHA
nperiapara,

1) ara HeredeH s
cpoxa roxttocti (INosen
110...),

M) YCIIOBHS XPaHEIHs!
(Xpaurrs apu
TeMueparype or 2 jto §
°C),

) Iy'Th BBECHHS (Ha
BTOPHUHOI YITAKOBKE He
yKa3al, TaK Kax ol

BIUIIOYCI B Ha3BaHHue
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. 0) rpyrinupoROyHOE

HAMMEHOBAHME NPenapara ,
B) COKpaEHIIoe
HAHMCEIOBANNE ASPKATENA
perucTpaIionHoro
YIOCTOBEPEHs/IPOU3BOJITLE
Jist IEKapCTBEHHOTO
Ipenapara 1 ero ToBapHhIi
3HAK,

r) ajgpec 1 renedomn
Jepirareiis
PErHCTPALHOIILOTO
yaocroneperns/pou3BoAuTe
JES1 JICKAPCTBEHHOrO
ipenapara,

JU) rekapersetiyio Gopmy
(smodmzar JuLs
IIPUTOTOBMEHIS PAacTROpa
JUISL TIOJIKOIKHOTO BBEACIHSL),
¢) nosuporky ( | 103a), x)
KOJHYECTRO JIEKAPCTBEIHOTO
npernapara s yiakonxe (10
aMITyn Bakiuusl 1o 1 xo3e),
3) uiopmallis 0 CocTane
JIeKapCTRENHOTO Npenapara
(Cocras) 1 cocran
pacrsopurens (Cocran
pacrsopureins),

M) HOMEpP CEepHH Nperapara i
HOMeEp CepHH PacTROpHTENs
(6yxsenno-rmdpennoe
o6oznauerve),

K) JIATa [POH3BOACTRA
npenapanra,

J) fara HCTCHEHHUs! CpOoKa
royiocty (I oMiuiexr rojen
J10...),

M) YCIIORHsI XpalleHns
(XpaunTth npu TeMreparype
or 2 jio 8 °C),

) MyTh BREHEHHS (Ha
BTOPHYHON YITAKOBKE HE
yKaszai, TaK KAk Ol BICHOUEH
B HA3BAHME JIEKAPCTBEIIOH
(opmpt),

0) ycnonus oTnycka,
)Py IPENHTENBHbIC
pagnucH :«CTepHnpHoy,
«Xpamnr, B HEJOCTYITHOM
JUIst jlereit mecrey,

p) LITPUX-KOX,

¢) cioco6 npHMeHeHs
(«Ci10c06 npuMCHEHHS: CM.
MHCTPYKIIHIO 110
MEJUMIHIICKOMY NPHUMEHCHHIO
(JIMCTOK-BXIIAJILILL) 1,

T) CpeacTno uaeHTH(GHKANMA.

MecTe,

) HTPHX-KON,

¢) cnocob mpHMEHenHs
( «Cnoco6
NPAMEHEHUSL: CM.
HHCTPYKITHIO MO
MEAUIHHCKOMY
HpHUMeHeHHIO (IHCTOK-
BKJIAZALI))»,

T) CPEACTRO
HACHTH(PUKALHHE.

Ha nauxe ¢
KOMIUICKTOM YKa3aHo:
a) Topronoe
HAaHMCHOBAHHE
lpenapaTa, Toprosoe
HaHMeloBaie
pPacTBOpUTENS,

6) rpynuHpoBouHoe
HAHMCHOBAKHKC
nperapara ,

B) COKpameHnnoe
HaUMEIOBALNE
JiepIKaTess
PErHCTPAIMOHHOro
YIOCTOBEPEHUS/TIPOH3L
OLMTEN
JIeKapPCTREHHOTO
Ipenapara u ero

" TOBAPHBIH 3HAK,

r) anpec 1 renedon
ACpIKaTens!
PCrHCTPALMOIIIOND
YOCTOBEPEHIS/TIPOM3B
onmrelst
JIeKApCTBEHHOTO
npenapara,

J1) JICKAPCTBEHHYIO
(popmy (odunmzar
JUIsE IPHTOTOBJICHHS)
pacreopa Jutst
ITOJKOMCHOTO BBEUCHHSI),
) nosuponky ( 1 jo3a),
¥K) KOJLHYCCTRO
JICKAPCTBEHHOTO
npenapara B ynakoBske
(10 aMIIyJT BaXIHIE] 110
1 noze),

3) undopmanms o’

- cocrane

JICKAPCTREHHOTO
npenapara (Cocras) n
cocTaB pacTBOPHTEIs

(Cocran

%sop}rreml), )
LD >

KOMIAHHA
r

«Nationa
Immunobiola
Compan
Joint Stop
Compan

PRtk
0

45
aTa MCTEUCH IS

Crp. 7u3 8



CPOKA TONHOCTH
(Komusert ropen jlo..);
M) YCH0BHs XPaHeHns
(Xpauurs upn
TeMmepatype o1 2 110 8
°C),

1) nyih BBejenys (na
BTOPHUHON YIIAKOBKC He
YKa3aH, Tak Kax ol
BKILIOYCH B HAZBAMNE
JCKAPCTREHHO
hopmnt),

0) ycnonus

OTHYCKa

1T) HPEAYUPeANTEnbHLIC
Hajimen («Crepranioy,
«Xpauurs B
HEJOCTYTHOM A1t JeTei
MECTE»,

P) HITPUX-KOH,
¢)ernocod HpuMeHenns
(«Criocob npiMeHeHust:
CM. MHCTPYKIHIO 1O
MEUHIHHCKOMY
NPHMEHEHHIO (JHCTOKR-
BRABABIIL)Y,

T) CPeUCTBO
pACHTHQURAIIH.

Coornercrayer
Tpaucnopruponanue ITpu remuzeparype o1 2 jio § °C. e 3aMopamuBath
Xpavenye ITpu remuepatype ot 2 j10 & °C. He saMopakusary,
' Jlara Bhiitycka 06.09.2025

Cporx rojpiocti

2 roja Tonen 10 31.08.2027

3arumoucHue: Baayia BAKTPUBHP Kombuuuposaunas BaKiaya 1poTHE KOPH, KPacHyxi 1 1apoTura

D IIT3AT JULT BPUIOTOBICHHUS PAacTBOPpa I NOAKOKHOT0 BRCACH MY I
)

71034 cepuu Mg L
“ipeGoBatgReIITIN-No (N B-(PT-RU)-210824

Cugoperko B.I", 2. 07 206
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