PA3SPEHIEHUE

Ha BBOJ| B rpaXkIaHCKuii 000poT B Poccutickoii ®enepannu cepuu Ml NapTHH
npousseneHHoro B Poccuiickoit denepanuu mwim BBo3umoro B Poccuiickyro ®enepanuro
MMMYHOOHOJIOTMYECKOT0 JISKAPCTBEHHOTO Mpernapara

Ne P006-00110-77/03726949 ot 12.11.2025

Brinano AxiponepHoMmy obmectBy "Hay4HO-IPOU3BOACTBEHHOE OOBCAMHEHHE 110 METUIMHCKIM
MMMyHOOHMONOrMIeckuM npenaparaM "Muxkporen", Poccust, 115088, r. Mocksa, yi. 1-5 Jy6poBckasi,
. 15, ctp. 2, UIHH: 7722422237.
(HaMeHOBaHME FOPHUMYECKOro JINNA, ropunuyeckuit anpec, MHH)
DepepanbHast cayxbda no HaA30py B cepe 3APaABOOXPAHEHUS HA OCHOBAHMH 3AKJIIOYEHHUS
UCTIBITATENIBHOTO IIEHTPA SKCIEPTH3bI KAYeCTBA MEJUIMHCKHX MMMYHOOHOJIOTHYECKUX MPEIApaToB
®eziepalIbHOr0 rOCY IapCTBEHHOTO OFODKETHOTO yupesxaeHus "HayHblil LeHTp dKCTIEPTH3BI CPECTB
MEMIMHCKOro npuMeHeHus" MunuctepeTsa 3/1paBooxpanenust Poccuiickoit ®enepanuu
(HanMeHoBaHue (eNIepaIbHOTO TOCY JAPCTBEHHOTO GIO/KETHOTO YUPEXKICHHMS )
or 10.11.2025 Ne 1200/HIISCMII pa3pemaer BBOA B IrpaxkAaHCKuii 060poT

(nmata) (nomep)
B Poccuniickoii ®enepanuu HMMYHOGHOIOIHYECKOr0 JIEKAPCTBEHHOI0 NpenapaTa

BAKTPUBHP KoMOunMpoBaHHAs BaKI[MHA IPOTHB KOPH, KPACHYXM M HAPOTUTA

KYJIbTYpaJibHasl )KUBast

(ToproBoe HaMMeHOBAHHE)
Bakimna 11 1pouinakTuKE KOPH, KPACHYXH ¥ IIAPOTHTA
(MeXIyHapoaHOe HeMaTeHTOBaHHOE HAMMEHOBaHHUe (TPYIIMPOBOYHOE WM XHMHYECKOe)
MoGUIH3AaT IS IPUTOTOBJICHHST PACTBOPA JUIsl IIOAKOXHOTr0 BBeneHus 0.5 Mt (1 mo3za) -
amityJisl (10 1mrT.) - mayky KapTOHHbIE /B KOMIUIEKTE C PACTBOPUTEIIEM:
BOJIa JUIsl MHBEKIHUH - 10 mT./ - Ju1st 1e4eOHO-IpOPUIAKTHIECKUX YIPEKACHUH
(dopma BeImycka (C ykazaHHeM JIEKApCTBEHHON (POPMBI, JIO3UPOBKH, (PaCOBKHM) H KOJIMYECTBO B yIIaKOBKe)
o0bem cepuu

cepuu  M0034325 (cepus pacrBopurens T320625) $IM NApTHR 2666

(xomu4ecTBoO
(HOMeEp cepun)
YIaKOBOK)
rogea o 09.2027 R
(cpok romHOCTH)
NPOU3BOJCTBA  AKIIMOHEPHOTO 00MIeCTBa "Hay4no-npoun3BoJICTBEHHOE 00BEJUHEHHE TI0

MEJIMIIMHCKEM ~ MMMYHOOMONOrnYeckum  nperapatamM  "Mukpores” (AO  "HITO "Muxporen"),
Poccust, 115088, r. Mockpa, ym. 1-s [ybposckas, a. 15, ctp. 2 (IpOM3BOIHTEIH (roToBoii

JID), mepBMYHas yNaKOBKa, BTOPWYHAS YIAKOBKA), cTp. 1 (BBIIyCKarommii KOHTPOJIb KayecTBa).
(HanMeHOBaHHe M a[[pec MPOM3BOAUTENS (C YKa3aHUEM CTa/ui TIPOU3BOICTRA)

Perucrpauuonnoe yxocrosepenue Ne JIIT-Ne(001494)-(PI'-RU) ot 02.12.2022.
Jlepikaresb  pPeruCTPalMOMHOTO  yIOCTOBEpeHMs AKiuonepHoe obmectBo "Hayumo-
IMPOU3BOJACTBEHHOC 06'BCZII/IHCHI/IC II0 MCAUIUHCKUM HMMyHO6HOHOFH‘-ICCKPIM IpenaparamMm
"Muxkporen" (AO "HIIO "Muxporen"), Poccus, 115088, r. M Wlg, | -5 JlybpoBckas, 1. 15,
AR
cTp. 2. s 3
¥ ‘(4’ « HATAOAITo AR
(HanmenoBanue, anpecyf's HMKMYROGROAOTHUCCKAS
o KOMIAHRA»
B «National
2%\ Immunobiological
Company»
Joint—Stock
MOMUICAL™ 4
s«‘.‘” 3- @’\\*'
; - J.B. ITapxomeHko
Ceprudukar 42D1B24ADS2BBD113BDI1263FE2CCBCRY
Baanenen Hapxomenxo Jmurpuii Beenoaogonun
Heticrurenen ¢ 07.04.2025 no 01.07.2026

.. y,

Bl

3aMecTuTeNb PyKOBOIUTES
Pocsnpasnanzopa




Axunonepnoe o6wecTBO

«Hay'1H0-NPOH3BONCTBEHHOE 0GBEAMHEHHE 10 MEAULHMHCKHM HMMYHOGHONOTHYECKIM NpernapaTan

«Muxporeny

Anpec MecTa OCYIIECTBIEHHs THUEHIHPYEMOTO BUAA AEATEIEHOCTH:
Poccus, 115088, r. Mocksa, ya. 1-1 dy6posckas, 1.15, cTp.2

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

IHACIIOPT
Ne 0204 or 01.11.25

BAKTPUBUP KomGuEHPOBAHHHAS BAKLHHA IPOTHB KOPH, KPACHYXH H NapoTHTA

KYJAbBTYpaJbHas XXHBas JIHOIl)HJHIBaT AJIA NPHIOTOBJICHHS PACTBOPA AJIA NOJAKO0XHOIO BBeAeHH A

PerucrpaunonHoe ynoctoBepenue
HopmaTiBHas nokyMeHTaUuHs

Howmep cepum BakuuHbt
Homep cepuu Bomel 1is HHBEKLIMH
Cocras:

JII-Ne(001494)-(PT-RU)

HJ JIIT-Ne (001494)-(PI'-RU)-210824

M0034325

T320625

Ounna npususoynas no3a (0,5 mi) coepxuT:

HeiicTpyromue BenlecTna:

- BUPYC Kopu — He MeHee 1 000 (3,0 lg) TkaHeBBIX LHTONATOrEHHBIX 03

(TOAS0);

- BUpYC KpacHyxu- He menee 1 000 (3,0 1g) TLIA50;
- BUpyC napotuta- He menee 20 000 (4,3 lg) TLI50;
BenomorarensHble BemecTsa:

- Boausii pacteop JIC -18 - 0,12 mx;
-xkenatuHa  pacrsop 10 % - 0,03 mn

- reHTaMMuuHa cynsdar — e Gonee 20 Mxr,
PacTeoputens: Bona mis HHbEKIM

KonnyecTBo B cepuu, el. M3MepeHus 2707 YNaKoBOK
JHara nponssoncrsa/ nata Beinycka 1025
JlaTa oxoHuyaHHs cpoKa roAHOCTH 09 27
PesynbTaThl MCnBITAHMIA
Konrpoaupyemnie TpedoBannsn Pesyabrarhi
poImpy p MeToapt KOHTpOAS ¥ o
NOKa3aTeNn cnenuduKaANHK HCNBITAHMMN
Onucanue JIvodmnuzar - opHopoaHas BusyaneHeii Jnodunuzar -
nopucTas macca oT OHHOpOAHAA NOpHCTasA
XEJITOBATOIO IO pO30BATOro MACCA IKEHTOBATO-
LBETa, FTHTPOCKONIHYHA
. PO30BOTO LIBETA,
BoccranosneHHEli npenapat
- MPO3pavyHast )KMAKOCTh FREROCIONEHE.
PO30BOro LBETa BoccraHoBNEHHBIH
npemnapar - npo3pavHas
MKHAKOCTD PO30BOr0
ugera
CooTBercTByeT
TonnuHHoOCTE Homken conepxats BUpYC Peakuus neiiTpanusany RECPIKHT BHPYC KOPH,
KOPHM, KPaCHYXH, NapoTHTa LHTONATOreHHOTO JgHeEB ; XU, NapOTHTA
xnerkn (Vero mnsg :.'-j,- fedkunonan TByET
KOpH U NapoTHTAY B} -"I“gyﬁzfpxm:’l:m
(o] T Ry e oy ik YN P—
BHpYCa KpacHyXBEY AKAOTR Hond |
KOMnoHenToB BaklihHBimmunobiol
crieunpuiecKkoR UMMy HH %"'“ R
= (N4 Pstnt Stgck
KOpeBOH/KpacHy IRHGHIIapOTHTa |y
HOH CBIBOPOTKOM 15

* A
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Bpems pactBopenns

HomxeH pacTBopsThCA B
TEYEHNE 3 MUH npu

BHeceHuM B ammyny 0,5 mMn
BOABI 1 MHBEKUMH Ha 103y

BusyansHbli

PaCTBOpHGTCH B TEYCHHE

MeHee 3 MuH npu
BHECEHHM B amnyay 0,5
MJI BOJBI A1 MHbEKLMHA

Ha 103y
Mexannyeckue B 2 amnynax us 80 BuzyaneHblH, CooTBeTcTBYET
BKNIOYEHUs IOMNyCKaeTCs Halu4Ke T® PO,
MEXaHH4YECKHX BKIIOYEHHI 0®C.1.4.2.0005.18
pH pactBopa Or7,31m07,9 TToTeHUHOMETPHUYECKHH, 7,6
I'® PO, CootrsetcTBYET
O0®C.1.2.1.0004.15
Horeps B Macce npu He 6onee 2,0 % I'paBuMeTpryeCKui, 0,8 %
BBICYUIMBAHUU I'd PO, CootgetcTByeT
0dC.1.2.1.0010.15
CrepunbHOCTb He pomixeH copepxars Mertoz npsAMOTo Nocera uiu He conepxunt 6akrepuii
6akrepuii u rpubos mMemOpaHHo# GunbTpauum, u rprbos
I'd PO, CootBeTcTBYET
04C.1.2.4.0003.15
AHomanbHag JomxkeH OBITh HETOKCHYHBIM | Bronoruueckui, HerokcnueH
TOKCHYHOCTb I'® PO, CoorserctByer
0dC.1.2.4.0004.15
Crneuugdrnyeckas TIpusuBounas nosa (0,5 mi) KynbrypanbHolii Bupyc kopu — 21880
2KTHBHOCTb JOIbKHA coaepkaTh He MeHee | (Onpepenenue no ; (4,34 1g TLLZ(50/0,5 mx)
1000 TKaHERbIX LIMTONATOreHHOMY meifcTBuMI0 | Bupyc kpacHyxu — 6918
LMTOTNIATOTEHHBIX 03 BHpyca za “Y?CTBHTBHBHBW g;{i‘;égngﬁﬁjgé 0,5 mn)
knetku Vero (ans Bupyca xopu =
(TLUIS0) Bupyca kopu (e H IaPOTHTA) ¥ KneTK&F{)};{K—l.’)p 338800 (5,53 Ig
menee 3,0 Ig TI/150/0,5 M), (ans BUpYCa KpacHyxu) TLI50/0,5 M)
ne meree 1000 TLIO50 CooTBeTcTBYET
BUpYCa KPacHyXH (He MeHee
3,0 1g TII50/0,5 mn),
He menee 20000 TLLJI50 (4,3
lg TLI50/0,5 mn) Bupyca
TIapoTHTa
TepmocTabunbpHOCTE HonxeH GLITh KynbTypansHeit TepmocTabunen
TEPMOCTaOMIBLHEBIM. CooTtBeTcTBYET
JonyckaeTcs CHHXKeHne
cpenHei reoMeTpHyecKkoi
BEJIMUMHBI THTPA BUpYCa B
ofpasuax BakUWHBI TIOCHE
nporpesanus He Gonee, yem
Ha oauH g
Ocrarounoe He 6onee 50 Hr B ogHoii VMmyHO]EpMEeHTHBII, 3
xomuuecTso BCA NMPUBMBOYHOM No3e BakUWHEl | ['D Pd, CootseTcTBYET
09C.1.7.2.0033.15
Iocroponnne nmpumecn: | He Gonee 20 MKr B oaHOi Metoa nudidysnun B arap, 15,5
FeHTaMHMUWHA CyJibdhaT NpHBKMBOYHOI f03e BakuuHer | I P PO, Cootsetctyer

04C.1.2.4.0010.18

PacreopuTens, BpinycKaemplii B KOMILIEKTE ¢ HPENAPATOM: BOXA [AJISI HHbEKI i

Onucanue BecuperHas npo3paunas OpraHonenTHYeCKHii Becupernas npo3paynas
JKHAKOCTE Oe3 3anaxa JKMAKOCTE 6e3 3anaxa
CootgercTByeT
pH ot 5,0 1o 7,0 INoTenunoMeTpryeckuii 5,9

KucnotHocTe unmu
LIENOYHOCTh

IIpu nossnenum xxenroro
OKpaHIMBaHUA OHO JOKHO
M3MEHMTBCA HAa KPAcHOE Wil
O30BOE OT NprbasneHus He
oonee 0,1 Mn 0,01 M
pacTBOpa HaTpuA

> lmﬁyﬁoﬁuon E

KOMIIA

> Comphn
9. 18int St
Comp
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rMAPOKCHIA; NpU
NOABNCHIH KPacHOT0 Win
PO30BOro OKpAaWMBaHMs OHO
JIOJDKHO U3MEHHUTBCA Ha
JKENToe OT NpHOaBACHHS He
6onee 0,15 Mn 0,01 M
pacTropa
XJIOPUCTOBOAOPOAHOM
KHCAOTHI

3HCKTp0Hp0BOJZlHOCTI:

He 6onee 25 MxCnm/cM ans
aMnyJl ¢ HOMHHANbHEIM
obnémom 1 M, 2 Mt 5 Mg
ne Gonee 5 MxCm/cm gns
6yTeIn0K MK QIAKOHOB C
HOMHHAaNBHBIM 00BEMOM 25
M 1 50 mn

KounyxkromeTrphueckuii,
EBponeiickas ®apmakones 8.0

11,1 MxCm/cm
CootseTcTBYET

Mexannueckue
BKJIFOYEH WA
BuanMele 4yacTHLBL

JlomxeH BbLAEPKHBATH
TpeboBaHus

Busyanbnsii,
I'd PO, OPC.1.4.2.0005.18

Brigepxusaer
TpeboBanus
CootBercTBYyET

HeBuaumsie yacTHLbl

B onHoit amnyne, 6yThLike
uny (praKoHe CpenHee HHCIOo

CuyeTHo-()oTOMETpHYECKHUIA,
I'd PP, OPC.1.4.2.0006.15

10 MxMm 1 Gonee - 10
25 Mxm M Bonee - 0

yacTny pasmepom 10 Mk 1 Cooreerctayer
Honee He nomxHO
npessimaTs 6000, a cpeasxee
YHCJIO YaCTHL, pasMepoM 25
MKM U Oonee He HOJKHO
npesriaTs 600
Cyxoii octaTok He 6onee 0,001 % I'paBuMeTpUyecKHi, 0,0002 %
I'e Po, dC.2.2.0019.18 CooTBETCTBYET
Boccranaenusaionye JlomKHO COXpaHHUThCS Peaxuus ¢ pacTBopoM Kanus Po3oBoe oxpamusanue
BeLIEeCTBa po3sosoe nepMaHraHaTa ¥ cepHoit coxpaHsercs
OKpalIMBanne KHCROTOM CoorsercTByer
pa3BeJieHHol,
[D PO, ®C.2.2.0019.18
Vriepona puokcun He nomxkHo GbITh Peaxnus ¢ kanbuus B tevenne 1 4

MOMYTHEHHSA B TEHCHHE 1y

THAPOKCHIA PAacTBOPOM
(u3BECTKOBOH BOJOH),

FIOMYTHEHME HE
HabmonaeTces

o PO, dC.2,2.0019.18 CooTeercreyer
HutpaTsl H HUTPUTHI He Gonee 0,00002 % (0,2 Peakuus c nudennnammna menee 0.00002 %
ppm) Pacteopom CootgercTayeT

o PO, ©C.2.2.0019.18

AMMOHHHA He Gonee 0,00002 % (0,2 Peaknus ¢ peaktusoM menee 0.00002 %
ppm} Heccnepa, CootBercTByer
['® PO, ®C.2.2.0019.18
Xnopuasl He nomxHo 651716 Peaxnus ¢ cepebpa HuTpara OnanecueHuus He
onajecueHInH pacTBOPOM, Habnropaerca
I'® P@, ¢C.2.2.0019, CooTBeTcTBYET
Cynethartel He nomxno 6biTs Peakuus c bapus "B feuenne 1 u

HOMyTHeHH}l B TE€YEHHEe He
MeHee 1 y

«Haunonanpuug

OMIAHHA»

———— ]

«National

Kanbiiit u Marnuii

HomixHo HabnonaTbCst YHCTO
CHHEe OKpalluBaHne
pacTtBopa (6e3 dpuoneTosoro

. ! 0gig
Peakuns ¢ H NCTA R pany,
PacTBOPOM, Joint Stock
(,omp;my

[0 PO, PC.2.7H 15

f&f{*gﬁlm}loru-“. )

chfite OKpalInBaHHe
5
pactBopa (6e3

Crp. 33 8




OTTEHKa)

¢roneroBoro orrenka)
CooTBeTcTRYET

Tsxensie MeTanin

He nomxHo 6bITh
OKpaluMBaHus.

Peakuus ¢ Hatpus cynedraa
pacTBOpoM,

OxpamBasue u
OMNaNecueHLHs He

HonycTtuMa cnabas I'd Pd, $C.2.2.0019.18, HabntopaeTcs
onajecUeHuus oT meTopn 1 CootBetcTByeT
BBIAETMBIIEHCS CEpbI.
HzpnexaeMslit 06mem JomxeH ObITh He MeHee T'd PO, 0PC.1.4.2.0003.15 CootsercrByer
HOMMHANBHOTO, ECNH
YMaKoBKH HCCAEAYHOTCA
HHAMBHAYaNbHO. dns
YNaKOBOK C HOMHHAJILHBIM
o6beMoM 2 MI U MeHee
W3MEPEHHBIH 06BeM NoMKeH
OBITL HE MEHEE CYMMBI
HOMMHANBLHLIX 00BEMOB
HCCHEeN0BAHHLIX YIIaKOBOK.
bakrepuanbHsie INpenenvHoe comepianme KayecTBeHHbI} reab-TpoMo menee 0,03 ED/mn
3HIAOTOKCHHI GaKTepHaNbHBIX Tect, ['D PO, CooTBeTCTBYET
9HJOTOKCHHOB B npenapare 0®C.1.2.4.0006.15,
He 6onee 0,25 ED/mn meTox A
CTepunbHOCTD Hosien 6b1Th CTEPUNBHBIM MeTon npamMoro nocesa win CrepuinsHo
Meron ' CooTBeTcTBYET
MeMOpaHHOH QunbTpaumy,
TP PO,
O®C.1.2.4.0003.15
VYnaxoBka 1Ilepsuunan ynakoska - BusyansHuiit 1)IlepBuuHas ynakoska

BaxuuHa

BaxuuHy BBITYCKaIOT 110 1
J03¢ B ammyne
BMECTHMOCTBIO 2 M1 N3
crexna 1-ro
FHAPOANTHIECKOro Kiaccea.
Ha xaxnayro ammyny
HaKJIEHBaIOT STUKETKY WK
TEKCT HaHOCAT
HEIOCPENCTBEHHO Ha aMILyJTy
METOAOM KarnecTpyHHoH
nevari.

DIlepBrunas ynakoska —
Pacrsopurens (Boaa nns
HHBEKLHIA)

ITo 1 mn B amnyne.

Ha xaxnyo amnyny
HaK/IEeHUBAIOT STHKETKY WM
TEKCT HaHOCAT
HENOCPEACTBEHHO Ha aMITyJy
METOAOM KarnjaecTpyHHoik
neyatu

2)BTopHyHas ynakoBKa

B nauke u3 kaprona 10
aMIIyn ¢ BakLMHOM no 1 aose
B amnyJie, NOMELEHHBIX B
KOHTYPHYIO S14€iKOBYIO
ynakosky, 10 amnyn ¢
pacTBOpUTEneM

«Haunongny
HNMYHOGHO 0T
KOMUany

Immunohiolq

Compan
Joint Sto
Company
15

-Bakuuna

Bakuuna o 1 nose B
am NyJie BMECTUMOCTBIO
2 Mn M3 crekna 1-ro
THAPONUTHYECKOrO
Knacca.

Ha xaxcayro ammyny
HaKJIEEHa 3TUKETKa
caMOKNeALascs

1)IlepBuuHas ynakoska
— PactropuTtens (Bona
IUIA MHBEKLIURA)

ITo 1 mMa B amMnyne.

Ha xaxcnyro ammysny
HAKJIE€Ha 3THKEeTKa
camoxiIesmaics

2)BTopuyHas yriakoBka
B navke u3 kapTona 10
aMITyn C BakUHHOM 1o 1

- (BOQ; HHBEKLMIT)

~ A
Mo b&f B ammye
CHHBIX B

Crp. 4 us 8



(Bopa wis uHbeKLMit) no 1
MJ1 B aMnyJIC IOMEILICHHDIX B
KOHTYPHYIO A4EiKOBYIO
YIIaKOBKY BMECTE C
HHCTpYKUHME# 1o
MEIHMLHHCKOMY NPUMEHEHHIO
(IMCTKOM-BKNAABILIEM ),
HOXKOM aMITyIbHBIM MJIH
ckapujpuKraTopom
aMmyJbHbIM,
JononuutensHo B nauxy
NOMELLAIOT BKNAABIL C
JIMYHBIM HOMEPOM
yknaguuka. [Ipy ynakoske
aMITyJl, MIMEIOLHX KONBLO
M3710Ma MM TOYKY IS
BCKPBITHSA, HOX aMI1yJbHbIH
HIIH cKapuduKaTop
ElMl'IyHbHE:IFI HE BK1anbIBAKOT.

KOHTYPHYIO STHEHKOBYIO
YNaKoBKY BMECTE C
UHCTPYKLHEH 110
MEULIHCKOMY
NPUMEHEHHUIO (IMCTKOM-
BKJaABILIEM.
JONONHUTENEHO B
na4Ky nomeitex
BKMAABILI C IRUHEIM
HOMEPOM YKIIaAuHKa.

CooTBeTCTBYET

MapxupoBka

1) IlepButHas ynaxkoBKa.
Ha amnyne ¢ BakuuHoii
ykasbiBatoT: CoKpaleHHoe
Ha3BaHHe TIpernapaTa
(«BAKTPHUBUP»),
HO3HPOBKa/KONH4ECTBO
(«10.», «2[1.»), nyTs
sesenns («I1/K»), Homep
cepun (OykBeHHO-1MppoBOE
obo3nauenue), para
MCTEeYeHUs CPOKA FOAHOCTH,
Ha 31ukerke amnynsl ¢
BaKUMHON yKa3bIBAIOT:
CoxpaleHHoe ToproBoe
HaMeHOBaHHe Mpenapara
(BAKTPHUBUP),
JIO3MPOBKA/KONMYECTBO
npenapara B amMmnyne (1
103a), MyTh BBENCHHUS
(FTOAKQXKHO), HOMED CEpHH
(6yxBenHo-LudpOROE
o6o3Havenue), nata
MCTEYEHHs CPOKA FORAHOCTH.

Ha amnyne unn atuketke
aMAyJbl C pacTBOPUTENEM
YKa3bIBAIOT TOProBoe
HauMEeHOBaHHe
PacTBOPHTENA, KOJIHYECTBO
PacTBOpUTENS B aMIIyJie
(obBEeM B MHITMIINTPAX),
HoMep cepiH (GyKBeHHO-
nudpoBoe 0603HaueHME),
NaTy WCTEUEHHA CpoKa
FOJTHOCTH.

2) BropuHas ynakoska.

Ha NauKe yKa3biBaloT:

a) TOproBoe HauMeHOBaHUe
npenaparta (BAKTPHBUP
Kombunuposanhas sakiuuHa
IPOMB KOPH, KPACHYXH H
1apoTHTa KyJAbTypanbHas
XUBas),

BuayansHsrit

HMMYHOGH
KoM
«Nat
Immunoh
Com
Joint

Comp:

1) IlepBuunasg
yrnaKoBKa.

Ha sTuxerxe amnynel ¢
BaKLMHOH ykazaHo:
CoxkpallieHHOe TOproBoe
HaMMeHOBaHHe
npenapara
(BAKTPUBMHP),
IO3HPOBKA/KOJIHUECTBO
npenapata B aMmyne (1
103a), NyTh BBEICHHU
(monxosxHO), HOMEp
cepun (OyKBeHHO-
uxgpoBoe
obo3HaueHne), nata
WCTEYEHHS CpoKa
FOIHOCTH.

Ha atuxeTke aMnynsl ¢
pacTBOpHTENeM YKa3aHo
TOProBoe
HauMeHOBaHue
pacTBROpHTENS,
KOJIHYECTBO
pacTBOpuUTENs B aMnyne
(o6BeM B
MUANUINTPAX), HOMep
cepun (bykBeHHO-
ungposoe
obo3Hauenue), nara
MCTEUEHHs CpoKa

roaAHOCTH.

Crp.53u3 8§




6) rpynnHpoBo4HOe
HANMEHOBAHME TIpenapara
(Bakuuna pnst
npoUNakTHKH KOPH,
KPacHyXH M TIapoTHTa) ,

B) COKpallleHHOe
HaMMeHOBaHHe AeprkaTels
PETHCTPaLMOHHOrO
YIOCTOBEPEHHUA/TIPOUBBOANTE
N1 leKapCTBEHHOTO
npenapara(AO «HI1O
«MmukporeHn») 1 ero
TOBAPHBIH 3HAK,

r) aapec u renedou
Jepxarens
perucTpalMoHHoro
YAOCTOBEPEHUA/NPOHIBOAMTE
JIs1 JIEKAPCTBEHHOIO
npenapara,

) NeKapCTBeHHYIO opMy

(nmodunuzar pns
HIPUrOTOB/IEHHMS PACTEOPA
JUlsl IOAKOXKHOTO BBEAEHHSA),
e) no3nposky (1 o3a), )
KOJIHYECTBO JIEKAPCTBEHHOIO
npernapara B ynakoske (10
amnyn no 1 noze), 3)
HH{opMaLus 0 cocTape
JIEKapCTBEHHOTr0 Nnpenapara
(Cocras),

1) HOMEp CepuH ripenapara
(byxBenHo-uudposoe
obo3HayeHne),

K) JaTa MpOH3BOACTBA
npenapara,

) jata HCTeYeHHs cpoka
ronsoctd (IopeH mo...),

M) YCIIOBHS XpaHEHU
(Xpauuth npu Temnepatype
or 2 no 8 °C),

H) NyTh BBeAcHNUSA (Ha
BTOPHYHOM YNaKOBKe He
YKa3aH, TAK KK OH BKJIIOUEH
B HA3BaHME JIEKAPCTBEHHOI
thopmmnt),

0) ycnopus OTIycKa |,
II) NIpenynpeauTensHyle
HanmucH : «CTepuisHoY,
«XpaHHTh B HEOCTYITHOM
I JeTei MecTey,

P) WTPHUX-KOA,
¢) criocob npuMeHeHus (
«Cnoco6 npUMEeHeHHs: CM.

MHCTPYKLHIO 110
MEAHUMHCKOMY TIPHMEHEHHUIO
(AMCTOK-BKIAMBIM)),

T) CPEACTBO
HIEHTHQUKAUHHY.

Ha nauke ¢ KOMIJIEKTOM
YKa3bIBaloT:

a) TOprosoe HauMeROBaHHe
npenapata, TOProsoe
HaWMEHOBaHUe
pacTBOpPHUTEN,

*Haunongpy,
MYHOGHO 10y

«Nationga]
Immunobinh)g
Ompany,
Joint Stock
.‘ompany

T

KYNbTYpajbHas )KuBas),

6) rpyIMUpoBOYHOE
HaUMEHOBaHHe
npenapata (BakuuHa
JULA TIPOQUIAKTHKH
KOPH, KPaCHyXH H
napoTHTa),

B) COKpalleHHoe
HaUMEHOBaHWE
aepxarens
PErHCTPAHORHOTO
YIOCTOBEpPEHHA/TIPOU3B
oauTens
JIEKapCTBEHHOTr O
npenapara(AQ «HIIO
«MHKpOreH») 1 ero
TOBapHEIH 3HAK,

r) agpec U Tenedon
zepiarens
PErncTpaLHOHHOro
YIOCTOBEpPEHUA/NPOH3B
onHTEN S
NeKapCTBEHHOrO
npenapara,

1) NeXapCTBEHHYIO
topmy (mmodunmsar
IUI NPUrOTOBJIEHMS!
pacrBopa s
MOJKOXKHOTO BBEASHN),
e) no3uposky (1 nosa),
() KOJIM4ECTBO
NIeKapCTBEHHOTO
npenapaTa B YNakoBke
(10 amnyn no 1 poze),
3) uHdopmauns o
cocrage
JIEKapCTBEHHOT O
npenapara (Coctag),
1) HOMEp Cepun
npenapara (6yKkBeHHO-
uucposoe
o6o3HayeHne),

K) aTa IPOU3BOJICTBA
npenapara,

JT) flaTa UCTeHeHus
cpoka rogHocti (I"'onen
10...),

M) YCJIOBHs XpaHeHHs
(Xpauuts npu
TeMmIneparype oT 2 o 8
°C),

H) NyTb BBeAeHus (Ha
BTOPU4HOI YNAKOBKE He
yKa3aH, TaK kaK OH

Ctp.6n3 8




6) rpynnnposo4Hoe
HauMEHOBaKHE Npenapata ,
B) COKpalleHHoe
HalMEHOBAHHE AePKaATENS
PErucTpaLoHHOro
YIOCTOBEPEHHSA/NPON3BOLITE
11 IeKapCTBEHHOTO
Nperapata 1 ero TOBapHBbIH
3HaK,

r) aapec u tenedon
nepxarens
PErHCTPauHOHHOrO
YIOCTOBEPEHNR/TIPOH3BOINTE
711 JIEKapCTBEHHOrO
npenapara,

1) IexapCTBEHHYIO Gopmy
(nuodunuzar ais
NPUTOTOBJIEHHS PAacTBOpA
11 IOAKOMCHOI O BBENECHHS),
e) nosupoeky ( 1 noza), x)
KOJNIMYECTBO JIEKAPCTBEHHOTO
npenapara B ynakoeke (10
amiyJ BakUMHBI 10 1 no3e),
3) MHpOpMaLHUs O cocTaBe
JIEKapCTBEHHOr'O fpenapara
(Cocras) u cocras
pacteopurens (Cocras
pacrsopurens),

M) HOMEp CepuM Npenapara u
HOMEp CepUH PacTBOPHTEN:
(6yxBeHHO-UH{pEHHOE
0603HayeHue),

K) HaTa NpOH3BOACTBA
npemnapara,

1) aTa HCTEUEHHs CpokKa
roaroctH (KommuiexT roaen
I0...),

M) YCJOBUSA XpaHeHHUs
(XpaHuTb Npy Temneparype
ot 2 no 8 °C),

H) IyTh BBeEHU (Ha
BTOPMYHOI1 yr1aKoBKe He
YKa3aH, TaK KaK OH BIJIIO4EH
B Ha3BAHME JIEKAPCTBEHHOM
thopmnr),

0) YCJIOBHA OTNYyCKa ,
MIpenynpeaHTeNbHbIE
napmucy («CrepuiibHOY,
«XPaHNTH B HEAOCTYITHOM
U1 geTeit mecrey,

p) IITPUX-KOH,

¢) criocof npuMeHeHus
(«Cnoco6 npumeHeHust: cM,
MHCTPYKUHIO 110
MEJHLUHMHCKOMY NPHMEHEHMIO
(nucToK-BKIanBI))»,

T) CPEACTBO HACHTH(MKALIH.

KOMII&H

«Nation:

Immunobio|

MecTe»,

P) WTPHX-KOL,

) croco6 npuMeHeHus
( «Crrocob
NIPMMEHEHHS: CM.
MHCTPYKLHIO 10
MEIHLIMHCKOMY
npuMeHeHHt0 (RHCTOK-
BKJIA[BIL))»,

T) CPEICTBO
HUaeHTUDHUKALMR,

Ha nauxe ¢
KOMIIJIEKTOM YKa3aHo:
a) TOprosoe
HaUMEeHOBaHKe
npernapara, TOprosoe
HaMeHOBaHHe
pacTBopHTENS,

6) rpynnupoBoyHoe
HaHMEHOBaHHE
npenapara ,

B) COKpalUEHHOe
HalMEHOBaHNe
nepxarens
PEerucTpauyioHHOro
YAOCTOBEPEHHA/MPOU3B
onuTens
JIeKapCTBEHHOTO
npernapara ¥ ero
TOBapHbIii 3HaK,

r) agpec ¥ TenedoH
JepiaTens
PEruCTPaLMOHHOTO
YIOCTOBEPEHHA/MPOU3B
OLHTENS
JIEKAPCTBEHHOTO
npenapara,

1) 1eKapCTBEHHYIO
dopmy (modmamzar
ANs IPUTOTOBIEHHUA
pacTeopa s
MOJKOXHOTO BBEICHHS),
e) so3uposky ( 1 no3a),
7€) KOJIMYECTBO
NIEKAPCTBEHHOI 0
Tpenapata B yHaKoBKe
(10 aMnyn BakuuHs! M0
1 nose),

3) nadopmaums o
cocrase
JIEKaPCTBEHHOTO
npenapara (Cocras) u
COCTAB pacTBOPUTENs!

Crp. 713 8




CPOKa FOHOCTH
(Komnyekr rosien no...),
M) YCIOBHS XPaHeHus
(Xpanute npu
Temneparype ot 2 1o 8
OC),

H) NyTh BBEACHUA (Ha
BTOPHUHOI yraKoBke He
YKa3aH, TaK KaK OH
BKJIIOYEH B HA3BAHUE
NeKapCTBEHHOM
(Qopwmsl),

0) ycioBus

oTiycKa ,

1) NpenynpeaTensHble
naamacy «CTepunsHoY,
«XpaHuTE B
HEN0CTYNHOM AMis AeTeit
MecTe,

p) LWTPHX-KOL,
C)CII0CO0 NPHMEHEHUs!
(«Criocob npumenenus:
CM. HHCTPYKUMIO 1O
MEANLHHCKOMY
OPUMEHEHHIO (JIMCTOK-
BKNAABII))Y,

T) CPEACTRO
HIEHTHOHKALEM,

CoorsercTByeT
TpaxcnoptupoBanme Ipu Temneparype ot 2 10 8 °C. He 3aMmopaxxnpath
Xpanenue Hpu remnepatype ot 2 go 8 °C. He 3amopaxusats
— Jara Beiycka 08.10.2025
p i 2 rona Toxnen no 30.09.2027

3akmouenue:  Baxunsa BAKTPUBUP Kom6unuposanHas Bakum#a ipoTHB KOPH, KPACHYXH U ApOTHTA
KyJIbTYpaibHas xusas, THoQuan3ar 11 NPUroTOBIEHNA PACTBOPA 1A NOAKOXKHOrO BEEAeH S |
noza cepunt Ne M0034325 B kommuniexre ¢ pacteopurenem cepun NeT320625 cootsercTByer
Tpebopanusym HJ{ JITI-Ne (001494)-(PI'-RU)-210824
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«Hanwonanyyay
HMMYROGHONO TN op gy
KOMUgKKA

«National
mmunobiologicg)
ompany,
Joint Stock
Compuny
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