PA3PEIIEHUE

Ha BBOJI B 'paXXIaHCKuii 000poT B Poccuiickoit Menepannn cepun Wiy napTuua
npou3BeicHHOTo B Poccuiickoi ®enepannu uiM BBo3umoro B Poccuiickyro denepaiiio
~ IMMYHOOHOJIOTHYECKOT'0 JIEKAPCTBEHHOT'O Mpenapara
Ne P006-00110-77/02996354 ot 20.08.2025

Boimano  AxmuonepHomy — obmiectBy  "HaydHO-IPOM3BOACTBEHHOE — OOBEAHHEHHE IO
MEJMIIMHCKIM UMMYHOOHOIOrnIeckuM npenaparam "Muxkporen”, Poccus, 115088, r. Mocksa,
yi. 1-a Iy6poBckas, 1. 15, crp. 2, UHH: 7722422237.
(HanMeHOBaHWe PUINYECKOrO JINIA, ropuandeckuii anpec, MHH)

Denepaiibaasi Cay:xk0a 0 HAA30pPy B cdepe 3ApaABOOXPAHEHHS HA OCHOBAHMM 3AKJII0YEHHS
UCIBITATEIBHOIO  LEHTPA  OKCIEPTH3bl Ka4eCTBA MEIMIMHCKHX  HMMYHOOHOJIOTHYIECKHIX
npenaparoB PenepanbHOro rocyJapcTBEHHOr0 OIODKETHOrO yupexienus "Haydwsiit LEHTP
OKCIEPTU3BI CPECTB MEJUIIMHCKOT0 NPUMEHEeHHs " MUHICTEPCTBA 3paBooxpanenus Poceuiickoii
Deneparun

(HauMeHOBaHUE (he/IePalIbHOTO TOCY JAPCTBEHHOTO GIO/PKETHOIO YU PEykICHHs)
or 18.08.2025 Ne 8S51/HIISCMII pa3spewaer BBOA B rpaskIaHCKuii 060poT
(nata) (HOMeEDp)
B Poccuiickoii ®erepauyu HMMYHOGHOIOr HYECKOT0 JIEKAPCTBEHHOI0 MpenaparTa
Bakiuna kopeBasi KyJIbTypaibHas )KUBas

(TOproBoe HaMMEHOBaHNUE)
Bakiuna i npouiakTHKu Kopu
(MexryHapo/IHOe HENaTeHTOBAHHOE HAMMEHOBaHKE (IPYTIMUPOBOYHOE HITH XHMHIECKOE)
JTMO(HUIN3AT IS TIPUTOTOBIICHUS PACTBOPA JUISl TIOJKOKHOr0 BBEIeH!s 0.5 MII/03a
(1 mo3a) - ammyner (10 mT.) - MAYKK KAPTOHHBIE /B KOMIUIEKTE C PACTBOPHTEIIEM:
BOJIA JUI MHBEKIMH (amiyiibr) -10 mIT./ - U1t J1e4e0HO-IIPO(UIAKTHYECKHX YUPeK ACHHUI

(popma BeycKa (¢ yKazaHHeM JIEKapCTBEHHOH (OPMBI, 103HPOBKH, (hACOBKH) 1 KOIHYECTBO B YIIAKOBKE)

cepun  M40725 (cepus pactBopurens T210525) ubEEm cepid 2964

HJIM IapTuy

(konmuuecTBO
(HOMep cepum)
YIIaKOBOK)
rogea go 07.2027 ,
(CpoK TOHOCTH)
NpOU3BOACTBA  AKuUMOHEpHOro obmectBa "HaydHO-IIpOM3BOJACTBEHHOE OOBEAMHEHHE 110
. MEJIMIIMHCKUM HMMYHOOHMOJIOrudeckuM mpernaparam "Mukporen" (AO "HIIO "Muxkporen"),
Poccust, 115088, r. Mocksa, yi. 1-s [ly6posckast, 1. 15, crp. 2 (mpoussoqurens (roroBoii JID),
IepBUHAS YIIAKOBKA, BTOPUYHASI YIIAKOBKA), CTP. 1 (BBITYCKAIONUI KOHTPOJIb KA4eCTRA).
(HaI/IMeHOBaHI/Ie nanpec IpOU3BOAUTEIA (C YKa3zaHuem CTa,D,I/Iﬁ HpO[/I3BO/E[CTBa)

Peruncrpauuonnoe ynocrosepenue Ne JITT-No(001169)-(PI-RU) ot 30.08.2022.

JlepskaTenb perMcTPAaHMOHHOIO YAOCTOBEpeHHs AKinoHepHQgss@mecTBo "Hayuro-
IIPOM3BOJICTBEHHOE OOBEJIMHEHHE [10 METUIIMHCKUM I/IMM}’HO6‘ '°.~ Ry Ipenaparam
"Muxporen" (AO "HIIO "Mukporen"), Poccus, 115088, r. MG ““y W TN 6p013c1\aﬂ,
I 15, cTp. 2.

(HauMeHoBaHue, aapec)

9,
HOKYMEHT HOJAIMCAH
DIEKTPOHHOU HOAIHUCHIO

3aMeCTHTeHL p yKOBOHHTeHH Cepruduxar 42D1B24AD82BBD113BDI1263FE2CCBCRY
POCS,I[paBHa,Z[I;Opa Baanenen Hapxosenxo Jmwrrpirit Beerosogosuy

Heidiersuresen ¢ 07.04.2025 no 01.07.2026

e

J.B. IlapxomeHko




Axmuonepnoe o01ecTBO

«I—Iayquo—upousuozxcmem{oe O6LCLIPII-[CHH6 10 MCAMIIMHCKHM HMM)’HOGI’IOJIOFH'{@CKPIM Iiperaparam

«Muxporeny

AJipec MecTa OCYIIeCTBICHHS JIMIEH3NPYEMOT0 BH/IA ICATEI5HOCTH:
Poccus, 115088, r. Mocksa, yi. 1-5 Hybposekas, x.15, crp.2

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

IACHOPT

Ne 0166 or 08.08.25

Bakuuna Kopesasi KYIbLTYPAILHAS HKUBAS

Bakunna JRJIst IlpOd)HJlaK’l‘HKll KopHu auodunuzar AJIS1 IPUTOTOBJICHUSI PACTBOPA IS NOJKOAKHON0 BBCACHIA

Perucrpanuonnoe yjocroBepernne
Hopmatusras goxymentaims

Homep cepun BakiMuLI
Homep cepuu Boan! [yt upbexiuit

JITI-Ne(001169)~(PT-RU)
HJ[ JIIT-Ne (001169)-(PI-RU)-220424

M40725
T210525

Cocras KoMIUIeKTa;

Ojxa npusnsounas no3a npenapata (0,5 M) conepKut:
JeiicTByomne Bemecrsa:
- BUPYC KopHu — He MeHee 1 000 (3,0 1g) TkaHeRbIX NHTONATOrEHHBIX 103

(T As0)

Benomorareaesnsie Beuiectsa:

~BOZIHBIA pacTBOp JIC-18 — 0,04 Mux;
-kenatuua pactsop 10% - 0,01 mu;
-FeHTaMULKHA cyabdaT — e Gonee 20 Mk,
PacTsopuTens: Bona s uHbeKIMI

KommraecTBo B cepuu, ¢i1. n3mMepenus 2964 YIAKOBOK
Jlara nmpousgozcTBa/ Jata BLUIYCKA 0725
Jlara oxonyanms cpoka roJocTu 0727
Pesynbrarer ucnmrranuii
Kourposiupyembie Tpebosanus MeToust PesysabTarsi
HOKA3ATEIH creunpMKann KOHTPOJIS HCIIBITAH M
JInodummsar - onsoponHas JImodunusar - opHopomas
IOPHCTAst Macca CBETIO- Busyansusiit HOPHUCTAsE MACCA CBETIIO-
PO30BOTO 1BETA, PO30BOIO IBETA, FUTPOCKOIAYHA.
Oricanue PMIPOCKOIIMYHA. CooteercrByer
BoccranonenHsli npenapar - Boccranopnensslit npenapar -
[1PO3paYHas KHAKOCTL PO30BOTO [IPO3PAYHAS XKUAKOCTH PO3OBOIO
uBerTa 1BETa
CootBercTBYET
} Jlomxeu conepkatr BUupyc . Feanmmy Copnepssnt sBupyc xopu
HommuunocTs HEUTpanu3anyuy Ha

KOpH

KyJIbType KIE€TOK Vero

CootsercrByer

Bpewmst pacrsoperis

Jloyken pacTBOpsTLCS B
TEYEHHE 3 MU IIPU BHECEHUU B
amnyny 0,5 ma Boast miis
UHDEKIHA Ha JI03Y

Busyanpneiit

Pactsopstercst B Tedenue menee 3
MUH I1pY BHECCHUM B amiryiy 0,5
ML BOZBI JULH HHBEKLUH HA 103y

Mexatuyeckue
BKJIIOYCHMAA

B 2 ammynax u3 80
JIOILYCKAeTCsl Hallng e
MEXAHUYCCKUX BKIIOYCHUN

BusyansHbli,
I'D PO,
0®C.1.4.2.0005.18

[MoTentnoMeTpuecKuii,

BBICYLINBAHMH

pH O17,3 108,0 I'd PO,
O®dC.1.2.1.0004.15
I'pasumerpuyeckni,

[Toreps B macce 1pu He Goree 2,0 % T'd P,

OPC.1.2.1.0010.15




He nomreH coaepxKarh

MeToz npsaMoro nocena
WK MeMOpPaHHOH

He conepxut Gaxrepuii 1 rpubos

CrepuinHOCTS axtepuit ¥ TpuooB ¢mwptpammy, TP PO, CoOTBETCTBYET
0®C.1.2.4.0003.15
Buonoruyeckui, [ D
: ? HeToxcnyen
PRHOMATEHAN JTomkeH ObITh HETOKCHYHBIM PO, O ———
SOREMHBECED 0®C.1.2.4.0004.15
IpuBHBOYHAA 1032 BAKIIHHBI KynsTypajbHBIH
(0,5 M) DOIDKHA CONEPIKATH HE (Onpenenenue no Brpyc kopi — 23440 (4,37 Ig
Crienpdugccxas meree 1 000 TkaHeBbIx IUTONATOTCHHOMY TIUIS0/0,5 wu)
AKTHBHOCTH mrronaTorennsix 103 (THs0) JIeCTBHIO BUpYyCa Ha C o
00TBETCTBYET
Bupyca xopu (ue menee 3,0 Ig KIeTKy Vero)
T /s0/0,5 mim)
7 " NmmyBO(pEPMEHTHBIH,
Brraui N He 6osiee S0 Hr B 011104 MMyHOGEp menee 1,2 ur
CHIBOPOTOHHEIH NPUBUBOYUHOM [103€ BAKLIMHEL [® PO, CoOTBEeTCTBYET
s GyMuH P 0®C.1.7.2.0033.15
JlomkeH OpITh
TepMOCTAOMIBHBIM.
JlomyckaeTcs CHUKEHHE KynbsrypanbHbIi
cpenHeif reoMeTpUYecKoH Tepmoctabuien
TepmocTabIBHOCTS
BEJIMYHMHBI THTPA BUPYCa B CoOTBETCTBYET
06pasi@ax BaKIHHEl HOCIIe
nporpepanis He Golee, yeMm Ha
o lg
KayecTBCHHBIA Ielb-
BakrepualibHble oMb Tect, ['D PD
Meuee 20 EQ/mn » ’ ’ menee 5,0 ED/wvr
SHAOTOKCHHBI O®C.1.2.4.0006.15, ’
MeToa A
IocToponnue Metron nuddy3uu B
DNpHMECH: He Gonee 20 MK B 0AHOR arap,
N 'd PO 9,0 Mxr
TeHTaMUL{MHA [PUBUBOYHOM J103€ BAKIIUHEL >
O®C.1.2.4.0010.18
cymsdaT

PﬂCTBOpHTCﬂb, BblllyCKﬂeMblﬁ B KOMIUJIEKTE C IPE

1apaToM: BoAa AJist HIbCKIMH

Becimernas npo3payHas

becuserHas npospaunas

Onxcanne OpraHoaenTHyecKun JKUAKOCTD 0¢3 3amaxa
SKMAKOCTL Oe3 3amaxa
CooTBeTCTBYET
ToTeHnuoMe TPHUYECKHUI
01 5,0 10 7,0 P ’ 6,1
pH I'd PO,
CoOTBETCTBYET

O®C.1.2.1.0004.15

KucnoTHoCTS MIH
HIEJI0OYHOCTh

[Ip¥ IOABJICHHUH IKEJITOTO
OKpAIINBAHMA OHO TODKHO
H3MEHHTHCS Ha KPACHOE MU
po30Bo€ OT NpUOABIEHMS HE
Gonee 0,1 mi 0,01 M pactBopa
HATpHS THIPOKCHA; TIPK
MOSBIICHUH KPACIIOr0 MK
PO30BOr0O OKPAIIUBAHMA OHO
JIOJDKHO U3MEHUTECS Ha XKEITOE
ot npubasierns He donee 0,15
w1 0,01 M pactsopa '
XJIOPUCTOBOAOPOIHOM KHCIOTH

KauecTBeHHas peaxiims
¢ heHoNoBoro
KPacHOT'0 pacTBOPOM,
T'd P, dC.2.2.0019.18

Kucnornocts
Oxpacka H3MEeHHIACh 0T
npubaerenns 0,1 vi1 0,01 M
pacTeopa HaTpHs THAPOKCHA

COOTBETCTBYET

DJIeKTPOHIPOBOIHOCTH

He Gosnee 25 mxCwm/cm ot
aMOyJ ¢ HOMHHAIHHBIM
00BEMOM 1 MT, 2 MIT U 5 MJI; HE
donee 5 MxCM/cM 11 OYTHIIOK
wii GIaKoHOB C HOMHHANELHBIM
00bémom 25 mur u 50 M

KoHTyKTOMETPHUHIECKHH,
Esponeiickas
®dapmaxones 8.0

Mexanuueckne
BKJIIOUEHHS
BumMmele gacTHIb

J{omKeH BhIIEPIKUBATH
TpeGoBaHus

Busyanssbli,




I'd PO,
0®C.1.4.2.0005.18

Hesupumpic yacTuip

B oxuoit amiyne, 6yTuike win
(raxone cpesHee UMCIO YACTHIL
pasmepom 10 Mxm u Gosee He
JoJpkno npespiuarts 6000, a
CPC/IEE YHCIIO YACTHIY

CuyerHo-

(boTomeTpryecKuiL,
I'd PO,

10 mxM 1 Goree - 15
25 MxM 1 Gonee - 0

- O®C.1.4.2.0006.15 Cootsercrsyer
pasmepom 25 mxMm 1 Gostee He
JIOJDKHO Ipesbuuats 600
Cyxoit ocratox He 6onee 0,001 % [pasumerpuueckuii, 0,0003 %
['® PO, dC.2.2.0019.18 Cootsercryer

Boccranasnusaionme
BEIECTBA

Jlomkno coxpannTses po3osoe
OKpalIBaHye

Peaxnus ¢ pactsopom
Kayus

NePMAHIraHaTa ¥ CepHO
KHCIOTOM

Pa3BE/ICHHOMH,

I'd PP, ©C.2.2.0019.18

PosoBoe oxpammsanue
coxpausercs
CoorBercayer

Yrnepona nuoxcuj

He 10/DKHO OBITH HOMYTHEHHSA B
Teyenue | g

Peaxuus ¢ kansuus
THIPOKCHZA PACTBOPOM
(m3BecTKOBOI BOJIOI),
I'o Po, ©C.2.2.0019.18

B reuenne | 4 nomytHeuue He
Habionaercs
CootBerctByeT

HutpaTsl 4 HUTPHUTHT

He Bosee 0,00002 % (0,2 ppm)

Peaxis ¢
JmbeHmIaMUHa

menee 0.00002 %

PactBopom Cootsercryer
I'd PP, #C.2.2.0019.18

AMMOHHH He Gonee 0,00002 % (0,2 ppm) | Peaxuus ¢ peakTiBOoM

meree 0.00002 %
Heccnepa, c
IO PO, ©C.2.2.0019.18 d A
: P 0

Xiopupp! Fe K0 Gorms eaxuus ¢ cepebpa

HHTpaTa Omnanecuenuns te nabmonaercs
OIIATCCHCHIHE

pacTBopoMm, CootsercrByer
I'd PO, $C.2.2.0019.18

Cysbdatst Peaxiws ¢ bapus

He pomk10 OBITH IOMYTHEHNA B
TeyeHue He Menee | y

Xjopuaa
pacTBopoMm,
I'o PO, ®C.2.2.0019.18

B reuenue 1 4 nomyrnenue
He Habnrozaercs
CoorBerctByer

Kagpiui n marguit

Joioxuo nabmonarses qucTo
CHHCE OKPAIIMBALHE PacTBOpa
(6e3 duoneroBoro oTrenka)

Peaxmus ¢ natpus
szeTaTa

PacTBOpOM,

I'® PP, dC.2.2.0019.18

Habmonaercest umcro curee
OKparixBsasue pacTeopa (6e3
(huoseToBOro oTreHKa)
CoorBercrByeT

Tspxensie METANILL

He pomxuo 6p11n

Peaxuust ¢ marpus

cynshuia
OKpauIMBaHH:L, Oxpainsanue 1 ONanecieHIHs
2 6 pacTBopoMm, 6
otycruma ciiabast He Habmonaercs
J ¢ I'® P, :
OUAJICCLEHIIHS OT OOTBETCTBYET
; ®C.2.2.0019.18, Y
BBIICITHBINCUCSH CEPBIL.
MeTox 1
MsBsekaemsiii o6bem | Jloisken 6bITh He MeHee
HOMUHAIBHOrO, €ClIY YIaKOBKY
HCCIIE1YIOTCS HHAUBHIYAILHO.
/17151 yIaKOBOK € HOMUHATBLHBIM
Ay I'® P,

0O0BCMOM 2 MJT U MEHEE
U3MEpEHHbI 00beM OKEH
OBITL HE MCHEE CYMMBI
HOMHUHAIBHBIX 00BEMOB

HCCIICS/IOBAHHBIX YIIAKOBOK.

OdC.1.4.2.0003.15

bakrepuaipunie

Hpenensuoe cosepianue

Kavecrseunsiii ress-




DH/IOTOKCHHBI faKTepyanbHbIX IHAOTOKCHHOB tpomb rect, D PD, ]
B npemapare He fonee 0,25 O®C.1.2.4.0006.15,
ED/Mn MeTop A
CrepuisHOCTh MeTo/ PAMOro Imocena
WX METO
Jlomxen GBITH CTEPUIILHBIM MeMOpaHHOK Crepuniplo
buIsTpaLu, COOTBETCTBYET
I'oPo,
0®C.1.2.4.0003.15
1) [lepBuunas yImaxoBxa - [TepBuyHas yIaKoBKa
Baxkiuaa Bakuupa no 1 go3e B amnylie
Baxuuity BHIIYCKAIOT 10 1 1y BMCCTHMOCTBIO | MJT 13 cTekna |-
2 110351 B aMILyJie - 'O THAPOIUTUIECKOLO Kilacca.
BMECTUMOCTHIO 1 MII M3 CTeKIIa Ha xakay1o aMnyiLy HakjieeHa
1-r0 TMAPOAUTHIECKOrO Kiacca. STUKETKA CaMOKIIEAIancs
Ha xaxayio aMiryiy ITo 1 mu B amIrysiax
HaKICHBAIOT ITHKETKY BMECTUMOCTBIO 2 MJI M3 cTexna 1-
CAMOKIRAIYIOCH W TEKCT r'0 THAPOTHTHUECKOTO KIACCa.

HAHOCAT HENOCPEACTBEHHO Ha
aMIyJy METOLOM
KaIUIECTPYHHOM ITe9aTH WK
taexcorpadun.

1) IepBuuHas ynaxoBxa - CoOTBETCTBYET
Pacrsoputens (Boxa aius
MHBCKITHH)

ITo 1 Mn B ammynax
BMECTHMOCTBHIO 2 MII U3 CTEKIIA
1-ro rEAPOTUTHUECKOTO KIIACCa.
Ha xaxxnyio amityiy
HAKJIEUBAIOT DTUKETKY
CAMOKIESIIYIOCH HIIH TEKCT
HAHOCAT HEIIOCPCACTBEHHO Ha
aMITyJIy METOZIOM

VHAKOBKA KaruiecTpyHHOH mevaTu.

Ha xaxayio aMiyiy HakjiceHa
ITHKCTKA CaAMOKIesAIIancs

Busyanpubiil

2) Bropu4nas yrakoBka

B vauxe u3 xkaprona 10 ammya ¢
BaxkuuHoi o 1 nose (Mnu 2
JI03bI) B aMITyjie, IIOMEIICHHbIX
B KOHTYPHYO A9EHKOBYIO
yraKkoBKy, 10 amiyi ¢
pacTBopuTEneM

(Bopa s uEBCKLIMI) IO 1 M B
amryne, ITOMEIICHHBIX B
KOHTYPHYIO STIEHKOBYIO
YITAKOBKY BMECTE C
MHCTPYKIHEH 110
MEIUIIMHCKOMY TIPHMEHEHHIO
{(IMCTKOM-BKITAIBILIEM ), HOKOM
aMITYTILHBIM HIH
CKAPUDHKATOPOM AMILYIIBHBIM.
JlOmONHUTENBHO B MAYKY
HOMENTAIOT BIJIAIBII C THYHBIM
HomepoM ywiaagurka. [Ipu
TAKOBKE AMILYJ1, HMEIOIIUX
KOJIBIIO H3JIOM2 MITH TOYKY [l
BCKPBITUSA, HOXK aMITYJIbHBIH
WM CKapuhUKATOP aMITyIBHbIH
e BKIAIbIBAIOT.

B mauxe u3 xaprona 10 amityi ¢
BaKIMHOM 1o 1 jo3ze B ammyiie,
[TOMEUICHHBIX B KOHTYPHYIO
sIYeHKOBYIO yrakosky, 10 airy
¢ pactBopureneM (Boaa s
HHBEKIMH) 110 1 MJI B amMnye,
[OMEIIEHHBIX B KOHTYPHYIO
SYEHKOBYIO YIAKOBKY BMECTE C
HHCTPYKLMCH 110 MEIUIHICKOMY
MIPpUMEHEHNUIO (JIHCT](OM—
BKAaApIIEM). JoTOIHUTENBHO B
DayKy DOMCH[EH BKIIAJBIII C
JINYHBIM TIOMEPOM YKIIAUMKA.

CoOTBETCTBYET




Mapxkuposxa

1) Hepnuunas ynaxkoska -
Baxia

Ia amrryne ¢ Bakiumo#
yxazpBaloT: Cokpaiientoe
TOProBOC HAHMEHOBAHUE
ripernrapara (BAKIIMHA
KOPEBAJI), xosmyecTso 103
(«1», «2]1»), nyTs BBCACHUS
(«IT/K»), HOMEp cepuu
(6yxseuo-tdposoe
o003uaueHsne), AaTy UCTEeUeHH s
CPOKa IOAHOCTH.

Ha sTHKeTKe amITyjIBL ¢
BAKUUHOH YKa3LIBAIOT:
CoxpalenHoe Toprosoe
HAHMEHOBAHHC Ipenapara
(Baxuuna xopesas),
KOJIHYECTBO HO03, JI03HPOBKY,
MYTh BBeJeHMs (TLO{KOXKHO),
riomep cepuu (Gyxneruo-
udposoe obosnayeime), [ary
HCTCUCHHS CPOKA POJHOCTH.
1) Hepsuunas ynakoska —
Pacrsopureins (Boxa as
HHBEKIHH)

Ha amnyie wim stuxerke
AMILYJIBI C PACTBOPHTEIEM
YKa3bIBAIOT TOProBOe
HANMEIOBANUC PACTBOPHUTEIIS,
KOJIMYECTRBO PACTBOPUTCIS B
amryse (o0neMm B
MIUUTHIIITPAX), HOMED CEpUM
(Oyxsenuo-tudposoe
0003HaYCHHE), ATy UCTCUCHUS
CPOKa COIIOCTH.

2) Bropudnas ynakopka.

Ha nauxe ¢ xommiekTom
YKa3bIBAIOT:

) TOProBOC HAUMEHOBAHME
upenapara (Bakuuna kopesas
KYIBTYpaNbLast XUBas),
TOProBOC HAaMMEHOBAHNE
pactsopuTeUt (BOJIA IS
HHLEKIHN);

6) rpymuposedioe
IHAMMEHOBAHHIE TIperapara
(Baxmuua Juist npoITaKTHKH
KOpH);

1) COKPAILCHHOEC HAUMEHOBAUE
JICPIKATEI PECUCTPALMOHHOIO
YIOCTOBCPEHIS/TIPOUIBOTUTEIIS
JIEKapCTBEHHOI'0 lIpenapara
(AO «HITO «Muxporeu») u ero
TORAPHBIA 3HAK;

) ajpec u TerxeOH AepiKATEIL!
PErUCTPaLHOHHOTO
VIOCTOBEPEHHS/TIPOU3BOIUTENS
JIEKapPCTBEHHOrO IIpenapaTa;

JU) JICKapPCTBEHHYIO HOpMY
nperapara (JioQuiusar s
HPUTOTOBJICHHA PACTBOPA Ul
HOJIKOIKIIOIO BBEACHHS);

e) osuposka (0,5 amu/nosa);

7K) KOJIMYECTRBO JICKAPCTBCHHOIO
lpenapara B ynakoBKe,

Busyanbubiit

ITepsuamas yrakoska

Ha sTuxerke ammynsl ¢ BakumHOI
YKA3AHO:

Cokpauennoe Toprosoe
HAHMEHOBAHHE IIpenapara
(Baxina xopesas), KOXHYCCTEO
J103, OyTh BBEJICHUS (TIOAKOXKHO),
HoMmep cepuu (OyKsenHo-
undposoe 06o3HAYEHNE), 1aTa
HCTCYEHHS CPOKa M'OJHOCTH.

Ha sTuxerke amnyisi ¢
PACTBOPHUTEIICM YKA3AHO
TOProBOE HAUMEHOBANHNE
PACTBOPUTEIISL KOJIHIECTBO
pacTBopHTeNst B amityie (00beM B
MHJUIMIIHTPAX), HOMEP Cepyun
(byxserno-undponoe
obo3Havenue), AaTa UCTEYEITHs!
CpPOKa TOJHOCTH

Cootsercryer

YHAOCTOBEPEHYs/ IIPOUBBOINTEIL

Bropuunas ynakosxa.

Ha mauxe ¢ xoMiutexTom
yKa3amo:

) TOProBoC HAUMEHOBAME
upenapara (Baxuuna kopesast
KyJLTYpalbHas HKUBAsL), TOProOBOC
HANMEHOBAIIC PACTBOPHTEIs
(BOJA UL HHBEKIHMIA);

) rpyimposoUoe
HAaMMCHOBAHUE TIperapara
(Bakunua jurst npoQHIAKTHKA
KOpH);

B) COKPAIEHHOE HAMMCHOBANUE
JIEPIKATENS PErUCTPALHOHIIOND

Jiekaperseynoro nperapara (AQO
«HITO «Muxporen») u ero
TOBAPHBIA 3HAK;

r) anpec U rened o aepKarTens
PCrUCTPAIHOIHOTO

J lCKl‘.pCTi

1) HeiR




KoNpyecTBO f03 B ammyie (10
aMrTyn paxiuus: 0o 1 1o3e/10
AMITYJ BAKIMHBI 110 2 103b1),
KOJINYECTBO PACTBOPHUTCIIL B
yraxoske (10 amrysn
pactsopuTens (Boza Uil
ubexuit) no 1 mi);

3) uH(OPMAIIHIO O COCTaBE
JICKAPCTBCHHOIO Ipenapara
(Cocras) u cocTane
pactopurens (Cocras
pacTBOPUTEIA);

1) HOMEp CepHH mpenapara u
HOMEP CEPUM PACTBOPUTEILL
(6yxsenno-1udposoe
obo3uaycuue);

K) laTy IPOM3BOACTRA
npetiapara;

1) 1@ty MCTEYeHHs CPOKa
TOMHOCTH KOMIUIEKTA
(Kommuiext rozies J10...);

M) yCIIoBHs XpaneHns (XpanuTh
npu Temueparype ot 2 1o 8°C.
e 3amMopaxuBaTs.);

1) 1y Th BBEICHMA (Ha
BTOPHULON YIIAKOBKE HE
yKaszam, TaK KaK OH BKIIOUYEH B
Ha3Banue JeKapeTBeHHOM
(hopmal);

0) YCIOBHS OTIYCKa;

1) npeAynpenuTenbune
pannucy: «CTeprIbHO»,
«XpaHuTh B HEJOCTYIILOM LA
JieTeit MecTen;

P) TITPHX-KOJ;

¢) criocod mpuMeHenus
(«Crocod npuMeHenus: CM.
UHCTPYKITHIO [0 METHIUHCKOMY
npUMenenuto (JMCToK-
BKITAJIBIII) )M,

T) CPEJICTBO WACHTH(MKALIH.

amiyJ! BaKiist o 1 jgo3e),
KOJIMYECTBO PACTBOPUTEIIS B
ynaxoske (10 ammyi

pactaopuTenst (Bojia Juis

pubexiui) no 1 Mi);

3) H(pOPMALS O COCTaBe

JeKapCTBENHOro pernapara

(Cocran) 1 cocrane

pacrsopureist (Cocran

pacrtsopurens);

H) 1IOMEp CepHH IIpenapara u

HOMEp CEpHU PACTBOPHTEIIS

(6yxBento-uudpasoe

obozmadcnue);

K) J1aTa NPOU3BOACTRA

npenapara;

1) JlaTa UCTCYCHMA CPOKA

roxgoctu komruiexTa (Komrickr

rOjICH J10...);

M) ycioBus xpatenus (Xpauuin

nipu Temrepatype ot 2 110 8°C.

He 3amopakupats.);

1) ILyTh BBECHHS (Ha BTOPHTHON

YIAKOBKE L€ YKA3aH, TaK KaK oi

BKIIOYCH B HA3BaHHE

JICKapCTREHHOM QOPMBI);

0) YCIIOBUS OTILYCKa;

11) TIPCAYIPCAHTEIBILIE

pamcy: «CTepuiIbHO»,

«Xpauurh B HEJIOCTYITHOM s

JieTeit MecTey;

P) JUTPUX-KOJL;

¢) cniocod npumenenus («Crnocod

IPHMCHCHHS: CM. MHCTPYKIMIO

10 MEJMITHHCKOMY NPUMCHEHHIO

(CIUCTOK-BKIALBIII))»;

T) CPEJCTBO HACHTH(IKAIHIL
CoOoTBETCTBYET

Tpancnopruposanue | Ipu Temneparype ot 2 10 8 °C. He'samopaxusaTh

Xpauenue Ipu remmeparype ot 2 jio 8 °C. He 3amopaxuBath

2 roaa Jlata pemycka  17.07.2025

Cpox rofiocTn ToneH 10 31.07.2027

3aKgi04eHHe:  BakuuHa Kopesas KyIbTypaibHas XKUBasl, TMO(UIN3AT Ul HPUTOTOBICHHS PACTBOPA UL OAKOMIIOrO
peeserus 0,5 Mi/no3a cepur Ne M40725 B xomruiekte ¢ pactBopuTenem cepuit NeT210525
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