PA3PEIIEHUE

Ha BBOJ| B TPKAaHCKK 060poT B Poccuiickoit Ddenepaliuu cepuu Wiy mapTHH
npousBeicHHOro B Poccuiickoit Menepainu uin BBozumMoro B Poccuiickyro Menepauuro
MMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOTO Mpernapara
Ne P006-00110-77/05120426 ot 25.05.2026

Bobigano  AximonepHoMmy oOmectBy "Hay4yHO-IpOU3BOACTBEHHOE OOBEAUHEHHE 10
MEJIMIMHCKMM ~ UMMyHOOMONoTMYecKkuM — nperapartam  "Mukporen", Poccus, 115088,
r. Mockaa, yi. 1-5 Jlybposckas, 1. 15, ctp. 2, UHH: 7722422237.

(HaMMeHOBaHKE FOPUIMUECKOro JIULA, opuarieckuii anpec, MHH)
DeaepanbHast cay:xba Mo HABOPY B cepe 3APABOOXPAHEHUS] HA OCHOBAHUH 3AKJII0YEHHS
MCIBITATCJIBHOTO  IEHTPAa  OKCIEPTU3bI  KayecTBA MEIUUUHCKHX HMMMYHOOHOJOMMYECKHX
npernaparoB PejepasbHOro roCyaapCTBEHHOIO OOJPKETHOrO yupexaeHust "HaydHblii meHTp
OKCIIEPTU3BI CPEJICTB MEUITMHCKOr0 TpUMeHeHus " MUHUCTepCTBa 3/ipaBooxpanenus: Poccuiickoit
Denepanuu

(HaumeHoBaHME (eepaTbHOro rocy1apCTBEHHOTO GIOKETHOTO YUPEXK ICHHUS)
or 21.05.2026 Ne SI14/HIIOCMII paspemaer BBOA B rpaskaaHCKuii 060poT
(nmata) (HOMep)
B Poccuiickoii Pexepanuu HMMYHOOHOIOTHYECKOT0 JIEKAPCTBEHHOIO Mpenapara
BakuuHa mapoTutHast KyJIbTypajibHast dKUBast
(ToproBoe HaMMEHOBAHHE)
BakumHa i npod MiIaKTHKY MapoTuTa

(MexryHapoIHOE HEMAaTEHTOBAHHOE HAMMEHOBAHHUE (MPYNIIMPOBOYHOE WM XUMUUYECKOE)
NHO(UIU3AT JUISl IPUTOTOBJICHHS PACTBOPA IS IIOJKOXKHOTO BBEICHHS
(1 nosa) - ammynet (10 mT.) - MAYKK KAPTOHHBIE /B KOMIUIEKTE C PACTBOPUTENEM:
BOJA JUISL MHBCKIMH (aMInyJibl) -10 mt./ - Jyis ie4eOHO-IIPOPHUIAKTHIECKHX YUPEK ISHH A
(opma Bbinycka (¢ ykasaHueM JIeKapCTBEHHOM (GOPMbI, J03UPOBKH, PACOBKM) U KOJMUECTBO B YIIAKOBKE)
o0beM cepuu Uiau

cepun  M200526 (cepust pactBoputens - T661225) — 2857 ,

(HOMeEp cepun) YHaKOBOK)
rogen 1o 03.2028 ,
(cpok romHOCTH)
MPOM3BOJACTBA AKIMOHEPHOTO OOIIECTBA "Hay4HO-IIpOU3BOJCTBEHHOE OOBEIUHEHHE 110
MEJMIMHCKUM ~HUMMyHOOMONornyeckum mpenaparam "Mukporen" (AO  "HITO "Muxporen"),
Poccust, 115088, r. Mocksa, yi. 1-1 Jlybposckas, a. 15, crtp. 2 (mpoussomureis (FOTOBOIL
JI®), nepeuyHas ynakoBKa, BTOPUYHAs yNAKOBKA), CTp. 1 (BBIIYCKAIOMIUi KOHTPOIb Ka4yecTsa).
(HauMeHOBaHKE U aiPeC MPOU3BOAUTENS (C YKa3aHUEM CTaIUi [[pOl/BBOD,CTBa)

Perucrpauuonnoe ynocrosepenue Ne JIIT-Ne(001173)-(PI'-RU) ot 31. 08,2020z,
JepxarTeab PperucTpaHOHHOIO YAOCTOBEpPEHHS! AKuHOHepHoe_&féﬁj‘é@:{%f) -
MPOU3BOACTBEHHOE OOBEIUHEHUE MO MEJUIMHCKUM UMMYHOOHOJE
"Muxkporen" (AO "HIIO "Mukporen"), Poccus, 115088, r. Mock:

I 15, crp. 2.

(HauMeHOBaHuUe, aapec)

JOKYMEHT ITOJUTNCAH
SJIEKTPOHHOU MMOAITUCBHIO

3aMeCTUTENb PyKOBOUTEIS
PocgﬂpaBHaHSOPa Ceprudukar 42D1B24AD82BBD113BD1263FE2CCB(89 I[B Ha'pXOMeH KO

Brazgesnen ITapxomenko Jmutpuit Beeposonosny
JleticrBuresen ¢ 07.04.2025 no 01.07.2026




AKUHOHEPHOE O6LLECTBO

((Hay‘lHO-ﬂpOHBBOJICTBCHHOG o0BeiHHEHHUE 110 MEAWUMHCKUM MMMyHO6MOJ’[O]"HL{ECKHM npenapatam

«Mukporemn»

Ajpec MecTa OCYyIIeCTBACHN NHUEH3UPYEMOTO BIHA AEATENEHOCTH:
Poccus, 115088, r. Mockea, yn. 1-a Hy6poeckas, .15, ctp.2

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

IHACITIOPT
Ne 0127 ot 07.05.26

Bakuina MAPOTHTHAA KVJALTYPAJLHAA KHBAN

Bakunua ana ﬂpO(illlHﬂKTHKll HapoTHTa auoduanzar ans NPHIOTOBACHUA PACTBOPA AN MOMKOXHOIO

Pemc’rpauuou HO€ YOOCTOBEPEHUE
HOPMaTHBHaR HOKYMEeHTauus

Homep cepuy BaKLHHB
Homep cepun Boas! Uit HHBEKIHH
CocTaB kommIeKTa:

KonuvecTso B cepuu, ej. usMepenus
Jara npon3Bonctea/ Nata BeIMyCKa
JaTta OKOHUaHMs CPOKa FOIHOCTH

Pesynbratel HeTbiTaHMid

BBEJCHHS
JITI-Ne(001173)-(PT-RU)

HJI JII-Ne (001173)-(PT-RU)-110624

M200526 '

T661225

Ounna npusuBoYnan fno3a npernapara (0,5 M) CONEPIKHUT:

HeiicTBylomue Bemecrpa:

- BHpYyC napotdTa — He MeHee 20 000 (4,3 1g) TKaHEBBIX LMTONATOrEHHBIX
o3 (T Hso)

BcenoMorarenbHble BeuecTsa:

-BOAHbIH pacTeop JIC-18 - 0,08 mi;

-xenatuHa pactsop 10% - 0,02 mu;

-reHTaMHLUHMHa cynbdar — He Gosiee 20 MKr.

PactBoputens: Boja Julst HHBEKLIKE

2857 YMaKoBOK

04 26

0328

Konrpoanpyemoie
nokaszaTenu

Tpebosanus cneundurauun

MeToab! KOHTpOJS

PesyabTaThl HenbITaHmi

Onucanue

Jnodunusat — ogHOpoAHAS
NOpHCTas Macca oT
’KETOBATOrO [0 PO30BATOrO
1BETa, FTMTPOCKOMKYHA,
BoccranoBneHHslit npenapat —
Npo3pauHas >KMUAKOCT
po30BOro upeTa

Busyanbnerit

JInodunusar - onHopoaHas
MOPUCTas Macca, KeNTOBATO-
PO30BOro UBETa, THIPOCKOIIUUHA,
Cootsercrayer
BoccetanoBneHHelit npenapar -
npo3payHas XHMAKOCTL PO20BOrO
uBeTa

CootsetcTByer

[TognuHHOCTE

Homxen conepxars BUPYC
apoTHTa

Peaxuus
HeHTpanu3aluu Ha
KYyAbType KineTok Vero

Conep>xHT BHpYC napoTHTa
Cootsercrayer

Bpewms pactBopeHus

Homxen pactBopATbes B
TEYEHHE 3 MHH NPH BHECEHHH B
amnyny 0,5 ma Boas! ans
HHBEKUMI Ha 103y

Busyanbustit

B 2 amnynax u3 80 BursyaneHetii,
MexaHuyeckHe

- HOMYCKaeTCsl Hanuyue [D PO,

MEXaHHYECKHX BKIIIOYEHMH 0OPC.1.4.2.0005.18
[ToTeHLHOMETPHYECKH I,

pH Ot 7,3 0079 I'd Pd,
0®C.1.2.1.0004.15
IToreps B macce npu | He Gonee 2,0 % ['paBumeTpHueCKuii,

Ctp.1u3z6




BBICYWIHBAHUH

['d PO,
O®C.1.2.1.0010.15

He nomxeH conepxars

MeTon npsmMoro nocesa
unu MmembpanHoi

He conepxut 6aktepuii u rputos

CrepunbHOCTD dunerpawru
Gakrepuii 1 1 ’ CooTBeTCTBYET
pui pubos I'd PO, TCTBY
0®C.1.2.4.0003.15
Buonoruueckuit,
AHoMasibHas Herokcuuen
N—— HoskeH ObITh HETOKCHYHBIM I'd PD, BRI
0®C.1.2.4.0004.15 S
IpuBHBOYHAA 0032 BAKLHHBI KynbTypansHbii
0,5 mnn) nomkHa comepiats He Onpenenenue o
( ) A ACP (Onpen Bupyc naporuta — 398100 (5,6 Ig
Cneuuduueckas meHee 20 000 TkaHeBBIX LMTONATOTEHHOMY TII50/0,5 )
AKTHBHOCTH uutonaroreHHsrx 103 (TLso) JIeHiCTRHIO BUpYCa Ha >
CooTBeTcTBYET
BHpyca napotuTa(He MeHee 4,3 KnerkH Vero)
lg TITs0/0,5 M)
Beiunit ~ " HmmyHnodepmenraplit
. He 6onee 50 Hr B onHoit myHodiep 5,1 ur
CHIBOPOTOUHBIH NPHBHBOYHOMH 03¢ BAKLMIHBI e B, CooTtBetcTByeT
anbGyMuH P O®C.1.7.2.0033.15 Y
HonxeH 6BITEL
TEPMOCTAaOUNBHEIM.
Jonyckaercst CHHKeHHE KynbrypansHsiit
- CpenHel reOMeTprU4ecKoil TepmocTabunen
TepMoCTadbHUABHOCTD
BEJIMYMHBI THTPA BUPYCa B CooTBeTcTBYyeT

o0pa3uax BaKLUHBI NOCHIE
nporpesanus He Oosee, yem Ha
onuH lg

baktepHansHeie

Memnee 20 ED/mn

KauecTBenHslit refp-
TpoMO Tect, [ PO,

menee 5,0 EQ/mn

AHNOTOKCHHEI OdC.1.2.4.0006.15,
MeTOM A _

INocTopoHHKe Meton nnddy3zuu B

npuMecH: He 6onee 20 mMkr B ojtHoi arap,

i I'eo PO 15,5 mMkr
reHTaMuurHa NPUBUBOYHOMN 103€ BAKIMHEL ’
O0dC.1.2.4.0010.18
cynedar

PacTBOpHTE/Ib, BEIYCKAEMBIH B KOMIUIEKTE € IPENAPATOM: BOJAA A HHbeKIHii

becusernas npospauHas

BecupetHas TIPO3pavHasg >KNAKOCTh

OnucaHue OpraHonenTuiecKui 6e3 zanaxa

KHAKOCTE De3 3amaxa

CooTsetcTByET
IToteHunomeTpryecknii
ot 5,0 10 7,0 P ’ 6,1
pH O PO,
CootseTcTBYyET
OdC.1.2.1.0004.15

ITpH NOABNEHHH KENTOTO

OKPAUWIHBAHHS OHO JOJDKHO

M3MEHHUTLCS Ha KPacHOE MIn

po30BoE OT NpUOABAEHHSA HE KucnoTtHocTs

KucnorHocts Win
LIENOYHOCTL

Gonee 0,1 M1 0,01 M pacreopa
HATPHSA THAPOKCHIR; IPU
NOABASHHMH KPACHOIO MK
PO30BOro OKpaUIHBAHHS OHO
JOJDKHO M3MEHUTLCS Ha KeNToe
ot npubasnenus He Gonee 0,15
mn 0,01 M pacreopa
XJIOPUCTOBOXOPOLHOM KUCHOTEI

KauecTBeHHas peakust
¢ ¢eHonoBoro
KpacHOro pacTBOpOM,
T'o PO, ®C.2.2.0019.18

Oxkpacka U3MeHMnacs OT
npubasnenus mn 0,01 M pactsopa
HATPpUs T’HAPOKCHA

DJNIeKTPONPOBOXHOCTE

He 6onee 25 mxCwm/cM ans
aMIyJl C HOMHHAIbHBIM
obbémom 1 Mn, 2 M U

5 mn; ne 6onee 5 MxCwm/cm st
Oy TBINOK UK (IAKOHOB C

Kongykromerpuieckmii,
Esponetickas
®dapmaxones 8.0




HOMHHaNBHbIM 00BEMOM 25 MI
1 50 M

MexaHuueckue JonxeH BBLAEPIKHBATE BusyansHolit,
BeipepikuBaeT TpeGosanus
BKJIIOUEHHNS Tpebosanus I'd PO, P
TB B
BuriMble uactHist O®C.1.4.2.0005.18 e s £
Hesnaumele wactuuel | B onHo# amnyne, 6yThuike MK
dnakone cpenHee yncno
YacTHL]
CuertHo-
pasmepom 10 Mxm 1 Bonee ne .
(oromeTpuuecKnii,
LOIKHO npesbiwath 6000, D P
a CpejiHee YUCho YacTH ’ CooTseTCcTBYET
pex . OdC.1.4.2.0006.15 ¥
pazMepoM
25 MKM H Bojiee He JOJHKHO
npesbiwats 600
Cyxoii ocTaTok He 6onee 0,001 % I"'paBumMerprueckui, 0,0007 %
I'd PO, dC.2.2.0019.18 CooteeTcTBYET

Boccranasnuparouie
BEILECTBA

JoMKHO COXPAHUTBCS PO30BOE
OKpalIHBaHHe

Peakuusa ¢ pactsopom
Kanus

[IEpMAHraHaTa U CepHOi
KHUCIIOTOM

pa3BeleHHOH,

D PO, $C.2.2.0019.18

PosoBoe oxpalunBanne coxpansercs
Cootgercreyer

Yraepona auoxcuj

He nomicHo BBITE NOMYTHEHUA
B
TeveHue 1 4

Peakuus ¢ xansuus
THIOpOKCHIA
pacTBOpoM

B Teuenue 1 4 nomyTtHEHHE He
Habonaercs

{(u3BecTKOBOI BOZOIT), CoO0TBETCTBYET
I'o PO, $C.2.2.0019.18
Hurpatbl 1 HUTPUTEI Peakuus ¢
He 6osiee 0,00002 % (0,2 ppm) | audennnammuna menee 0.00002 %
Pactsopom CootsercTByer
e Po, ®C.2.2.0019.18
i P
AMMOHHKH He Gonee 0,00002 % (0,2 ppm) €aKUHUs C peakKTHBOM wenee B.0000% %
Heccnepa, C
rd Pd, HC.2.2.0019.18 OOTBETCTRYCT
Xnopuuel . s Brms Peakuus ¢ cepebpa
HUTpaTa OnanecueHuus He HabaonaeTcs
onasecueHUHH
pacTsopom, CooTBeTcTBYET
['® PO, PC.2.2.0019.18
Cynsatsl Peakuus ¢ bapust

He nomiHO GLITE TOMYTHEHHS
B TEYEHHE HE MeHee [ 4

XJlopHna
pactBopoM,
['®PD, dC.2.2.0019.18

B teuenne | ¥ nomyTHeHHE
He HabmopaeTcs
Coorsercrayer

Kanuuuii ¥ maruuit

JomKHo HabNoAaTECA YHCTO
CHHEE OKpallMBaHHE PaCTBOpa
(6e3 uoneroBoro orrexka)

Peakuus ¢ Hatpus
sperara

pacTBOpOM,

I'd PP, $©C.2.2.0019.18

Habnronaercs uncTo cutee
oxpay g&naﬂﬁéu,mcmopa (6e3
X1}

§ )zom oﬁ"&}ma)

Taxenble MeTansl

He nomxuo 0eiTh

Peaxkuus ¢ natpus

Q < Coﬁ&r;;se‘ﬁmB)fc:jvg}g
o)

cynehuna
OKpallUBaHus.
I 6 pacTBOpOM,
onycTtuma cnabas
d o PO,
OTaeCUEHUHA OT
. @C.2.2.0019.18,
BRLICTMBLUEHCS Cepbl.
merox 1
M3snexaemslii o6bem | Jlomxken 6bITh He MeHee
'® Po,

HOMHHAaNbHOro, ecian YNAaKOBKH
HCCJICAYIOTCS HHAWBHIAYAJIBHO.

O®C.1.4.2.0003.15

CooTBeTCTBYET

Crp.3u36




JIns ynakoBoK ¢ HOMUHANLHLIM
obbeMoM 2 MI M MeHee
M3MepeHHbIH 06beM [0MKeH
OBITE HE MEHee CyMMBI
HOMUHAJIBHBIX 00HEMOB
HCCNEIOBAHHBIX YI1AKOBOK.

BakrepnanbHsle

Hpenensﬂoe COAEpKaHUE

KayecTBeHHRIH reiib-

aMITyJ1y METOAOM
KannecTpyHHoii neyartu.

BropuuHas ynakoBka

ITpu BeIMyCKE BaKUHHBI B
KOMINIEKTE ¢ PACTBOPHUTENEM:
B nauke u3 kaprona 10 amnyn
¢ BaKUMHOHK o 1 moze (unu 2
JIO3bI) B aMITyJIE, IOMEIIEHHBIX
B KOHTYPHYIO S4eiKoBYIO
ynakosky, 10 amnyn ¢
pacteopureneM (Bona s
HHBEKUHMIT) Mo 1 MA B ammyite,
MOMELIEHHBIX B KOHTYPHYIO
AYEHKOBYIO YIIAKOBKY BMECTE C
HHCTPYKUHWeEH no
MEIHLMHCKOMY NPUMEHEHUIO
{(AMCTKOM-BKAAABIIEM), HOMKOM
aMIyabHBIM HIIH
cKapuUKATOPOM aMIyNIbHEIM,
JIOTIOIHUTENHLHO B nauky
MOMELLAIOT BKAAIBILI C
JIHYHBIM HOMEPOM YKJIaJ4HKa.

PSRN CATSPIETLR SVAOTOKIHIOE | o recr, T PO, veitee 0,25 EDfun
O®C.1.2.4.0006.15, CootretcTByeT
E3/Mn
meTon A
CrepHIBHOCTE Merton npsMoro noceea
MM MeTOx
HomxeH ObITh CTEPUIILHBIM meMOpaHHot CrepuiibHo
tunsTpauum, CooTBeTcTBYET
I'd PO,
OdC.1.2.4.0003.15
1) IlepBuuHas ynakosxa - IlepBruHas ynakoska
BakuuHa BakuuHna no 1 nose B amnyne
Baxuuny BeinyckatoT no 1 unu BMECTHMOCTBIO 2 MIT M3 cTekia 1-ro
2 1036l B ammyne THAPONHTHYECKOrO KJlacca.
BMECTHMOCTBIO 2 MI1 U3 CTeKa TekcT HaHeceH HenocpeacTBEHHO
1-ro rHAPONHTHYECKOTO Ha aMIyny METOIOM
KJlacca. KarecTpyHHo# nevaty
Ha kaxcayro ammyity
HAKJIEHBAIOT 3THKETKY Pacteoputens (Boxa ana
CaMOKIEALLYIOCT HITH TEKCT MHBEKLIHIT)
HAHOCAT HEOCPEACTBEHHO Ha Ilo 1 Mn B aMmyax.
My Me:r OH?M Ha kaxcoyio amnyity HakneeHa
KaIJIECTPYHHOM mevatH.
1) Meperunas ynakoska - ITHKETKA CAMOKIeALIancs
Pacteopurens (Bona s
WHBEKIM) CootrercTyeT
Ilo 1 mn B amnyie.
Ha xaxcayro amnyny
HaKJIEHBAIOT 3TUKETKY
CaMOKJIEALLYIOCS. UM TEKCT
HAHOCAT HeNOCPENCTBEHHO Ha
Ynakoska Busyanbublii

B nauke u3 xaprona 10 amnyn ¢
BaKIMHOM 1o 1 gose B amnyne,
HOMEUIEHHBIX B KOHTYPHYIO
fyeiikoBylo ynaKOBKy, 10 amnyn ¢

Ul i isylo‘yna/i«a;‘lw e
C gxuﬁén,,mr rgré(ﬁa:
npy THeHmdA,{;J{ﬁgﬁ( ov
Bkmé):{b\,}um{ ¢ ;fmé)ﬁ%me

nauRy, rzbme?ﬁfeﬂ Blnanye 2 4
nuquIM.ﬁQM??m17x b 3% ia.

0cTop Ly
COOTBeTCTByeT

o
(@

Crp. 4 u36




[Ipu ynakoske amnyi,
HMEIIIHX KOAbUO HM3JI0Ma UITH
TOYUKY AJIST BCKPBITHA, HOX
aMIIyJabHbBIE K ckapudukarop
amnynwuﬁ HE BKNaabIBarOT.

Mapkuposka

IMepBuunas ynakoska.

Ha amnyne c akiuuHoii
YKa3bIBAIOT:

CoxpameHH0e TOprosoe
HaMMEHORAHUE Mperapara
(«BAKLIFTHA
ITAPOTUTHA 5I»),
konndectso 103 («1 d.», «2
IL»), nyts Bepenus («I1/K»),
Homep cepuu (6yKBeHHO-
uuposoe o6ozHaueHHe), AaTy
HCTEUEHHS CPOKA FOAHOCTH
Ha sTuxeTke aMmysel ¢
BaKLMHOM yKa3bIBAIOT:
CokpalleHHOE TOproeoe
HaMMEHOBaHHe Tpenapara
(BakuuHa napotuTHas),
KOJIM4€CTBO J03, My Th
BBEEHHS (MOAKOXHO), HOMEp
cepuu (BykBeHHO-UMpoBOE
o6o3HaueHKe), HATY UCTEYEHUs]
CpoKa FroAHOCTH.

Ha amnysne unu atukertke
aMIIyJisl C pacTBOPUTENEM
YKa3bIBAIOT TOProOBOE
HAaUMEHOBAHHE PaCTBOPHTENS
KOJIUYECTBO PACTBOPUTENA B
amnyne (o6bem B
MUIITHANTPAX), HOMEpP Cepuu
(6yxBenno-undposoe
0003HaueHHe), NaTy HCTeYEHHA
CpoKa rOJiHOCTH.

Ha nayke ¢ KOMNIEKTOM
YKa3blBaIOT:

a) TOProBoe HaHMEHOBaHHE
npenapara (BaxuuHa
NapoOTUTHAS KYJIBTYpaibHas
JXHBas), TOProBoe
HauMEHOBAHHE PACTBOPHTEIIA
(BoAa nNA MHBEKLMIA);

6) rpynmnupoBoYHoE
HalUMEHOBaHHeE [penapara
(Bakuuta ps npodMAakTHKN
napoTHTa);

B) COKpAallEHHOE
HauMeHOBaHUE AepsaTes
perucTpauuoHHoOro
YHOCTOBEPEHHA/NPOU3BOIUTENS
JIEKapCTBEHHOTO MpernapaTa
(AO «HIIO «Mukporen») u
€r0 TOBAPHBIi 3HaK;

T) anpec ¥ TenedoH AepiKaTens
PErHCTPaLOHHOro
YHOCTOBEPEHHS/TIPOU3BOANTENS
NIEKapCTBEHHOTO NpenapaTa);
1) IEKAPCTBEHHYIO JopMy

BusyanbHelit

Ha amnysne ¢ BakuuHoM ykaszano:
CoxpauieHHoe Toprosoe
HaUMEHOBaHHe [penapara
(«<BAKLIMHA TTAPOTUTHA ST»),
xomuecTso 203 («1 [»), nyTs
seenenus («I[1/K»), Homep cepuu
(6ykBenHo-uupposoe
0603HaueHHe), 1aTa HCTeUeHHs
CpoKa roAHOCTH

Ha atukeTxe ammnyisi ¢
PAacCTBOPHTENEM YKA3aHO TOPFOBOE
Ha¥MEHOBAHHE PACTBOPUTENS
KOJINYECTBO PaCTBOPUTENA B
ammyne (06beM B MUIIHAUTPAX),
Homep cepun (BykseHHO-LH(poBOE
obo3HaueHHe), AaTa UCTEUEHNS
CpOKa FOAHOCTH

CooTBeTCTBYET

Ha nauke ¢ KOMIIIEKTOM yKa3aHO:
a) TOProBoe HAaUMEHOBAHKE
npenapara (BakunHa riapotutHas
KyJbTYpaibHas KHBas), TOProsoe
HaWMeHOBaHHe pacTropuTens (Bona
U1 UHBEKLUI);

6) rpynnupoBOYHOE HAUMEHOBAHKE
npenapara (Bakuuna pis

PO MAAKTHKH NapOTHTa);

B) COKPAILCHHOE HAUMEHOBAHHE
JepixaTens PernCTpaloOHHOTO

TOBaprlH 3Hax, >
r) anpec Ten' t’p

npenapaTa (nuo@"iﬁnﬁa Lum
IPUrOTOBJICHHS PAcTBOpA JUls
IOJAKOXKHOTO BBEECHNUS);

€) JO3UPOBKa [T JaHHOTO

Ctp.5u3 6




npenapara (THoQunusaT s
[IPHUIOTOBJIEHHS pacTBOpa s
MOKOXXHOTO BBEEHHS);

€) 103UpOBKa /i AAHHOrO
NIeKapCTBEHHOro npenapara He
YCTaHOBJIEHa;

’K) KOIMYECTRO
JIEKapCTBEHHOTrO MNpenapara B
YTaKOBKE, KOJIHMYECTRO JI03 B
ammyne (10 aMnyn BakuMHBEL IO
1 no3e/10 aMmnyn BAKUMHEI O 2
2l03bl), KOJTHYECTBO
pactBopurens B ynakoske (10
amIlyJ1 pactTBopuTes (Boaa ass
HHBEKUMI) no 1 mi);

3) uHdpopmMaumio 0 cocTase
JIEKApCTBEHHOTO Iperiapara
(Cocras) u cocrase
pacteopurens (Cocras
pacTBopuTens);

1) HOMEp CepUH Mpenapara u
HOMEp CEPUH PACTBOPHUTEIA
(bykseHHO-uHMpoBOE
o603HaueHue);

K) ZaTy MpOU3BOACTEA
npenapara);

1) JaTy UCTEUeHHs CpPOKa
POJIHOCTH KOMIIIEKTa
(Komnnekt rogeu no...);

M) YCNOBHS XpaHEeHHs
(Xpanuts npu TeMIepaType ot
2 no 8°C. He 3amopaxuBarts.);
H) nyTb BBeAeHUs (Ha
BTOPUYHOH yNakoBKe He
yKa3aH, TaK KaK OH BKJIIOYEH B
Ha3BaHHe JIEKapCTBEHHOI
dopmbr);

0) YCJIOBHS OTITYCKa,

M) NpeaynpeHTeENbHbIE
Haanucu: «CTepuiibHOY,
«XpaHUTb B HEMOCTYTHOM JIJIs
[eTeil MecTey;

p) WTPHUX-KON;

C) crnocof npuMeHeHHs
(«Cnoco6 npuMeHeHHs: cM.
UHCTPYKLHIO MO
MEIHLHHCKOMY MPHMEHEHHIO
(HCTOK-BKIIaABILL));

T) CPEACTBO HieHTH()HKALIUH

JIEKAPCTBEHHOTO Tperapara He
YCTaHOBJIEHa,

) KOJIMUECTBO JIEKAPCTBEHHOTO
npernapaTa B YIakoBKe, KOJIHYECTBO
103 B amryste (10 aMrtyn BakUMHEL
no 1 nose), Konu4ecTso
pacTeopurens B ynakoske (10
aMmItyJ1 pactBopuTess (Boaa as
MHBEKLHME) mo 1 mi);

3) uudopmaums o cocrase
JIEKapCTBEHHOrO npenapara
(CocraB) 1 cocrase pactBopuTens
(Cocras pactsopuTens);

1) HOMEp CeprH MpernapaTa U HoMep
cepun pacteoputens (6yKBeHHO-
urdpoBoe 0b03HaYeHKE);

K) AaTa MPOM3BOACTBA Mpenapara);
J1) 1ata UCTEUEHHs CPOKa IO AHOCTH
Kommnnekrta (Kommnuekt rogen
J10...);

M) yCloBHs XxpaHenus (XpaHuThb
npu temnepatype ot 2 1o 8°C. He
3aMOpa)KMBaTh. ),

H) MyTb BBeJeHHs (HA BTOPHUUHOI
YMaKoBKe He yKa3aH, Tak Kak OH
BKJIIOYECH B Ha3BaHHE
nekapcTBeHHOH Gopmbt);

0) YCIIOBHS OTITYCKa;

) MpeaynpefnTeNsHbIE HAAMUCH:
«CrepunsHo», « XpaHuTh B
HENOCTYTHOM JUIf IeTel MecTey,
p) WTPUX-KO; '

c) criocob npumenenus («Criocob
NPUMEHEHHS: CM. HHCTPYKLHMIO 110
MEAULMHCKOMY [PUMEHEHH IO
(IMCTOK-BKIIAABIN))»;

CootrsercTByer

TpancnioptupoBaHue

IIpu remnepatype ot 2 10 8 °C. He 3amopaxupars

XpaHeHue

Ipu Temnepatype ot 2 o 8 °C. He samopasxusars

CpoK roaqHocTH

2 roga

Jara npousBoxncrsa
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