Jlabopatopus Aruten

1.1 yn. Anekcanapa ®nemunra

69007 Jluon

Hanmenosanne npojaykra

Homep cepun
Jlata npouszBojcTBa:
Cpoxk roasocT J10:

Cepruduxar ananunza
HOPAJIPEHAJIMH ATETAH

1197

KoHUeHTpHpOBaHHEIH pacTBOp /1 BHYTPHBEHHOTO BBEICHHS

JOO12A01
09/01/2020
12 2021

Cootsercreyer HJT JICP -002181/08-280308 1 usm. Ne 1,2

[Mokazatenn Creundukanus PesynbTar
Onucanue IIpospaynas GecLBeTHAs KHAKOCTH CoortsetcTByeT
[MoanunuocTs Bpems ynepiuBaHHA OCHOBHOTO TTHKA HA CooTtBeTcTBYET

XpoMaTorpaMme HCIbITYEMOTO PacTBOpa
JIOJDKHO COOTBETCTBOBATH BPEMEHH
YAepKUBAHHA MHKA HOpaApeHAIHHA Ha
XpOMaTOrpaMMe CTaHJIapTHOI'O PacTBOpa
[Tpo3spaynocts [lpenapat nomkeH GbITh NPO3PaYHBIM HIH CooTBeTcTBYET
HE MPEBbIIIATEL ONATECLEHLHIO
3TAJIOHHOro pacTBopa |
LlgeTHOCTEL Jomnxkna ObITh HE HHTEHCHBHEEe YB6 CootBercTBYeET
H Ot 3,0 mo 4,5 34
MexaHH4eckue BKIIOYEHHS 1. [lpenapat He JOJKEH cooepXkaTh CootBetcTByeT
BHIHMBIX MEXAHHYECKHUX BKITHOUEHHUI
2. Yactuusl pazMepom
= 10 Mk™m - He Gonee 6000 Ha ammyny 196
= 10 MkM - He Gosee 600 Ha amnyny 19
HoMuHaNbHLIH 06beM He meHee HOMHHaILHOTO 4 M 1 8 MJI 4.2
TTocTopoHHHE NPUMECH:
- HOpaJpeHaJIoH <1,0 % 0,1
- HOPaIpeHOXPOM <1,0% 0,0
- aIpeHaITHH <1,0% 0,0
- aJIpEHOJIOH <1,0% 0,0
- IPEHOXPOM < 1,0 % 0,0
- cyMMa <1,0% 0,0%
HEHICHTHQHULIUPOBAHHBIX
npumecei
- CYMMa npumecei <3,0% 0,1%
BakTepuanbHble 3HA0TOKCHHBL | < 1,5 ED/Ma CootsercTByeT
CrepuiibHOCTh Crepuiiex Crepunen
KonnuectsenHoe
omnpeJeneHue
- HOpaJpeHaluHa TapTpaTa Ot 1,9 no 2,10 Mr/mn 2,03
- HATPHA XJIOpUa Ot 7,98 no 8,82 mr/mn 3.49

Vnakoska

[lo 4 Mn wmn 8 M B ammynsl M3
OeclBeTHOro cTekna Knacca 1.

[lo 5 ammyn nomewarT B MIacTHKOBYO
KOpOOKY ¢ syeiikamu.

[To 2 xopobku (10 ammyn) BmecTe ¢
MHCTPYKUHEHN 110 MPUMEHEHHIO MOMELIA0T
B [1a4Ky KapTOHHYIO.

ITo 4 M1 B aMmyJisl U3 GECIIBETHOrO
CTeKJIA.

[lo 5 amnynr nomemedHo B
MIACTHKOBYIO KOPOOKY ¢ suelikamu,
[lo 2 xopoOku (10 ammyn) BmecTe ¢
HHCTPYKUMEH 10  NPHMEHEHHIO
MOMELIEHO B NI34YKy KapTOHHYHK),







Mapxkuposka

1) IMepBuynas

JIEKAPCTBEHHOTO Mpernapara.
Ha oarukerke amnynsr na PYCCKOM
A3bIKE YKa3bIBaKwOT TOpProBoe
HanMeHOBaHHe npernapara ,
MEKIYHApOJHOE  HemaTeHTOBaHHOE
HAHMEHOBaHHeE, JIEKapCTBEHHY 10
thopmy, KOHIIEHTpaLHIO, o6beM
Mpenapara B aMmIiy/ie B MHJUTHINTpAX,
COIEpXaHHWEe AKTUBHOTO BELIECTBA B

YMaKoBKa

ammysie B MHIMIpaMMax |, «
CrepunbHo », « BHyTpuBeHHO »,
HaHMEHOBaHue NMpOH3BOAUTENA

(natuHcKMMKM  OyKBaMH), 3aBOACKOM
KOA  yMaKkoBKH, MATpH4HBIA Kog,
HOMED CepHM, NaTy HU3rOTOBJIEHHS,
CPOK FOJAHOCTH.

2)  BropuuHas (notpeGurensckas)
yNaKkoBKa.

Ha nauke kapToHHO#i na pycckom
S3bIKE YKa3bIBAIOT TOProsoe
HaMMEHOBaHHe npemnapara ,
MEKAYHAPOIHOE  HeMaTeHTOBAHHOE
HaWMEeHOBaHHe, JICKapCTBEHHYIO
thopmy, KOHLEHTPALIHIO, o0bem

Tipenapata B amilysle B MMILUTHIHTpaX,
CONCp/KaHHE AKTHBHOIO BEIIECCTBA B
aMmmyne B MMIIMIpaMMmax, CoOCTaB,
KOJH4eC1BO aMmyn B ynakoske,
npeaynpeuTenbHbie

HAaAMUCH(«XPaHHTL B  HELOCTYTHOM
s mereid mecre!n, «[lpumensts mo
HasHa4YeHUIo Bpaya »), « CTEPHIIBHO »,
« BHyTpuBeHHO », ycnoBuA oTmycka,
YCJIOBHA XpaHeHMsA, HAMMEHOBAHHE H
aJipec NPOM3BOANTEIIA M €r0 TOBAPHbIf

3HaK (naTuHCKUMH OyKBamm)
PErucTpallHOHHBIH  HOMEp,  Homep
CepHH, [aTy M3rOTOBICHUSA, CPOK

FOMHOCTH, IITPUX - KOJ, MATPHYHbIii
KOZ.

Ha nauke Ha aurnuiickom s3bike
JAOIMNOJHHUTEIbHO YKa3bIBaOT TO]DI‘OBOG

HaHMEHOBaHHE npenapara,
MEXKIAYHAPOIHOE  HENaTeHTOBaHHOEe
HaUMeHOBaHHe, JIEKapCTBEHHYIO
thopmy, KOHLIEHTpaLHIO, o0bem

NpenapaTa B aMIysie B MH/UTHIHTpAX,
COJIep)KaHHe AKTHBHOIO BEILECTBA B
amIryjie B MHIUITMTPaMMax, KOJIM4eCcTBO
aMmnyn B ynakoske,  «Sterilen,
«Intravenous route.

1) [epBuunas YMaKoBKa
JIEKApCTBEHHOIO npenapara.
Ha stuketke ammnynsr ma pycCcKOM

A3bIKE YKazaHo TOproeoe
HaHMEHOBaHHe npenapara ;
MEKIYHAPOAHOE  HEMaTeHTOBAHHOE
HalMEeHOBaHHe, JIEKApCTBEHHAs
dopma,  koHueHTpaums,  oGbem
npenapara B aMmyne B
MUIITHIIMTPAX, cozepxaHue
dKTUBHOTO BEIUECTBA B aMIMymle B
MUJLIHTpaMMaXx, «CTepHibHOY,
«BHyTpHBEeHHOY, HauMeHOBaHHe
MPOH3BOIUTENA (naTUHCKUMHU

OyKBaMH), 3aBOJCKOM KO/ VNaKOBKH,
MaTPHYHbIH KO/, HOMEp CepuH, 1aTta
M3rOTOBJIEHHA, CPOK N'OJIHOCTH.

2) BropuuHas (notpe6uTensckas)
YTIaKOBKa,

Ha nauke kaproHHON Ha pycckom

A3bIKE yKa3aHo TOProBoe
HaUMEHOBaHHE npenapara i
MEKIYHApO/JHOE HEMaTeHTOBAHHOE
HaWMEHOBaHHE, JIEKapCTBeHHas
dopma,  KoHueHTpaumus,  oGwem
npemnapara B amIyne B
MHJIJTHITHTpAX, cofiepyKaHHe

dKTHBHOIO BeEILUECTBA B aMITysic B
MHIIMrpaMMax, cocTaB, KOJIMYECTBO

aMmIyJ B YIMaKkoBKe,
NpenynpeauTeNbHble HaOMHCH
(«Xpauutb B HeAOCTYMHOM  ans

aereii Mecre!», «[lpuMenaTs 1o
HazHa4YeHHIo Bpadar), «CTepuasHoy,
«BHYTpHBEHHOY, ycriOBHS OTmyCKa,
YCIOBHS XpaHEHHS, HAUMEHOBAHHE W
a]apec  MpOW3BOAMTENS W ero
TOBAPHBIH 3HaK (naruHCKUMHU
OyKBaMH) perHCTpalMOHHBI HOMEp,
HOMEpP CepHH, [aTa M3rOTOBJIEHHA |,
CpOK  TOAHOCTH ,  IUTPHX-KO/,
MaTpHYHBIHA Ko,

Ha nauke Ha aHrnmiickom s3bike

YKa3aHO TOProBO€ HaHMEHOBaHHE
npenapara, MEkKIyHapOoIHOe
HENATEHTOBAHHOE HauMEHOBaHHe,
JleKapcTBeHHaA thopma,

KOHLeHTpauus, o0beM MpenapaTa B
ammyJe B MUJUTHITHTpAX,
COlepXKaHHe aKTHBHOIO BElLECTBA B
amityne B MHJLIMIpaMMax,
KOJIM4ECTBO aMIyl B  VIIaKOBKe,
«Sterilen, «Intravenous route.

XpaHeHue

B cyxom, 3ammientsom or ceeta
MEcTe, TpH TeMneparype He Bbile 30°
C

CootseTcTBYET

FS5
PELLIEHHE O BBIMTYCKE Jata Beimycka: 2020/03/20 g}/é
Hara nevaru ceprudukara: E" AKUMEHTOB G E
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[MoaTsepienne cOOTBETCTBISA BBO3UMOI'O JIEKAPCTBEHHOTO npenapara
TpeGOBaHUAM, YCTAHOBJICHHbIM PH €10 TOCY IAPCTBEHHOM perucTpanmm

Toprosoe naumenosanue

Hopaspenaaun Areran

MexyHapoanoe
HCIATCHTOBAHHOE HAMMECHOBAHHE
(rpynImHpOBOMHOE HilH
XHMHYECKOE)

Hopanunedpun

Jlekapcrpennas gopma

KO[IHQH'E";)B."F ATA TIPHTOTOBIICHHSA pacTropa st
BHYTPHBCHHOI'O BBCICHUSA

Jozuposka

2 Mr/mi

®opma Bblycka (ynakonka)

4 Mi1, amiyJisl (3), yNakoBKH KOHTY pHbIE
IJIACTHKOBBIC (110/U101BI) (2), NaUKH KapTOHHbIE,

Homep cepun (naprum)

JOO12A01

O0neM cepun (naprun) 5475
Hara npon3BojicTsa 109.01.2020
Fosen 10 12.2021

Haumenosanune n aapec
MPOU3BOAMTEA (C YKa3aHHeM
CTAHIA [1POUIBOJICTRA)

Jlaboparopus Aretan, 1 Rue Alexander Fleming,
69007 Lyon, France (Bce craanu n1ponsgojicTea

Homep u nara perucrpannonnoro
YI0CTOBEpPEeHHs

JICP-002181/08 or 28.03.2008

Homep Hopmartushoii
JIOKYMEHTalHH

JICP-002181/08-280308, u3m. Ne 1 ot 02.04.2009.
uim No 2 o1 31.07.2014

Haumenosanue n aapec
AePHKATEA PErHCTPAIMOHHOIO
VJIOCTOBEPEHUS

Jlaboparopus Areran, 1 Rue Alexander Fleming,
69007 Lyon, France

Jlata: « 13 » anpens 2020 r

AL Bopouun
llpexcrasurens opranmsaimn. ocymecrsasomuii Bao3
Jekapersennoro npenapara B Poceniickyro ®ejepaimio
H YHOJTHOMOYCHHOH HHOCTPAHHBIM IIPOH3BOIHTEIEM

JACKAPCTBCHHBIX CPCACTB







