JlaGoparopust AruTeH

1.1 yn. Anekcanypa Onemunra

69007 Jlunon
HammenoBanue mpoaykra
Homep cepun

Jlata npou3Bo/cTBA:
Cpok roaHoCTH 10:

Ceprudukar ananusa

HOPAJIPEHAJIMH ATETAH

KoHIEeHTpaT 118 IPUrOTOBIEHH!S pacTBOpa A

BHYTPUBEHHOT'O BBEIACHHS
JOO60A01

2020-02-10

01 2022

Cootserctyer HJT JICP -002181/08-280308 1 mam. Ne 1,2

[Nokazarenu Crneuuduxauns Pesyabrar

Onucanue [Ipo3padHas GecuBeTHas KHIKOCTh IMpospayHas GeclBeTHas XKHAKOCTE

IMoanuuHOCTB Bpems ynep»HBaHMA OCHOBHOIO MHKa Bpems ynep:KHBaHHA OCHOBHOIO [THKa
Ha XpOMaTorpaMMe UCIbITYEMOro Ha XpoMaTorpamMMe UCHbITYEMOTo
pacTBOpa JOJIZKHO COOTBETCTBOBATh pacTBOpa COOTBETCTBYET BPEMEHH
BPEMEHH yJIepKHBAHUs MMTHKa YIAEPKHMBAHUA [IMKa HOpaJpeHalnHa
HOpaJapeHallMHa Ha XpoMaTorpaMMe Ha XpoMaTorpaMme cTaHIapTHOro
CTaHJapTHOI'o pacTBopa pacTBopa

[Tpo3pauHocTs [Ipenapat nomxkeH GbITh MPO3PAuHBIM [penapaT npo3pauHslii HIH HE
MJTH He TPeBbILIATh ONaeCLeHIHIO NPEBBIIIAET ONaJIECLUEHLHIO
3TAlIOHHOTO pacTeopa | ITAIOHHOr0 pacTBopa [

L1BeTHOCTH HomxkHa 6b1Tb He HHTeHCHBHEE YBs MeHee uHTeHCHBHOCTH Y Bg

H

Ot 3,0 o 4,5

3,5

MexaHHYecKHe BKJIOUYEHHUS

1. Ipenapat He J0MKeH colepkarh
BHIHMBIX MEXaHWYECKUX BKJIKOUEHHH
2. YacTuuel pasmepoM

IIpenapar He COAEPKHUT BUIUMbIE
MEXaHHYECKHE BKIIOUCHHS

= 10 MKM - He Gosee 6000 Ha amnyny 25

= 10 MkM - He Gonee 600 Ha ammyay 0
HoMuHanbeHbIH 00beM He MeHee HOMHHATBHOTO 4 MJT M 8 Ml 4.1
[TocTopoHHHKe npuMecH:
- HOpaJpeHaJoH < 1,0 % <0,1%
- HOpaJpEHOXpOM <1,0% 0,0%
- aJipeHaIMH < 1,0 % 0,0%
- AJIpEHOJIOH <1,0% 0,0%
- AIPEHOXPOM <1,0% 0,0%
- cymma <1,0% 0,0%
HEHAEHTH()HLIMPOBAHHBIX
npumecei
- CyMMa rpuMecei <3,0% 0,0%
bakTepuasbHble 3HAOTOKCHHBI | < 1,5 ED/Ma < L5E3/Mn
CTepunbHOCTh Crepusien Crepunen
Konnuecreennoe
onpeneneHHe
- HOpaJpeHaJliHa TapTpaTa Ot 1,9 10 2,10 Mr/ma 2,02
- HATPHUS XJ10pUaa Ot 7,98 1o 8,82 mMr/mn 8,55

Vnakoeka

[lo 4 mn wmu 8 Ma B ammynsl u3
GecuBeTHOrO cTeKa knacca |.

[To 5 amnyn nomelarOT B MIaCTHKOBYIO
KOpoOKY ¢ sYeiikaMu.

Io 2 kopobku (10 ammny:) BmMecTe ¢
HHCTPYKIUHEHR MO NPUMEHEHHIO
NOMEIUAIOT B NMAYKy KAPTOHHYIO.

[lo 4 mMn B ammnynsl U3 GeclUBETHOro
CTeKsa.

[lo 5 amMnyn noMmemeHo B
MJIACTHKOBYK KOPOOKY ¢ AYeiKaMH.
ITo 2 kopobku (10 ammyn) BmecTe ¢
HHCTPYKIHEH o MPHMEHEHHIO
NOMEIIEHO B Na4Ky KAPTOHHYIO.




MapkupoBka 1) [TepBuunas yrnakoBka | 1) [TepBuynas YIaKOBKa
JICKapCTBCHHOTO Mpernapara. JIEKapCTBEHHOT 0 1penapara.
Ha sTukeTke ammynsl Ha pycckoM | Ha astukerke amITy/Jibl Ha pPYCCKOM
A3bIKE VKa3bIBAOT TOPTOROE | A3LIKE YKa3aHo TOprosoe
HaHMMEHOBaHUE npenapara , | HAaUMEeHOBaHHE npenapara i
MEXIYHApOJHOe  HETIATEHTOBAHHOE | MEXIYHApOIHOE HENaTeHTOBAHHOE
HaHMeHOBaHHe, JIEKApCTBEHHYIO0 | HAHMEHOBAHHE, JeKapcTBeHHas
tdopmy, KOHLIEHTpaLHIo, o0beM | opMa,  KOHUEHTpalUusd,  0OBEM
npenaparta B amysie B MUJUTHJIHTPAX, | Openaparta B amIye B
COZIEpIKAHME AKTHBHOTO BELIECTBA B | MHIUIHJIMTpAX, colepiKaHue
amryie B MWLIMTPAaMMaXx , « | aKTHBHOTO BEIIECTBA B aMmyle B
CrepuneHo », « BuyTtpuBenHo », MHJUTHIpaMMax, «CrepunbHo»,
HaHMEHOBaHHE Mpou3BoauTENs | « BHYTpHBEHHOY, HaHMEHOBaHHe
(maTHHCKMMM  GyKBAaMH), 3aBOACKO#H | NMPOM3BOLMTENS (TaTHHCKUMH
KOd  ynakoBKH, MAaTpH4HBIH KOZ, | OyKBamu), 3aBOACKOI KOI YITAKOBKH,
HOMEp cepud, [aTy W3rOTOBJICHHS, | MATPHYHBIH KO, HOMEp cepHH, JaTa
CPOK FOJTHOCTH. H3TOTOBJIEHHA, CPOK FOJHOCTH.
2) BropuyHas (motpeGuTensckas) | 2) Bropuunas (motpeGurensckan)
YNaKoBKa. yIaKoBKa.
Ha nauke kapronnoit Ha pycckom | Ha mnauke KapTOHHOH Ha pycckoM
A3bIKE YKa3blBAKOT TOProBoe | SA3bIKE yKa3aHo TOPrOBOE
HaNMEHOBaHHe npenapara , | HAHMEHOBaHHe npenapara ,
MEXKIYyHApOAHOE  HEMNATEeHTOBAaHHOE | MEeXKIYHAPOIHOE HeNaTeHTOBAHHOE
HaHMEHOBaHHeE, JIEKAPCTBEHHYIO | HAUMEHOBAHMeE, JIEKapCTBEHHAA
thopmy, KOHLEHTPALHIO, 00beM | dopMa,  KOHUEHTpauHs,  00beM
fipenapara B aMrysie B MWIMINTpaX, | Npenapata B amIyJie B
COIEpIKAHHE AKTHBHOTO BEIUECTBA B | MWUIIMTpAX, coJiepaHne
ammyne B MWUIMIPaMMax, COCTaB, | AKTHBHOIO BCIIECTBA B aMmIlyle B
KonuyeclBo  ammyn B ymakoBke, | MHJTMIpaMMax, cOCTAB, KOJHYECTBO
npeaynpenuTenbHble amyn B YMaKOBKe,
HanMMCH(«XpaHHTh B HENOCTYMHOM | MpemymnpeiuTe/bHbIe Ha/MHCH
ana pereii mectel», «lIpumenats no | («Xpauuts B HEJOCTYITHOM  [UIf
Ha3Ha4€HHIO Bpaya »), « CTepibHO », | aeTeii mecte!», «[IpuMeHsaTs mno
« BHYTPUBEHHO », YCIIOBHA OTITyCKa, | HA3HAYEHHMIO Bpauan), «CTepHIbHOY,
YCIIOBHA XpaHeHHsA, HAMMEHOBAHME W | «BHYTPHBEHHO», YCIOBHS OTMycKa,
aapec NpOU3BOAMTENLA H €r0 TOBAPHbIH | YCIOBHA XpaHEeHHA, HAUMEHOBAHHE H
3HaK (TaTHHCKHMH OykBamu) | ampec  NPOM3BOAMTENA W €ro
PErUCTPALMOHHBI  HOMEP,  HOMEp | TOBapHBIil 3HaK (TaTHHCKUME
CEpHH,  JlaTy H3TOTOBJICHHA, CPOK | OYKBaMM) PerMCTpaUHOHHBIH HOMep,
TOIHOCTH, IWITPHX - KOH, MaTpUYHLIH | HOMEp CepHH, JaTa M3roTORJIEHHSA ,
Koz, CPOK  TOMHOCTH ,  LITPHUX-KO/,
Ha nayke Ha aHrMickoM s3bIKe MaTpHYHBIA KO.I.
JIONONHHTENBHO YKa3bIBAKOT TOproBoe | Ha mauke Ha aHrnuiickoM s3bike
HaMMEHOBaHUe npenaparta, | yKa3aHO TOPrOBO€ HAWMEHOBAaHHUE
MEXIYHApOAHOE  HEMaTeHTOBAaHHOE | Mpenapara, ME3KIyHapoIHoe
HaUMEHOBAHHE, JICKAPCTBEHHYI | HEMATEeHTOBAHHOE  HAMMEHOBAHME,
topmy, KOHLEHTPALHIO, o0beM | nexapcTBeHHAas topma,
fpenapara B aMIysie B MALIMIMTPAX, | KOHUEHTpalKs, o0beM Mpenapata B
COJCPKAHHE AKTHBHOTO BEIUECTBA B | ammyJe B MHLTHIUTpaX,
amITysie B MHJIIIMTPaMMax, KOJIMYECTBO | COoOepiKaHHe akTHBHOIO BEHIECTBA B
amnyn B ynakoBke,  «Steriley, | ammyne B MHJUTITpaMMax,
«Intravenous route». KOJIMYEeCTBO aMmIlyl B YMNAKOBKE,

«Sterilen, «Intravenous routey.
XpaHeHHe B cyxom, 3awmiuensoM ot cBeTa CootsercTByeT

MecTe, MpH TeMneparype He Boie 30°
C

PELIEHHME O BbIITYCKE

Hata Beimycka: 2020/03/25

Hara neuaty ceprudukarta:
2020/05/28

OTBEeTCTBEHHBIH 32 KAYECTBO
Knemence Kopnoyep

[Moanuce




IToaTBEpKIEHHE COOTBETCTBIS BBO3UMOTO JIEKAPCTBEHHOTO NIpenapara
TpeOOBaHMAM, YCTAHOBIEHHEIM IIPH €T0 FOCY JapCTBEHHOM PErHCTPALIHM

Toproeoe HauMeHOBanHE

Hopanpenamn Aretan

MexmyHaposHoe
HENaTeHTOBaHH0E HaMMEHOBAaHHE
(rpynnupoBOYHOE WIIH
XMMUHECKOE)

Hopsnawaedpun

JlexapcTBennas dopma

KonuenTpar 11 mpuroToBJIeHHs pacTBOPa JUIs
BHYTPHBEHHOI'O BBEJCHHA

Jlo3upoeka

2 Mr/mn

Qopma BHITYCKa (ynakoaxa)

4 mn, ammyel (5), yIaKoBKY KOHTYPHBIC

_ IUIACTHKOBBIE (MOANOHBI) (2), aYKH KAPTOHHBIE.

Homep cepuu (naprun) JO060A01
Obwem cepuu (napThu) 4 759

ara NpOoU3BOACTRA 10.02.2020
Conen 1o 01.2022

Haumenosanue u aapec
[IPOH3BOUTEN (C YKa3aHHEM
cTajui IPOH3BOACTBRA)

Jla6opatopus Areran, 1 Rue Alexander Fleming,
69007 Lyon, France (Bce cTauy MPOH3BOACTBA

Homep u narta perucTpaiuoHHOro
YAOCTOBEPEHHS

JICP-002181/08 ot 28.03.2008

Homep HopmaTHBHO#H
JOKYMEHTAUUH

JICP-002181/08-280308, usm. Ne 1 ot 02.04.2009,
u3M Ne 2 o1 31.07.2014

HanmenoBanue v agpec
ZepKaTess perucTpalMoOHHOro
YAOCTOBEPEHHS

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

Hara: « 05 » uions 2020 r

A.E.. Bopouun

TTpencraButens OpraHu3aLuy, OCYIIECTRASIOMMIT BEO3
JIeKapCTBEHHOro npenaparta B Poccuiickyio ®enepaunro
¥ YTIOTHOMOYEHHOH HHOCTPAaHHBIM IPOH3BOAUTENEM

JEKApCTBEHHBIX CPEOCTB




