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</locomun xomnarnuu Jensghapm Cen Pemu > Mepesog ¢ aHrAuAcKoro A3kika Ha PYCCKMiA A3bIK

CEPTU®UKAT COOTBETCTBUS

Mapkupoeka Hepacghacosannozo npodykma: lpouzaodumens / Mocmas wuxk: HAENE®APM CEH PEMMU
SAME V. FLACON VRAC ; Pye de Une

# 28380 Cen Pemu-clop-Aep, Dpaxyus
Haumerosante flocmaswura: MHosuc Buopucepy C.A. Kod HepacehacoeanHozo npodyxma: 200N309000402
Haumerosarue AQU: Adememuonun 1,4-6ymanducynsporam
Kod nocmaswjuxa AU 0-S029 Homep cepuu vepacihacosanmozo npodyxma: 37783TB
Homep cepuu AGH: 0002100378
3man npoussodcmea: FOTOBLIN nPoOaYKT Kod 2omagoeo npadykma HAensghapm Cen Pemu: 100P380D719007
MepsusiHan ynakosxa: ®TAKOHbL! Homep cepuu 2omosozo npodyxma: 37783TB22
Bmopuyras ynaxoexa: KAPTOHHAS NAYKA fama npouasodemsa: 01-2022
Cmpana: POCCHA rodex do: 12-2024
Homep npouaBoacTeeHHOR NuUEeHany; 2021_132_1 BbinywenHoe konudecmeo: §952 EQNHAY
Homep HopMaTUBHON AokymeHTauuw; 1 N011968/02 Bbixod npodyxkma: 99 %

Hacroswan cepus:

Mpouece npowascacrea cooTeeTCTEYeT fla® Her OO
TpeSosanuam H:

Xparenue oSecnevnsanocs npw [Ja® Her O
Temneparype or 15 go 25 °C:

Ynakoeka cooTsercrayer TpeGosaHunm fa® Her O
HAO:

Mapkwvposka cooreercrayer Nam® Her O
TpeSosanuam Hf: i

Tectuposanue cooTeeTcTEYET fal® Her O
TpeGoBanuam HO:

Cpok rogHactu 3 roga: Oa®@ Her O

Ha nponssopcTeeHHoR nnowagke OENLGAPM CEH PEMM HepacdacoraHHbIi npoayk (Gank) u /unu MCXOAHBI® MaTepUansl M/MNKM ynakoBouKbIe MaTepuans!
eIy uenonsaosansr COOTBETCTBYIOT YCTAHOBNEHHBLIM TPEBOBAHMSAM

Hacroawan Cepua NonHocTbo cooTeeTcTRYyeT TﬂeﬁQBaHHﬁM. NPeAbRABNREMbBIM K;

AR&HMTHHBCKDM)‘ TECTHPOBAHUID fa® Her O HM O

Mpoueccy npouzsoperaa fa® Her O HNO

Mpoyeccy ynakosku Oa® Her D HMNO
BuinsneHs CYWECTBEHHBIC/KPUTHYECKHE DTKIOHEHUA Oand Her ®
Ouenka: HMN

3amevanua: H/M

NHU3nH Homep cepuu: 33888PC Hama npouseodemea: 09-2021 Foden Qo: 02-2025
HGCTOMHHM noarsepxaaem, NTO BCe 3ITanb! NpOKHIBOACTREHHOrO npouecca nAaHHoMn CepHH roToBoro npoaykTa BbINONHEHB! B NonHOM

COOTBETCTBMH C TPeGOBaHMAMM Hapnexawei NpoK3BoacTBEHHOW npakTHku EBponedickoro Coloza u TpeGoBaHMAMK perncTpaumonHoro Aocke
CTpaHbI/CTpan uMnopra.

Cepusa BinyweHa B COOTBETCTBMM C HI Ne M N011968/02-201217 uameHoHus N2 1-7

YronHomoveHHoe nuyo: ®HO Hama esinycka: 19 urons 2022
Peiwenue no cepuu: BbINYLEHO Modnuck <[Todnuce>

ARenudapm Cen Pems - Pye ae Mnw 28380 Cen Pema-ciop-Asp, OpaHums Ten: +33(0)2 37-38 85-02- daxe: +33(0)2 37 48 91 29
Bed caim: www.delpharm.com
T'entpan IV 400 mr Poceun (36601T)
Bepcus 1 18 Horipa 2021, OpoBpeno AST




Mepesopg c aHrnuitckoro Aabika Ha PYCCKUIA A3bIK

<Mlenbthapm Cen Penu>

28380 Cen Pemu-crop-Asp, @panyus - Ten: +33 (0)2.37.38.86.02 - Paxe : +33 (0) 2.37.48.91,29

KOQ: 100P380018001
HOMEP CNELIMOUKALIMK: N30SR/04

CEPTUOUKAT AHAM3A

HAMMEHOBAHWE: nuodhunusar enTpan 400 mr, Poccus

HOMEP CEPUM: 37783TB22

NMOKA3ATENb HOPMb| PE3YNBTATHI
MOEHTUOMKALIMA Coorerctayer TpeGosatiam CooTercTayat peBosatuam
OMACAHIE BOCCTAHOBNEHHOTO PACTEBOPA MNpospaqksiit pacTsop ot BecuseTvoro Ao xemToro CoortsercrayeT TpeGosanmanm
LBeTa
NPO3PAYHOCTL BOCCTAHOBNERHOIO [poapaymsii CooeetcTayet Tpebosaruam
PACTBOPA
UBETHOCTL BOCCTAHOBNEHHOTO PACTBOPA | He gomxeH npesockonnts no UHTEHCHBHOCTH Y4 CootBeTcTRyST TREGOBAHMAM
PH BOCCTAHOBNEHHCIO PACTBOPA 6,0-8,0 75
BPEMA PACTBOPEHWA He Bonee 1 MusyTs 0 munyr
BMOWMbIE BKITKOYEHUSA BupuMbie HEBOODYKEHHLIM FME30M MexaRUNECHE Cooteatcrayer tpebosauam
BRIIOYEHUA JOMKHb! OTCYTCTEOBATS NP
BM3yanbHOM KOHTPONE Ha TEMHOM ¥ CBETNOM thoHe.
BAKTEPWANBHBIE SHAOTOKCYHBI Menee 35 ES/ mn CooteercTeyeT TpeGoBaHmam
BOCCTAHOBNEHHOIrO PACTROPA
3AKIIOYEHME: COOTBETCTBYIOT YCTAHOBNEHHLIM TPEBOBAHUAM
[llava npoussogctsa; 01,2022 Tonen po: 12.2024
BuitueyrasanHsii npb,qyn NpoMasendH B COOTBETCTEIN ¢
* RedicTeyiowmmy peBonanuamu Hafnexauel NPOHIBOACTEEHHOR npaiTukk Esponedickere cotla
* ReficTBYIOWuMHK TPaBOBAHHAMMK saKaa4ika B COOTSSTCTRUH € NpM MK Tpe6o PEMCTDALIMCHHOr A0CHe

RATA: 23 wan 2022,

NOANUCSH: YnonxomouesHoe o

<flodnucs>




lNepesog ¢ aHrnuickore A3bika Ha PYCCKMIA A3bIK

<flensthapm Cen Pem>

28380 Cen Pemu-ciop-Asp, Opariyus - Ter: +33 (0)2.37.38.86.02 - bakc : +33 (0) 2.37.48.91.29

KOfI: 200K280019001

HOMEP CNELMOUKALIMM: K280 RUSSIE/02

CEPTUOUKAT AHAN3A

HAUMEHOBAHVE: pacteopwrens ans lentpan
400mr, Poceusn

HOMEP CEPWY: 38881TB21

cTpakuya 1 ua 1

Cepun pacreoputens: 33888PC

rpubos

[OKASATENL HOPMbI PE3YNIbTATHI
OBuee yneno aspobHsix Gakrepwsi <=10 KOE/100mn 0 KOE
Obuiee uncno apoxxentix 1 nnecHesbiX <=10 KOE/100mn 0 KOE

Onucatmne Mpeapavtslil pacTsop ot GecyseTHoro Ao ceeTNO-KenToro CootsercTeyet TpeSosanmam

: useta. Bea BUAMBIX yacTuu,

LiseTHoems pacTeopa He aomxen npeeocxoarm no wHTeHcHBHOCTH GY5 Coorsetcrayer tpefiosanuan

Masnexaemsii obvem 5.0-53mn 52mn

pH 10.0-10.5 10.2

KonuecTaetHoe onpenensme L-nusuna 90.0-110.0% 101.5%

Mpozpayrocms HonxeH BuiTs npoapadkbiv wnm BbiAEPKHBATL CpaBHeHe co | CoOTBETCTBYeT TpeBoaamaM
CTAHABPTHBIM PACTROPOM

Wnexmdmkauus L-nuanna CocTsercreyer Tpeosarmsm Cootsercrayet TpefiosaHuam

BuavMbie BRMIoMEHIA Bupmble BRIIOYEHUA QOMKHb! OTCYTGTBOBATH Coorsetcteyer tpefosarism

Hesnaumble skniovenms (210 mkw) = 6000 YACTUL, / ©NAKOH 20 YACTUL / PNAKOH

Hesnaumsie exniovenus (225 MKM) < 600 YACTML] / PMIAKOH 12 YACTUL / ®NAKOH

BakrepuanbHsie sHaOTOKCHHS! < 0.09 ESfwr CooTeercrayer TpeGonaHmuam

CrepunsHocTs FomxeH BbiTb cTepunbHbIM Cootaercrayer TpeGosanusm

BAKMOYEHME: COOTBETCTBYIOT YCT,

AHOBNEHHbBIM TPEEOBAHWAM

Buillieykasarki/ npoayKT npousBeAEH B cooTRETCTEMM ¢
* [efcTayowumm TpeSoBaHuamMM Haanexallei NPon3s0ACTBEHHOI NpaKTUKM Esponefickoro cotosa
* NlevicTayiolyumu TpeBoBaHUANM 3aKa3uKa B COQTBETCTBAK C MPUMEHUMLIMKM TpeBoBaHHAMM PETMCTPALMOHHOTO 4ocke

OATA: 23 man 2022,

MOANUCS: YnonHomodexHos muyp ¢

<[odnuce>




Meperoa ¢ arrnuiickoro Aabika Ha PYCCKUA Rakix
<[lencthapm Cen Pemy>
28380 Cen Pemu-crop-Aep, ®panyus - Ten: +33 (0)2.37.38.86.02 - daxc : +33 (0) 2.37.48.91.29

cTpanmuya 1 3 1

CEPTUDUKAT AHANU3A
KOA: 200N303000402 HAUMEHOBAHME: nvodmnmaar lentpan 400 wr, HOMEP CEPYVM: 37783TB
Poceun
HOMEP CMEL[AOUKALIMM: N309 LYO RUS/02
NOKA3ATENb HOPMb! PE3YNLTATBI
ONWCAHKE Nvodmnnanposanseti npenapar or npakTuueck Genaro Ao CooreetcTeyer TpefoBaHusm
Benoro ¢ XenToBaTLIM OTTEHKOM UpeTa
NOANMMHHOCTL AEMETUOHWH UCH, Cooteetcrayer Tpefiosauam Cootaetcrayet Tpefoakusm
BIXX C OBPAWEHHON ®A30M
NOANMHHOCTH AEMETHOHVH MOH Cooteetcrayer rpefoaanusm CooTBetcTeyer TpeGoBanusm
(S,S-130MEP), U3OMEPHAA BIXX
NOANMHHOCTL CooretcTeyer Tpefiosamam CooTaetcrayet TpeGosanmam
1,4-BYTAHUCYNb®OHOBAR KUCNOTA
COLEPKAHUE BObI £25% 0,4%
OAHOPOHOCTL A03MPOBAHKA Cootsetctayer Tpefosanuam Cootsercrayer tpebosannam
§,S-M30OMEP 255% 3%
FOMOCEPUH (HS) ! $12% © 1 00%
2-AMUHO-4-BYTUPONAKTOH <1.2% 0,2%
ATEHVH (ADN) <25% 01%
METUNTUOANEHO3MH (MTA) $25% 0,3%
S-AIEHOBMN-L-TOMOLIMCTEMH (SAH) s20% 01%
EAVHWYHAS <02% 0,0%
HEWOEHTUPULIMPOBAHHAR NMPUMECH
CYMMA HEMEHTUOWULIMPOBAHHbIX <30% 0,0%
NPUMECEHN
CYMMA NPUMECER <6,0% 0,7 %
HEBUAUMBIE BKITKOYEHUS (210 MKM) < 6000 yacTvu/dhnakon 1 yacuy/hnakon
HEBUAUMBIE BKTIOUEHWA (225 miw) < 600 wactuy/chnaxo 0 vacw/cnaron
KONUYECTBEHHOE ONPENIENEHUE 90-105% 99 %
WOH ADEMETUOHUHA
CTEPMNLHOCTL CTEPWNLHO Cootaetcayet tpeliosanman

SAKNIOYEHKE: COOTBETCTBYIOT YCTAHOBNEHHLIM TPEGOBAHUAM

Boilueykasanbii npoayxT NpOUIBEASH B COOTBBTCTEMH G
* [edcTay:oupmmm TpeboaHuama HaANEXAULEA NPONIBOACTEEHHOM NPAKTHIN Esponeficroro coxaa
* RefcTaylowmmn TDOBOBEHKAMA 12Ka3Ka B COOTBETCTEHH ¢ NPAMEHIM biMy TPEBOBAKWAMI PEMMCTDALHOKHOM R0CHE

LATA: 23 man 20227, NOLANWCD: YnonHomoueHoe nuuo <[lodnuce>




