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CHCTeMHBIA HOMED AOKYMeHTa (system number of the document):

4-01/PP-02-02

AO «EJEOH PHXTEP - PYC»

PASPEUNIEHHE HA PEAJIM3ATIMIO Ne 515
(CERTIFICATE OF COMPLIANCE)

APJYAH irodunmiar aas npHroToBieRns
PACTBOPA 318 BHYTPHBEHHOTO BBEJeHHA 4M1
ARDUAN lyophilisate for solution for intravenous
injection 4mg

JIHODUIM3AT % PHIOTOBNCHHA pacTBOpa  JIA
BHYTPUBEHHOrO BBeXcHHA 4Mr, Quaxod 10mr (25) +
pactsoputens (pactBop HaTpus xnopuoa 0,9%)
amnyna 2Mn (25), nauka KapToHHas

HAUMEHOBAHHUE MTPOXYKIIMHK:
NAME OF THE PRODUCT:

PA3IMEP W THI YITAKOBKH:

PACK SIZE:

APTHKY.JL: 13790540
ARTICLE:

HOMEP CEPHM: AD31I9A/AD3169A
BATCH No:

HAHMEHOBAHHE A®C, ITPOUIBOAUTEIL, CTPAHA Munexyponus 6pomun, OAO «Teneon Puxrtepn, Benrpha
THE NAME OF API,THE MANUFACTURER, COUNTRY
HOMEP CEPHH AQC/BAJIKA (B cny4ae dacoski/ ynawoskn),  J94039N
BATCH No. OF API/BULK (in case of packaging):

JATA NPOU3BOACTBA: 03 2020
MANUFACTURING DATE:

TOJEH J10: 03 2023

EXPIRY DATE:

KOJHYECTBO BBIITY IUEHHBIX YITAKOBOK: 1 618 wr.yn.
NUMBER OF BOXES PRODUCED:

MPOM3BOLACTBEHHAS ILIOLLAIKA: OAQ «"epeon Puxtep», Bexnrpus _
MANUFACTURING FACILITY:

PETHCTPAIIMOHHOE YIOCTOBEPEHHE Na: I1NC11430/0]
MARKETING AUTHORIZATION No:

NPOLECC MTPOU3BOJICTBA _COOTBETCTBYET
PROCESS OF MANUFACTURING CONFORMS

Crp. 1mu3 1

Jannas cepun Gb11a npousBesens, BRAOYAR YNAKOBKY H KOHTPO/b KAYECTBR, HA BLILEYKAIAHHON NpPOHIBOACTBEHHOM
NAOWRAKE B NOJHOM COOTBETCTBHH ¢ TpeGomanuamu ¢ GMP uenenoro poitika u cmeuHHKAUHAMHE PerHeYPALLONNON
AOKYMEHTAUMH CTPaHbI-nmnopTepa. Cepruduxar OGYEI /9446-6/2019, GMP-01407/20/HU

This batch was manufactured - including packaging and quality control at the above-mentioned site(s) in full compliance with the
GMP requirements of the intended market and with the specifications in the Marketing Authorisation of the importing country.
Certificate OGYEI /9446-6/2019, GMP-01407/20/HU

Ipou3BoacTBO cepry, YNAKOBKA ¥ AKANU3LI GLUIH NPOBEPEHbl H NPHIHAHBI COOTBETCTBY LM ¢ GMP, &
The batch processing, packaging and analysis records have been reviewed and found to be in compliance with ¢ GMP.

KauyecTBo npOAyKTa COOTBCTCTRYET CNEUBGHKALNN TENO11430/01-201017, Mam, Nel ot 04.07.2019
The quality of the product conforms to the Specification No PE3YALTATHI IPHIOKEHS! B CePTHOMKATE KAYECTRA

Mpumeuannsn:
Remarks: Het (No)

HacTosmam noaTBepxAAEM, 4T0 BLIEYKAIAHHAS CEPHS PAIPEINCHA K PEATHIALHY. o
We hereby certify that the above mentioned batch is released to market.

YronnoMoueHHOE JIHLG
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FEAEOH PuxTEP

CEPTHOHKAT KAUECTBA

HQHMEIIO&HHHC TIpOAYKTa:

APIOYAH

Jlexapereeiias hopaa;

ﬂHD(i)i!JlH}ﬂT IR NPHTOTORICHMS pacTBOpa ANs BHYTPHBCHHOID DHEAEHHA

Hoauponka:

4 mr/ dnakon

Hosep ceprii (nnodwnsaar): A03119A
Homep capuy (pacrsopurens): A03169A
Jara nponssoacrsa (miadismizat): 03 2020
Hata npoussoncraa (pacTaopyrens): 03 2020
loneut no: 03 2023
Xpanenue: Hpu Temneparype o1 2 sio § °C, B 3ALMLICHAOM OT CBETA MecTe,
| TECTBI TPEBOBAHHS JDAHHDIE
lpemee . AHATIM3A
OIHMCAHHUE: Benwtit win noyrn Genviit anodiinmaar. o COOTBETCTBYCT
NOUTHHHOCTD: OcHOBHOE NATHO Ha XpoMaTorpame HENBITYEMOro pacTsopa no

nHnerypoiua Gposua
Meroaon TCX:
MeTonon Xisveckan
peaKuig

nonomeumo, OKpacke H BCAHMUNE DOMMHO COOTRCTCTRORATS
OCHOBHOMY HATHY Ha XPOMATOrPAMME pacTaopa cpapnens 1.
XHMHYECKAR PeaKUHA ROMKHA BhITh nononcrensioli (o
PEIYIIBTATE HCILITAIMA TIONMYYEHHLIT pacTrop npHoBperaer

GOD'I'EL‘-TC‘J‘B)‘ cT

HENTOBATYIO ONANECUENLHIO JUN BLINARAET CCANOK). cooTReTCTRYET
BPEMA Conepinmoe ofHOro dakona fonmuo pacteopiTeCh Ge3
PACTBOPEHMS: QCTATKA B COACPIRUMOM 0ANIOf} AMIYABI PACTBOPITEN He Goliee
HEM 38 OAHY MHHYTY. cooTReTCTAYET
MPO3PAYHOCTD Pacrsop npenapara nomsen GLimh npoapattnis
PACTBOPA: 110 CDABHEHIIO € BOADH. COOTBETCTBYET
UBETHOCTb PACTBOPA: | Pactaap TIPENAPETa HOMKEH GLITL SeCuBeTiinM.
COOTAETCTBYST
! pH PACTBOPA: 50-10 i 58
MEXAHHWYECKHE
BKJIIOYEHMA:
BHAHMLIC HaCTI LI Pacvsop npenapara aoimwes Gbity cooSonnniv oT
BHIHMBIX MEXAHHHECKITX BEMONCHUIL COOTBETCTaYCT
HEBUAHMLIC YACTHUM! qacTHus 2 10 mxm: ke Gonee 6000/dnakon 20/pnaron
L HACTHULEZ 25 Mkt te Boaee 600/ hnaxon 1inakon
NOCTOPOHHUE Tpumecs A-114: e Gonee 1,0% <0,02%
HPHMMECH: Mpunecs A-44: ne Gonee 2,0% 0,47%%
TCX Jhiofias apyras naesTigHupoRantas MPHMESH! !
tie Gonee 0,5% <0,04%
JhoBan npyras HenaeaTHdhuiuposannag npHMech;
e Gonee 0,2% | 0,08%
Cynmma npimeceis: e Ganee 5,0% { 0,55%
BIMX (nepuommecnti tecr) | Moumecs A-538;  we Bonee 2,0% <0,05%
BOJIA: He 6onee 0,5 mr e | dnaxane 0,1 Mr/dnakou
BAKTEPHAJTLHBIE
IHAOTOKCHIbLI: He Bonee 5 EDinu <030 ES/mr
CTEPHIILHOCT: Mpenapar gossen Guite crepnanubing, IR By oy COOTBETCTBYET
crp. 1 d P Y
5‘01 TR A
8 A
AQ « » WEL (ATOB (4 5
Meeronrsomeasne H oS3 Budspest, Gudmnds w i(?J-EOI J;ﬂ:ﬁ:-?:'ﬁffucuucéc (#;HEF@H?\AT ‘ g‘-lﬁcm i

Teaedon €361 431 4000« Tenediase -0 i AMROOSI, 436 1 260 489 + 73y
PereTpassonwit £y 3 Byaanewrerery cromigsons TPy ata No Cy it 1013
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Hamsenonznbe nposyvira:

APJEIYAH

Jlekapernennan qopya:

HL!D!}HHHJJT_H{]H NPHIOTORICHR PACTBOMA IR BHYTHHBCHHOIO BECACHIN _]

Hoaupoaka: ! 4 ar/ gnaxon
Houmep cephin (nuodmniat): L AD3TIOA
 Howmep cepuu (pacrsopurens): | AD3160A
| Hara npoussosersa (nodumiar); 03 2020
Hata nponssoncrea (pactaopuTens): 03 2620
lonex no. 103 2023 o ]

KpaneHue:

| Mpu remnepatype o7 2 fo 8 °C, B 3AUIHILCHION OT SReTa MOGTO,

OMMPELEJIEHHE:

TECTHI TPEGOBAFMMS JAHHLIE
AHAJIH3A
OHHOPOINOCTL Tepseii nokasarens npuesviemoctn (AV) € L1 (n = 10)
HO3MPOBAHMSL: Al nepssiii nokasatens npuestiemocti (AV) S L1 (n = 30),
| H B DTOM CYMAC: BCE IHAUCHMA N; AOMKILI YAORNETBOPATL

nepasenctay | M- x,|£0,01% L2x M,

rne LI =150, L2 =250 AV=6.3
KOJIHYECTBEHHOE | TMunexypoia Gposiiza:

O713,6 mr no 4,4 i nunexypostn Gpoanwa/ dinakon
{or 90,0 % a0 110,0 % nunexypotiua Gpossan/graxon).
Mannurona:

Ot 4,8 vr go 7,2 Mr MannuTona/hnaron

3,864 sse/ain
06,6%

6,095 srfsun

{oT 80,0 % an 1200 % MBHHHTOR A/ iaKoH) 101,6%
PacTaoprirens 0,9 % pacteap nuvpis Xn0pHaa
OTMMCAHHE. Eecusernutit npoapavnuiil pacrsop. CCOTBETCTRYET
NMOMUIMHHOCTh: Harpuii: nososesentiui pesynnTar va oxpacky naaveqn COOTBETCTBYET
HUTDIA X10pHa Xnopuast: nonoxmienLusii peaynLTar - ofpasosanue ocanka, | COOTBETCTRYLT
[IPO3PAUHOCTh: PacTsop nonaeH GuiTh NPOIPAMHEIM NO CPABHCHHIO C BOAOI, COOTRETCTBYST
LBETHOCTS: Pactaop fonsen Surs SecuseTiiniv COOTBETCTBYET
pH 4,5-7,0 5,1

MEXAHHWYECKHE
BK/TIOYEHMA:
BHIHMbIE HaCTHILH! Pacrop nomien Barth CBOBOIHAM OT BUIHMBIX

MEXAHHYECKHX BXAOYEHIL COOTRETCTRYET
HEBHAHMBIC HaCTHLK! vacTHuet 2 10 Mim: we Bonee 6000/ amnyna 17/ amnyaa

HacTHUL! 2 25 MKa: ve Gonee 600/ smnvia 1/ amityna
HOMHWHAJLHLIH
OBBEM: He menee 2,0 mn (Ha ocnoBaksy ucnnmanua 10 amrmya) COOTBETCTBYET
BAKTEPHAJILHEIE
SHAOTOKCHHEI: He oace 0,25 ED/mn <0,06 EQ/mn
CTEPHJIBHOCTb: Tlpenapat nosaen Brih cTepIITEHKM. COOTBETCTAYET
KOJIMUECTBEHHOE | Harpus xaopuna: OT 8,55 mr 20 9.45 mr HATPHA XJIOPHIE/ M 9,004 mrimn
OIMPEJIEJJEHME: (o1 95,0 % no 105,0 % natpis xn 100,0%

Crp. 1uz |

cTp. 23 4

Mecronaromaenne H-HU3 Budapest, Gydmedi it 19 21 Bassrpin + Nowrasac 83
Teachon +36 14304000« Teaafare -3 | 260 6650, 36 | 260 4891 «&
Peruserpaunoninuit eya Bymncirerors stomeons mpndy s No Cy 01-

CE@%VW“

Sgeruss M 1478 Budapest

QAQ «Teaeon Puxtepstl

Bourpis

P : PHO:
7
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CEPTHOHKAT KAUYECTBA

Flanmenoeanue npoyrra:

APIVAH

Jlexaperneiman dopua:

AHOGUIHIAT [0 NEHFOTOBICHHS PACTEOPA ANA BIYTPHBEHHOTO BBELEHI

Hoauposra: 4 Mr/ dhnakon
Homep cepun (nnoguanaar); AD3I19A
Homep cepix (pacTsoprTens): AQ3169A
Hara npownssoncraa (niodnaniaT): 02 2020

[Hata npouasoncrsa (pacTsopiTens): 03 2020
Conen po: 03 2023

X panenie:

Mpy TeMnepaType o7 2 20 8 °C, 8 3AWHILICHHOM OT CheTa MecTe,

TECTbI TPEBOBAHMSI IAHHBIE AHAJTH3A

YTIAKOBKA: 10 Mr uodmanaaTa Bo nakone wi GecunaTHOrG H M siodumiata o GuakoHe w3
crernz (1 Muaponiriueckuii knacc) conepaat 4 mr | Gecusernoro crerna (1 MunponHTiveckit
Nufiekyposisg Gporina; 2 Ma pacTropiTens 8 KNZCE) COTEPHAT 4 MT AUASKYPOHNA
GecuneTiiof crexnannoi anmye (1 Gpomnna; 2 Ma pactaopirtenn b Gecuetiiof
Cunponmimeckui knace), 5 drakonucn u 5 ammyn s Cm‘”""s"ﬁﬂ ANty (]5 Fn.nr.;omwwlecmm
fLNACTIKOBOM hiofutone, § n.nac'n_:.mamx noageoHus B : r':fl::zf:xo?;jh;;i:cﬁu. ;h;:-az:imoam
KAPTOHHOK NauKe ¢ HHCTPYKUieH No npuseneuwo, | NOAONON b KapToMION nave ¢

| HHETRYKUHEH N0 NPHMEHEHHK.
MAPKWPORBKA | Ha aviierse gaasona na PYCCKOM AILIKE ! Ha arukerse foraxona na pyccrom sasiwe

| YRA3LIBRETCR:

- TOProBOS HAHMEHOBAHKE NPCNRPATA, M-
 AYHApQAHOC HENATCHTOBAHHOE HOWMEHOBAKHHE,
NO3HPOBKA, fickapeTactiHan hopma, Ha3RAHKE 1
aumbnesa nponasoanTens, nomep cepun, aaTa
NPOMIBONCTEA, CPOK TOAKOCTH.

Ha srukerwe AMPYALI (0 PYCCKOM AIBIKE
YRBIhIRaeTCH:

| «PacteopiTent»; Hassanue, KOHLEHTPRLHA 1

| KONMYECTBO PACTEOpE B OLHOR aMnyne; Hesuapue,
3mbiena 1 KPATKHA aapec (ropos, crpana)
NPOHIBOAHTENA, HOMep cepuu, aaTa npoKIBoaACTBA,
CPOK TORHOCTH,

Ha kapronuoil nauke na pycckon nanixe
YK8161BRETCR;

TOproBoe HanMeroBande npenapata (AyGnupvercs
Ha aHFIHACKOM R3MKE), MOKAYHAPORHOE
HEMATEHTORIHHOS HaHMeHosanne (ayBanpyetcs #a
BHEAHACKOM AIbIKE), NekapeTaean iopsa,
noauposka (ayGanpyeics Ha anrauiickom A3bIKE),
£OCTAB AHODHAKIATA B oniOM (axoNE, cocTan pac-
TROPHTCAA B OAHOR ammyTe, KOAHUECTRO giakonon
H AMITYN C pACTBOPHTEAEM © YKAIAHWEM HAABAIING
PASTBOPHTEIIR, Er0 KOHLCHTPAUHN M 0GLeMa
CONEPHKMOTO aMITYJILL PACTBOPHTENAS, Criocol
BBEACHHA:

YKEIAHLI
TOPraBOE HINAMEHOBAKHE IPENIPATA, MawK-
LYHAPOAHOS HENATEHTOBANIOE
HOHMCHOBAHIE, NOIMPOBKA, NEKAPCTECHHAA
dopsia, Haibatisie 1 3mBaenma
fIPOHIBOANTEAS, HOMEP CCPiH, haTa
NPOU3BOACTAY, CPOK FORHOCTI,

Ha ITHRETKE BMAY.ALI BT PYCCKOM R3BIKE
YKAZAHbLL

«PACTHOPHTENLY; HAIBAKHE, KOHLEHTPALHA
¥ KOMUYECTRO PAcTROPE B 0AKOA amnyne;
lim3sutitie, omGaeMa 0 Kpatknfi aapec
(ropoa, cTpata) npowsROANTENR; HOMED
CEpHI, AATA RPOHIBONCTEA, CPOK FOAHOCTH.
Ha kaprouuall nasxe na pycerny #3nike
FRHBUHBL

TOProBos HAKMEHOBRHKE NperapaTa
(nyGampyeTca na aurnufickon satike),
MEXTYHAPOAHOE HENATCHTORINMOE
Hanmenosanne (nyGanpyerca va
anranilckon A3nINe), NEKAPCTBEHHAA DopAra,
203HPOBKE (AyGNHpYETCA Ha nuraniickoa
AIBIKE}, COCTAB MHODHAHIATE B OAHOM
ankosie, cocTan pactBOpHTENA & GIHOMN
QMBYIE, KOMHYLCTBO dAaKOKOR 1 amnyn ¢
PACTROPUTENLN € YRAIMIHEN HAIBAHYA
DACLHGRHIANA, €MO KOULUEHTPALIY 1t COLeMa

i

crp. 3madg

Mecrouaxosaenie: H-1103 Budapest, Gydmidi yi 19-21 . Beurpin + Monasoc &

OQAD «leagem PuxTeps

Teaegion +36 1 431 4000 « Teacdusr =36 § 260 6050, 436 § 260 4501 T3

Crp. 1 m3 1
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 CEPTH®HKAT KAUECTBA

Hausterosatine nponykra: APAVAH

Jlekapersziinas hopma:

SHOPHANIAT ANA NPHIOTOBNCHIA PECTROPE 1A BHVTHDESHHOrO BRenetnA
i ¥

Hoanposka: 4 mr/ dnakon

Hownep cepuu (nadmmisary: AD31194

Bt OMEp cepHH (PacTaopiTeas): AO3IE9A
Aata nponasoactsa (modummsar): 032020
Hata npoussonctsa (pactsapitens): | 03 2020

TConen no: 032033

| Xpauenne: lpy Temneparype or 2 208°C, p

3alHULEHOM OT CBeTa MecTe,

[TECTEI TPEEOBAHIIA - ZIAHHBIE AHAJTH3A ]
“IlnR BHYTPHBEHHOTO BLRSCHIA (nocne «[inA BHYTPHBEHHOrO RRSAEHY i
APHTOTOBICHIA PacTBOpa)», YCrOBHg XpaHeHus, (nocne fnpurotosnenus pacteopaln, |
| YENOUBHA OTMYCK, HOMEP PErHCTPALHOIIONG YENOBHR XDAIIEHHA, Yenosus oTnyCKa, i
| YNOCTUBEPEHHA, MEPBI MPEROCTOPORHOCTH 1 HOMEP pericTPaLHOHHOrO '
ApERAYNpeanTEabble Hanmich «CTepHaLHO. », YACCTOBEPLIIHA, Meph!
«XPaHHTL B KEAOCTYRHOM An3 HeTell MecTely, «llepen | NPAACTOPAKHOCTH H |
(PHMEHEHHEN NPOCHM NPOYHTATH NPHAOAEHHYIO NpeaynpeRHTent LI “Mﬂ"c""'“cm' i
HHCTPYKLIHIO., WTPHX-KO, HOMEP CEPHM AHOD HAH- plmmw.w; ‘:3;":*:'"5{ ;[HE}J:OCT‘_\ o |
T8, HOMED CEPHIt PACTAOPHTENA, NATA NPOMIBOACTA ‘;gz:::;;ge: ni‘);;;‘“ ip;ﬁuwrarb 1
THOWHNHIATA, Nata npoanoacTaa PACTEOPHTENA, Cpok MPHAGKENITYIO HICTRYKUHIO.»,
FOAHOCTH, AoroTin npouisoantens. Mpn WTPHX-KO, HOMEP cepuil
TIPOH3IBOACTHE HA UICINANKE 8 bynanewre ykassipaior: AMO(HAIATA, HOMep Cephi
«lponsseneno: asnanne, ropan i cTpaty PACTBOPHTENA, 4ATA NPOHIBORCTRA
NPOM3BCAHTEAD), AHOPITHIAT, NaTa NPOHIBOACTEA
PECTBOPUTENS, CPOK FOANOTTH,
AOTOTHA NPOHIBOANTENA, HATBANKE,
ropoa H CTPAHA NPOHIBOIKTENA,
Honenuurensio MOTYT HAHOCHTBCH AAHHBLIC R
QA uened MONNTOpHIIra 1 chcrene ML
CPOK
[OIHOCTH: 3rona 3 rona
; Kavecreo npenapata COOTBETCTBYCT TpeGoBanmAs, VKAIAHiLM 8 11)] Ne 11 NO | 1430/01-201017. Haw. Nel (040719).
Hacrosumii Cepruusar Kavtectoa Apnsercs HenpaanenHon sepereii Ceptueuxara Kavectea ot 21 05.2020 rona.
Henpasnesus ne pausior ua kavectso HPOLYKUHH,
Hara awimycka 8 peanaumo: 21.05.2020.
HaTn BHCcceHUR HenpaBncH: 06.07.2020. __l_
. CTp. 4 ma 4 } "

OAQ «lepeon Puxraps

Mectanaxomazine H-1163 Budapest. Gyomumi gt 19-11 Benrpi « Morrosos or i
Tenedon +36 1 431 3000 Teasdare <36 | 260 6650, +36 | 260 4591 « S0
Berucrpaumonsuii eya Byaancwromiro crammiorn Tpniy 2 No Cg. 0110

Crp. 1uz |
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