JEPAUIKCIIYXBA YKPATHI
AEPKABHA CJIYVKFBA 3 JIKAPCBKHUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

By bepesnnxiscnka, 29, Kuis, 02098, Ten./daxkc: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPIIOV 37079055

BHCHOBOK
PO AKICTH BBE3eHOr0 B YKpaiHy JlikapebKoro 3acody

22,04.2020 Ne 21351/20/26

KOPAKCAH® 7,5 MT
(HaiimMenypania nikapeskoro sacofy 3rigHo 3 peecTpanilisuM nocsinyennam)
TabJIeTKH, BKPUTI MIIBKOBOIO obo0nK010, 110 7,5 Mr; o 14 Tabuaerok y Giicrepi; no 4
Duricrepu B KOpoGui 3 KapTomy
(dopma Bumycky, no3yBanns, BRI NAKYBAHHS NIKapCLKOTo 3ac06y)

Homep peccrpauitinioro mocsintenns UA/3905/01/02 erpox aii peecTpauiitnoro mocsimuenus 15,07.2020

Cepis sikapeskoro sacofy Ne 6001702 KinbkicTs BBe3enoro nikapeskoro sacoGy 20080
Bupobunx Ja6oparopii Ceps’e Innactpi, pannis
(HaitmenyBanHa BUpOGHHKa Mikaperkoro 3acoly, Kpaiua TIOXORKCHHS)
Boesero B Yipaiuy Tosapncrso 3 oGMexenow BinoBizansuicTio "CEPB'€ YKPATHA",
igent, xon: 33643340

(maiiMenypaii ta xon 3a ENPIIOY IOPHAHYHOL ocobu abo npissHine, iM'y, Mo GaTLKOBI LiYkizes: ()
0co6u - mianpuemus, T Micue npoxveauns Ta, peecTpawiiinuii nomep o6nikopof xapTry MIATHREKA
noxarkis aGo cepix Ta HoMep nacnopra)

[poTokos Bisyansuoro kourpomo six 22.04.2020 N 1264/2.

3a pesynnTatamu /ICPHABHOTO  KOHTPOMIO BCTAHOBACHO, INO JiKapchkuit 3acif  BReseno B Ykpainy 3
AOTPHMAHHAM sumor 3UKOHOAANCTBEA 0RO 3a0e3NeYeHns SKOCTi likapeykix 2acobin,
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTH®IKAT SIKOCTI IKAPCBKOT'O 3ACOBY

Name of the Manufacturer & Address/
Haspa Ta ajipeca supo6unxa

Name of Importer and Address/
Haspa Ta afipeca immoprepa

Which Consignment of product is delivered/
Bun nponykuii, mo nocrauaerscs

Pharmaceutical form/Jlikapceka dopma

Name of the Product/Hassa nixapcskoro 3acoby
Dosage / Cuna nif

Type and size of packaging/Bup ta pO3Mip YIIaKoBKH

Finished product batch number/
Homep cepif rotosoro nixapckoro 3acoby

Manufacturing date//Jata Bupo6GHHLTES
Expiry date/Tepmin npuaatocti
Batch size/Kinbkicts y cepii

Manufacturing Licence number/
Howmep niuensii Ha supo6uuTeo

Registration Number/Peectpaniiine nocsigsenns

Sidge social - 905, route de Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com

S.A.S. au capital de 3.080.000 euros » 402 222 483 RCS Orléans

{Dq. 4368 or 130920

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JlaGopaTopii
Cepr'e Inmactpi 905 pyt e Capan, 45520
Kini, ®paunis

Servier Ukraine LLC/TOB "Ceps'e Vipaina"
41, Naberezhno-Khreshchatytska St./

ByJ1. HabepexHo-Xpewarnipka, 41

Kyiv, 04070/m. Kuis, 04070
Ukraine/Yxpaina

Pharmaceutical Product/JTikapcrkuii 3aci6
Film-coated tablets/Ta6nerku, Bkpuri
I1iBKOBOIO 060I0HKOIO

CORAXAN®7,5 mg/KOPAKCAH® 7,5 mr
7.,5mg/ 7,5 Mr

14 tablets in blister, 4 blisters in the carton box/
no 14 tabretox y Gnicrepi; o 4 6ricrepu B

kopobLi 3 KapToHy

6001702

01/2020
01/2023
71 000 boxes/ynaxoBok

MM 19/139 dated 10.07.2019
MM 19/139 Bix 10.07.2019

UA/3905/01/02
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T~ SERVIER  Reforence method / TTocknanns sa MeTox : DTC_S16257 PF_T CTR 5612 EN_3.0
Reference specifications / Mocunaums na crerudixanio : DTC_S1 6257 PF_N_SPE_1260 EN 4.0

NAME / HA3BA CORAXAN® 7,5 mg |/ KOPAKCAH® 75 mr
Film-conted tablets / TaBnerxn, BKPIITI NAiRKOBGLo oBononkoo
Ivabradine 7,5 mg / IneBpamim 7.5 ar

Munufacturing product batch number / Homep sspobumgof cepif nixapeskoro 3acofy 6000683
Analysis / ananiz 12/03/2020

Finished product batch number / Hoatep cepif rotosoro nixapeskoro 3acofy 6001702
TESTS /TIOKA3SHHKY STANDARDS / CTAHIAPTHU RESULTS / PE3VJILTATH *
Appearance / Joauinmili sinann Salman coloured, trinnpular-shaped, film-coated lnblets, engraved with 7,5" on Passes / Binnasizae

<
one foce and '% on the other face / Tafirersn TPOKYTHOT hopm, axpiTa
MNiSKoR0K: 060RONKDID DR S0-PORERDID RONBORY, 3 THCHEINAM &7.513
=, .
oanoro Boky Ta « =%  » -3 jinuora

Identification of drug substance /

Izetrmigicanis xliouol pesonime :

- Liguid ehromatography / sierosons piamsmior XposTrorpagii The ratio of the reiention {imes of the principal peak From the test sokution sad 1.00

(FX) from the reference sclution must be between 0.95 and 1.05/ Bignowenns wacy

YTRUMOHHA OCHOBIArD Nk HA XPOMATOrPAMAX ACCHUDKYBIHGIO POTIHY Ya
POTIIHY NopisuANIN Moe cTanostmy §,95-1,05

- Thin-loyer chromotography  seTonan TOHKOURponol Main spot identicn) in position, calour and size for fest and reference! Ocrosui Posilive / axnemono
xposarorpafi (TIX) LAY TReFTTMEi 30 nonokeEHs, KONEOPOM T POIMTPOM AAA fOLTimEyRRIOrg
POIYINLY T poTniiy nopinusims
Average mass {mg} / Cepeairs aacn {nr) 96.9 o 107.1 (95 % 1o 105 % of theorctical mass of 102 mg}/ 1012
96,9-107,1 (93-103 % min Teaperuruot naey v 102 mr)
Disintegration thme {min)/ Poanoamimin (xs.) <15 4
Microblologieal qualléy (skip testing) / Tolal aerobic microbial count (TAMC) / Jaransa sinskicr, nepobim Skip tesl - Not Appiicable
MixpoBiororiouta wnrrora (subipkone ounpalynaim) Mispoopraniisis (TAMC):
(0" CFUg— <10"KYO/r )
Tolal combined yeasts/moulds count (TYMC) Skip test - Not Applicable
Saramuim klrexicrs pincxonix T wiceneax rpibie {TYMC): 5 10° CFU/ -
S P KYOIr .
Escherichia coli: absence/Is — nincyTriers/Is Skip test - Nat Applicable
Drug substance cantent (LC) (mg expressed as base/tublet)/ 7,13 to 7.88 (95 % to 105 % of the thearetical conlenl of 7.5 mg) / 7,13-7,88 {95- 746
Kinsricase MR frifesof (PX) {mrfrabaerxy) 105 % sia Teopersrinoro mrcry enSpanmty 5 7.5 nr)

Degradation products contont (LC) % m/m} ! Buier
ApogysTis poinany (PX} (% ata):

-Y 655 %02 <010
- degradation produet of RRT = 0,53 / npexyxr poanaay 3 RRT = £02 : <0.10
053
-A (533172, 533173, 8 33174) €02 <019
-Y10l& =02 <0.10
-Y102] 50,2 <0.10
- individual otier dzgradation product / esicr imni npoayiria <03 <010
poeny
~ sum of degradation produets / saransmii sxict NpomyKTia <06 <0.10
poanaay
Uniformity of dosage units (Eur.Pl. 2.9.40}/ Onusopluricrs. Stage/ Number tested ¢ Acceplance criteria / Jonycrimi Passes / Bizncoigae
Acleaznux o €4 (2.9,40) Cranin Kinukicrs KpiTepil
- content uniformity {LC): % labél claim/ oRHopinHicTy BuicTy DOCHimDRyBaHixX
(FX) (%5 six 3anmneuof winvxacti) _DANHIME

51 10 AVZI150%

52° +20 (30} AV<150% 10.7

175 M < cach unit/komnn onsHnus
125M

Batch nccepted! Cepin npuifusta

~

* Not d { - He = Mol applicable = He vy - Skip test - Passes = Bugl 1po) —Bidnowidac « Absenllg - Brdeypmicons, 12— ) l "\M_.\ ; ; T
Skip test—Not applicable = Buaiprone 1 ~Heny ‘ o | \l
Responsible for Conformity Control Labaraiories / Bidnosidansmiii 3a Jocmesipricms Madopamaprozo xonnyaio. W B
. koEs the %
Brice VALADE "~ % i

Siega soclal — BOG routa de Saran — 45520 Gidy - Franca - Tél. 02.38,23,87.00 - www.senler.com

8.A8. au capltal da 3 080 000 suros » 402 252 483 AGS Oréans
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I hereby declare that the abovementioned information is reliable and accurate. This batch of products was manufactured
(including packaging/labeling) and its quality control was made at the abovementioned site in full compliance with the
GMP requirements provided by the local regulatory authority as well as according to the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and GMP compliance was
established/ Llum s 3acinuyro, 1o HaBeena BHITe iHpOpMANis € JOCTOBIpHOKO Ta TouHOK. 1110 cepito npoxyxkuii 6yro
EHpobiIeHo (BKIIOUAIOYH NaKyBaHHA/MapKyBaHHA) Ta IPOBEAGHO KOHTPONE 11 SKOCTI HA BHILE3a3HAYeHIH JiNsHULI y
TNOBHIH BigNOBiAHOCTI 3 BUMoramu GMP, BCTAHOBNEHHMH MICIIEBHM PeryIsiTOPHHM OPraHoM, a TAKOX BigMOBIIHO 10
cnenuikadif, o MICTATHCS y peecTpanifHOMy JOChE. [potoxonu BupoGHHMITEa, Nakysanns Ta aHami3is Gymo
NIEPENIAHYTO T4 BCTAHOBISHO BinoBiguice GMP

Date of batch release / Jlata Bummycky cepii : 16/03/2020

Name and Position/Title of person authorising the Batch Release/ IpizeHie Ta nocaga/ 3sauns ocoln, gKa
BH/Ia/1a 103Bi1 HA BHITYCK cepil
erre GENOT, Qualified Person/YoeHoBaskena ocoba

Jéroma DEYGLUN

jhnrmaolan Ad]oint
Signature/ITignuc: -‘ / / / Date/[Iara: Ab]03/ 2020

7

Finished product batch number/ Homep cepii rotosoro nikapcbKoro 3acoby: 6001702

Sitge social - 905, route de Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com
8.A.S. au capital de 3,080.000 euros » 402 222 483 RCS Orléans
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