JAEPKABHA CJIYXBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCHKIN OBJIACTI

nipos. Ceitmynoi Hapnii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
NIPO AKiCTH BBE3€HOT0 B YKpaiHy JIKapcbKOTo 3ac00y
05.11.2024 Ne 55634/24/1011
KOHKOP®

(HaliMeHyBaHHS JTIKAPCHKOro 3ac00Y 3TiAHO 3 peccTpalifHHM TOCBITUEHHAM)
Ta0JeTKU, BKPUTI MJIiBKOBOIO 000,10HK0K0, 10 5 Mr; 110 30 Tabnerok y 6aictepi; mo 1 6aicrepy
y KapToHHiil kopo6ui
(opMa BHTyCKY, JO3YBaHHS, BHA NaKyBaHHs NTiKapchKoTro 3acofy)

Homep peecrpauiitioro nocsizuenns UA/3322/01/02 crpox nii peectpanitinoro nocsiguenns 01.01.2099
Cepis nikapcskoro 3acoby Ne G0280H KinbkicTh BBE3EHOTO Tikapchkoro 3acoby 17280

Brpo6HHK Mepk Xenckea KI'aA, Himeuunna
(HaliMeHyBaHHs BUPOOGHHKA JikapchKOTo 3aco0y, KpalHa TIOXOIKEHHS )

Baeseno B Yipainy ToBapucTBo 3 06MexeHoI0 BignosinansuicTio "ACTHO YKPATHA",
iment. xom: 42274733

(naiiMenyBaHH4 Ta kof 3a €/IPTIOY ropuauunol ocobu abo mpisBuriLe, iM's, 0 6aTbKOBI (GizHuHOT
ocofu - nignpueMis, 1 Miclle TPOXWBaHHA Ta peecTpaliifHui HoMep 06IIiKOBOI KapTKH TIIaTHHKa
nojaTkiB 260 cepisf Ta HOMep TacropTa)

Iporokoa BisyansHoro konrposo eix 28.10.2024 N 3325/1.

3a pe3ynbTaTaMH  JEepKaBHOTO KOHTPOJIIO BCTAHOBJIEHO, IO JiKapchkui 3acid BBezeHo B VYkpainy 3

JOTPHMAHHAM BuMor 3aKOHOAABCTBA IOKO0 3a0€3MeUESHHS AKOCTI TKapChKHX 3ac00iB.
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TIEPKABHA CJYKBA 3 JTIKAPCHKHUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJIACTI

nipoe. CeiTimuroi Haxii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €[PTIOY 37078774

BUCHOBOK
PO AKICTH BBE3CHOT0 B YKpaiHy JiKapchKoro 3aco0y

01.08.2024 Ne 37373/24/10

KOHKOP®

(HaliMeHyBaHHS JiKapcbKoOro 3acoby 3riaHo 3 peecTpallifHHM TTOCBI TYEHHAM)
T26J1eTKH, BKPUTI ILTIBKOBOI0 000JI0HKO10, 110 5 MI; 10 30 Ta6aerox y Gicrepi; mo 1 Guicrepy
y kapToHHiii kopooui

((hopMa BUITyCKY, O3yBaHHA, BUZ aKyBaHHs JikapchKoro 3acoby)
Homep peecrpauiiinoro nocsizuerts UA/3322/01/02 crpox aii peectpaitifinoro mocsixueHns 01.01.2099
Cepis mikapcekoro 3acoby Ne GO280H KinskicTh BBe3eHOrO Tikapcbioro 3acoby 34200

BupoGHuk Mepk Xenckea KI'aA, HimeuunHa

(uafimMeHyBaHHs BUPOGHIKa JTiKapchKOTo 3ac06y, KpaiHa HOXOMKEHHS)

Baesero B Ykpainy Tosapucreo 3 obMexenoro pixnosinanpuictio "ACIHO YKPAIHA",
inent. xon: 42274733

(HaiiMenyBanHs Ta kKox 32 EPTIOY ropuauHoi ocobu abo rpizue, iM'A, 110 HaTbKOBI disHUROL
0co6H - TTANpHEMIL, Ti Miclie IPOXHBAHHA Ta peeCTpalliiinuil HoMep 067iKOBOT KAPTKY IIiaTHHKA
rozaTki abo cepist Ta HOMep HacTiopTa)

Iporokoa Bisyansroro koutpoio six 31.07.2024 Ne 2170/7.

3a pesymbTaTaMM JIEPXKABHONO KOHTPOJIO  BCTAHOBIIEHO, 110 nikapcekuii  3aciG BBe3eHO B YKpaiHy 3

JOTPHUMAHHAM BiMOT 32KOHOJABCTBA OO 3a6e3reuenHs SKOCTI KapChKUX 3aC00iB.

Oanra CPHROMEBEHED
{anbudamd v i}

EEEETIO Crebansecy




NoroTun Komnanii Mepk

(NEPEKNAL)
CEPTU®IKAT BIANOBIAHOCTI
KOHKOP®, TabneTku, BKpUTI NJ1iBKOBOIO Mepk Xenckea Kl'aA, 64293 NapmuwtanT
o6onoHkoto, no 5 mr Ne30 dpankdypTep LLTpacce 250, HimeyduHa
Hasasa npogykTy, dopma BANYCKY BupobHuua pinsHka

no 30 TabneTvok y bnicrepi;

no 1 6nicTepy y KapToHHiA kopo6uUi 2 DE_HE_01_MIA_2023_0046
Poamip Ta Tun ynakosku PPIF / BoA Niyensia BUpoOHUKa
Bepcin
Mepk Xenckea KlMaA, 64293 [apmwitanr
Biconponony dgymapary 5 Mr dpankgypTep Wrpacce 250, Himeyuuna
Cwuna gil/akTueHicTb iHrpenieHTiB KoHTponb AKocTi

Mepk Xenckea KlaA, 64293 DapmuitanT

UA/3322/01/02 ®pankdyprep Wrpacce 250, Himev4nHa
Homep PeecTpaliiiHoro nocaigqeHHs MakyBaHH$

YxpaiHa H/3 3.01493.0751

KpaiHa-imnopTep MigpsaaHuK Homep maTepiany supobHuka

G0280H 51.480 ynakoBOK H/3

Homep cepii Kinekicte/oanHuLi Homep koay niapsiaHuKa

09.12.2023 : 11/2028 G0236S

OaTa BUpoBHUUTBA  TepMiH NpuaaTHOCTI Homep cepii 6anky

H/3

YmoBu 3bepiraHHs KomeHTapi

LlMM NiATBEPIKYIO, 10 BHUIIEBKa3aHa iHopMalis € JOCTOBIpHOIO i TOUHO0. JlaHa cepis BUrOTOBICHS,
BKJTIOYAIOYH YIIAKOBKY/MApKyBaHHS Ta KOHTPONB SIKOCTI, Ha BUILEBKA3aHill AIIBHWII Yy TIOBHIH
pignosigHocTi 3 BuMoramu GMP MicleBOro pEryirol04oro oprady, a TakoX 31 cnenudikamisMy
Peccrpariitaoro Jocke kpainu-imnoprepa abo Jocse JOCIIIKYBAHOTO JIiKapchKoro 3acoby. [IpoTokoan
BUPOGHHUTBA, YIIAKOBKHK Ta aHANi3y cepii Oy po3rIAHyTi i Bu3HaHi BignosinauMun GMP.

(0 Hoxrop Tomac KipwHep
[0 nNoxrop Peto Teiic
Xl Vre Epenc6eprep

[0 pDokeunicdep MpabaHp 08.05.2024 (nignuc) (nevatka)
YnosHoBa)XxeHa ocoba Hara

AinbHuULUA, KOTPa BUNYCKaE

cepito B 06ir:

Mepk Xenckea KlaA,

®pankdyprep Wrpacce 250

64293 [lapmwtanr




Norotun KomnaHii Mepk

(NEPEKNAL)
3.01493.0751 KOHKOP® 5 MI" - (30) YKP
Cepin G0280H

[Jata sunycky: 25.04.2024
Tepmin npugatHocti: 30.11.2028

Jonarkosa iHGOpMaLid:
HasBa mpoyKTy, 3a3HaueHa B LbOMY cepTHikaTi aHamisy, eKBiBAIEHTHA Ha3Bi IPOLYKTY
KOHKOP®, Ta6neTkun, BKpUTi NNiBKOBO 060/10HKOI0, NO 5 mr Ne30 , BigroBiHO J0

peeCTpamifHoOro MOCBIMYEHHS.

Ha nepmiit cTopiHwi 1{soro cepTudikara aHaIizy BKA3aHi JaTa BUITYCKY, JaTa 3aKiHUeHHs TEPMIHY
i Ta MiMHC YIIOBHOBXEHOT 0COOH Ui BUITYCKY I'OTOBOTO IPOAYKTY. et mimuc BUITYCKY HE €
exsiBanenToM ceprhdikamii cepii, onmcanoi B Jonatky 16 1o EU GMP Eudralex, Tom 4.
Ceprudikauis cepil 0QOPMIIETECS OKPEMHM IOKYMCHTOM (CepTudikar BiAMOBIAHOCTI).
TlounHAI0uH 3i CTOPIHKY 2, BKa3yrOThCA aHaTiTHYHI Jani cepii 6aNKy, 110 BUKOPUCTOBYETHCS LI
ITaKyBaHHS TOTOBOTO IPOLYKTY, i3 3a3HAYEHHAM JaTW BUTOTOBNEHH:, JaTa BUIYCKY Td JAaTy
KiHI{€BOTO TIAKyBaHHA (TEpMiH TIPHAATHOCTi OCHOBHOI cepii AnmA MaKyBaHHA) AaHOI cepii Ganky.
Cepis 6aika BHIYCKAa€TbCA MEHEIKEPOM 3 KOHTPOIIO SKOCTI BiAOBIZHOCTI Ta MEHEMIKEPOM 3
KOHTPOJIIO SKOCTI.

1M A IATBEPKYIO, WO I cepid Oyna npoTecToBaHa y BiJ(MOBIHOCTI 3 peecTpaliiHuM
TTOCBiYEHHAM Ta EBpoIIeiichkor0 HacTanoBok «Memmuni ripoOu. Hanexna BUpOOHHMYA
TpaKTHKa».

Tlinmuc kepiBrmka;  YrosHosaxeHa Ocoba ITignuc kepiRHUKA: Menemxkep Konrpoiio
Slxocrti

Tpizsune, Im's: Vre Kpictina €pencbeprep Mpizeume, IM'a: Mimens xynic

Jata migmicy: 25.04.2024 16:20:34 CET Jlara nignucy: 08.04.2024 15:56:50 CET

115 cepist Oro[keHa 3 BUKOPUCTaHHAM ETIEKTPOHHOIO IiAOMCY Y BIANOBIAHIH cHCTEMI.

I1eit MOKYMEHT CKJIAJIEHO B €ICKTPOHHOMY BUITIAAL Ta JifcHuE 6e3 mianucy .

Crop.133

Merck Healthcare KGaA, Frankfurter Strasse 250, 64293 Darmstadt (Germany): +49 6151 72-0



JNorotun Komnakii Mepk
(MEPEKNAL)

Ceprudikar Anajisy

3.01493.0751 KOHKOP® 5 MI' - (30) YKP

Cepin

G0280H

Haagea npopykTy: KoHkop 5 mr. - Bank

Kon npogykTy: 3008037771

Cepin Banky: G0236S

XpoMarorpami BUTIPoOYyBaHOTO
pO34MHY Ma€ BiANOBIIATH Yacy
YTPUMYBAHHS OCHOBHOI'O MiKy Ha
XpOMATOrpaMi CTaHIapTHOrO
PO3YHHY.

Hoxa3zHuk Cnenudikanis BHIYCKY PesyasTaTH
Omuc JKosrysaro-6ini, ceprenoxioHi, XogrryBaro-6ini,
ZIBOOTYKJI TaGNeTKH, BKPHUTI cepuenoniOHi, ABOOIYKII
[77iBKOBOIO 000JI0HKOIO, 3 PUCKOIO 3 TabNeTKH, BKPUTI "
060x OOKiB. IIIiBKOBOIO 0O0IOHKOIO, 3
pHCKoIo 3 060X 6oKiB
Posnaganus He 6inpie Hix 5 XB 1.27 xB.
1.60 xB.
BuicT Boau He 6inpue vk 2 %
1%
Inentudixkaris BEPX : [MoszuTHBHO
Biconponony dymapary | Yac yTpiMyBaHHA OCHOBHOIO IIIKY Ha

OnHOpiAHICTE MacH

18/20 Tabnerox — He Ginpe = 7,5 %
BiJI cepeHbOI MacH;
2/20 TabreTox —He Oinplie £ 15,0 %
BiJl CEPEIHBOI MacH

Binnosigae BuMoram

KinpkicHe BU3HAYEHHA BEPX: 95 — 105 % Bix 3a4BJIE€HOTO 99 %
Biconponony ¢ymapary | BMicTy

Busnaueuns yucroru BEPX

Bynb-sxa iHma

HeigenTHdikoBaHa He 6Ginpe Hix 0.4% Binmoginae
JIOMIIIKa

CyMa BCiX JIOMIIIOK He 6Ginbure vixx 1.0 % 0.00 %

Mikpo6ionoriusa
ynCcTOTA

IloBunHA BiANOBiZaTH BUMOTAM
Cep.DapmM.

He nposoauitoch

Crop.233

Merck Healthcare KGaA, Frankfurter Strasse 250, 64293 Darmstadt (Germany): +49 6151 72-0




Norotun KomnaHii MepK
(MEPEKNAL)

Ceprudikar AHaM3y

3.01493.0751 KOHKOP® 5 MI" - (30) YKP

Cepis G0280H

Hassa npogykTy: KoHkop 5 mr. - bark
Kog npoaykty: 3008037771
Cepist Banky: G0236S

* nmirode BUIAHHS dapMakorel
#* TeCT MPOBOAMTHCS Ha TI0YATKY Ta B KiHII TEpMiHY IIPUAATHOCTI, 10 METOLY BHOIPKOBOTO
KOHTPOJIIO.

Jara BupoGHULITBA: 09.12.2023
Jata BUnycKy: 14.02.2024
Kinmuesa iaTa makyBaHHs: 06.12.2024

[{1M 5 TATBEPIOKYIO, 1O 1S cepis Oyiia mpoTecToBaHa y BiZMOBIMHOCTI 3 peecTpalliiHUM
MOCBiMUeHHsM Ta EBPOMEHCHKOI0 HacTaHOoBOK «Memuyui Bupobu. Hanexna BUPOOHHYA
TIPaKTHKaM. , v

HazBa npojykTy, 3a3HaueHa B LIbOMY cepTH]ikaTi aHai3y, eKBiBaJIeHTHA Ha3B1 IPOAYKTY
KOHKOP®, TabneTku, BKpUTi NNiBKOBOI 0GONOHKOM, 110 5 Mr Ne30 , sianosigHO 10
peecTparifHoro NOCBiYEHHS.

[Tizmuc xepisuuka:  YnosHoBaxeHa Ocoba ITianuc kepiBHKKA: Menemxep Konrpoio
Sxocri

Tpiseuuie, Im'a: Kpicrina ®ink Mpizsume, IM'a: Lara Hoffmann

Jlara mignvcy: 14.02.2024 12:09:31 CET Jlara nignucy: 21.03.2024 13:52:20 CET

(neuatka)  (mimiuc)

Lara Hoffmann
Kepisauk Jla6oparopii (LdQ)
Merck Healthcare KGaA

Ileit IOKYMEHT CKJIAZEHO B eJIEKTPOHHOMY BUIILII T2 MifcHui 6e3 THAICY .

Crop.333

Merck Healthcare KGaA, Frankfurter Strasse 250, 64293 Darmstadt (Germany): +49 6151 72-0



CERTIFICATE OF COMPLIANCE

Concor®, film-coated tablets 5 mg Ne30

Merck Healthcare KGaA, 64293 Darmstadt,
Frankfurfer Strasse 250, Germany

Name of Product, Dosage Form

30 tablets in blister;
1 blister in carton box 2

Manufacturing Site

DE_HE_01_MIA_2023_0046

Pack Size, Packaging Type PPIF / BoA
Version

Bisoprolol fumarate 5 myg

Manufacturing Authorisation

Merck Healthcare KGaA, 64293 Darmstadt,
Frankfurter Strasse 250, Germany

Strength/Potency Active Ingredient(s)

UA/3322/01/02

Quality Control:
Merck Healthcare KGaA, 64293 Darmstadt
Frankfurter Strasse 250, Germany

Marketing Authorisation No.

Packaging Site

Ukraine n.a. 3.01483.0751

Importing Country Contractor Material No. Manufacturer
G0280H 51.480 folding boxes n.a.

Batch No. Quantity/Units Code No. Contractor
09.12.2023 - 1112028 G0236S

Date of Manufacture Expiry Date Bulk Batch No.

fi.a.

Storage Conditions

Remarks

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling and quality control at the above mentioned site (s) in full compliance with the GMP
requiréments of the local Regulatory Authority and with the specifications in the Marketing Authorization of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP. e

O Dr. Thomas Kirchner : O

[] Dr.Reto Theif ; -
Ute Ehrensberger A

[ Jennifer Graband

0L 0%, 2o~ Za’”\ﬁ "“‘W
AN

Qualified Person Date Signature
Releasing site:

Merck Healthcare KGaA

Frankfurter Str. 250

64293 Darmstadt




CERTIFICATE OF ANALYSIS

3.01493.0751 CONCOR 5 MG - (30) UKR
Batch G0280H

Release date: 25.04.2024

Expiry Date: 30-Nov-2028

Additional info.
The praduct name indicated in this Certificate of Analysis is equivalent to the product Name Concor® film-coated tablets 5 mg

No. 30 according to the marketing authorization.

The first page of this Certificate of Analysis indicates release date, expiry date and release signature of Qualified Person for
the finished product, This release signature is not an equivalent for batch certification described in Annex 16 to EU GMP
=udral.ex Volume 4. Baich certification is captured in a separate document (Certificate of Compliance).From page 2 onwards
the analytical data of the bulk batch used for packaging of the finished product is indicated with manufacturing dalei'ﬂrelease
data and Packaging Limit date (expiry date of the bulk batch for packaging) of this bulk batch. The bulk batch is released by
QC manager and QA manager. ' ' . e

Hereby it is certified, that this batch has been tested in accordance with the marketing authorization and the Europe‘an guide
tc good manufacturing practice for medicinal products,

Signatory litle: Qualified Person Signatory title: Quality Control Manager
Signatory name: Ute Christina Ehrensberger Signatory name: Michelle Giudice
Signatory date: . 25-APR-2024 16:20:34 CET Signatory dale: 08-APR-2024 15:56:50 CET

The batch was approvéd using electranic signature in the related system.

This document has been produced electronically and is valid without signature,

CoA |D: COA-240425-00104 Version: 1
Merck Healthcare KGaA, Frankfurter Strafle 250, 64293 Darmstadt (Germany): +49 6151 72-0 Page 1 0of 3




CERTIFICATE OF ANALYSIS

3.01493.0751

CONCOR 5 MG - (30) UKR

Batch G0280H
Product name: CONCOR 5 MG, FT.-BULK
Product code: 3008037771
Bulk Batch: G02368

Parameter

Specification limits

Result

Appearance
Appearance

Disintegration time
Minimum value
Maximurh value

Water content {(Karl Fischer method)
Water content

Identity by HFLC
[dentity
Uniformity of mass

Evaluation

Assay and chemical purity by HPLC
Bisoprole! fumarate {rel.)
Fach.degrad. product
Total degradation products

Microbial purity

Microbial purity

yellowish white, heart-shaped, biconvex film-

coated tablets, scored on both sides

not more than 5 min.

not more than 2 %

The retention time of the principal peak in the
chromatogram of the test solution must comply
the retention time of the main peak of the

standard solution.

18/20 tablets - NMT +/- 7.5 % from average
mass / 2/20 tablets - NMT +/~ 18,0 % from

average mass

95 - 105 % relative to the declared content

NMT.0.4 %
NMT 1.0 %

must conform to Ph., Eur.* (The test is done at
the heginning and at the end of sheif life by

sampling method)

yellowish white, heart-shaped,
piconvex film-coated tablets,
scored on both sides

1,27 min
1.60 min

1%

Bisaprolol fumarate positive

acceptance criteria fulfilled

99 %
conforms

0.00 %

not tested

CoA 1D: COA-240425-00104 Version: 1

Merck Healthcare KGaA, Frankfurter Stralie 250, 64293 Darmstadt {Germany): +49 6151 72-0
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CERTIFICATE OF ANALYSIS

3.01493.0751 CONCOR 5 MG - (30) UKR
Batch GO0280H
Product name: CONCOR 5 MG, FT.- BULK
Product code: 3008037771
Bulk Batch: G02368
Manufacturing date: 09.12.2023
Release date: 14.02.2024

Packaging Limit Date: 06-Dec-2024

Additional info:
* current version

RL = reporting limit ‘
UDP = unidentified degradation product

Hereby it is certified, that this batch has been tested in accordance with the marketing authorization and the Furopean guide
to good manufacturing practice for medicinal products,

Signatory title: Qualified Person Delegate Signatory title: Quality Control Manager
Sighatory name: Chiristina Fink . Signatory name: Lara Hoffmann
Signatory date; 14-FEB-2024 12:09:31 CET Signatory date: 21-MAR-2024 13:82:20 CET

The batch was approved using electronic signature in the related system.

This document has been produced electronically and is valid without signature.

CoA 1D: COA-240425-00104 Version: 1

Lara Hoffmann
LdQ
Merck Healthcare KGaA

Merck Healthcare KGaA, Frankfurter Strafle 250, 64293 Darmstadt {Germany): +49 6151720 Page 3 of 3
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