JTEP)KABHA CJIYKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH YV KHiBCBKIN OBJACTI

npoe. Ceitiuunoi Hanii, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
IIPO SIKICTH BBE3EHOr0 B YKpaiHy nikapcbKoro 3acody

18.10.2024 Ne 52211/24/10

KOHKOP®
(HaliMCHYBAHHS TiKapCBKOTO 3ac00Y 3TifHO 3 peecTpaliiiHiIM TIOCBITYCHHSM)
ta6aeTKH, BKPUTI NUIiBKOBOI0 000/10HK0I0, O 10 mr; o 25 Tabaerok y Gaicrepi; mo 2
GicTepu y KapToHHiil KopoOui
(opma BUMTYCKY, I03YBaHHS, BUJI TAKYBaHHS NiKapcLKOro 3acoby)

Howmep peectpauiitroro nocsinuerns UA/3322/ 01/03 ctpox i peecrpauiiinoro mocsizuenss 01 .01.2099
Cepis mikapeskoro 3acoby Ne G029G1 KinskicTh BBe3eHOTO JiKapchkoro 3acoby 21600

Bupo6HuK Mepk Xenckea KI'aA, HimeuunHa
(HaiiMenyBaHHs BUPOOHHUKA JTiKapChKOTO 3aco6y, kpaiHa TI0XOJKEHHS)

Baeseno B YkpaliHy ToBapuCTBO 3 0GMEKEHOI0 BiIMOBINATBHICTIO "ACIHO YKPAIHA",
inent. xon: 42274733

(naiimMenyBanHs Ta Kox 3a €JIPTIOY JoprIuUHOT 0c06H abo TPISBHILE, iM's, o GatskoBi dizuunOl
0co6H - miAnpreMI, i Miclie MPOXWUBAHHA Ta peecTpauiitHuit Homep 06IiKOBOT KAPTKH TIATHHKA
NojaTkiB aBo cepis Ta HOMEp NacropTa)

IIpoToKO Bi3yaJLHOI0 KOHTPOJIO BiJ 11.10.2024 N 3103/4.

3a pesymbTaTaMM JEpXaBHOTO KOHTPOJIIO ~BCTaHOBNEHO, IO nikapcekuit  3aci6 BBeseHo B Ykpainy 3

JOTPMMAHHAM BHMOT 3aKOHO/IABCTBA OO 3a6eaneyeHHs AKOCT] NiKapchKuXx 3acobiB.
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Norotun Komnadii Mepk

(NEPEKNAL)
CEPTU®IKAT BIONOBIAHOCTI
KOHKOP®, TabneTku, BKpUTi NNIBKOBOKO Mepk Xenckea KI'aA, 64293 AapmuranT
o6onoHkoto, no 10 mr Ne50 dpankdypTep Llitpacce 250, Himeuunta
Hasga nponykTy, opma Bunycky BupoGHuua ainsiHka

no 25 rabnevok y 6aicrepi;

no 2 6nicrepy y KapToHHIN kopobui 2 DE_HE_01_MIA_2023_0046
Posmip Ta TUn yrnakosku PPIF / BoA NiueHais BUpobHUKa
Bepcis
Mepk Xenckea Kl'aA, 64293 flapmwranTy
Biconponony dymapary 10 mr ®pankdypTep Wrpacce 250, HimeyuuHa
Cuna fii/akTuBHICTb iHrpeaieHTiB KoHTponb skocTi

Mepk Xenckea KlraA, 64293 flapmwirant

UA/3322/01/03 ®pankdgyprep LTpacce 250, HimeuunHa
Homep PeecTpauiiHoro noceigqeHHs MakyBaHHs

YkpaiHa H/3 3.01494.0752

Kpaina-imnopTep MinpsoHuK Homep maTepiany BupobHuka

G029G1 59.880 ynakoBOK H/3

Howmep cepii KinbkicTb/oguHuLi Homep koay NiapsaHuka

12.02.2024 01/2029 G02619

[Hata supobHuuTea TepMiH NpUOaTHOCTI Howmep cepii 6anky

H/3

YMoBu 3b6epiraHHA KomeHTapi

[luM migTBEPIKYIO, 110 BHUIEBKa3aHa iHpopMaris € JOCTOBipHOIO i TouHO. JlaHa cepist BUTOTOBIEHZ,
BKITIOYAIOYM YIIaKOBKY/MapKyBaHHS Ta KOHTpOIb AKOCTi, Ha BHIIEBKA3aHiH MITBHHULI Y MOBHIA
pigmosigHocTi 3 BuMoramu GMP MICHEBOTrO PEryIIOHYOro Oprady, a TaKOX 31 cnenudixaniaMu
Peecrpaniitroro Jlocke kpainu-imnoprepa abo Jlocee IOCILKYBaHOTo Jikapcekoro 3acoby. IIpoToxony

BUPOGHHITBA, YIIAKOBKH Ta aHAII3Y Cepii 6yiu pO3TVIAHYTI 1 BUSHAH] BiALIOBIHAMA GMP.

[0 HOokrop Tomac KipwHep

0 pHokrop Peto Teiic

< VYre Epenc6eprep

0 DOskeHHithep MpadaHi 27.06.2024 (mignumc) (nevatka)
YnoBHoBa)eHa ocoba AaTta

AinbHuyg, KOoTpa BUNYCKaE
cepiro B o6ir:

Mepk Xenckea KlaA,
dpankdypTep Wrpacce 250
64293 JapMwTiasnT



Jlorotun komnaHii Mepk

(NEPEKNAL)
3.01494.0752 KOHKOP® 10 MTI' — (50) YKP
Cepisn G029G1

Jata sunycky: 21.06.2024
Tepmin npugarHocri: 31.01.2029

JonatkoBa indopMalis:
Hazpa mpoxyKTy, 3a3HavyeHa B bOMY ceprudikari ananisy, eKBiBaTeHTHA Ha3Bi DPOIYKTY
KOHKOP®, Ta6neTku, BKpUTi NIiBKOBOKO 060510HKOIO, MO 10 mr Ne50, BignoBigHO 10
peecTpariifHoro HOCBIIYCHHA.

Ha niepuuit cTopiHmi Hporo cepTidikara aHanisy BKa3aHi [aTa BUITYCKY, AaTa 3aKiHUeHHs TEPMIHY
il Ta IiamEc YIoBHOBaXKEHOT 0CO0M [Is BUILYCKY FOTOBOTO NIPOAYKTY. Ile#t mignmc BRILYCKY HE €
eKBiBANEHTOM cepTHOiKauii cepii, onucanoi B JlomaTky 16 mo EU GMP EudraLex, Tom 4.
Ceprudikauis cepii odopMISETECS OKPEMUM JNOKYMEHTOM (Ceprudikar BiAmOBiIHOCTI).
TTouMHATOYM 3i CTOPIHKH 2, BKA3yIOTC aHATITHYHI AaHi cepii Oaiky, 10 BUKOPHCTOBYETHCA JUIA
NaKyBaHHs TOTOBOTO TPOIYKTY, i3 3a3Ha4eHHSM JaTH BUTOTOBNICHHA, JiaTa BUIYCKY Ta naTy
KiHIIEBOTO [aKyBaHHS (TEpMiH NPHUIATHOCTI OCHOBHOI cepii Ana MAaKyBaHH:A) JaHOl cepil Ganky.
Cepis Ganka BHITYCKAa€ThCS MCHEIKEPOM 3 KOHTPOJIIO SIKOCT] BiJOBIMHOCTI T2 MEHEDKEPOM 3
KOHTPOJIIO SKOCTI.

LM 5 MiATBEPKYIO, 1O 14 cepis Oyna nmporecToBana y BiAMOBiIHOCTI 3 peecTpaliiHuM
ToCBiuenHaM Ta EBPOIECHKO0 HacTaHOBO «MenuuHi supobu. Haexaa BupoOHIIa
IpaKTHKa».

ITignuc kepipumka:  YIOBHOBaMcHa Ocoba ITignuc kepiBHHUKA! Menemxep Kortpoto
v Sxocti
TMpizsuime, Im's: Vre Kpicrina Epencbeprep Tpizsuue, Im's: Hanien Kpebe
Jara migmicy: 21.06.2024 15:27:39 CET Jara nignucy: 22.05.2024 16:02:02 CET

1% cepis moroaxeHa 3 BAKOPUCTaHHAM ENIEKTPOHHOIO miOMCcy Y BiANOBIAHIR cHCTEMI.
I1eit JOXYMEHT CKIaJIEHO B ENEKTPOHHOMY BUJISOL Ta JificHui 6e3 mifnucy .

(neyatka) (mixmuc)

Hanien Kpedc
Kepisunk JlaGopaTopii (LAQ)
Merck Healthcare KGaA

Crop.133

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



(NEPEKNAL)

Ceprudixar AHaI3y

JNoroTtun kemnaHii Mepk

3.01494.0752

Cepisn

KOHKOP® 10 MI' - (50) YKP

G029G1

Hassa npoaykTy: Kotkop 10 Mr. - Bank

Kop npoaykTy: 3008047771
Cepist Banky: G02619

xpomarorpami BUIpoOyBaHOTro
PO3YMHY Ma€ BilMOBIAATH FaCy
YTpUMYBAHEHS OCHOBHOI'O MKy Ha
XpOMaTorpaMi CTaHAapTHOTO
PO3YHHY.

HoxasHuk Cnenudixanis BHIYCKY PesyabTaTh
Omuc CBiT10-0pamXkeBi, CeprenoiOHi, CriTno-opamxkesi,
JBOOITYKII TaGJeTKH, BKPATI ceplenoni6Hi, ABOOTYKI
I BKOBOXO OOOIOHKOIO, 3 PHCKOIO 3 TaGIeTKH, BKPHTI
060x OOKiB. IUTiIBKOBOIO 000I0HKOIO, 3
pHCKOIO 3 060X GOKIB,
Topumaa mpubi. 2,6 MM,
JOBXKUHA NPUOIL. 6,7 MM,
pupuHa npuon. 7,8 MM
Po3nananss He 6inpiue HIX 5 XB 2.17 xB.
3.13 xs.
BwmicT Boau He 6impiue Hix 2 % 1%
InesTudixamis BEPX:
Biconpooiy gymapary | Jac yTpuMyBaHHT OCHOBHOTO nixy #a | 1lo3uTHBHO

OIHOpIAHICTE MacH

18/20 Tabnerock — He 6impuie + 7,5 %
BiJl cCpenHbOl MaCH;
2/20 tabnerok —He Ginpue £ 15,0 %
Bijl cepeHBOI MacH

Binnosigae BUMoOraMm

KinpkicHe BU3HAYEHHS BEPX: 95 — 105 % Bix 3aABJIECHOTO 98 %

Biconponony gymapary | BMICTY

BusnauycHHA YHCTOTH BEPX

Bynp-sika iHa

HeigenTHdiKOBaHA He 6impme Hix 0.2% Bianosinae

JOMIIITKa

CyMa Beix JIOMIIIOK He 6inpure Hix 1.0 % 0.00 %

Mikpo6ionoriusa TIoBHMHEA BiAMOBIATH BUMOTaM Binnosinae

ypcroTa’ €pp.Dapm. |

Merck Healthcare KGaA, Frankfurter Strasse 250, 64293 Darmstadt

Crop.233

(Germany): +49 6151 72-0



Nlorotun Komnawii MepK
(NEPEKNAL)

Ceprudixar Anajisy

3.01494.0752 KOHKOP® 10 MI" - (50) YKP

Cepin G029G1

Haasa npogykTy: KoHkop 10 mr. - Barnk
Kog npoaykTy: 3008047771
Cepis banky: G02619

* qiroye BUAAHHA QapMaxornei
*#* TeCT MPOBOJNTLCA Ha IIOYATKY Ta B KiHIi TCPMIHY TIPUAATHOCTI, 10 METOLy BUOIPKOBOIO
KOHTPOJIIO.

JlaTa BUpOOHHLITBA: 12.02.2024
Jara BUNycKy: 19.06.2024
Kinnena fata NaKyBaHHS: 09.02.2025

[Tim 51 ATBEPAXKYIO, IO 1 cepist Gya POTECTOBAHA Y BIINOBIAHOCTI 3 peecTpaLiiinum
JI0CBiMuEHHIM Ta €BPOIEHCHKOI HACTAHOBOK «MefuyHI Bupo6u. HanexxHa BupobHua
npaKTHKa».

Tlinmuc xepiBumxa: - YnosHosaxena Ocoba Tlignmc KepiBHHKA: Meneaxep Konrpoiio
: Sxocri
pizsrme, InM's: Ipou Kaicep TTpizere, IM's: Jlapa Xoddmann
Hara mignuicy: 19.06.2024 14:25:41 CET Jata mipnucy: 29.04,2024 13:52:27 CET

I1eil ZOKYMEHT CKIaIeHO B EIEKTPOHHOMY BHIULIAI Ta nificuuii 6e3 niAnmucy .

Crop.333

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



CERTIFICATE OF COMPLIANCE

Concor®, film-coated tablets 10 mg Ne50

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

Name of Product, Dosage Form

25 tablets in blister;
2 blisters in carton box 2

Manufacturing Site

DE_HE_01_MIA_2023_0046

Pack Size, Packaging Type PPIF / BoA
Version

Bisoprolol fumarate 10 mg

Manufacturing Authorisation

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

Strength/Potency Active Ingredient(s)

UA/3322/01/03

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

Marketing Authorisation No.

Packaging Site

Ukraine n.a. 3.01494.0752

Importing Country Contractor Material No. Manufacturer
G029G1 59.880 folding boxes n.a.

Batch No. Quantity/Units Code No. Contractor
12.02.2024 01/2029 G02619 ‘

Date of Manufacture Expiry Date

n.a.

Bulk Batch No.

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
requirements 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.

[] Dr. Thomas Kirchner
D&Dr. Reto Theifl

Ute Ehrensberger
[ Jennifer Graband

9 Ol R

Qualified Person Date
Releasing site:

Merck Healthcare KGaA

Frankturter Str. 250

64293 Darmstadt




CERTIFICATE OF ANALYSIS

3.01494.0752 CONCOR 10 MG - (50) UKR
Batch G029G1

Release date: | 21.06.2024

Expiry Date: 31-Jan-2028

Additional info: ' v
The product name indicated in this Certificate of Analysis is equivalent to the product Name Concor® film-coated tablets 10
mg No. 50 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
Eudralex Volume 4. Batch 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 wi{h manufacturing-date, release
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. ‘ ‘ :

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

Signatory title: Qualified Person Signatory title: Quality Control Manager
Signatory name: Ute Christina Ehrensberger Signatory name: Daniel Krebs
Signatory date: 21-JUN-2024 15:27:39 CET Signatory date: 22-MAY-2024 16:02:02 CET

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

This document has been produced electronically and is valid without signature.
{
iﬂ K()reSi’""ﬂf'&L(d{
N ~y
D

Daniel Krebs
Head of Laboratory (LdQ)
Merck Healthcare KGaA

CoA |D: COA-240621-00119 Version: 1 .
Merck Healthcare KGaA, Frankfurter StraBBe 250, 64293 Darmstadt {Germany): +49 6151 72-0 Page 1 of 3




CERTIFICATE OF ANALYSIS

3.01494.0752

Batch G029G1

CONCOR 10 MG - (50) UKR

Product name:

CONCOR 10 MG, FT. - BULK

Specification limits

Resuit

Product code: 3008047771
Bulk Batch: G02619
Parameter
Appearance

Appearance

Disintegration time
Minimum value
Maximum value

Water content (Karl Fischer method)
Water content a

Identity by HPL.C
Identity

Uniformity of mass
Evaluation

Assay and chemical purity by HPLC
Bisoprolol fumarate (rel.}
Each degrad. product
Total degradation products

Microbial purity

Microtial purity

pale orange-light orange, heart-shaped,

biconvex film-coated tablets, scored on both

sides

not more than 5 min.

not more than 2 %

The retention -ime 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 fablets - NMT +/- 15.0 % from

average mass

95 - 105 % relative to the declared content

NMT 0.2 %
NMT 1.0%

must conform to Ph. Eur.* (The test is done at
the beginning and at the end of shelf life by

sampling method)

pale orange-light orange, heart-
shaped, biconvex film-coated
tablets, scored on both sides,
thickness approx. 2.6 mm, iength
approx. 6.7 mm, width approx.
7.8 mm

2.17 min
3.13 min

1%

Bisoprolol fumarate positive

acceptance criteria fulfilled

98 %
conforms

0.00 %

conforms

CoA ID: COA-240621-00119 Version: 1

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

Page 2 of 3




CERTIFICATE OF ANALYSIS

Batch G029G1
Product name: CONCOR 10 MG, FT. - BULK
Product code: 3008047771
Bulk Batch: G02619
Manufacturing date: 12.02.2024
Release date: 19.06.2024

Packaging Limit Date: 09-Feb-2025

Additional info:
* current version

RL = reporting limit '
UDP = unidentified degradation product

Hereby it is qertified, that this batch has been tested in accordance with the marketing authorization and the European guide

to good manufacturing practice for medicinal products.

Signatory title: Qualified Person Delegate Signatory title:
Signatory name: Yvonne Kaiser Signatory name:
Signatory date: 19-JUN-2024 14:25:41 CET Signatory date:

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

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

Quality Conirol Manager

Lara Hoffmann

29-APR-2024 13:52:27 CET

.CoA ID: COA-240621-00119 Version: 1

Merck Healthcare KGaA, Frankfurter Strafle 250, 64293 Darmstadt (Germany
BIOPHARMA 040000164409/ V. 1 Date: 21.06.2024

): +49 6151 72-0
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