NTEPXKABHA CJVYKBA 3 JIKAPCBHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCBKIN OBJIACTI

nipos. Ceitnuunoi Hapii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
IPo SIKICTH BBE3€HOT0 B YKpaiHy JiKapCcbHKOro 3acoly

18.10.2024 Ne 52211/24/10

KOHKOP®
(HaliMeHYBaHRS TIKapCHKOTO 3ac00y 3TifHO 3 peecTpaltiiiHiM TOCBiATEHHSM)
Ta6lIeTKH, BKPUTI NIIIBKOBOIO 000/I0HKOI0, 1O 10 mr; mo 25 Taduerox y Gicrepi; mo 2
GticTepH y KapTOHHiH Kopooui
((opma BUTYCKY, 103YBaHHS, BUJL NAKYBaHH: TiKapcLKOro 3acoby)

Howmep peectpaniitsoro nocsizenns UA/3322/ 01/03 crpox aii peectpauiiinoro mocsiguenss 01.01 .2099
Cepis nikapcpkoro sacoby Ne G029G1 Kinskicth BBe3eHOTO Jikapepkoro 3aco6y 21600

Bupo6HuK Mepk Xenckea KI'aA, Himequnna
(HaiiMeHyBaHHs BEPOGHYKA JIIKAPCEKOTO 3aco6y, kpaiHa OXO/KEHHS)

Baesero B Ykpaity ToBapHCTBO 3 06MeKEHOI0 BIXNOBINAIBHICTIO "ACIHO YKPAIHA",
inent. won: 42274733

(naiiMeryBanHs Ta Ko 3a €JIPTIOY ropuaudHoi 0cobu a6o mpisBuIie, iM'A, 0 GaTHKOBI pizuyHOl
0co6H - mianpuemLs, ii Micte MPOXHBAHHA Ta peecTpauiitHuii Homep o6MiKOBOT KAPTKH TUIATHHIKA
TNofaTkis aBo cepif Ta HOMep acropTa)

IIpoToKO Bi3yaJbHOI0 KOHTPOJIIO BiX 11.10.2024 N2 3103/4.

3a  pe3ynbTaTaMH  JEPXKABHOTO KOHTPOJIO BCTAHOBIEHO, MO nmikapcekui 3aciG BBeseno B VYkpainy 3

JOTPMMAHHAM BrMOTr 3aKOHOJBCTBA LOKO 3a6e3reueH s SKOCTi TIKapChKUX 3aco0iB.
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NoroTtun komnakii Mepk

(NEPEKNAL)
CEPTU®IKAT BIOANOBIOHOCTI
KOHKOP®, TabneTku, BKpUTI NNiBKOBOO Mepk Xenckea Kl'aA, 64293 lapMwTanT
06010HKOH0, Mo 10 Mr Ne50 ®pankgypTep Wrpacce 250, Himeuunta
Hassa npoaykty, ®opma BUMYCKY BupoGHuua finsHka

no 25 rabneTtok y 6nicrepi;

no 2 Gnicrepy y KapToHHII kopobui 2 DE_HE_01_MIA_2023_0046
Posmip Ta TMn ynakoBKu PPIF / BoA Niuensis BupobHuka
Bepcis
Mepk Xenckea KlaA, 64293 flapmwraar
Biconponony cdymapaty 10 mr ®pankdypTep WTpacce 250, Hime4wunna
Cuna aiilakTuBHICTb iHrpeaieHTiB KoHTponb sKkocTi

Mepk Xenckea KlMaA, 64293 [lapmwranr

UA/3322/01/03 ®paHkdpyprep WTpacce 250, HimeyuuHa
Homep PeecTpauiiiHoro nocsig4eHHs MakyBaHHA

YkpaiHa H/3 3.01494.0752

KpaiHa-imnopTep MinpsaHuk Homep maTepiany BupobHuKa

G029G1 59.880 ynakoBOK H/3

Howmep cepii KinbKicTb/ognHuLi Homep koay nigpsoHuka

12.02.2024 01/2029 G02619

[ata BupobHUUTBA TepMiH npupaTHOCTI Homep cepii banky

H/3

YmMoBu 36epiraHHa KomeHTapi

[lMM TiATREPIKYIO, IO BUIIEBKA3aHa iHpopMalis € pocToBipHOIO i TouHOK. JlaHa cepis BUTOTOBJIEHA,
BKITIOUAIOYH YITaKOBKY/MapKyBaHHS Ta KOHTPOIb 4KOCTi, HA BUIEBKa3aHill MiTBHALI Y MOBHIA
pignosigHocti 3 BuMoramu GMP MicieBoro perymrorwdoro oprady, a TakKOX 31 crnenudixamiamMu
Peecrpauiitaoro Jlocbe kpainu-imnoprepa abo Jlocse IOCIiKYBaHOTO Jikapckkoro 3acoby. IIpoToxony

BUPOGHUITBA, YITAKOBKH Ta aHANI3y Cepii 6ymu po3MIAHYTI 1 BU3HAHI BiAIOBITHUMA GMP.

[0 poxrop Tomac KipwHep
0 noxrop Perto Teiic
X ¥Yre Epenc6eprep

0 Dxennicdep MpabanHa 27.06.2024 (nignwc) (neuatka)
YnoBHoBaXeHa ocoba Harta

DinbHuuya, KoTpa BUNYyCKae

cepito B 06ir:

Mepk Xenckea KlaA,

®paHkdypTep Wrpacce 250

64293 JapMwranT




JNoroTun KomnaHii Mepk

(NEPEKNAL)
3.01494.0752 KOHKOP® 10 MTI' — (50) YKP
Cepis G029Gl1

Jata Bunycky: 21.06.2024
Tepwmin npugatHocri: 31.01.2029

JonatkoBa iHdopMais:
HazBa npoyKTy, 3a3HaueHa B LIbOMY cepTudikati aHani3y, eKBiBaJICHTHA Ha3Bi IPOIYKTY
KOHKOP®, TabneTku, BKpUTi NniBkoBoto 06050HKo0, No 10 mr Ne50, sigmoBigHO 10
peecTpariifHOro MOCBIAYEHHA.

Ha nepuiii cTopiHmi Lporo cepTidikara aHanisy BKa3aHi JaTa BUITYCKY, IaTa 3aKiHYEHHS TEPMIHY
i Ta miAmUe yIIOBHOBaXKEHOT 0COOH /ISl BUITYCKY FOTOBOI'O IIPOAYKTY. Lleit mignuc BUILYCKY HE €
exBiBaenTOM cepTudikauii cepii, onucanoi B JlomaTky 16 no EU GMP EudraLex, Tom 4.
Ceprudikamis cepii OPOPMISETBCS OKPEMUM HOKYMEHTOM (Ceprudikar BimmoOBiTHOCTI).
TTounHarouM 3i CTOPIHKHM 2, BKA3yHOThCS aHATITHYHI JaHi cepii 6ayKy, 10 BUKOPHCTOBYETHCS AN
NaKyBaHHS TOTOBOTO MPOXYKTY, i3 3a3HAYCHHAM JIaTH BHTOTOBJICHHA, JaTa BUIYCKY Ta JaTy
KiHIIEBOrO MaKyBaHHA (TepMiH IIPUAATHOCTI OCHOBHOL cepii s TaKyBaHHs:) AaHOi cepii GaiKy.
Cepis Ganka BUITYCKA€THCS MEHEIKEPOM 3 KOHTPOJIIO SIKOCTI BIJTIOBIMHOCTI Ta MEHEKEPOM 3
KOHTPOJIIO SKOCTI.

1M 5 miATBEPIKYIO, 1O LA cepis Oyna mpoTecToBana y BiAmOBIAHOCTI 3 peecTpaliiHUM
TocBinuenHaM Ta EBPOINEHCHKO0 HAacTaHOBOK «MenuHHi Bupo6u. Hanexsa BUpoOHHY
IpaKTHKa».

ITignuc kepiBHuka:  YIOBHOBaXCHA Ocoba ITignuc kepiBHUKA: Menemxep Kortpoiio
: Sxocri
[Mpizeuie, Im's: Vre Kpicrina Epenceprep Tpizsuute, Im'a: Hanien Kpebe
Jlara migmcy: 21.06.2024 15:27:39 CET Jlara nigmicy: 22.05.2024 16:02:02 CET

111 cepis Oro/pKeHa 3 BUKOPMCTaHHAM EIEKTPOHHOTO migOMey y BiIoBigHIH cucTeMi.
Ileit JOKYMEHT CKITAZIEHO B SIEKTPOHHOMY BUIIISL T2 niicHuii 6e3 Migmucy .

(neuatka) (mixmuc)

Hanien Kpebe
Kepisuuk JlaGopatopii (LdQ)
Merck Healthcare KGaA

Crop.133

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



(NEPEKNAL)

Ceprudikat AHanizy

NoroTun Komnawii MepK

3.01494.0752

Cepis

KOHKOP® 10 MI' - (50) YKP

G029G1

Hassa npoaykTy: Korkop 10 mr. - Bank

Kop npogykTy: 3008047771

Cepisn Banky: G02613

xpomarorpami BUpoOyBaHOTO
pO3UMHY Ma€ BiINOBIAATH Jacy
YTPUMYBaHHA OCHOBHOTO Ky Ha
XpOMATOrpaMi CTaH@PTHOTO
PO3UMHY.

IloxasHuK Cnenudixanis BHIYCKY PesynbTaTd
Onuc CRiTJI0-OpaBIKeBi, CeprenonioH, CBiTno-opaHKeBi,
ABOOITYKII TaGJETKH, BKPHUTI ceplenoiHi, JBOOMYKI
IJTiBKOBOXO 0DOIOHKOIO, 3 PHCKOIO 3 TaGNEeTKH, BKPUTI
060x OOKiB. IUTIBKOBOIO O0O0JIOHKOIO, 3
puckoro 3 060X 6OKiB,
TosrHa TpUlI. 2,6 MM,
JOBXKUHA NPHOIL. 6,7 MM,
pprHa pubi. 7,8 MM
Posnaganss He 6inpiue HiX 5 XB 2.17 xB.
3.13 xs.
BuMicT BoJH He 6inpiue HiX 2 % 1 %
InesTudikanis BEPX :
Biconponony dpymapary | Jac yrpuMyBaHHI OCHOBHOTO niky Ha | IlosuTuBHO

OpnuopifHicTE MacH

18/20 Tabnerok — He Oimpiie = 7,5 %
BiJl CCPEeOHBOI MAaCH;
2/20 tabnerox —He oinbie = 15,0 %
Bijl cepeHbOi MacH

Binmnosigae BUMoramMm

KinpkicHe BU3HAUCHHS BEPX: 95 — 105 % Biz 3a4BJIEHOTO 98 %

Biconponony ¢ymapary | BMICTY

BusnaucHHs YUCTOTH BEPX

Bynap-ska igma

HeifenTHdiKOBaHA He 6Ginpmre Hix 0.2% Bianosinae

JIOMIIIKa

CyMa BCIX JOMIIIOK He 6Ginpme Hix 1.0 % 0.00 %

MikpoGionoriqna TloBMHEA BiAMOBLAATH BUMOTAM Binnosinae

ypCTOTa €pp.Dapm. |

Merck Healthcare KGaA, Frankfurter Str

Crop.233

asse 250, 64293 Darmstadt (Germany): +49 6151 72-0



JNorotun KomnaHii MepK
(NEPEKNIALY)

Ceprudixar Ananisy

3.01494.0752 KOHKOP® 10 MTI" - (50) YKP

Cepin G029G1

Haaea npogykry: Korkop 10 mr. - Bank
Kop npopyxTy: 3008047771
Cepis Banky: G02619

* nitoye BUmaHHA Gapmakornei
**% TeCT MPOBOJMTHLCA HA TIOYATKY Ta B KiHIi TEPMIHY TIPUAATHOCTI, [T0 METOY BUOipKOBOIO
KOHTPOJIIO.

JlaTa BEpOOHUUTBA! 12.02.2024
JlaTa BUIIyCKY: 19.06.2024
Kinuepa nara nakyBasHs: - 09.02.2025

LIvM ot MATBEPIDKYIO, WO List cepis 6yJTa TIPOTECTOBAHA Y BIIMOBIAHOCTI 3 peecTpaliifHiuM
[I0CBiTUeHHsIM Ta €BPONEHCHKO0 HacTaHOBOK «MenudHi BUpOOH. Hanexua BupobHH4a
[paKkTHKa».

Ilignuc xepisuuka: - YnosHosaxena Ocoba Tlignuc KepiBHHKA: Menemxep Kontpoiio
E Slxocri
IpizBume, Im's: Ipou Kaicep TTpizeuue, Iv's: Jlapa Xodmann
JTara mignucy: 19.06.2024 14:25:41 CET Jara nignucy: 29.04.2024 13:52:27 CET

I1eil JOKYMEHT CKJIaJeHO B EICKTPOHHOMY BUILAI Ta nificauii Ge3 mianucy .

Crop.333

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



CERTIFICATE OF COMPLIANCE

Merck Healthcare KGaA, 64293 Darmstadt,

Concor®, film-coated tablets 10 mg Ne50 Frankfurter Strasse 250, Germany
Name of Product, Dosage Form Manufacturing Site
25 tabiets in blister;
2 blisters in carton box 2 DE_HE_O 1_MIA_2023_0046
Pack Size, Packaging Type PPIF / BoA Manufacturing Authorisation
Version
Merck Healthcare KGaA, 64293 Darmstadt,
Bisoprolol fumarate 10 mg Frankfurter Strasse 250, Germany
Strength/Potency Active Ingredient(s) Quality Control: o ,
Merck Healthcare KGaA, 64293 Darmstadt,
UA/3322/01/03 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 Bulk Batch No.
n.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
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
[1_Dr. Reto Theif

3 Ute Ehrensberger
[ Jennifer Graband

" o (.A,\ - = - ; . /’T L)\S(/ : ,,f'/
2O A PRGN

Qualified Person Date Signature (SN
Releasing site:

Merck Healthcare KGaA

Frankturter Str. 250

64293 Darmstadt




CERTIFICATE OF ANALYSIS

3.01494.0752 CONCOR 10 MG - (50) UKR
Batch G028G1

Release date: | 21.06.2024

Expiry Date: 31-Jan-2029

Additional info: ' .
The product name indicated in this Certificate of Analysis is equivalent to the product Name Caoncor® 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.
{
i‘,‘ K{q'.esayﬂﬁfﬁf_i\ld{
N [

Daniel Krebs
Head of Laboratory (LdQ)
Merck Healthcare KGaA

CoA ID: COA-240621-00119 Version: 1 .
Merck Healthcare KGaA, Frankfurter StraBBe 250, 64293 Darmstadt (Germany): +49 8151 72-0 Page 1 of 3




CERTIFICATE OF ANALYSIS

3_01494.0752 CONCOR 10 ‘MG 2 (50.:! UKR
Batch G029G1
Product name: CONCOR 10 MG, FT. - BULK
Product code: 3008047771
Bulk Batch: G02619
Parameter Specification limits Resuit
Appearance
pale orange-light orange, heart-
. shaped, biconvex film-coated
pale orange-light orange, heart-shaped, tablets. scored on both sides
Appearance biconvex film-coated tablets, scored on both ’ !

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

Microbial purity

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)

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

WMerck Healthcare KGaA, Frankfurter StraBe 250, 64293 Darmstadt (Germany): +49 6151 72-0 Page 2 of 3




CERTIFICATE OF ANALYSIS

3.01494.0752 CONCOR 10 MG - (50) UKR
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: Quality Control Manager
Signatory name: Yvonne Kaiser Signatory name: Lara Hoffmann
Signatory date: 19-JUN-2024 14:25:41 CET Signatory date: 29-APR-2024 13:52:27 CET

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

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

CoA D COA-240621-00119 Version: 1

Merck Healthcare KGaA, Frankfurter Stralie 250, 64293 Darmstadt {Germany): +49 6151 72-0 Page 30of 3
BIOPHARMA 040000164408/ V. 1 Dale: 21.06.2024
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