JEPKABHA CJIYKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHIBCHKIN OBJACTI

npos. Ceitnmanoi Hanii, 3, M.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
Npo AKicTH BBe3eHOro B YKpaiHy JdikapchbKoro 3acody
05.11.2024 Ne 55635/24/1011
KOHKOP®

(HaliMeHYBaHHS JIIKapChKOTO 3aco0y 3riXHO 3 PeeCTpaLifHIM TTOCBIAYEHHSM)
TabJeTKH, BKPHUTI ILTIBKOBO0X0 060J10HKO10, 10 5 Mr; o 25 TabneTok y Gaicrepi; mo 2 6aicrepu
y KapToHHiii KopoOui
(thopma BUTIyCKY, KO3yBaHHs, BUJ NTaKyBaHHA Jlikapcskoro 3acoby)

Homep peecrpauiitaoro nocsingenns UA/3322/01/02 crpox aii peectpaniiinoro nocsingenns 01.01.2099
Cepis nixapcskoro sacoby Ne G0298L. KinbkicTs BBe3eHOTO Tikapehkoro 3acoby 4320

BupoGHaK Mepk Xenckea KI'aA, HiMeuunna
(HaiiMenyBaHHS BUpoOHHKa JrikapcbKkoro 3acofy, KpaiHa HOXOMKeHHs)

Baeseno B Yipainy TosapucTBo 3 06MesKeH010 BinnmosiganpnicTio "ACIHO YKPATHA",
iment. xon: 42274733

(natimenyBanHs Ta kox 3a CIPTIOY ropuauuHoi ocoGr abo npizpuine, iM's, o 6aThkoBi BisuuHOL
0cobH - MiANpHeEMIL, 1T Miclle IPOXUBAHHS Ta peecTpauiiiHiit HoMep 06NiKoBOT KAPTKHM TIaTHHKA
nojiaTkie 260 cepis Ta HOMep I1acropTa)

MpoTokos BisyamsHoro kentpomo six 28.10.2024 Ne 3325/2.

3a pesymeTaTaMM JEpKABHOTO KOHTPOJNIO BCTAHOBJEHO, MO Tikapchkuif 3aci6 BeeseHo B Ykpainy 3

JOTPHUMAHHSAM suMOr 3aKOHOKABCTBA W00 3abesneyeHHs AKOCTI TiKapchKUX 3acobiB.
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JEPXKABHA CIYIBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCHKIN OBJACTI

npos. Ceitmuunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
Mpo AKiCTHL BBe3eHOro B YKpainy JikapcbKoro 3acody

12.08.2024 Ne 37377/24/10

KOHKOP®

(HaliMenyBaHHs JiKapchKOro 3acofy 3rifHO 3 PeECTPaLiiHMM MOCBIAYEHHSIM)
Ta0JIeTKH, BKPHUTI IUIIBKOBOI0 000J10HKOI0, 10 5 Mr; 1o 25 Tabaerok y Oaicrepi; mo 2 6aicrepu
y KapToHHiil KopoOui
(thopma BUTTycKY, nO3yBaHHA, BUA TIaKyBaHHs JliKapChKOro 3acoby)

Homep peecrpaiitnoro nocsiguenns UA/3322/01/02 crpox nii peectpaniitnoro mocsigsenrs 01.01.2099
Cepis nikapcskoro 3acoby Ne G0O298L Kinskicrs BBe3eHoro ikapeskoro sacoby 56880

Bupobuuk Mepk Xenckea KI'aA, Himeuynna
(saiiMeryBanHs BUpOBHKKa JIIKAapCHKOTO 2acoby, KpalHa MOXOMKEHHA)

BeeseHo B YKpaiHy Tosapucrso 3 o6mexenoro Bixnosigaasnicrio "ACIHO VKPATHA",
imenT. xon: 42274733

(ualiMenypanns Ta xoa 3a CAPTIOY ropuauuHoi ocoGu abo rpissuule, iM', nio 6aTbkosi BisudHOT
0coBH - MiATpHEMIL, 1T Micle IPOXUBAHHS Ta peecTpauiiiniil HoMep oBnikoBoi KapTKH TIIATHHKA
nozarkis abo cepis Ta HoMep macropra)

IIporoxon BizyansHoro kontpomo eix 31.07.2024 Ne 2170/11.

3a pesympTATAMH JEPXABHOTO KOHTPONIO BCTAHOBICHO, IO IKapchkuil 3aci® BBeseHo B YKpaiHy 3

JOTPHUMAHHSAM BUMOT 3aKOHOJABCTBA IOJ0 326€3TeenHs AKOCTI TIKapChKUX 3aco0iB.
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Norotun komnanii Mepk

(NEPEKNAL)
CEPTU®IKAT BIONOBIOHOCTI
KOHKOP®, TabneTku, BkpUTi nniskoBoto Mepk Xenckea KI'aA, 64293 flapmwraar
o6ornoHkoto, no 5 mr Ne50 ®dpaHkdyprep LTpacce 250, HimeyunHa
Ha3ssa npopykry, ®opma BUMYCKY Bupo6bHuya pinsiHka

no 25 tabneTok y 6nicrepi;

1o 2 6nicTepu y KapTOHHiik Kopobui 2 DE_HE_01_MIA_2023_0046
Poamip Ta Tun ynakosku PPIF / BoA NiueHsis BUpobHUKa
Bepcis
Mepk Xenckea KlraA, 64293 [apmwTragr
Biconponony cdymaparty 5 mr ®paxkdypTep Wrpacce 250, HimeuunHa
Cuna pii/akTuBHICTb iHrpegieHTis KoHTpornb sikocTi

Mepk Xenckea KlraA, 64293 DapmwranT

UA/3322/01/02 ®pankcpypTep Wrpacce 250, HimeuunHa
Homep PeecTpauiitiHoro noceigyeHHs MakyBaHHsA

YkpaiHa H/3 3.01493.0752

KpaiHa-imnopTep MigpsaHuk Homep maTepiany BupobHuka

G0298L 61.200 ynakoBOK H/3

Howmep cepii KinbkicTb/oguHuui Homep koay nippsgHuka

16.12,2023 11/2028 GO0237H

[ata BuMpoGHULTBA TepmiH npuaaTHOCTI Homep cepii 6anky

H/3

Ymosu 3bepiravHa KomeHTapi

LM migTBEpIKXyIO, 110 BHIEBKAa3aHa iHGOPMAIIiS € JOCTOBIpHOIO 1 TouHOW. JlaHa cepis BUrOTOBIEHA,
BKITFOYAIOYH  YIaKOBKY/MapKyBaHHS Ta KOHTPONb SKOCTI, Ha BHUIIEBKAa3aHid TiNLHUII Yy TOBHIN
BignosigHocti 3 BHMoramH GMP MicueBOTo peryioouoro opradHy, a TakoX 3i crenu(pikarismu
Peectpauiiinoro Jlocke kpainu-iMnoprepa a6o J{ochbe HOCTIIKYBAHOTO JIiKapchKoro 3aco6y. [IpoTokonu
BUPOOHMUTBA, YIAKOBKH Ta aHAII3Y cepii 6ynu po3rasHyTi i BusHaHi Bignosiqaumu GMP.,

[1 Aokrop Tomac Kipunep

[]  Aokrop Peto Teilic

X ¥Yre Epenc6eprep

[0 pwennicpep rpa6anp 07.06.2024 (nianuc) {neuarka)
YnoBHOoBa)xeHa ocoba Aara

AinbHUUR, KOTPA BURYCKAE
cepito B 06ir:

Mepk Xenckea KiaA,
®paHkdypTep LTpacce 250
64293 NapMwTaar



Norotun KomnaHii Mepx

(MEPEK/IALL)
3.01493.0752 KOHKOP® 5 MI' - (50) YKP
Cepist G0298L

Jara sunycky: 29.05.2024
Tepmi npupatHocTi: 30.11.2028

JopatkoBa iHpopMaris:
HazBa MpoayKTy, 3a3HaueHa B oMy cepTudikari anamisy, eKBiBajieHTHA Ha3Bl MPOAYKTY
KOHKOP®, TabneTku, BKpUTi NNiBKOBOK 0GONOHKOI0, N0 5 Mr Ne50, BifmoBigHO 10
peecTpalifHOro MoCBiAYEHHS.

Ha nieprmiit cTopinmi mporo cepTudikara aHanisy BkasaHi JaTa BUTYCKY, aTa 3aKiHUEHHS TePMIHY
ii Ta mimuc yIoBHOBaXeHO1 0CO0M IIst BUIIYCKY FOTOBOTO IIPOIYKTY. e migmvc BUIIYCKY HE €
expiBasienToM cepTudixamii cepii, omucanoi B Jlomarky 16 no EU GMP Eudralex, Tom 4.
Ceprudikauis cepii oQopMISETHCS OKPEMHM NOKYMCHTOM (Ceprudikar BiINOBiIHOCTI).
TlounHAalouH 3i CTOPIHKH 2, BKA3yrOTHCS aHATITHYHI /laHi cepii 6anky, 1o BHKOPUCTOBYETHCS UIA
MaKyBaHHsA TOTOBOTO MPOXYKTY, i3 3a3HAYEHHAM [aTH BUTOTOBNEHHS, fara BUIYCKY Ta JaTy
KiHIIEBOTO TIAKYBAHHA (TEPMiH MPHAATHOCTI OCHOBHOI Cepil s naKyBaHHs) AaHoi cepil Oanky.
Cepist GanKa BUITYCKA€THCS MEHEIKEPOM 3 KOHTPOIIO AKOCT BiAMOBIIHOCTI Ta MEHEMXKEPOM 3
KOHTPOJITIO SKOCTI.

IIuM 1 miATBEPIKYIO, 10 L cepia Oynia mpoTecToBaHa y BifmOBiZHOCTI 3 peecTpamiiauM
TIoCBigueHHsM Ta €BpOIIeHcEKO0 HaCTaHOBOK «Memuuni Bupo6u. HanexHa BUpOOHUYA
MPaKTHKaY.

Tionuc kepipauka:  YnosHoBaxkeHa Ocoba TTigruc KepiBHUKA: Meunemxep Kontponto
Sxocri

Tipisuwe, ImM's: Vre Kpicrina €pencoeprep TIpizeume, Iv's: Janien Kpebe

Jata migmucy: 29.05.2024 16:53:26 CET Jlara nigmicy: 22.05.2024 15:59:14 CET

115 cepisi mOTOKEHA 3 BAKOPHCTAHHAM EEKTPOHHOTO IAMNCY Y BIJIMOBIAHIM cHCTEMI.

I1eil AOKYMEHT CKIIaIeHO B ENEKTPOHHOMY BUTIIAI Ta JifcHIA 6e3 miamicy .

(mewatka)  (miAmuc)

Janien Kpebc
Kepisnuk JlaGoparopii (LdQ)
Merck Healthcare KGaA

Crop.133

Merck Healthcare KGaA, Frankfurter Strasse 250, 64293 Darmstadt {Germany): +43 6151 72-0



(MEPEKNAL)

Ceprudikar Ananizy

JNlorotun Komnadii Mepx

3.01493.0752

Cepin

KOHKOP® 5 MT - (50) YKP

G0298L

Haspa npogyxty: KoHkop 5 mr. - Bank

Koa npogyxty: 3008037771

Cepisa banky: G0237H

Hoxazauk Crnenndikania Bunycky PesyabTaTn
Onuc JKorryBaro-6ini, cepuenonioHi, Bingnogiznae
JBOOIYKII TabIeTKH, BKPUTI
IL1IBKOBOIO 000JIOHKOO, 3 PHCKOIO 3
060X O0oKiB.
Posnananss He 6inpiue Hix 5 xB 1.50 xB.
2.00 xs.
BwuicT Boaun He 6inpme Hix 2 %
1%
InenTudikauis BEPX : ITosutHBHO

Biconponony ¢pymapary

Hac yTpuMyBaHHA OCHOBHOIO IIKY Ha
Xpomarorpami BUIPOOYBAHOTO
PO3YMHY Ma€ BiIIOBiIaTH Yacy
YIPUMYBaHHS OCHOBHOIO IIiKY Ha
Xpomarorpami CTaHAaPTHOTO
PO3UHHY.

OnHopimHICT MacH

18/20 Tabnerox — e Gineme * 7,5 %
BiJl cepeIHBOil MacH;
2/20 Tabmerok —ue Oinbuie + 15,0 %
BiJl CepPeIHBOI MACH

Bignosinae suMoram

KinskicHe BU3HAYEHHS BEPX: 95 — 105 % Bix 3asBneHoro 97 %
bicomponony ¢pymapary | BMicTy

BuzHaueHHs YHCTOTH BEPX

bynb-sika inmra

HeigeHTUdiKoBaHa He 6inbine Hixk 0.4% Binnosinae
JOMIIIKa

CyMa BCiX JOMINIOK He 6inpe Hixk 1.0 % 0.00 %

MikpoGionmoriuna
YUCTOTA

TTosuHHA BiANIOBIATH BUMOTaM
€ep.Papm.

He niposoauiocs

Crop.233

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



Norotun komnaHii Mepxk
(NEPEKNAL)

Ceprudikat Anajizy

3.01493.0752 KOHKOP® 5 MTI' - (50) YKP

Cepin G0298L.

Hasga npoaykty: KoHkop 5 mr. - Barnk
Kop npoaykTy: 3008037771
Cepis Banky: G0237H

* niroye BUAaHHA QapMaKornei
** TecT MPOBOJMTHCA HA [0YATKY Ta B KiHIli TepMiHy TIPUAATHOCTI, 10 METOAY BUOIpKOBOTrO
KOHTPOIIIO.

JaTa BupoOHHMIITBA: 16.12.2023
Jara Bunycky: 08.02.2024
Kinnepa ata nakyBaHHA: 13.12.2024

[uM s mATBEPIKYIO, 10 11 cepis Oyia npoTecToBaHa y BifmoBigHOCTI 3 peecTpalifEuM
nocBigueHHAM Ta €BporeicsKolo HacTanoBor «Menmuni Bupobu. HanexHa BUpOOHUYA

[PaKTHKa».

HazBa IPOAYKTY, 3a3HadeHa B LIbOMY CepTH(IKaTi aHali3y, eKBiBaIeHTHA Ha3Bl OPOAYKTY
KOHKOP®, TabneTku, BKpUTi NNiBkosoto o6onoHkoto, no 5 mr Ne30 , BIJUITOBIJIHO JIO
peecTpanifiHoro mocBig4EHHS.

[Mixmvic kepiBauka:  YmosnosaxkeHna Ocoba TTigrmic kepiBHUKA: Menemxep Konrposio
Sxocri

Tpizeuie, Im'a: KpicTtina ®ink [pissuie, Iv's: Lara Hoffmann

Hara mignucy: 08.02.2024 10:49:03 CET Jara mignucy: 21.03.2024 13:51:27 CET

[ei IOKYMEHT CKIIa[ieHO B ENEKTPOHHOMY BHIIAI Ta AificHui 6e3 miarmcy .

Crop.333

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



CERTIFICATE OF COMPLIANCE

Concor®, film-coated tablets 5 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_O1_MIA_2023_0046

Pack Size, Packaging Type PPIF / BoA
Version

Bisoprolol fumarate 5 mg

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. 3.014983.0752

Importing Country Contractor Material No. Manufacturer
G0298L 61.200 folding boxes n.a.

Batch No, Quantity/Units Code No. Contractor
16.12.2023 11/2028 GO237H

Date of Manufacture Expiry Date

n.a.

Bulk Batch No.

Storage Conditions

Remarks

I 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.

[0 Dr. Thomas Kirchner
{1 Dr. Reto TheiR8

;[23 Ute Ehrensberger
{71 Jennifer Graband

oo

OFCL . plaM 2 (e

Qualified Person Date Signature
Releasing site:

Merck Healthcare KGaA

Frankfurter Str. 250

64293 Darmstadt




CERTIFICATE OF ANALYSIS

3.01493.0752 CONCOR 5 MG - (50} UKR
Batch G0298L

Release date: 29.05.2024

Expiry Date: 30-Nov-2028

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

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 with 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 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 Signatory title: Quality Control Manager
Sigratory name: Ute Christina Ehrensberger Signatory name: Daniel Krebs
Signatory date: 29-MAY-2024 16:53:26 CET Signatory date: 22-MAY-2024 15:58:14 CET

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

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

tn tﬁ,r»mﬁ 50¢6n +€x }('t‘ﬁw‘“;

Daniel Krebs
Head of Laboratory (LdQ)
Merck Healthcare KGaA

CoA |D: COA-240528-00101 Version: 1
Merck Healthcare KGaA, Frankfurter Strafle 250, 64293 Darmstadt (Germany): +49 61 51 72-0 Page 1of 3




CERTIFICATE OF ANALYSIS

3.01493.0752

Batch

CONCOR 5 MG - (50) UKR

G0298L

Product name:

CONCOR 5 MG, FT. - BULK

Product code: 3008037771
Bulk Batch: G0237H
Parameter Specification limits Result
Appearance
yellowish white, heart-shaped, biconvex film-  Yellowish white, heart-shaped,
Appearance biconvex film-coated tablets,

Disintegration time
Minimum value

Maximum value

coated {ablets, scored on both sides

not more than 5 min.

Water content (Karl Fischer methad)

Water content

Identity by HPLC

ldentity

Uniformity of mass

Evaluation

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 +/- 15.0 % from
average mass

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

Microbial purity

Microbial purity

95 - 105 % relative to the declared content
NMT 04 %
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)

scored on both sides

1.50 min
2.00 min

1%

Bisoprolol fumarate positive

acceptance criteria fulfilled

97 %
conforms

0.00 %

not tested

CoA 1D: COA-240529-00101 Version: 1

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

Page 2 of 3




CERTIFICATE OF ANALYSIS

3.01493.0752 CONCOR 5 MG - (60) UKR
Batch G0298L
Product name: CONCOR 5 MG, FT. - BULK
Product cade: 3008037771
Bulk Batch; G0237H
Manufacturing date: 16.12.2023
Release date: 08.02.2024

Packaging Limit Date: 13-Dec-2024

Additional info:
* gurrent 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 European guide
to good manufacturing practice for medicinal products,

Signatory title: Qualified Person Delegate Signatory title; Quality Control Manager
Signatory name: Christina Fink Signatory name: Lara Hoffmann
Signatory date: 08-FEB-2024 10:48:03 CET Signatory date: 21-MAR-2024 13:51:27 CET

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

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

CoA ID: COA-240529-00101 Version: 1

Merck Healthcare KGaA, Frankfurter Stralle 250, 64293 Darmstadt {Germany): +49 6151 72.0 Page 3 of 3
BIOPHARMA 040000183675/ V. 1 Data: 29.0%.2024




