JIIEPJKABHA CJIVKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHiBCHKII OBJIACTI

npos. Ceitnuanoi Hapnii, 3, M.Kuis, 02099, Ten/pake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
PO SIKiCTH BBe3€HOT0 B YKpaiHy JiKapchKoro 3acody
03.06.2024 Ne 26381/24/10
KOHKOP®

(HaliMeHyBaHHA TiKapchKoro 3aco0y 3rifHO 3 peecTpallifHUM MOCBIMYEHHAM)
Ta6J1eTKH, BKPUTI IUIIBKOBOI0 000,10HKO010, 110 10 Mr; 1Mo 25 Taduerok y GaicTepi; mo 2
GJicTepu y kapTOHHIH Kopooui

(thopma BHITyCKy, 03yBaHHA, BH] MTAKYBaHH: NTiKapcLKOTo 3acoby)
Homep peectpaniiiroro nocsiguenns UA/3322/01/03 crpoxk xii peectpauiiinoro nocsingenns 01.01.2099
Cepis nikapeskoro 3acoby Ne GO23HT KinskicTs BBe3eHOro nikapeskoro 3aco6y 12960

Bupo6uuk Mepk Xenckea KI'aA, Himeuunna

(HaitMeHyBaHHS BUPOOHHKA NiKapchLKOTo 3acofy, KpaiHa NOXOo/KEeHHs)

BeeseHo B Yipainy ToeapHcTBO 3 00MEKEHOI0 BIANOBINATLHICTIO "ACIHO
YKPATHA", inenr. xox: 42274733

(maitMeHyBaHHA Ta Koj 3a €JIPTIOY ropuanuHoi ocobi abo npiseHie, iM'a, 110 0aTLKOBI
(izr4H0i 0co6H - nignpuemud, ii Micie npoxBanHs Ta peccTpauiiitmii Homep o6iikoBol
KApTKH TUIATHHKA MOJATKIB 200 cepist Ta HOMep 11acopTa)

IpoToxon Bisyansnoro koutpomo six 30.05.2024 Ne 1494/19.

3a pesyibTaTaMH JEpKaBHOTO KOHTPOJIO BCTAaHOBNEHO, WO JIiKapChKWi 3acid BBE3CHO B Vkpainy 3

JAOTPUMAHHSAM BuMor 32aKOHOAABCTBA ILOAO 3abeaneyeHHs AKOCTI JIiKapCEKHX 3acobiB.
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JNlorotvn Komnail Mepk

(MEPEK/IAL)
EPTU®DIKAT BIAMNOBIAHOCTI
KOHKOP®, TabneTku, BKpUTi NNIiBKOBOIO Mepk Xenckea Kl'aA, 64293 [lapmwraar
06onoHkoto, no 10 mr Ne50 ®pankdgypTep LWTtpacce 250, HimeyuuHa
Hasea npoaykty, ®opma BUNYCKY BupoBHu4a ainaxka

no 25 tabneTtok y 6nicrepi;

no 2 6nicrepy y KapToHHIW kopobui 2.0 DE_HE_01_MIA_2023_0046
Po3amip Ta Tvn ynakoBKu PPIF / BoA TiueHsia supobHuka
Bepcis
Mepk Xenckea KlraA, 64293 Japmwraar
Biconponony dymapary 10 mr dpankdypTtep Wrpacce 250, HimeuunHa
Cwvna fii/akTUBHICTb iHrpepdieHTiB KoHTponb sikocTi

Mepk Xenckea KlMaA, 64293 JapMmwTaar

UA/3322/01/03 ®paHkdgypTep Wrpacce 250, HimeuyuHa
Homep PeecTpaLjiitHoro noceig4eHHs MakyBaHH#A

YkpaiHa H/3 3.01494.0752

KpaiHa-iMnopTep MigpsaHuK Homep MaTepiany BupobHuka

GO023HT 34.440 ynakoBoK H/3

Homep cepii KinekicTe/oguHULi Homep koay nigpsgHuka

18.08.2023 07/2028 G01X4M

Oara supobHuUUTBRA TepMiH npuaaTHocTi Homep cepii 6anky

H/3

YMoBu 36epiraHHs KomeHTapi

UM IiATBEpIKYIO, 0 BUIIeBKa3aHa iHpOpPMAIlis € TocToBipHOIO i To4HOIO. [aHa cepis BUTOTOBJICHA,
BKJTIOUAIOYH  YIIAKOBKY/MApKyBaHHA Ta KOHTPONG AKOCTi, Ha BHILEBKa3aHiif MTBEHWLI Y IOBHIN
pigmosiaHocti 3 BuMoramu GMP MiCIIEBOrO peryiiOHHOrO OpraHy, a TakoX 3i crenuikamiaMu
Peectpauiiinoro Jlocke kpainu-iMnoprepa a6o Jlocke H0Cii/uKyBaHOro nikapceKoro 3aco0y. IIpoTokonu
BHPOGHHIITBA, YIIAKOBKH Ta aHAI3y cepii 6y po3riaHyTi i BUSHaHI sinnosigaumu GMP.

[0 Aoxrop Tomac KipwHep

0 pokrop Pero Teiic

0 vre EpeHc6eprep

X] Owennicdep Mpabanp 22.01.2024 (nignuc) (neuaTka)
YnoBHoBaXeHa ocoba Oata

[inbHULA, KOTPa BUNYCKAaE
cepito B 06ir:

Mepk Xenckea KlMaA
®pankdypTep WTpacce 250
64293 NapmMwTaar



(MEPEKNAL)

CepTudikar Anamnisy

NoroTun KomnaHii Mepk

3.01494.0752

KOHKOP® 10 MTI'" - (50) YKP

Cepisn GO023HT
Tlokaznuk Cnenudikanis BHNycKy PesyabTaTH
Ommic CBiTo-opaHKeBi, cepiienoioHi, Binmosisae
JBOOTYKIIi TabIeTKH, BKPUTI
IIIiBKOBOK 000JI0HKO0, 3 PUCKOIO 3
060x GOKiB.
Posnapanus He 6inmp1me Hixk 5 XB 1.20-3.77 xB.
BwmicT BogH He 6inbme nix 2 % 2%
InenTHbikamia BEPX : Binnosinae
Biconponony dymapary  Yac yrpuMyBaHHs OCHOBHOTIO IIKY Ha
XpOoMaTorpami BUIIpoOyBaHOTIO
PO3YHHY MAa€ BiANOBiIaTH 4acy
YTPHUMYBaHHsS OCHOBHOTO MKy Ha
XpoMaTorpaMi CTaHAAPTHOTO
PO3YMHY.
OnHOPIIHICTE MacH 18/20 Tabnerok — He 6inmbire = 7,5 %
BijI cepeqHBOI Macy; Binnosigae
2/20 Tabnerok —He Gimpure = 15,0 %
BiJl cepeHBOT MacH
KinbkicHe BU3HAYEHHS 95 — 105 % Bij 3asBICHOTO BMICTY 101 %

Bicomponony dyMapaty

Bu3HaueHHA YUCTOTH
Bynp-sika iHma
HeigeHTH(dIKOBaHA
JOMILIKA

CymMa BCiX JOMILIOK
Mikpobionorigyna
umcToTa

He 6inpure misk 0.2 %

He 6inpie Hix 1 %

TToBMHHA BiAMIOBIIaTH BHMOTaM
€pp.Dapm.

Binnosinae < 0.2 %

0.00 %

He TectyBanu

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

Crop.132



Norotun Komnaii Mepk
(MEPEKNAL)

Ceprudikar Anaiisy

3.01494.0752 KOHKOP® 10 MI" - (50) YKP

Cepis G023HT

*  niroye BUAAHHA (hapMakoriei
** TecT MPOBOAMTLCA HA TIOYATKY Ta B KiHIli TEPMiHY NPHAATHOCTI, IO METOY BUOipKOBOTO
KOHTPOIIIO.

Jlata BHpoOHHUIITRA; 18.08.2023
Hara BHITYCKY: 15.01.2024
Tepmin npuaaTHOCTI: 31.07.2028

Llum & miATBEPIPKYIO, LIO LA cepis Gyiia MpoTecTOBaHa Y Bi/IMOBIAHOCTI 3 pEECTPalliiHUM
nocBigyeHHaM Ta €Bporeiichkor HacTaHoBow «Mennyni BupoOH. Hanexna BupobHHYa
IpaKTHKA».

Hassa npojiykTy, 3a3HaueHa B [IbOMY CepTH(IKaTi aHali3y, eKBiBaJIEHTHA Ha3Bi MPOAYKTY
KOHKOP®, Tabnetku, BKpUTi nniBkoBoto o6onoHkoro, no 10 mr Ne50 |, BixmnosigHo 10
peecTpauifHOro NOCBiqUCHHS.

Mrs..Stumpf (meuaTtxa) (mignuc)
Daniel Krebs

Head of laboratory (LdQ)
Merck Healthcare KGaA

I1eit JOKYMEHT CKJIaJIeHO B €IEKTPOHHOMY BUIILI Ta AilicHui 6e3 mianucy .

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

Crop.232



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_01i_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: M
Merck Healthcare KGaA, 64293 Darmstadt,
Frankfurter Strasse 250, Germany

Marketing Authorisation No.

Packaging Site

Ukraine n.a. 3.01494.0752

Imperting Country Contractor Material No. Manufacturer
GO023HT 34.440 folding boxes n.a.

Batch No. Quantity/Units Code No. Contractor
18.08.2023 07/2028 GoiXAM

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.

"1 -Dr. Thomas Kirchner

{1 Dr. Reto Theil

("] Ute Ehrensberger
/& Jennifer Graband

77, JAN, 2024 B i

Qualified Person Date Signature
Releasing site:

Merck Heallhcare KGaA

Frankfurter Str. 250

64293 Darmstadt



Certificate of Analysis

3.01494.0752 CONCOR 10 MG - (50) UKR

Batch GO023HT
Parameter Release-Specification Results
Appearance pale orange-light orange, Conforms

heart-shaped, biconvex
film~coated tablets,
scored on both sides

Disintegration
time not more than 5 min. 1.20 = 3.77 min.
Water content not more than 2 % 2 %
Identity HPLC: Conforms
Bisoprolol The retention time of the
fumarate principal peak in the

chromatogram of the test

solution must comply the

retention time of the main

peak of the standard

solution
Uniformity 18/20 tablets — NMT 4/~ Conforms
of mass 7.5 % from average mass

2/20 tablets — NMT +/-

15.0 % from average nass
Assay (HPLC) 95 -~ 105 % relative to 101 %
Bisoprolol the declared content
fumarate

Chemical purity
{HPLC)

Each NMT 0.2 % conforms <= 0.2 %
degradation
product

o

Total NMT 1.0 % 0.00
degradation
products

Microbial" must conform not tested

purity** to Ph. Bur.*

* current version )
%% The test is done at the beginning and at the end of shelf life by sampling

method

Merck Healthcare KGaA, Frankfurter Stralle 250, 64293 Darmstadt (Germany): +49 6151 72-0 Page 1 of 2




Certificate of Analysis
3.01494.0752 CONCOR 10 MG - (50) UKR

Batch GO23HT
Manufacturing date: 18.08.2023
Release date: 15.01.2024
Expiry date: 31.07.2028

Hereby I certify that this lot has been tested in accordance
with the marketing authorisation and the european guide
to good manufacturing practice for medicinal products.

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.

Mrs. Stumpf (Laboratory Manager)

I (2 prese,njrm\-;‘eh 9 &7

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

Daniel Krebs
Head of Laboratory (LdQ)
Merck Healthcare KGaA

Merck Healthcare KGaA, Frankfurter Strafie 250, 64293 Darmstadt (Germany): +49 6151 72-0 Page 2 of 2
PHAP/ V. Date: 16.01.2024




NEPXABHA CJYXKFBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHiBCHKIN OBJIACTI

npos. Ceitiuunoi Hagii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €/IPIIOV 37078774

BHUCHOBOK
Npo AKiCTh BBe3eHOro B YKpaiHy JIiIKapchKoro 3aco0y
02.08.2024 Ne 37724/24/1011
KOHKOP®

(HaiiMeHyBaHHs NTikapcLKOro 3aco0y. 3Ti/IHO 3 PeecTpalliiiHiM MOCBiTUeHHAM)
TaGJIeTKH, BKPUTI IUIIBKOBOI0 060/10HK010, 10 10 Mr; mo 25 Tabuerok y GJicrepi; mo 2
OJicTepH y KapToHHiil Kopodui

(hopma BHIYCKY, A03YBaHHA, BHJ TAKyBaHHA JTikapchbKoro 3acoly)
Howmep peectpauiiinoro nocsizuenns UA/3322/01/03 crpox aii peectpaniiitoro nocsinuenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne GO23HT KinbkicTh BBe3eHOT0 mikapebkoro 3acody 21480

Bupobuuk Mepk Xenckea KI'aA, Himeuunna

(HaliMeHyBaHHA BHPOGHHKA NTIKapchKoTro 3acoly, KpaiHa MOX0keHHs)

BBeseno B Ykpainy Tosapucrso 3 oomMexeHo10 Bianosigaapnictio "ACIHO YKPAIHA",
iment. kon: 42274733

(nafiMeHyBanHs Ta kKo 3a CAPTIOY ropuauyHoi ocobw abo mpizeHile, im's, o 6aTEKOBI hizHHOT
ocofu - miampHeML, ii Miclle PoXXHBaHHA T4 peecTpamiiiHuii HoMep 001iKoBOT KapTKH MIIATHHKA
noxatkis abo cepis Ta HoMep Maclopra)

Iporokon BisyansHoro kontpomo sin 24.07.2024 Ne 2192/2.

3a pesynbTATAMHM IEepKABHOrO KOHTPONIO BCTAHOBIEHO, N0 Jlikapchkuil 3aci6 BeeseHo B VYkpaiHy 3

JOTPUMAHHAM BHMOT 3aKOHOABCTRA IO/ 3a6e3Me eH s AKOCT] TiKapChKHX 3aco0iB.
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