JIEPKABHA CJIVKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMM Y KUIBCLKIN OBJIACTI

nipos. Ceitnuaroi Haxii, 3, M.Kui, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €PIIOY 37078774

BHUCHOBOK
npo fAKicTh BBe3eHoro B YKkpainy jgikapcbkoro 3acoby
18.11.2024 Ne 58886/24/1011
KOHKOP® KOP

(HaliMeHyBaHRS Jlikapcbkoro 3acofy 3rifiHo 3 peecTpauiiiuM HOCBIAYEHHAM)
Ta6JeTKH, BKPHTI IIIBKOBOIO 000.10HK010, 110 2,5 Mr; 1o 10 TabJerok y Gaicrepi; mo 3
6nicTepu B KapTOHHIl KopoOui
(dbopma BHITYCKY, O3YBAHHA, B/ MaKyBaHHS Hikapcbkoro 3acoby)

Howmep peectpaniiinoro nocsizuenns UA/3322/01/01 crpox aii peectpaniiioro nocsiauerHs 01.01.2099
Cepis nikapcskoro 3acoby Ne GO29F5 KinbKicTs BBE3eHOr0 Nikapchkoro 3acoby 28026

Bupo6uuk Mepk Xenckea KI'aA, Himeuunna
(HaliMenyRanHa BUpOGHHKa TiKapchkoro 3acofy, kpaina HOXO/DKEHHSA)

Baeseno B YkpaiHy Torapucreo 3 o6mexeno0 Binnosinansnicrio "ACIHO VKPATHA",
imen. wox: 42274733

(nafimenyBauus Ta koA 3a €JIPTIOY ropuanHol 0cobu a0 npisBUILE, iM's, HO GaThKOBI DizUIHOT
0c0BH - MiAmpHeMIS, Ti Micle POKMBAHHA Ta PeECTpaliRHuH HoMep 06NiKOBOI KapTKH IJ1aTHHUKA
rofatki abo cepist Ta HOMep [ACTIOPTa)

Tporokoa Bisyansuoro kontpodio ix 08.11.2024 Ne 3518/9.

3a pesynbTaraMK JEpXKaBHOrO KOHTPONIO BCTAHOBIICHO, IO nikapchkuii  3aci6  BBeseHO B YKpaiHy 3

IlOTpHMaHHﬂM BUMOT 32KOHOJABCTBA 010 3a0e3I1eYeHHS AKOCTI MIKapChKHX 3aco0iB.
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TIEP)KABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCHKIA OBJIACTI

nipos. Critmiunoi Haxii, 3, M.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO AKICTL BBE3€HOr0 B YKpaiHy JiKapcbKoro 3acody

05.11.2024 Ne 55637/24/10

KOHKOP® KOP

(HaliMenyBaHHS NIKapCHKOTO 330Gy 3TiHO 3 peECTPaliHIM TIOCBIMEHHAM)
Ta6JIeTKH, BKPUTI ILIIBKOBOK 060/I0HKOI0, 110 2,5 MI; IO 10 Ta6aerok y Guicrepi; mo 3
Guicrepn B KapTOHHIH Kopo0ui

(dhopMa BHITYCKy, ZO3YBaHHS, BIJI IAKYBAHHS JIKapChKOTo 3acoby)
Howmep peecrpauiiinoro mocsizgenns UA/3322/01/01 crpox aii peectpauiiinoro nocsigteH s 01.01.2099
Cepis nikapeskoro 3acoby Ne GO29FS KinbKkicTh BBe3eHOIO Tikapchkoro 3acoby 69984

BupoGHuxK Mepk Xenckea KI'aA,, Himeqynna

(ualiMenyBaHH BHPOGHHUKa IikapchKoTo 3ac00y, KpaiHa TIOXOJIKEHHSA)

Bgeseno B Yrpaiiy ToBapucTBo 3 o6MexeHor0 Bignopizanesuicrio "ACIHO YKPATHA",
izent. xon: 42274733

(nalimMeryBanHsa Ta ko 3a CAPIIOY ropumuuroi ocobn a6o TIpizBHLLE, iM', 110 GaThKoBI DizHuHOl
o0cobH - nianpuemus, T Micue NPOXUBAHHA Ta peecTpalifHHil HoMEp 06NiKOBOT KapTKH IUIATHHKA
nozatKis ab0 cepis Ta HoMep MacropTa)

IlpoTokox BisyansHoro koutpomo six 29.10.2024 Ne 3325/4.

3a pesyJbTaTaMH JepXaBHOTO KOHTPONKO BCTAHOBJEHO, MO mikapcbkuii  3aciG BBeseHO B YKpalHy 3

JOTPHUMAHHAM BAMOT 3aKOHOJIABCTBA MO0 3a6e3neueHHs AKOCTI TiKApChKUX 3ac00iB.
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Norotun komnanii Mepk

(NEPERNAL)
CEPTUDIKAT BIANOBIAHOCTI
KOHKOP, KOP ta6neTku, BKPUTI NNiBKOBOKO Mepk Xenckea KlaA, 64293 lapMuwraar
0GonoHKot, no 2,5 mr Ne30 ®paHkgypTep Wrpacce 250, HimeuunHa
Hassa npogykty, ®opma BUMYCKY BupobHuua ginsiHka

no 10 Tabnetok y 6nicrepi;

no 3 6ricTepu y KapToHHiN kopobui 3 DE_HE_01_MIA_2023_0046
Po3Mip Ta TN ynakoBKu PPIF / BoA JliueHsia BUpoGHUKa
Bepcis
Mepk Xenickea Kl'aA, 64293 JapMwTtanr
Biconporniony dpymapary 2.5 mr ®pankdypTep Wrpacce 250, HimeuuuHa
Cwuna AjifakTuBHICTb iHrpegieHTis KoHTpOnb AKOCTi

Mepk Xenckea KlaA, 64293 HapmMuwitaar

UA/3322/01/01 dpankdyprep WTpacce 250, Hime4yunHa
Homep PeecTpauiiiHoro noceigyeHHs MakyBaHHA

YkpaiHa H/3 3.00889.0752

KpaiHa-imnopTep MigpsaHuK Homep MaTepiany BupobHuka

G029F5 98.010 ynakoBoOK H/3

Homep cepil . Kinbkicte/oguHuui Homep Koay ninpsaHuka

29.01.2024 12/2026 G0254R

[lata BupobHULTBA TepMiH npuaartHocTi Homep cepii 6anky

H/3

YmoBu 30epiraHHs KomeHTapi

IIuM DiATBEpIIKYIO, IO BUIIEBKa3zaHa iHQopMallis € JOCTOBIPHOIO 1 TOYHOIO. Jlana cepist BUTOTOBIIEHA,
BKIIOYAIOYH  YITaKOBKY/MapKyBaHHs Ta KOHTPOIb SKOCT, Ha BUIIEBKA3aHill MiINMBHUUI Yy TOBHIH
BimmoBigHocTi 3 BuUMoraMu GMP wMiclieBoro peryiror4oro opramy, a TakoxX 3i crenmikanisMu
Peectpaniitaoro Jocke kpainu-imnoprepa abo Jlocke JOCHiIXyBaHoro nikapebkoro 3acoby. [Iporoxomnu
BHPOGHHUIITRA, YIIAKOBKY Ta aHali3y cepii Oyiu posriaHyTi i BH3HaHI BignosiqauMu GMP.

0 pokrop Tomac KipxHep

[0 Hoxrop Pero Taiic

X V¥re Epenc6eprep

[0  Hxennicpep Fpa6anp 18.07.2024 (nignuc) nedvaTka
YnosHoBaxeHa ocoba Aara

HAinbHUuA, KOTpa BUNYCKAE
cepiro B obir:

Mepk Xenckea KiraA,

opaHkgyprep Wrpacce 250

64293 apMmiTanr



Norotvn komnanii Mepx

(MEPEKNAL)
3.00889.0752 KOHKOP KOP 2.5 MI' - (30) YKP
Cepis GO029F5
[JaTa Bunycky: 12.07.2024

TepmiH npuaaTHocTi: 31 .12.2026

Jonarkosa iHdopMaIlis:
HasBa OpOyKTy, 3a3HaueHa B IbOMY CepTHQIKATI aHaJli3y, CKBIBAICHTHA Ha3Bi IPOLYKTY
KOHKOP KOP, TabneTku, BKpUTi NiBKOBOHO o6ornoHkKoto, o 2.5 mr Ne30, BigmoBiAHO 10

peecTpauifiHoro MOCBiMYCHH .

Ha nepmiit cTopiHii 11eoro cepTudikara aHasli3y BKa3aHi JjaTa BUIIYCKY, /1aTa 3aKiHICHHS TepMiHY
qii Ta migmUc yIoBHOBaXKeHOi 0COOH ISl BUITYCKY FOTOBOTO MPOIYKTY . Ieit mignuc BUMYCKY HE €
exBipanenToM cepTudikauii cepil, onucanoi B JlomaTky 16 no EU GMP EudraLex, Tom 4.
Ceprudixanis cepil odOPMISETECA OKPEMHM JXOKYMCHTOM (Ceprudikar BiANOBIHOCTI).
TTOuMHAIOUH 3i CTOPIHKH 2, BKA3YHOTHCA aHANITUYHI JaHi cepil GanKy, [0 BUKOPUCTOBYETHCS I
TIaKyBaHHSA TOTOBOrO MPOXYKTY, i3 3a3HAYCHHAM JaTH BHIOTOBIIEHHA, JaTa BUIYCKY Ta HatTy
KiHIEBOTO MaKyBaHHs (TepMiH MPHAATHOCTI OCHOBHOI cepii I MaKyBaHHA) laHoi cepii Oanxy.
Cepis Ganxa BHIIyCKa€ThCS MCHEKEPOM 3 KOHTPOIIO SKOCTI BiZIOBIMHOCTI Ta MEHEMXKEPOM 3
KOHTPOJIIO SKOCTI.

1M s HiATBEPIUKYIO, O LA cepis Oyia IpoTecToBaHa y BiTOBiHOCTI 3 peecTpaliiHiM
[OCBiMUEHHAM Ta €BPOIEHCHKOI0 HACTAHOBOIO «Menmusi Bupo6u. HanexHa BupobHHYa

IIPAKTHKA.

Tlignuc kepibupka:  YnosHosaxena OcoGa Ilignuc kepiBHUKA: | Mesemxep Konrpomio
: SkocTi
Tlpizsume, ImM'a: Vre Kpicrina Epencbeprep Tlpizeuiue, IM's: Miurens Jxymic
Jara migmucy: 12.07.2024 12:38:22 CET JTara migmacy: 03.06.2024 15:44:48 CET

115 cepis noroxeHa 3 BAKOPUCTAHHAM EJEKTPOHHOTO TimMcy y BiANOBINHIHA crcTeMi.

1leif IOKYMEHT CKNaJeHO B eIEKTPOHHOMY BUIILSLAL Ta Aificuuii 6e3 mignucy .

Crop.133

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



(NEPEKNAL)

Ceprudikar AHanisy

Nlorotn Komnawii Mepk

3.00889.0752

Cepin

KOHKOP KOP 2,5 MI' - (30) YKP

GO029F5S

Hasaea npoaykTy: KoHkop Kop 2.5 mr. - Bank
Kop npogykry: 3008897771

Cepis Banky: G0254R

Hoxka3zuuk

Cueundikaunis BUNycKy

Pe3yianTaru

Onuc

Maitxe 6is0r0 KONkOpy,
ceplenoifHi, ABOONYKNi TabIeTKH,
BKPMTI IUTiIBKOBOXO 060JIOHKOIO, 3
pHUCKOF0 3 060X GOKIB

TosmmHa: 61 2,6 MM

[upuna: 6ins 7,8 MM

JlosxuHa: 611 6,7 MM

Maijixe 611070 KOJIBOPY,
cepuenoniOHi, ABOOITYKI
TaONEeTKH, BKPUTI IUTiBKOBOIO
0GOOHKOI0, 3 PHCKOIO 3 000X
OokiB

Topwmna: 6ins 2,6 MM
Mlupusa: 6115 7,8 MM
JowxnHa: 6ins 6,7 MM

Posnaganis He Ginbme Hik 5 XB 1.00-1.30 xB
BmicT Boau He 6insire Hix 2 % 1%
Inentrdixanis BEPX :

Biconpomnomy [ToBuHHi BifmoBigaTH BUMOTaM €Bp. TTo3uTHBHO
dbymapaTy Dapm*

OIHOPITHICTE ToBunHi Binnosigati Bumoram €p. | Pisenn 1 BUKOHaHO
n030BaHMX ofuHuus | Papm*

Kinskictie BEPX

BU3HAYEHHS 97 — 105 % Bifi 33aABICHOTO BMICTY 100 %
Biconponoiy

dbymapary

Busuauenns yuctord | BEPX

Byup-gKka iHIa

HeigenTngixoBaHa He 6insue aix 0.5% Bigmosigae
JOMIIIKa

Cyma BCix JOMIIIOK He 6inbure Bix 1 % 0.00 % .

Mikpobionoriuga
*
qUCTOTA

TMoBunHa BigmOBIIATH BUMOTaM
Cep.Dapm.

He nporogunu

Crop.233

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




NoroTrn KomnaHii Mepk
(MEPEKNIAL)

Ceprudikat AHaizy

3.00889.0752 KOHKOP KOP 2,5 MT - (30) YKP

Cepis GO29F5

Hasea npoayxTy: KoHkop Kop 2.5 Mr. - bank
Kop npoaykry: 3008897771
Cepisn Banky: G0254R

* niroue Buganua papmakorei
#% TecT MPOBOAMTLCS Ha I0YATKY Ta B KiHIl TCPMIHY TIPHIATHOCTI, 0 METOTy BHOIPKOBOTO
KOHTPOJTIO.

Jlata BUpOOHULITBA! 29.01.2024
JlaTa BHITyCKY: 28.03.2024
Kinuesa jaTta naKyBaHHs. 06.10.2024

ITiM s MiATBEPAXKYIO, WO I cepis Oyia IpoTecToBaBa y BiIMOBIHOCTI 3 peecTpamiiiHuM
TToCBiTUeHHsM Ta €BpOTIeiichkoi0 HacTaHoBoIo «Meauani BupoOH. Hanesxna BUpOOHIYA
TTPaKTHKaY.

Hassa npoykTy, 3a3Ha4eHd B IbOMY CepTH(IKaTi aHal3y, eKBIBallEHTHA Ha3B1 IPOLYKTY
KOHKOP KOP, Tabnetku, BKpUTi NNiBkoBOIO 060110HKOI0, NO 2.5 mr Ne30, sigmosigHo 10
peecTpaliffHOro MOCBIAYEHHS.

Tlignuc kepisuuka:  YrosHoBaxera Ocoba TTignic kepiBHUKA! Menemxep Kourpomo
, o SIxocri
Tpissuue, IM's: " Kpicrtina ®inx ~ Tpizsume, Im's: Haniens Kpebe
Jara nipmucy: 28.03.2024 10:59:22 CET Jlata mipmnucy: 04.03.2024 17:33:09 CET

Lleit IOKYMEHT CKJIaJIEHO B CIEKTPOHHOMY BUIISAI Ta AifiCHAUI 6€3 TmiAnmcy .

Crop.333

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



CERTIFICATE OF COMPLIANCE

CONCOR® COR, film-coated tablets 2,5 mg Ne30

Merck Healthcare KGaA, 64283 Darmstadt,
Frankfurter Strasse 250, Germany

Name of Product, Dosage Form

10 tablets in blister;
3 blisters in carton box 3

Manufacturing Site

DE_HE_O01_MIA_2023_0046

Pack Size, Packaging Type PPIF / BoA
Version

Bisoprolol fumarate 2.5 mg

Manufacturing Authorisation

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

Strength/Potency Active Ingredient(s)

UA/3322/01/01

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

Marketing Authorisation No.

Packaging Site

Ukraine n.a. 3.00889.0752

Importing Country Contractor Material No. Manufacturer
GO029F5 98.010 foilding boxes n.a.

Batch No. Quantity/Units Code No. Contractor
29.01.2024 12/2026 G0254R

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
] Dr. Reto Theil

;tzﬂ Ute Ehrensberger

" Jennifer Graband

A% 02 (K

Date Sigﬁatixré’;'&\'« 1
S

/

Qualified Person
Releasing site:
Meick Healthcare KGaA
Frankfurter Str. 250
64293 Darmstadt




CERTIFICATE OF ANALYSIS

3.00889.0752 CONCOR COR 2,5 MG - (30) UKR
Batch GO29F5

Release date: 12,07.2024

Expiry Date: 31.12.2026

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

2.5 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
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
Signatory name: Ute Christina Ehrensberger Signatory name: Michelle Giudice
Signatory date: , . 12-JUL-2024 12:38:22 CET Signatory date: 03-JUN-2024 15:44:48 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-240712-00055 Version: 1
Merck Healthcare KGaA, Frankfurter StraBe 250, 64293 Darmstadt (Germany): +49 6151 72-0 Page 1 of 3




CERTIFICATE OF ANALYSIS

3.00889.0752

Batch

CONCOR COR 2,5 MG - (30) UKR

G028F5

Product name:

CONCOR COR 2,5 MG - BULK

Product code. 3008897771
Bulk Batch: G0254R
Parameter Specification limits Result
Appearance
white, heart-shaped, biconvex film-coated V.Vh'te' heart-shaped, biconvex
tablets, scored on both sides, thickness approx film-coated tablets, scored on
Appearance ' ' PPTOX- hoth sides, thickness approx. 2.6

Disintegration time
Minimum value

Maximum value

2.6 mm, width approx. 7.8 mm, length approx.
6.7 mm

max. 5 min.

Water content (Karl Fischer method)

Water conte;nt
Identity by HPLC
Identity

max. 2 %

Must conform to Ph. Eur.*

Uniformity of content by HPLC

Evaluation

Must conform to Ph, Eur.*

Assay and chemical purity by HPLC

Bisoprolol fumarate (rel.)
Each degrad. product
Total degradation products

Microbial purity

Microbial purity

97 - 105 % relative to the declared content
max. 0.5 %

max. 1.0 %

Must conform to Ph. Eur.” (The test is done at
the beginning and at the end of shelf life by
sampling method)

mm, width approx. 7.8 mm,
length approx. 6.7 mm

1.00 min
1.30 min

1%

Bisoprolol fumarate positive

level 1 fulfilled

100 %

conforms

0.00 %

not tested

CoA ID: COA-240712-00055 Version: 1

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




CERTIFICATE OF ANALYSIS

3.00889.0752 CONCOR COR 2,5 MG - (30) UKR
Batch GO29F5

Product name: CONCOR COR 2,5 MG - BULK

Product code: 3008897771

Bulk Batch: G0254R

Manufacturing date: 29.01.2024

Release date: 28.03.2024

Packaging Limit Date: 06.10.2024

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 European guida
to good manufacturing practice for medicinal products.

Signatory title: Qualified Person Delegate Signatory title: Quality Control Manager
Signatory name: Christina Fink Signatory name: Daniel Krebs
Signatory date: 28-MAR-2024 10:59:22 CET Signatory date: 04-MAR-2024 17:33:09 CET

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

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

CoA ID: COA-240712-00055 Version: 1

“Re e EO\CIIE

Lara Hoffmann
LdQ
Merck Healthcare KGaA

i .
s /»},c;:%&/,c,{,/cu LUk
Eara

Merck Healthcare KGaA, Frankfurter StraRe 250, 64293 Darmstadt {Germany): +49 6151 72-0 Page 2 of 3
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