(MEPEKNAN)

NoroTun KomnaHil Mepk

CEPTUGIKAT BIAMNOBIAHOCTI

KOHKOP, KOP TabrneTkn, BKpuUTj ANBKOBOMO
060MoHKOMW, No 2,5 Mr Ne30
Hassa npoayxry, Dopma Bunycky

no 10 vabnerox y GnicTepi;

no 3 Bnictepu y kapToHHIN KopobBui 3

Poamip Ta Tun ynakosiu PPIF / BoA
Bepcis

Eicongonony ¢ymapary 2.5 mr

Cwna aiifakTvsHicTs iHrpeaieHTis

UA/3322/01/01
Homep Peectpauiiinoro noceigyeHHs

Ykpaiua H/3
Kpa'|’Ha~imnopTep Miapsaxmuk
G02C94 98.334 ynakorok
Homep cepir Kinbxicm/op,wkui
30.01.2024 12/2026

fata supobruyTea Tepmin npuaatHocT
H/3
YMOBY 36epiranns

Mepk Xenckea KraA, 64293 Aapmwragr

d)gaﬁxgggmeg Wrpacce 250, Himeuunna
BupobHuya ginanka

DE_H E__01_MIA_2023_0046
NideHsis BUpoGHMKa

Mepk Xenckea KfaA, 64293 Hapmwranr
®paHkpypTep Wrpacce 250, Himeyumna
KoHrponb skecTi

Mepk Xenckea KlraA, 64293 Hapmwragr

Ppankdyprep Wrpacce 250, HiMeyunna
lMakysanns

3.00889.0752
Homep marepiany BUpOBHWKa

H/3 )
Homep koay niapaaHnka
G0254T

Homep cepii Banky
KomeHTapi

BKJIIOYAl0 Y1 YNAKOBKY/MapKyBanus Ta KOHTPONR  AKOCTI, Ha BHIIeBKazaHili RITBHVLL Y MOBHIH
BIAMOBIRHOCT] 13 Bumoramu GMP  wicueroro PETYNROIOUOro oprady, a Ttakom 3i cnenugikanissy
Peectpaniiinoro Hocke KpaitHu-iMnoprepa a6o Hocre AOCAIIXKYBAHOrO HMIKapCLKOTo 3aco0y. Hporokony
BUPOOHUITEE, yIakopky Ta aHamizy cepii 6ymu POSIARYTI | BUZHAH] BIAMOBITHMM Y GMP,

1 Roxrop Tomac Kipxhep
i BokTop Pero Taiic

X vre EpeHcGeprep

D ﬂmenﬂi(bep maGaup
YnoBHOBaMmeHa ocoba
AinbHuys, KOTpa BUnNyckae
cepio B obir:

Mepk Xenckea KiraA,

Ppankdyprep Wrpacce 250
64293 Hapsumraar

06.09.2024
Hara

;ni.qnuc! nevartka

by au S0I9S
0607 A5 A




Norotun Komnaii Mepg

(MEPERSIAD)
3.00889.0752 KOHKOP KOP 2.5 MT - (30) VKP
Cepis G02C94

HaTa BUNYCKy: 30.08.2024
TepMiH npugaTHocTi: 31.12.2026

Honarkona i ndopmanis:
Hazga NPOAYKTY, 3a3Ha4ena g UbOMy cepTudrikari aHaNizy, expipanentua Hasgj NPOIYKTY
KCHKOP KOP, TabneTkuy, BKPUTI nniekoeoo oboronkoro, no 2.5 Mr Ne30, BLATIOBIZIHO J10
peecTpaniitnore NOCBIAUEHHS,

Ha nepuwin CTOpIHUI ubore ceprndikara ananizy prasapj AaTa BUNYCKY, AaTa 3akingeus TepMiHY
1T ta nignuc YNOBHOBAXKEHOT 0COGH 15 BUIyCKY rOTOROro nponyxry. Llei ninnuc BHITYCKY He ¢
eKBiBaNEeHTOM ceprudiranii cepiy, onucanol 8 Topatky 16 go EU GMP Eudralex, Towm 4,
Ceprugiixanis cepii  odopmusersey OKPCMHM  AOKYMEHTOM (Ceprudikar BLANOBiHOCT]),
ITounnaioyy 3 CTOPIHKH 2, BKA3YIOThes AHANTHYHI nani cepil banky, uo BUKOPHCTOBYEThLCS jist
NaKyBaHHs roTOROrO TPOAYKTY, I3 3a3HauenHsM aary BUIOTOBJICHHS, marta BHIYCKY Ta gary

MPaKTHUKa».

Hinnue kepipnmxa: Ynornosaxena Ocofa Hianue kepisuuxa: Menemrep KoHrposo
Axoeri

Mpizewue, [v's: ¥Yre Kpicrina Epencleprep [pizenme, [v's: Miwens Toxynic

Hara miamacy: 30.08.2024 12:06:53 CET Hara mignucy; 26.07.2024 16:25:17 CET

L cepin noroawena 3 BHKOPHCTaHHAM enexTponnoro nianucy y BIAMOBIAHIH cucTemi.

Le#t nokymenr CKIIAJeHO B CICKTPOHHOMY BUrasAi T4 niicHuii Ges nianucy .

Crop. 133

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




Aorotun KomMnawii Meprk
{(MEPEKAAL)

Ceprudgikar Auanizy
3.00889.0752 KOHKOP KOP 2,5 MI' - (30) YKP
Cepin G02C94
Hazea MPOAYKTY: KoHkop Kop 2.5 wmr. - Bank

Ko npogyry: 3008897771
Cepis Banky: GC254T

Crenundikanin BHIIyCKY

Maitxe Ginoro KOJIbopy,
Cepuenonibni, npoonyiui Tabnerky,
BKPUTI TUHIBKOBOIO 00onoHKoW0, 3
PHCKOK 3 0box Gokip
Torwuna: 6ing 2,6 MM
Ulupwua; 6ing 7,8 my
JoBxuna: 6ing 6,7 MM

Maiixke 6inoro KONLopy,
cepuenonibni, apoonyii
TabeTKH, BKpUT ILTIBKOBOIO
0D0ROHKOIO, 3 PHCKOIO 3 obox
Bokin

Tosmuua: 6y 2,6 MM
Mupnna: Gins 7,8 mm
Horxunua: Ging 6,7 MM

Pesnananugsg He 6inbiue #ix 5 xp 0.83-1.17 xz

Bumict Bogu He 6incwe mix 2 9 1%

BEPX :
Hosunni signosigary BUMOram €gp.
Dapm*

Dientudikanin
Biconponony
(ymapary

Tosutusno

OnHopiauicTs Pisens 1 Bukonano

AO30BAHUX OINMHA LG

losunni BIANOBIiZaTH BiMO
Dapm*

ram €gp.

BEPX
97 - 105 % in 3a4BJCHOIO BMicTY

Kinekiche
BH3NAYUCHHY
Biconponony

Busnauenns yncrory BEPX
byas-aka igma
neineurndikosana

JAOMiluxa

He 6inpre nix 0.5% Bianoginae

Cyma seix nomimok He Gineiwe uix 1 % 0.00 %

Hosuuua BIANOBIRATH BUMOTranm Binnopinae

€Bp.Dapum,

Mikpobionoriyna
yucrora””

Crop.233

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




Jflorotun Komnarii Mepk
(MEPEKAAL)

Ceprudikar Anamizy
3.00889.0752 KOHKOP KOP 2,5 MT — (30) YKP

Cepin G02C9%4
Hasea npoaywry: Korkop Kep 2.5 wr. - Bank
Koa npogykry: 3008897771

Cepis Banky; GO254T

* nitove puganns bapmakomei
** Tect nmpoBosuThCs Ha HOYATKy Ta B Kinlli Tepminy lIPRAATHOCTI, IO MeTony BUOIpKOBOrO
KOHTpOJ’HO.

Hara supobrunTea: 30.01.2024
Hara punycky: 23.08.2024
Kintera gata TNAKYBAHHA: 07.10.2024

Haspa HUPOLYKTY, 3a3Havena B ULOMY cepTudixari AHali3y, eKBIBANCHTHA Ha3R] poAYKTY
KOHKOP KOP, TabneTku, BkpuTi nniBkorolo 0bonoHkow, o 2.5 Mmr Ne30, sianosimio Jils)
peectpauiiinoro NOCBIAYEeHA,

Hinmic kepisnmka: ¥norHoRakena Ocosa Mianuc kepirumka: Meneep Konrpomo
Arocri

Ipiseume, IM's: Kpicrina Giuk [Tpizeuine, Inr'y: fapa Xodman

Hata ninmicy: 23.08.2024 12:57:2¢6 CET Hara ninnuey: 25.04.2024 11:43:48 CET

et nokyment CKIaieHo B CACKTPORHOMY BHCIAAL Ta AiHCHM Oes niamucy .

Crop.333

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




HEPHKABHA COAVIKBA 3 JIIKAPCLKI;IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KAIBCHKIIT OBJIACTI

mpoB. CBitnuHoi Hapii, 3, M.Kuis, 02099, Ten/dake: (044) 576-40-4
E-mail: dls. ko@dls.gov.ua, Kog CUPIIOY 37078774

BHUCHOBOK
IIPO SAKICTE BBe3eHOro B Ykpainy aikapeskoro 3acoby
17.12.2024 Ne 65136/24/1011
KOHKOP® KOP

(Haiivenynanin NIKAPCHKOI0 3aco0y 3rijgno 3 peectpanifinum MOCBIHeI AN
TabneTku, Brpuri ILTIBKOBOIO 0boilonkor, no 2,5 MT; o 10 Tabaerox y Gaicrepi; 1o 3
Oaictepu g KapTOHHIH Kopobnj|

(thopma BUIIYCKY, O3YBENHA, BHA Hakybans JKAPCHKOTO 3acoby)
Howmep peecrpaniitioro nocsinnenss UA/3322/01/0] CTPOK ZUiT peecTpanifitoro nockizuenns 01.01.2099
Cepist nixkapeskoro sacoby Ne G02C94 Kinskicts mreseroro nikapeskoro zacody 52488

BupoBimx Mepk Xenckea KI'aA,, HiMeyunna
(nafisenysarms BHPOOHUKA Nlixapcrkoro 3aco0y, kpaina NOXOIPKER1IS)

Beeselio B Vkpainy Torapucrro 3 o0MexeHoIQ BiAHOBIARILHiCTIO "ACIHO YKPATHA",
inenT. kox: 42274733

(HaitveryBanis Ta wog sa CAPTIOY ropuantaor 0co0u abo npizpume, iM's, o Batbkoni dismunor
ocobu - mnupres, i MICUE MPOKUBAITLS T4 peecTpaniiinmii Homep odnikopof KAPTKH TLIaTHH kg
Nonarkiz abo cepis Ta OMCp Nacnopra)

IIporokon sisyannuoro Kxourposo sia 11.12.2024 x 38987,

3a  pesyneTaramu JAEPHEABHONO  KOHTpONID BCTAHOBITEHO, 10 JKAPCEKME  3acif BBE3EHO B VYrpalmy 3

,Z[O’I‘pIrIMaHHHM BHMOT 3aKOHOJABCTERA om0 380e3MCUEHHY SKOCT] JKAPCLKHX 3acobis,

Onera EPLOMEHKO

(wiangeg) {ixtiniany ra npizeame)




AEPXKABHA CJIVIKBA 3 JIKAPCBLKHUX 3AC(2EIB TA KOHTPOJUIIO 3A
HAPKOTUKAMY ¥ KUiBCLKII OBLJIACTI

poB. Ceitnnunoi Haaii, 3, m.Kuie, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Ko COPIIOY 37078774

BUCHOBOK
PO AKICTH BBEe3€HOro B YKpainy nxikapeskoro 3acoby

18.11.2024 Ne 58887/24/10

KOHKOP® KOP

{Halivenypanis JKapCLKOTD 308y 3rijHo 3 PEECTPAUIHENM rockigueH: )
TablieTky, BRPUTI nIiBKOBOIO 000/10HK 010, To 2,5 Mr; o 10 raGuerok y Ourictepi; o 3
Onicrepu B KapToumiii Kopobui

(hopma aumyexy, AOIYBARHS, BHA NAKYBARIS JIKAPCLKOIO 3acoGy)
Hosmep peecrpaniiinoro nocsiguers UA/3322/01/01 erpox Al peectpauiiinoro nocinuenns 01.01.2099
Cepis nikapenkoro sacoGy Ne GO2C94 Kinsxicts sResenoro nikaperkoro aacoby 45846

BupoGunx Mepk Xenckea KT'aA,, Himeuuuna
(naftmenysarirg BEPOBHUKA NiKApChKOrO 38000y, KpaiHa MOXOJUKCHHN)

Boeseno » Yipainy Tosapucrso 3 06mexenoro BitnosiganieHicTIo "ACIHO YKPATHA",
inent. koa: 42274733

(akvenysamis Ta ko 3a CAPTIOY iopunnauof ocodr a6o UDI3BRILE, IM'H, 110 6aThOR] Oiznunot
OCo0H - mianpueMus, 1i micie TIPOXKHBAHHA T2 peccTpariiigii HOMCP 0831{KOBOT XapTRe m1aTeNKa
noAarkis abo cepis ta HOMCD [acnopTs)

Hpotokoa Bizyansroro rourpoaro via 13.11.2024 » 3518/10.

3a  pesynpraramu HACPHKABHOTO  KOHTpOMIO BCTAHOBNIEHO, 1O jikapceskuii  saci BBE3CHO B YEkpaiHy 3

HOTPHMAHHASIM gnmor 3AKOHONARCTBA OO 3afeanewenns ko] TIKapeLKuX 3ac06is,

e Oasra CPhOMEF IO
T L Qmera CPBOMER -
[UIRIFTIG (st v HIIBEHIEY:




TIEPKABHA CJIVKBA 3 JJIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHU Y KHIBCBHKIU OBJACTI

npos. Ceitinutoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kou €/IPTIOY 37078774

BUCHOBOK
Tpo SIKICTH BBe3eHOro B YKpaiHy JikapchKoro 3ac00y

20.03.2025 Ne 12643/25/10

KOHKOP® KOP

(maiiMenyBaHIs JIiKapehbKOro 3acoby 3rijio 3 PeECTPALLIITHM TTOCRIUEHTIsM)
Ta0JIeTKH, BKPUTI IUIIBKOBOIO 060JIONKOIO0, 110 2,5 MT; 110 10 Tadaerox y GJicrepi; o 3
GiicTepn B KApTOHHIl KOpoOui

(popma BHITYCKY, JLO3YBaHilsl, BUL NAKyBaHHs sikapebkoro 3acoby)

Homep peectpaniiinoro mocsimrenns UA/3322/01 /01 crpox mit peectpauiitroro nocsiguent 01.01 .2099

Cepis nixapcbkoro sacoby Ne GO2FYV KinbkicTh BRE3CHOTO Tikapehkoro 3acoby 99468
BupoOHHK Mepxk Xenckea KI'aA, HimeuunHa

(1aiimMenyBantis BHPOOHIKa JHKapehKoro 3acody, Kpatita MTOXOJLKEHHS)

Baeseno B YkpalHy ToBAPUCTBO 3 00MEKEHOIO pinnosigaapnicrio "ACIHO YKPATHA",
imenT. kon: 42274733

(naiimenysanis Ta xou 3a CAPTIOY toprununoi ocobu abo tipizsulie, IM's, 110 BaThKOBI PisntHOT
0cOBH - THATpHEMUs, T MICIE NPOKMBAHHS Ta peccTpallifumii HOMEp 001iKOBOT KAPTKH THIATIIHKA
noaarkis abo cepis Ta nomep nacropra)

Tipororon Bisyasioro kowrpouo six 17.03.2025 Ne 0797/2.

3a pesyinTaTamMH  JCPKaBHOTO  KOHTPOJIO  BCTAHOBJICHO, IO nikapcrkuii  3aci6  BBeseHo B YKpaimy 3

IlOTpI/lMaHHﬂM BHMOI" 3aKOHOIABCTBRA LI0H0 3a0e3NeUeHH s SIKOCT] TiKapCHKUX 3ac00iB.
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(MEPEKNAL)

JSlorotun KomnaHii Mepk

CEPTU®IKAT BIANOBIOHOCTI

KOHKOP, KOP TabneTku, BkpUTi nniBkoBo
ob6onoHkKo, no 2,5 mr Ne30

Mepk Xenckea Kl aA, 64293 JapmwTaar
®pankdyprep Ttpacce 250, HimevyunHa

Hassa npoayxry, ®opma Bunycky

no 10 Tabnetok y 6nicTepi;

BupobHuya aingHka

no 3 6nictepu y kKapToHHin Kopobuji 3 DE_HE_01_MIA_2024_0041
Poamip Ta Tun ynakosku PPIF / BoA TNiueHsis BupobHuKa
Bepcia

biconponony dpymapary 2.5 mr

Mepk Xenckea KlMaA, 64293 JapmwranT
®parkdypTep Wrpacce 250, HiMmeuunHa

Cuna gii/akTuBHICTb IHrpefieHTiB

UA/3322/01/01

KoHTporib akocTi

Mepk Xenckea KlaA, 64293 JapmwTragr
®pankdpyprep Wrtpacce 250, HimeuunHa

Homep PeecTtpaliiiiHoro nocsigueHHs

MakyBaHHs

YkpaiHa H/3 3.00889.0752
KpaiHa-imnopTtep NigpsgHuk Homep maTepiany sBupoGHuka
GO2FYV 99.468 ynakoBok H/3

Howmep cepii KinskicTs/ognHnLi Homep koay ninpsaHuka
20.06.2024 05/2027 G029YD

Hata supobHuuTea TepmiH npuaaTHocTi Homep cepii 6arky

H/3

YmoBu 36epiraHHs

KomeHTapi

Ium niaTsepaxyio, 1O BHILCBKA3aHa iH(OPMALis ¢ J0CTOBipHOO | TouHOKW. [ana cepist BUTOTOBJICHA,
BKITIOYAIO4H  YIIAKOBKY/MapKyBaHHsS Ta KOHTPOJb SKOCTi, HAa BHIICBKA3aHIM iNbHUII Yy TOBHIH
BianosigHocti 3 BuMoramin GMP wmicueBoro perysmiorouoro opramy, a Takox 3i criegudikarismu
Peecrpauiitnoro Jlocke kpainu-iMrnoprepa a6o Jloche AOCTIIKYBAHOTO mikapcebkoro 3acoby. IMporokonu
BHPOOHMIITBA, YITAKOBKY Ta aHai3y cepii Oyiiu posTisHyTi i BH3HAHI Bimmosixaumu GMP.

[J ARokrop Tomac KipxHep

[  Dokrop Peto Taiic

[l  ¥Yre EpeHc6eprep

X Rxennicep rpabanp 29.10.2024 (nianuc) neuarxa
YnosHoBaeHa oco6a Aara

dinbHnua, KoTpa BUnyckae
cepito B o6ir:

Mepk Xenckea KlaA,

®pankyprep Uirpacce 250

64293 Jlapmirranr

Vid
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NoroTtun komnawii Mepk

(MNEPEKNAA)
3.00889.0752 KOHKOP KOP 2.5 MI' - (30) YKP
Cepist GO2FYV
[ata Bunycky: 23.10.2024

TepMiH NpuAaTHOCTI: 31.05.2027

JlonarkoBa iHpopMaLis:
HazBa NpoAyKTY, 3a3HaucHa B IbOMY cepTH(iKaTi aHaNi3y, eKBIBANICHTHA HazBi NPOLYKTY
KOHKOP KOP, TabneTku, BKpUTi NAIBKOBOK 0GOMNOHKOI0, MO 2.5 Mr Ne30, BianoBigHO 110

peecTpaliifHoro MocBiUeHHS.

Ha nepiuiif cTopiHLi WHoro cepThdikara aHani3y BKaszaHi JaTa BUITYCKY, JaTa 3aKiHUEHHs TCPMIHY
i1 Ta TiAnIc yoBHOBKEHOI 0co0K 1lst BUTTYCKY FOTOBOTO NPOAYKTY. et niarmc BUITYCKY HE €
ckBiBanenTOM cepTudikauii cepii, onmcanoi B Jlonarky 16 no EU GMP EudralLex, Tom 4.
Ceprudikanis cepii  0QOPMIIETHCS  OKPEMAM  JIOKyMEHTOM (CeptidikaT BIATOBIAHOCTI).
TTouHHAIOYY 3i CTOPIHKH 2, BKA3yIOThCA aHAi THYHI naHi cepii 6anKy, M0 BUKOPUCTOBYETHCS LI
[IaKyBaHHs TOTOBOTO MPOXYKTY, i3 3a3HAUCHHAM JaTH BUTOTOBJICHHI, JaTa BUITYCKy Ta JAaTy
KiHLEBOTO MAaKyBaHHs (TCPMIH MPHIATHOCTI OCHOBHOT cepii IS MaKyBaHHs) AaHOi cepil Oanxy.
Cepis Gasnka BUIYCKa€TbCS MCHCIUKEPOM 3 KOHTPOJIIO AKOCTI BIMTOBIIHOCTI Ta MCHCIKCPOM 3

KOHTPOJTIO SIKOCTI.

1M st 11iATBEPIKYIO, 1O st cepist Oyuia nporectoBana y BIANOBIZAHOCTI 3 peecTpauiiiHnm
nocsigucHuIM Ta €BpOTIEHCHKOI0 HACTAHOBOIO «Menanuni Bupo6u. Hanexusa BupoOH1ya

NpakTHKa».
[Migmie kepiBnuka:  YNOBHOBAXCHA Ocoba [Tignuc xcpiBHUKA: Menemxep Kourpornio
Stiocri
[pizsuie, Iv's: Toxeniep padaun Mpizsuiue, Im's: Miens Jokyic
JaTa nignucy: 23.10.2024 16:55:31 CET Jlara nignucy: 18.10.2024 15:02:14 CET

[1s cepist NOroIKEHA 3 BUKOPUCTAHHAM CICKTPOHHOTO nignuey y BianoBiaHii cuctemi.

Ileit OKYMEHT CKNIaIeHO B ENIEKTPOHHOMY BUDIISUN Ta AificHuil 6e3 Nianucy .

(neuaria) (migrmic)
Janiens Kpebce

Kepisuuk JlaGoparopii (LdQ)
Merck Healthcare KGaA

Crop.133

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



(MEPEKIAL)

Ceprudikat Ananizy

NoroTun komnaHii Mepx

3.00889.0752

Cepin

KOHKOP KOP 2,5 MT - (30) YKP

GO2FYV

Hassa npoaykry: Konkop Kop 2.5 mr. - Bank
Kon npoayxry: 3008897771

Cepis banky: G029YD

Mokasuuk

Crneuundixauis Bunyciy

PesyabraTu

Onuc

Maitxe 6itoro kosnsopy,
cepuenonibni, ABOONMyKi TabneTkH,
BKPUTI TITIBKOBOIO 000JIOHKOI0, 3
PUCKO10 3 000X GOKIB

ToBumHa: 6ins 2,6 MM

[upuna: 6ins 7,8 MM

Horxuna: 6ins 6,7 MM

Maiixe Gioro konsopy,
cepuenofiomi, ABOOMyKTi
TabNeTKM, BKPHUTI MIIIBKOBOIO
000JIOHKOI0, 3 PUCKOIO 3 060X
OoKiB

Topwwua: 6ins 2,6 MM
Hlupuna: 6ins 7,8 mm
HorxuHa: 6insg 6,7 mm

Gymapaty

Dapm*

Poznananus He Ginbiie nix 5 xB 0.60-0.83 xg
Bwmict Boin He 6inbiue vi 2 % 2%
Inenrudikauis BEPX :

Biconponony HosunHi Bignosigatk Bumoram €ap. IMosutHBHO

OnHopiaHicTs
J030BANHX OJMHHLb

ITosuuHi BignosigatTi BuMoram €sp.
Dapm*

PiBenb | BUKOHAHO

Kinekicue BEPX

BHU3HAYCHHS 97 — 105 % Bin 3asiBncHOrO BMicTY 100 %
Biconponony

dymapary

Busnauenns uncrorn | BEPX

byan-ska inna

HelJIeHTH(iKoBaHa He 6imbsure vix 0.5% Biunosinae
JIIOMIlIKa

CyMa BCixX JIOMIlIOK He Ginpiue ik 1 % 0.00 %

Mikpobionoriuna
uncrora

IToBuHHA BiAIOBIZaTH BUMOram
E€p.Dapm.

He nposonunocs

Crop.233

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




NoroTun komnakii Mepk
(NEPEKNAL)

CeprudikaT AHAII3Y

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

Cepisn G02FYV

Hassa npoaykty: Koxkop Kop 2.5 mr. - Bank
Kop npoaykty: 3008897771
Cepin banky: G029YD

Jlara BUpOOHMITBA: 20.06.2024
Jlara BUITYCKY: 02.09.2024
KiHuesa nara MakyBaHH: 26.02.2025

* niroue BUIAHHS (papMaKoriel
#% TeCT [POBOJAUTHLCS HA M10UaTKy Ta B KiHL{ TepMiHy PUAATHOCTI, 10 MCTOY BUOIPKOBOTO
KOHTPOIO.

RL = Mea BUsABIICHHS
UDP = "einenTH(ikoBaHMUH IIPOIYKT poO3Iany

1M s I ATBEPIOKYIO, LIO Lisi cepist OyJ1a MPOTECTOBAHA Y BiJLTOBIAHOCTI 3 PEECTPALLIHHUM
nocBiguenisam Ta €BporeicpKoo HacTanoBoo «Menuuni Bupo6u. Hanexua Bupobrnya
TTPaKTHKAY.

Haspa mpoayKTy, 3a3Ha4eHa B ILOMY cepTudikarti aHalizy, eKBIBAICHTHA Ha3Bi IPOAYKTY
KOHKOP KOP, TabneTkv, BKpUTi NJ1iIBKOBOIO o6onoHKoto, no 2.5 mr Ne30, BinoBiaHo 10
peecTpauiiiHoro NoCBiUCHHS.

[Tignuc kepiBHKKa:  YTIOBHOBaXCHa Ocoba ITignuc KepiBHuKa: Meuemxep Koutponio
Skocri

[Ipissuue, Im's: Hesin E6epy [pizsuiue, Iv'a: Jle Ban Hryen

Jara nignmucy: 02.09.2024 14:51:47 CET Jara nignacy: 15.07.2024 17:53:03 CET

[leit JOKYMEHT CKJIaJIeHO B EIEKTPOHHOMY BUIIISAA Ta JiCHII 6e3 MiIITHCY .

Crop.333

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



CERTIFICATE OF COMPLIANCE

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

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

Name of Product, Dosage Form

10 tablets in blister;
3 blisters in carton box 3

Manufacturing Site

DE_HE_01i_MIA_ 2024 0041

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

Marketing Authorisation No.

Packaging Site

Ukraine n.a. 3.00889.0752

Importing Country Contractor Material No. Manufacturer
GO2FYV 99.468 folding boxes n.a.

Batch No. Quantity/Units Code No. Contractor
20.06.2024 05/2027 G029YD

Date of Manufacture Expiry Date Bulk Batch No.

n.a. il

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.

[} Dr. Thomas Kirchner

71 Dr. Reto Theil3

1 Ute Ehrensberger
Jennifer Graband

o NUT l‘;, (};
78, QKT, 0%

i
Vi

Qualified Person Date
Releasing site:

Merck Heaithcare KGaA

Frankfurter Str. 250

64293 Darmstadt

Signature



CERTIFICATE OF ANALYSIS

3.00889.0752 CONCOR COR 2,5 MG - (30) UKR
Batch GO2FYV

Release date: 23.10.2024

Expiry Date: 31.05.2027

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 butk 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 fitle: Qualified Person Signatory title: Quiality Control Manager
Signatory name: Jennifer Graband Signatory name: Michelle Giudice
Signatory date: 23-0OCT-2024 16:55:31 CET Signatory date: 18-OCT-2024 15:02:14 CET

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

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

fh Popresens b bion

Daniel Krebs
Head of Laboratory (LdQ)
Merck Healthcare KGaA

CoA ID: COA-241023-00171 Version: 1
Merck Healthcare KGaA, Frankfurter StraBe 250, 64293 Darmstadt {Germany): +49 6151 72-0 Page 1 0of 3



CERTIFICATE OF ANALYSIS

3.00889.0752 CONCOR COR 2,5 MG - (30) UKR
Batch GO2FYV
Product name: CONCOR COR 2,5 MG - BULK
Product code: 3008897771
Bulk Batch: G029YD
Parameter Specification limits Result
Appearance
white, heart-shaped, biconvex film-coated Whlte' heartshaped, bioonvex
tablets, scored on both sides, thickness approx film-coated tablets, scored on
Appearance ’ ' pprox. both sides, thickness approx. 2.6

Disintegration time
Minimum value
Maximum value

Water content (Karl Fischer method)
Water content

identity by HPLC
Identity

Uniformity of content by HPLC
Evaluation

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

Microbial purity

Microbial purity

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

max. 5 min.

max. 2 %

Must conform to Ph. Eur.*

Must conform to Ph. Eur.*

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

0.60 min
0.83 min

2%

Bisoprolol fumarate positive

level 1 fulfilled

100 %

conforms

0.00 %

not tested

CoA ID; COA-241023-00171 Version: 1

Merck Healthcare KGaA, Frankfurter StraRe 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 GO2FYV

Product name: CONCOR COR 2,5 MG - BULK

Product code: 3008897771

Bulk Batch: G029YD

Manufacturing date: 20.06.2024

Release date: 02.09.2024

Packaging Limit Date: 26.02.2025

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 guide
to good manufacturing practice for medicinal products.

Signatory title: Qualified Person Delegate Signatory title: Quality Control Manager
Signatory name: David Eberle Signatory name: Le Van Nguyen
Signatory date: 02-8SEP-2024 14:51:47 CET Signatory date: 15-JUL-2024 17:53:03 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-241023-00171 Version: 1

Merck Healthcare KGaA, Frankfurter StraBe 250, 64293 Darmstadt (Germany): +49 6151 72-0 Page 3 of 3
BIOPHARMA 0400001868927 V. 1 Date: 23.10.2024
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