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CERTIFICATE OF RELEASE AND GMp CGMPLI:E’&NCE/
CEPTUOUMKAT COOTBETCTBMS GMP BhIMYWEHHONW CEPUI

Name of product: COncop® COR, film-coated tablets 2,5 g Nezq /
Hazsawue npogyxra: KOHKOp® KOP, Tabnerky, MOKDbLITHIE NAGHOYHGH oboanouxoi, no 2,5 Mr N230

Package size ang type: 10 tablets in Blister; 3 blisters in carton boyx /
Pasmep u sug YNaKosku: no 10 tabnerok g Saucrepe; no 3 Snucrepa g KaPTOHHON KopoGke

Marketing Authorization N‘.’Uﬁ/3322/01/@1 / Peructpaunon Hoe cBuaeTenscrrp NPUA/3322/01/01
Dosage form: film-coated tabless Z,5 mg /
Jlekapcreenyan hopma; Tabneriu, fOKPLITLIE NAeHoOYMHONR obosioukoi, no 2,5 mr

Manuifacturémg date / [lara npouzsogcTea: 02.12.2020 Batch numbey / Cepus: GOOXGR
Expiry date / Cpok roaHocTi: 11/2023 Batch size [/ Pazmep cepun: @ 100080

?ﬂamgfacturmg Authorization tame and number: Merck Healthcare KGaa, DE__‘HEMOIM,MIA,_201970046
Haszspanue HpowssoguTens n HOMap nuuenzme: Mepx Xenckea Kraa, DE_HE_0j 7MIA,_2019ﬁ0046

Mamﬁac&uréng sites and CQuality Conirol Sites: Frankfurter Strasse 250, 64293, Darmstadt 7
Appec povzBOsCYTERRHHOR NRGWanen 1 AcMan KosTpons HayecTsa: Q}pamc{bymep Wrpacce 250;
64293, ﬂapsv:uz‘raﬂT

Country of origin: Germany / CTpawamnpawaﬂn,qwrenb: FepManug

Certification statement / 3asBnenue o CepTudikanyn:

¥ hereby cartify that the abova inforimation is authentic and accurate, This bateh of eroduct has
Been mianufactured, including packaging/lahc—zﬁng and quality control as the above mentioned
sita {s) in ful Cormpliance with the CMP requirements of the Jocal Regulatory Authority and
with the specifications in the Marieting Authorization of the importing country or product
specification fils for Investigationa} Medicinal Products, The batch processing, packaging ang
analysis records were reviewed and found to bz in compliance with GMe, /

31U noaTsemkaan, yro BblUieyKkazaHHasy WHOOPMaUMS sengetes AOCTOBEPHON 1 TouMo. Aannan cepuy
Npovseenena, nrmouas YNAKOBKY/MapKkupa BKY ¥ KOHTpoL Kauecrsa, Ha yiasanupw YHacTke 8 nosHom
COOTBETCTBUK ¢ TpeboBanuamMu GMP MECTHOoro pPerynupyigero oprasa , a Taiwe co cneyndukaymamy,

Signature does ot include the verification of Correct transiation inte Russian./msnuomoqeﬁHoe
ANLO Cooeii noanucko He noaTBedwaaeT KODPEeKTHOCTh NepesBoga Texcra Ha PYCCKU s3h11

Qualified Person B Date of signature / Aata nonnwcia:
Ynonkoriouennoe AuLo ‘

Br. Thomas Kirchner / ._ %
Dr. Reto Theig il g
Ute Ehrensberger IO A ’ '
Jerinifer Miler : i

Doop

O« 1993 4 (/




Batch Quality Certificate for Medical Product
Ceprudmrar kavecrna CEPHE NIEKADCTBEHHOIO CPC/ICTRE

Name of product: CONCOR®COR, film-coated tablets 2.5 mg o 30 /

Hazpanune nponyxra; KOHKOPYIKOP, Tabneriy,

Manufacturing date / Jlara npoussoncrea: $2.12.2024

Expiry date / Cpox roagocty: 30,1 1.2023

[ Parameters /
. Hopsarusune nokasavenu
Appearance / Onkcanne

— _

Disimicgration time / Pacnapacmocrs
Water content / Conepsanie soy
tdentity / Mauenvaducany

Bisoprolol fumarate / Buconponona hymapara

niformity of content /| T
Quuopoiocr, ACTUPOBATIILIY ¢/

Assay / Komueernennoe onpeaclenne
Bisoprolol fumarate / Buconponosna dymapara

Chemieal Pusity ! Onpenciicime vacror:

Each degradation product /
JhoGast jipyran HCHACHTHIMIN pOBaT Hast THHAMECEH

Fotal depradation produets / Cymsa nees
tpUstecei

Mercl Healthcare KGaA, Frankfurter sir,

Analysis has been done according to Quality Control Methods / Auanes BLITIONICH

250, 64293 Darmstade {Germany) Z

x ~

TIOKPBITLIE TIEHOUHOH 060n0oMKOi, 1o 2,5 Mr Ne 30

Bateh number / Cepun: GOOXGS

Bateh size / Pasviep copun: 105086

Specification / Cner H{HKcaIms

T
White, heart-shuped, biconvex film-coated

tablets, searved on both sides/

Houwri Genoro 1peta, CCPAICRIUILIC,

ABORKORLUIYKILIC TaBCTRH, ROKPLITHIE

micnounoi odonouxod ¢ prekedi ta olesnx

CTOPOIAN,

Thiclaess approx. 2.6 mum /
Tomnm: orkeno 2,6
Length approx. 6.7 mm /
Sz okono 6,7 nim

$idth approx, 7.8 mum /
Hhpuua: oxons 7.8 s

SSmin. /<5 pmun

<2 n7"

Must conform to Ph. Eur./
Jlosciint cooruerersonar, rpelosanuam Eip.
Papu,

Must conform to Eh, Bur /7 Jomscing
COOTBCTCTBOBATL Tpefonaism Enp.bapm.

57 -105 %
refative to the declared content / op
SWIBICHIONG KONHISCT A

i

B codrmereriii ¢ MK

Results / Pesyarrares

Conforms/ Covrnerersyer

0.77 0.7 nrin. / savi

o

Conforms / Coorvererayer

Conforms I Cooreercrayer

ErA

—

=45 % Conforms /
Covrnerernyer




Batch Quality Certificate for Medical Product

Ceprudmicar xauecrpa CepUH ne

KapCTREHHOrO CpeycTra

Name of product: CONCOR®COR, film-coated tablets 2.5 mg Ne 3¢/
Hazsanue NPORYKTA: I{OHI{OP®KOP, rabnericn, HOKPLITEIE NnenoqHol obonoyxoii, no 2,5 MrNe 30

Manuy facturing date ! ara nponscopcraa: 02,12.2020 Batch qumber / Cepus: GOOXG
Expiry date / Cpox roanoeru: 30,1 1.2023 Bateh size / Pasmep cepuu; 160080

Antalysis has been dong
Parametcrs /
Hopmarusuic mokazarey
Microbial purity © /
MukpoBaonory Heckas yucrors !

" Test is done at the beginning and at the ¢
Xpancuus, no merosny uiBopounaro koirpos

Lab Manager/ Pykorosusreny, naboparopun; Date of signature
7

Angelika Stumpd Fo /%Au“,f o
[ .

according to Quality

Specification / Crenutnrauns

Must conforn to Ph. Eur. / Homicng
COOTHETCTROBATE TPEGOBAHsAL Enp. tapy,

nd of sheif life by sampling method /1 Toop MPOROAKTCS B 1t
1.

Control Mctheds / Ananus BLEONHCIT B COOTBETCTIHM ¢ M KK

8

& Not performed on this
batch / e NPOBOIHTES /s
JABHOH cepuy

(T Conto rms/ Coorsercrayer

ayvaic 1 n KOonue cpoka

P

Foaps e

i D NI

A

In the case of diserepancies or doubt between the English and Russian language, the Englisli version shall‘he'binﬁing/

B cayuay BOsHHKHOBEIMR pacxoxienn MEKLLY akrInHCKUM 1 pyceki TeKCTamMu, aj

Merck Healthcare KGaA, Frankfurter Str. 250, 64292 Darmstadt (Germ

IPTHECKAd RepCHs HMECT IpHOphTeT
iy R — 5 #

R
0F2/Crp. 212
25




CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTU®UKAT CCOTBETCTBIWS GMP BbINYWWERHCKU CEPUN

Name of praduct: CONCOR® COR, film-coated tablets 2,5 mg N230 /
Haspanue npoaykTa: KOHKOP® KOP, TafineTku, NokpeIThIe NNeHOUHOH 060N0uKOHR, NO 2,5 Mr Ne30

Strength/potency: 1 tablet contains bisoprolol fumarate 2,5 mg
Hoza/Copepxanue AeicTBYOWMX BewecTs: 1 Tabnetka cogepxur: 6uconponona dyMapara 2,5 vr

Package size and type: 10 tablets in blister; 3 blisters in carton box /
PazMep 1 BUg ynakoskun: no 10 tabnerox g 6nuctepe; no 3 60UCTEPa 8 KAPTOHHOW Kopobke

Marketing Authorization NCUA/3322/01 /01 / PerucTpaunoHHoe cenaerenisctoo NeUA/3322/01/01

Dosage form: film-coated tablets 2,5 mg /
JlekapcraeHHan GopMa: TabheTky, NOKPsITbIe NAEHOUHON 0B0NOUKOA, No 2,5 mr

Manufacturing date / Jarte npousseactea: 08.12.2020 Batch number / Cepus: GOOXG9
Expiry date / Cpox rogrocru: 11/2023 Batch size / PasMep cepun: : 963306

Manufacturing Authorization name and number: Merck Healthcare KGaA, DE_HE_01_MIA_2019_0046
Hazearue NpoussoaKnTens W HoMep nvuensun: Mepk Xenckea KlaA, DE_HE_01_MIA_2019 0046

Manufacturing sites and Quality Control Sites: Frankfurter Strasse 250, 64293, Darmstadt /
Appec NPoU3BOACTBEHHON NNOLEAKH M NNOWAAKK KOHTPONR KavecTsa: OpaxkdypTep LTtpacce 250,
64293, Oapmwraar

Country of origin: Germany / CrpaHa-npoussoanrens: FepManus

Certification statement / 3assneHue 0 CRPTUMUKALNU:

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 Authorizatiaon of the importing country or praduct
specification file for Investigational Medicinal Products. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP, /

ITHM NOATBEPKAAIO, YTO BbIWEYKAZAHHAN MHDOPMALUA SBAAETCH AOCTOREPHONM M TOYHON, [aHHas cepws
NpoM3BedeHa, BKNIOUAs YNAKOBKY/MaPKHPOBKY M KOHTPONb KaUECTBA, Ha YKA3dHHOM Y4acTKke B fONHOM
COOTBETCTBMN € TpeboBaHuaMM GMP MECTHOrO Perynupyioliero oprata , a Takxe co cneuwdukauusmMm
PerucTpaumoHHoro flocLe crpadbi-uMnopTepa unu Jocbe WCCAEAYEMOrD NEeKapCTBEHHOrD CpeacTsa.
MpOTOKONLI NPOM3BOACTBA, YNAKOBKU U aH2NM3a Cepii Baln paccMOTPEHb! M NPU3HEHBI COOTBETCTBY IOLMMK
GMP,

Signature does not include the verification of correct translation into Russian./Ynon+HomcousHroe
JIMLO CBOEW NOAMNKCHIO HE NOATEEPIAEET KOPPEKTHOCTL NEPEBOAA TEKCTA Ha PYCCKYA A3biK

Qualified Person Date of signature / farva noanucu:
YNOAHOMQUEHHOE NULLD

¥l Br. Thomas Kirchner
"0 Dr. Reto TheiB

[1 Ute Ehrensberger

O Jennifer Maller
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PARRUIK

Batch Quality Certificate for Medical Product
Cepraduxar KauecTBa CepHt JIeKapcTREHHOrO Cpe/icTBa

Name of product: CONCOR®COR, film-coated tablets 2.5 mg Ne 30/
Hasganue npoayrra: KOHKOPPKOP, tabnerks, nokpeiTeie nnesouHol obonouxei, no 2,5 mr Ne 30

Manufacturing date / Jura nponssoncrsa: 08.12.2020

Expiry date / Cpox roanocr: 30.11.2023

Batch number / Cepus: GOOXGY

Batch size / Pasmep cepuu: 96336

Analysis has been done sceording to Quality Control Methods / Auanas sninotuen B cooraererann ¢ MK

Purameters /
HapwaTuphbie nokalareny

Speeification / Cnettudmraius
M

Results / Pesynirarn

Appearanee / Qumciinne

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

[louTn Benore naeTa, CepRIERAHICe,
HABOAKOBLINYKNLIE TAGIETKH, NOKPRITLIC
niuounol ofononukoit ¢ puckod na ofeux
CTOPONAX.

Thickness approx, 2.6 mm /
Tonuna: okono 2.6 MM
Length approx. 6.7 mm /
Junna; oxono 6,7 Mm

Width approx. 7.8 mm /
Hixpuua oxono: 7.8 mu

Confornis / CooTsercToyer

Disintegrafion time / Pacnaidemocrs

£5min. /€5 mun

.50 — .73 min. [ mun,

Water content / Coneprranung sojl

2%

1%

Identity / Hacurinucanus
Bisoprolol fumarate / Buconponana (iynapara

Must conform to Ph. Eur./
Jlosacing CooTBETCTooBaTs Tpebonanusm Esp.
Dapm,

Conforms / CoorseTernyct

Uniformity of content /
OUUONOAHDCTYL ROIMPOBANHLIR LA

Must conform 1o Ph. Eur, / Jlonxnnst
coorpereTROnaTh TpEGonmIAM Eup. upm,

Conforms / Coorpercisyer

Asgay / Konwieerneinioe onpeacicume
Bisoprolol fumarate / Baconponona Qymupara

Y7 - 105 %
relative to the deelarved content / or
SALBIACUHONO KOAMYCSTRA

100 %

Chemical Purity / Onpeacsenne wnerors:

lach degradation product/
Hhoan ppyran sednen i HupoBalIag TPHMCCh

Total degradation products / Cymma sees
HpHMeceH

2S5 Y%

2 1.0%

< 0.5 %; Conforms /
CoursererycT

<01 %

Page 1/1
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PARREG K

Batch Quality Certificate for Medical Product
Ceprudukar KayecTBa cepuM NEKapcTREHHOrO CPejICcTBa

Name of produst: CONCOR®COR, filni-coated tablets 2.5 mg Ne 30 /
Haspaie npoaykra: KOHKOP¥ICOP, rabnerku, nokpbitsle nuiienoaroi oGonoukol, no 2,5 mMr Ne 30

Manufacturing date / Jara npouzrogersa: 08.12.2020 Batch number / Cepus: GOOXGY

Expiry date / Cpox roanocrit: 36.11.2023

Analysis has been done gecording to (

Bateh size / Pasmep cepun: 96336

uality Control Methods / Auanuns spinonncy B cooraereriun ¢ MIKK

Parameters !
Hopymaranunie Jokasd et

Speeifieation / Crewmdiekauny

Results / Pesynuvarni

Microbial purity ¥ /
MukpoBuosorsucckas ynerord !

Must conform to Ph. Eur. 7 Jomkus
caorsereTnopaTh TpeSusmingm Esp.Gapm.

X Not performed on this

batch / He nponoaures s
naiyol cepun

[T Conforms/ Coomnercrayer

" Test is done at the beginning wid at the end of shelf life by sampling method /¢ Teer ipopoanTes B HAYANE H B KOHLE cpoka
XPANCIAR, 10 METORY BLIONOUHOIO KOITPUIA,

Lab Manager ! Pyxosousrent naGoparopin:

An 4 f! /‘ . /

ngeika Stumpf ¢ A L8 \”*(

I the ease ofdiserepancies ov doubt between the English and Russian language, the Eng,!lsh Y L(_smh shall he bmdmg y

R cnyuan nommcnuseiug pacxoxnenuii Moy anrasiicknM o pYCCKHM TEKCTAM K, anrulickan KEK?’& g&auﬁ?ﬁuopmm )

-

A

Merck Healthcare KGaA, Frankfurter Str. 250, 64293 Darmstadt (G Eygxﬂ of 2/ Crp. 2132

ma P
Z ans o2

. X -,cx)§
05 = noxymehris | S5
= ArIEE chnag R 2 /
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JEPXIIKCITYKBA

JEPYKABHA CHYIKEBA 3 JIIKAPCHKHUX 3ACOBIB TA KOHTPOJIO 3A |

HAPKOTUKAMMX Y KUIBC LKL OBJIACTI
npocrexkt Banepis JloGanoscskoro, 51, M. Kuis, 03110, ren/(axc: (044) 363-06-50
L-mail: dls kof@dis.gov.ua,hitps://www.dls.gov.ua, Kop CHAPTIOY 37078774

BHCHOBOK
Hpo sIKiCTh BBC3CHOT0 B Y Kpainy JiKkapecbroro 3acody

05.05.2021 No 21672/2141

KOHKOP® KOP

(nafiMeriynainis lxapeskore 3acoly Sritho 8 pecerpauiiiimm nocsigeiii)
rabaericy, srpuri miskosow 060j0nx010, 10 2,5 mr wo 10 Tabacrox y daierepi; no 3
fuicTepn y kapronmiil kopoGui

(qropsi RUnyCKy, AO3YBAHILL WL MAKYRAHIS NTRBPCHKOTO 2acoDy)

Hosep peccrpattiiinoro noceiauerns UA/3322/01/01 crpox aif pecerpauiiinore nocsigacnun 01.01.2099

Cepin nikapenkoro sacody Ne GOOXGY Kisbkicts sesenoro aikapeskoro 3acoby 96330

Brpobrink Mepr Xenckea Kl'aA, Himewruna b

(najimcnynanig sapobunka nikapeskoro sacoly, kpalui noxojereiing)

Bueseno s Yipainy Tosapucrse 3 odmemenoro Bignosixaasuicro "ACIHO YKPATHA"

ineur, woj: 42274733

(uzitmerrynanns ta ko 3a €JIPTIOY jopuauunol ocofu afo npissiue, iv's. 1o Gartkoni Hisey
ocoli - mijnpuemigg, I Micue npoxkmBaIng & pecerpaniitngi nomep oGaikoBoT IpTIEN KT

noaarkis alo cepis ta noMep nacnopra)

Tporokoa sisyaatnoro sorrposo nig 23.04.2021 M 1302/1.

30 pesyanrarasi  ACRKABNORO  KOUTPOMIC  BCTALOBACHO, W0 Jdikapebkui  3acil  seeseno u o Yrpainy

,I.l(.)'[’p,lli\ilg,wwy}}}‘! BHMOT Sak0s0@ueTea wono sabesneuenns ficocri ikapenkiy 3acobin.
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