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JEPXIKCITYIKBA VKPATHU
ABHA CJIVIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KNIBCHKIH OBJIACTI

npocniekt Banepis Jlo6anorceroro, 51, M. Kuir, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Ko €APIIOY 37078774

BHCHOBOK
npo SIKICTL BBE3eHOro B YKpaiHy JiikapcbKkoro 3acody
10.06.2020 Ne 25541720/10
KOHKOP
(HakiMenyBanua JikapcsKoro 3aco6y 3ridHe 3 peccrpalidiaM TocsiIMCHIAM)
TabeTicny BRPUTI INHBKOBOI0 06010HK010, N0 5 Mr, 1o 25 Tabaerok y Guicrepi; mo 2 Buicrepn

Y KapToHuiil kopobui

(dhopnsa BHITyCKY, JM03YBAHKS, BIJ NAKYBALHA NIKAPCLKOTO 33c06Y)

Homep peectpauiiiroro nocsinuenus UA/3322/01/02 crpox rif peectpaniiivoro nocsinuenns 01.01.2099

Cepis nixapc

Bupofnnk

Beescnos ¥V

Hporokoa =

boro sacoby Ne GO02BL KinskicTs sBE3enoro mikapeskoro sacoby 58230
Mepk KI'aA, Himeyuuna
(malimestybants BUPoGHIKa JiKApChkOro 3aco0y, KpaiHa MOXOKCHIE)
kpainy Tosapuerso 3 obmesxenoro sinnosinansuicrio "ACIHO YKPATHA",

inent. kom: 42274733

(natimenypanns ta kox za €APIIOY topuanuof 0cofu 460 npi3BHILLE, IM'A, 10 6ATHKOD] Giznmol
ocofi - mianpuesmus, W Micue AposBanny Ta peecTpauilinui Komep oGikonol KapTKH MaTiuKa
noxatkis alo cepis Ta Homep nacnopra)

isyanbHOTO wonTpomo sig 29.05.2020 N 1648/2.

3a pGSyJ]b'IJ‘&TaM.H ACpHABHOTO  KOHTPOMO BCTAHOBNEHO, INO JIKApChKHH  3acif  Beeseno B Ykpainy 3
ﬂOTpHg?lgl:%_quwr 3aKOHOAABCTEA LI0N0 3a0€3NeUeHHR AKOCTI NiKapCehkuX 3acobis.
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUOUKAT COOTBETCTBUA GMP BBINYLLEHHOW CEPUK

Name of product: CONCOR®, film-coated tablets 5 mg Ne50 S
Hassative npoaykTa: KOHKOP, TaBnerku, nokpuiTele nneHouHo ki 060N0UKOH, N0 5 Mr NO50

Strength/potency: 1 tablet contains bisoprolol fumarate 5 mg
foza/Coaepwanue geicToyiowmx BewecTs: 1 TabneTka cogepxur: 6uconponona tbymapara 5 Mr

Package size and type: 25 tablets in blister; 2 blisters in carton box /
PasMep u BUA ynakoBKK: no 25 TabneTok B bnuctepe; no 2 Bnucrepa s KapToHHOW KopobGke

Marketing Authorization NPUA/3322/01/02/ PerucTpauuoHHoe ceuaeTeNLCTBO NeUA/3322/01/02
Dosage form: film-coated tablets 5 mg /
JlekapcreeHHas Gopma: TabneTku, NoKPLITLIE NACHOYHOM obonoukon, no 5 Mr

Manufacturing date / fata npoussofcTBa: 15.03.2019 Batch number / Cepusa: G002BL
Expiry date / Cpok roanocru: 02/2024 Batch size / Pasmep cepuu: : 58230

Manufacturing Authorization name and number: Merck KGaA N¢ DE_HE_01_MIA 2017 _1041
HazsaHnue npoussoputens u HOMep nuuensnn: Mepk KraA, N? DE_H E_O0I_MIA_2017_1041

Manufacturing sites and Quality Control Sites: Frankfurter Strasse 250, 64293, Darmstadt /

Appec npouzsonCTBEHHOI NoWaaxky ¥ rNaIoWanKv HOHTPONA KaYecTeq! ®parkdypTep WTpacce 250,
64293, NapMwTanT

Country of origin: Germany / CrpaHa-npoussogurtesns: Mepmanns

Certification statement / 3asaneHue o cepTUdrKaumnm:
I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and guality control at the above mentioned

specification file for Investigationai Medicinal Products. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP. /

ITHUM MOATBEPXAAN, YTO BLILUEYKA3ZHHAS uHthopMaums aenaercs AGCTOBERHOA U ToukoN. JaHHan cepus
npou3sesera, skhiovan YNaKoBKY/MapPKMPOBKY M KOHTPONL KaYeCTBa, Ha YKa3aHHOM YUaCTKe B NONHOM
COOTBETCTEBMM C TpeboBaHuamMu GMP MecTHoro PETYNIMDYIOWEro oprada , a Take co cneuwdukaumsmy
PerucTpayuoHHoro Hocke CTpaHul-uMnopTepa win [flocke NCCenyemMore nekapcrBeHHoro CpeacTsa,

poToKOAL! NPOU3BOACTBA, YNAKOBKH # dHanuia cepiu bbinm PaCCMOTPEHb! U NPU3HAaHDbI COOTBETCTBYIOUWMMH
GMP.

Signature does not include the verification of correct translation into Russian./YrnonHomoueunoe
nMUO CBOe NoaNKCsIo He NoaTBEPKAAET KOPPEKTHOCTL MePEBO/a TEKCTa Ha PYCCKUI A3biK

Qualified Person Date of signature / [ava nopnucu:
YnonuomodeHHoe anuo oy 200

[J Dr. Bernd Overdiek e mn

¥ Dr. Reto Thei B

[0 Ute Ehrensberger ’//,--”?"; ! g_(/‘_ R iy

00 Sarah VoB s gt B E

/9//‘(- o, L HCES oF /5. /R 72




Batch Quality Certificate for Medical Product
Ceprudurar kavecrsa cepun JICKAPCTBCHHOTO CPEACTBA

Name of product: Concor®, film-coated tablets 3 mg Ne 50/

Hazsanue npoaykra: KOHKOP, TAONCTKI, NOKPLITY

Manufacturing date / [lava nponssoncrea: 15.03.2019

Expiry date / Cpox roanocri: 29.02,2024

Analysis has been done according to Qualitn Control Me

IC IICHOYHOH 000K, N0 5 Mr Ne 50

Batch number / Cepus: GO02BL

Batch size / Pasmep cepun: 58230

Parameters /
Liopyadrunine noxasa e

thods / Asmunes soonien CONTRETC i ¢ MICK

Specification 7 Cucruincanms

Results 7 Pesvanrars

Appurance / Onnennie

Yellowish white, heart-shuped, biconvex

film-conted tablets, scored on both sides/
Mentosato-Gensie, cepAueEnaHbIe,
ABORKOBLINYKALIE TABNETHU, NOKpPLITLIR
NNEHOYHOH 0GONCUKOM, € PUCKOI 13 0Beux
CTOpOHax.

Conforms / Coornere TBVC

Disintegration time / Pacnaacyocrn

not more than 3 min, / He Gonee 3 v

Water content / Conepranng nosum

not more than 2 % / He 6onee 2 %

7%

Tdentity / Maerndmraris
Bisoprelol fumarate / bicenpo.onua qivsmpaia

HPLC / B3MKX -

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 / Bpema
VAEPHUBAHUA OCHOBHOID NUKa Ha
¥POMATOTPAMME MCTIBITYEMOTO pacTsapa
AQMIHO COOTBETCTBOBATH BPEMEHY
YACPMUBAHMA QCHOBHOIO NHKE Ha
XPOMBTOrpamMe CTaHARPTHOIC pacTsopa

Unifarmity of mass /
OnnopoakocTs mMacch

Conforms 7 Com BeiCTRYY

18/20 tablets — NMIT + :ET%_fr-om average
mass /

18/20 rabnetox — ue Gonee + 7.5 % or
Cpearei macchl;

2/20 tablets ~ NMIT + 15.0 % from average
mass /
2/20 1abnevok + 15,0 % ot CPeAHEeR maccsl

Conforms / Coorneren met

Assay / Koanseersennoe olpee. e
Bisoprolol fomarace 7 brcoupo;io gy apara

95 - 103 %,
refative to the declared content / o1
JHARICHIOUO KOJHUCC MR

99 %A

Merck KGaA, Frankfurter Str, 250, 64293 Darmstadt (Germany)

- i B ?:i.\ jgk \
oel nﬂ}?«}? ap. a“_ia\

AOKYMEHT)g

.ﬂn_'l;u.:ﬂ:;} CKCla tos o
RIS T




Bateh Quality Certificate for Medical Product
Ceprudiikar kaucerna CCPIIT ICKAPCTRENIIOIO CpesieTsa

Name of product: Concor®, film-coated tablets S mg Ne 5¢ /
Hassanne nponyicra: KOHKOP, TaBACTIIL OKPLITLIC 111eHOYHOT 000104KOH. 10 3 M No 50)

Manufacturing date / Jlara npoH3BOACTRA: 13,03.2019 Batch number / Cepusi: G002BL

Expiry date / Cpox ro:uoctn: 29.02.2024 Bateh size / Pazmep cepin: 58230
e Amalysis Bas been done aceording to Qualit Control Metheds / Ay puimosien 1 coornes cruig ¢ MK o
| Parameters ¢ Specification ; Cucnmdingan tas Results # Peyy e
[ ) Hopsaispnne noxasare R N e
r(‘hcmitu! Purity / Oupeaeiense uierorm
i
f Laeh degradation product / i
| diobus g ras HCHLCHTIAMIIpOsaa upinteen | NMT (4 % . He 6onee 0.4 % NMT 04 %: Conforms/
1 o 1 .
i | Coorpeiciy e
| Total degeadation products / Cyvnn pees [ [
! upinieceii [ NMT L0 %  He Gonee 1.0% Pl % I
{ ; | |

i H i

| | i
b crneoen — ! S !
H ic iz in' H i ¢ h. Fur. 7 7 4 | = B i |
% .:llltrnh'ml purity '/ : Ix Must conform to Ph. Lur. [ GRENT ; 27 Not performed on this |

HMUKPOOHG [rHYCeRLY YN 1o 3 41k TPCHO Ry Dy

PUDHOIOIHYCCRDS YNe 1oy | EOUTBCTCTROBAY B TReSu RN Lap.hapa. J harteh /1 le npono:inres -Lis
! | it cepin

L t ;  Conforms/ Coarrcrcinue

e i

ey "%—%"*_“%—MT"L'&W%_"MW“" -
"Testis done at the beginning and ¢ the end of shelflife by sampling method /1 Feer nposozurres o i nn RO epoa

NPalCHI, jo MCTo IlJ‘-ll’H!Fﬁ‘!llnl'(? KO OIS,

Lab Manager / Pyroso e, AUOepRI O Date of signature - Mo nozumen: P BTEZUL

et ¢ ! 3
; y Ha oL BT

s TN

In the case ol diserepancies or doubt betw een the English and Russian language. the English version shall be binding /
B e novmaoneny s PHENGSRICHIT Moty aneandiciing i [P} CCKIN TCRCTaM I ant niickas sepens e npHopiTes

Merck KGaA, Frankfurter Str. 250, 64293 Darmstadt {Germany)
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CERTIFICATE OF RELEASE AND GMP COMPL{ANCEI
CEPTUOUKAT COOTBETCTBMSA GMP BbINYIWEHHOM CEPUNM

Name of product: CONCOR®, film-coated tablets 5 mg N250 /
Haasanmne npoaykra: KOHKOP, Tabnerxu, NOKPLIThie NNEHOUHOM 060N04KOIA, No 5 M N250

Strength/potency: 1 tablet contains bisoprolol fumarata 5 mg
Roza/Copepxanue ABHCTBYIOUMX BewecTs: 1 Tabnerka copepxut: Guconponona tymapara 5 nr

Package size and type: 25 tablets in blister; 2 blisters in carton box 7/
Paamep v Bua ynaxosku: no 25 Tabnetok 8 6nucrepe; no 2 6nucrepa B kaprannoi Kopobke

Marketing Authorization NeUA/3322/01/02 / Perucrpauunontoe tauaeTenbcreo N?UA/3322/01/02

Dosage form: film-coated tablets 5 mg /
INexapcrsentas dopMa; Tabnerku, NOKpLIThIe NNEHOYHO 060nouKo#, o 5 Mr

Manufacturing date / Hara npoussogcrsa: 15.03.2019 Batch number / Cepun: GO0O2BM
Expiry date / Cpok rogHocTu: 02/2024 Batch size / Paamep CePUK: : 60740

Manufacturing Authorization name and number; Merck KGaA N¢ DE_HE_01_MIA_2017_1041
Haszsanue NPOU3BOAVTENA W HOMEP NKLEHIuM: Mepk KI"aA, N¢ DE_HE\_OI_‘MIA_2017_1041

Manufacturing sites and Quality Control Sites: Frankfurter Strasse 250, 64293, Darmstadt /

Anpec npouasopcreennoi; nnowanm U nowagicu KOHTPOJIA KauvecTsa: Gparkdyprep {litpacce 250,

64293, flapMwragy

Country of origin: Germany / Crpana-npoussogurens: Tepmanus

Certification statement / 3anBnenue o cepTHPHKaunn:

I hereby certHy that the above Information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentionad
site (s) In full compliance with the GMP requirements of the focal Regulatory Authority and
with the specifications in the Marketing Authorization of the importing country or product
specification file for Investigational Medicinal Products. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP. /

STuM noaTBepNAAlD, YT BhilleykasaHHas uHOpMauna sanseTca AOCTOBEPHOR U TOUHON. fanuan cepun
npousBeAeHa, Bknicyasn YNaKOBKY/MapkMpOBKY W KaHTpPONL KauecyBa, Ha ykazaHHOM yuacrke a TOSTHOM
COOTBETCTBMM ¢ TpebosaHusMKW GMP MECTHOro perynupyiowero Oprada , a Takxe co cneundukaluamm
Perucrpaunonuoro Aocbe CTpaHbl-uMnoprepa wam [locke nccneqyemoro aekapcerseHHoro cpencrsa.
[parokonkl npoussoacrsa, YNAaKOBKH U aHanu3a cepum Ghisu PaACCMOTPEHLI U NPUIHAHKI COOTBETCTBYIOUMMK

Signature does not Include the verification of carrect translation into Russ!an.IYnonHoMoquHoe
JU0 CBOEH NOANKUCHIO He NoATBEPXAAET KOPPEKTHOCTL Nepesoaa TekcTa Ha pycekuil aapk

Qualified Person Date of signature / Hara nognwcu:
YnonHomouennoe nuyo

(1 Dr. Bernd Overdiek
O Dr. Reto TheiB

% Ute Ehrensberger /\'”';‘9- C;}’:\B T}'{‘)t %}v g-—"f;’( ;\,J & Y 1
’ ol . B et )

Sarah VoB

Merck KGaA
FrankFirter Sir, 25
OO Biarnectan)
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MERUIK

Batch Quality Certificate for Medical Product
CeprudmkaT KxauecTsa CepHH JICKAPCTBCHHOTO CPENCTBA

Name of product: Concor®, film-coated tablets 5 mg Ne 50 /
Hazsanue nponyrra: KOHKOP, Tabnerku, DOKPEITHE nuieHOuROH 060n04kol, 1o 3 Mr Ne 50

Manufacturing date / [lata npousBoacTsa: 15.03.2019 Batch number / Cepra: G002BM

Expiry date / Cpox roarocts: 29.02.2024 Batch size / Passep cepan: 60740
Anulysis has been done according to Quality Control Methnds / Aramirs suinonitea 8 cooTseTeTeHU ¢ MKK
Parameters / Specification / Cneun grucattns Results / Pesymytaru
HopmarupHnie noxazarens
Appearance / Onucanse Yellowish white, hesrt-shaped, biconvex Conforms / Coorsercrayer

film-coated tablets, scored on hoth sides/
Henvosato-6ennie, cepauesraHbvle,
RBOAKOBBINYKAbIE TabAETKY, NOKDPLITLIE
naeHovHoH cBONOMKCH, C pUcKo# Ha abewnx

CTOpOHaX.
Disintegration ime / Pacnajaerocrs not more than 5§ min. / He 6osiee 5 mun © | 0.60 - 0.93 min. / Muu.
Water content / Cogepxanne sount not more than 2 % /He banee 2 % 1%
Identity / Haentaduruuns HPLC / BIKX : Conforms / Coorsercrayer
Bisoprolol fumarate/ Buconponiona drymapara The retantion time of the principal peak in

the chromatogram of the test solution must
comply the retentian time of the main peak
of the standard solution / Bpema
YOECPHNOAHWA OCHOBHOID NUKa Ha
XPOMATOTPAMME HCABITYEMOTD PACTBopa
BOAMHO CODTBETCTAOBATL BPEMEHW
YREPKUBEHNA OCHOBHOIO NMMKA Ha
XPOMATOrpamMMme CTaHABPTHOIO pacTBopa

Uniformity of mass / 18/20 tablets — NMT.£ 7.5 % from average Conforms / Coorsercrsyer
OAHOPORHOECTD Matcht mass /

18/20 1a6nevok ~ we Gonee + 7,5 % or
cpepHen maccbl

2/20 tablets - NMT £ 15.0 % from average
mass /
2/20 1abnetok 15,0 % o7 cpeaHell macch

Assay / KonHuecrsenHoe onpenencsve 95-105 % 9% %
Bisoprolol fumarate / Enconponona dymapara relative to the declared content / ot
SAABNGHHOTO KONHYECTRA

Merck KGaA, Frankfurter Str, 250, 64293 Darmstadt (Germany)

ACKYMEHTIB

AnTesalt ey No 2
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PMRRUK

Batch Quality Certificate for Medical Product
Cepruduxar kauecTsa cepu sexapcTBeHHOMO cpencraa

Name of product: Concor®, film-coated tablets 5 mg Ne 50/
HasBanue npoayxra: KOHKOP, Ta6nerxe, TOXPHTBHIE INEHOYHOH 06010TKOH, 110 5 Mr No 50

Manufacturing date / [lata npousnoactsa: 15.03.2019 Batch number / Cepus: G02BM
Expiry date / Cpox ronnoctu: 29.02.2024 Batch size / Pasmop cepun: 60740
Analysis has been done according ta Quality Control Methods / Auum BHINOAHEH D COOTBCTCTRHM o MKK
Parameters / Specification / Cricunduxanus Results / Pcaymwrarst

HopMarwnyuie nowasatenn

Chemical Purity / Onpeucacune unerore:

Each degradation product /

Jlo6as apyras nennesTHgHUMpOBsHHAs npumccs | NMT 0.4 % / He Gonee 0.4 % NMT 0.4 %; Conforms /
Coorsercrayer

Total degradstion products / Cynmma peox

npumeccH NMT 1.0 % / He Gonee 1.0 %, <0.1%

Microbial purity ! / Must conform to Ph. Eur. / Jlomsm 53 N ;

MuxpoGuonoraucexas unerora ! COOTBCTCTROBATS TpeGoBannam Enp.Dapat. :tch 7;_[1):;?0::;':: 3:;
ABHHOH cepuy

| Conforms/ Cooreercroyer

1 Test is done at the beginning and at the end of shelf life by sumpling method /* Teor DBPOROSHTCH B HAYATIE I B RoKLC cpoxa
Rpanetins, 0o Mctony Briopotora KOHTpOIsL.,

Lab Manager / Pyxosoanremns naBopaTOpHH: Date of signature / Jlara TIONHCH:
\Nante & Nattaiaer o Flvi o siodit e s 12.03.2020
. Merck KGsA
ika Me /6/ ., A “
An y /6{5/ Fransturter Str. 260

G42493 Darmstadi

In the case of discrepancies or doubt between the English and Ruasian language, the Eunglish version shalf be binding /
B cnywan BoanwkHoDeN s PACXQXNEHUH MeKAY BHFIRICIGM i PYCCKHN TeKCTaMH, aHrIHICKAS BEPOHR HMoeT UPHOPHTET

« YKiAng
‘%“,’\‘3 LLLET
o 2

Merck KGaA, Frankfurter Str. 250, 64293 Darmstadt (Germany) 20f2/Crp. 232
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AEPXIIIKCIIYKBA YKPAIHU
HEPYCABHA CIYKEBA 3 JIIKAPCI)K.{.@X 3ACQBIB TA KOHTPOIIO 34
HAPKOTHKAMY vy KHIBCEKTit OBJIACTI

npocnekt Banepin JloGanosesxoro, § 1, M. Kuir, 031 10, Ten/paxke: (044) 2753030
E-mail: dls.ko@dls.gov.(m, Koo CIIPITIOY 37078774

BHCHOBOK
npo AKieTs BBesenore i Ykpainy JiKapebKoro 3acoly

05.05.2020 Ne 22402/20/10

KOHKOP

(Hafivenyganng HiKApCLKOMNY 32co8y arimio 3 PeecTpantifnung nocsinqcmmm)
TabJeTicn, BKPUTI NNiRKOBO uﬁo.nomcmo, no 5 Mr, no 25 Tabuerox ¥ Gaicrepi; no 2 Gnicrepu
Y KapTonniit xopo6yj

(opma BHNYCKY, 103yBanHg, RHI NaKyBaHHy nikapeekoro 3acoGy)
Homep peecrpanitinoro nocsizuckns UA/3322/01/02 CTPOK Iii peecrpaitifinoro nocainvenns 01,01.2099
Cepis nixaperioro sacoby Ne GOO2BM Kinskicts Baeseroro NKAPCBKOTo 3ac06y 60740

Bupo6ruk Mepk KI'aA, Himeuypna

(Halisenypayyy BHpaGHUKa hikapeskoro 32co6y, Kkpainy ROXO/KeHHz)

Boeserio & Vipainy Tosapuerno 3 obmeenon BinoBigannuicrig "ACIHO YKPATHA",
inenT, kon: 42274733

(naliMenysanng 1a kox 3a COAPTIOY RPHIAIHOT 0Cco6H 260 npisenuge, iM'8, no Garnros; hizuunoi
ocal - nianpuemus, T Micue npowusanng T PeecTpauiifyuig HOMEp ofinixopof KapTKu nnartuukg
nofaTkis a6o cepin ta HOMEp nacnopra)

MpoTokon bisyaannore KOHTPoi0 Bix 24.04.2020 N 137472,

3a  pesyinrarasy ACPIKABHOTO  kKONTPONIO BCTAHOB.IEHO, 110 niKapehrui  3acig BBescho Yipainy 3
ROTpumManugm BHMOT 31koHOLaBCTRA moyo 3abesnevenns skocri NKAPChKMX 3ac06ip,

3
3acTffipsd ity
HepugBpdy (3 Fgxdherrmx 3ac00ip
s, 5? . SR e o 3y6apesa [1.B,
T T§Q§ffp JIEO R4l mecquu ¥ Kniserkiji /
of A48T | IOKYMEN g SE '*'jf 7//
B S -/ S Uy e S, B TN

HOPO KOHTpOMIa) (riamac) (iniwiany 3 npizunwe)

k ‘(no'ca,ao oroba o Hy:ﬁ-gp "
1 . -
,\\ o Da\\ . ’y Q‘?\\ e
N & X * 7
o hvnp Xog . %
-&;‘J‘\‘:a‘\ &

ns
) noK&mEHTKB

amednvii cxman v 2
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JEPXUIKCITYKBA YKPATHU
HEPIKABHA CJHYIKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCLKIU OBJACTI

npocnexT Banepis Jlobanoscuxoro, 51, M. Kuis, 03110, ten/hakc; (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kon €APTIOY 37078774

BUCHOBOK
HPO AKICTL BBe3eHoTo B YKpainy gikapeskoro sacody

05.05.2020 Ne 22403/20/10

KOHKOP

(nafiMenyDanus nicapenkore 3acoBy 3riano 3 peectpauiinum noceinuciam)
TaGIeTIH, BKPITI MIIBKOBOI0 000/101K010, 10 5 Mr, no 25 Tabaeror y Omicrepi; mo 2 6aicrepn
Y Kaprousiii xopobui

(thopma sunycKy, A03YRANHA, BUJL NAKYBAHNR NIKAPCLKOTC 3aC00Y)
Homep peectpauiiinore noceinuenns UA/3322/01/02 crpok it peectpauiiiioro noceimwenns 01.01.2099
Cepis nixapcrkoro 3acoby Ne GOO2ZBN KinbkicTs Bgezenoro nicapeskoro sacefy 19800

BupoGmnx Mepk KI"aA, Himeuyunna

(HaiMenysanng nupoBrHKa Nikapehioro 3acoBy, kpaTHa MOXOIHCHINY)

Beeseno s Ypainy ‘Tosapnerso 3 o6meskenoro signosinanuuicrio "ACIHO YKPATHA™,
inenT. won: 42274733

(naumuiymmm ra kod 3a €LPTIOY iopraktiiol ocobu afo npizsuwe, iv's, no Garsrosi {Hisuyuo]
ocob - nianpuesits, I Micue npexuBaIHYg Ta peecrpauifinyi nomep oBnikonol KapTin naaTIHE:
noaarkis abo cepis ta HoMep nacnopra)

[porokoen sisyansnoro wonrponio rin 24.04.2020 M 1374/3,

32 pe3ynuLTATAMH  AePIKABHOrO KOHTPOMIO  BCTAHOBNCHO,  LLO mikapehbkHi  3aci6  Boeseno B Yxpainy 3
JOTPHMAHHSIM BHMOT 3AKOHOAZBCTRA ULOLO 3a0€3MEUEeHHS SKOCTI NiKAPCLKHX 32c06is.

sy pﬁg'ff; 3
3'1(,Tym{)/r1< Hﬁ‘i“gﬂﬁﬁﬂ (éf%m y
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUOUKAT COOTBETCTBUS GMP BbINYLEHHOW CEPUN

Name of product: CONCOR®, film-coated tablets 5 mg N250 /
Hassanue npoaykra: KOHKOP, TabneTky, NOKPBITEIE NNEHOHHOK 060A0UK0, no 5 MIr NU50

Strength/potency: 1 tablet contains bisoprolol fumarate 5 mg
foza/Copgepxatue geAcToyowmx BellecTs: 1 tabneTka cogepxuT: Guconponona hymMapaTa S Mr

Package size and type: 25 tablets in blister; 2 blisters in carton box /
PasMep 1 BMA YNaKoBKM: 1o 25 TaBneToK s Gavcrepe; no 2 65MCTEPa B KapTOHHOM Kopobke

Marketing Authorization NeUA/3322/01/02 / Pernctpaiuarioe cBhaeTenscTso NOUA/3322/01/02
Dosage form: film-coated tablets 5 mg /
flekapcreernan dopma: TabneTkn, NOKPLITLIE MNIGHOUHOH 0B0nouKoNi, no 5 Mrr

Manufacturing date / flaTa ApouaBoacrea; 15.03.2019 Batch number / Cepus: G002BN
Expiry date / Cpok roghoctu: 02/2024 Batch size / Pazmep cepuu: : 19800

Manufacturing Authorization name and number: Merck KGaA No DE HE_01_MIA_2017_1041
Hassanue npouwanopurens u HOMep anuensnn: Mepik KraA, N2 DE_HE 0 1_MIA _2017_1041

Manufacturing sites and Quality Control Sites: Frankfurter Strasse 250, 64293, Darmstadt /

Appec NnpouzeCACTBEHHON fIROLIAAKY ¥ NNOWAKH KOHTPONA KadecTea: ®pankdyprep Litpacce 250,
64293, flapmwTanT

Country of origin: Germany / Crpana-npoussogurens: lepmaHun

Certification statement / 3asenenue o ceprudguraumn;

I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, inciuding packaging/labeling and quality control at the above mentioned
site (8) in full compliance with the GMP requirements of the local Regulatory Authority and
with the specifications in the Marketing Authorization of the importing country or product
specification file for Investigational Medicinal Products. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP. /

JTHM NOATBEPXAAI, YTO BhilleyKasaHHas HHDOPMALMA ABNNETCS AOCTOBEDHOM 1 TOUHO. LanHana cepwua
NPON3BEAEHE, BKAKYAS YNAaKOBKY/MapKUPOBKY M KOHTDORb K&4eCTBa, Ha YKa3aHHOM YUYacTKe 8 NOAHOM
COOTBETCTBAMU C TpebosaHuaMi GMP MecTHoro PETYIMDYIOIETO OPraHa , a Takke Co cheuudukaumsamMu
Perucrpauuonnore flocke CTpaHbl-UMnopTepa wnu [locke uccnegyeMoro NEKapCTBEHHOrO CpeAcTsa.

MpoTokons) MPOU3BOACTEA, YNAKOBKM ¥ aHanuaa cepuu 6uinu PacCMOTpeHbl ¥ NEM3HaNDI COOTBETCTBYOLMMI
GMP.

Signature does not include the verification of correct translation into Russian./YnonHoMoueRrHoe
Do cBoel noagnuceio He NogTBepNRaeT KOPPEeKTHOCTL NepeBofia TeKCTa Ha PYCCKUH ALK

Qualified Person Date of signature / [arta nognucy:
YNonHoMouYeHHoe NULo

0 Dr. Bernd Overdiek
0 Dr. Reto TheiB

Ute Ehrensberger
O Sarah Vof3

1115 /i

7 Szl
¢ S \r}/
S N4

o
P

TAOOKYMENT

Al ey Cinagg

S N
'
i
[
P

i Ak




Batch Quality Certificate for Medical Product
Ceprudmrar KauccTBa CCPHH JIEKAPCTBEHHOTO CPEACTRA

Name of prodact: Concor®, film-coated tablets 5 mg Ne 50/
Hasranue npoayxra: KOHKOP, tabnerkn, noxpeitsie nienounod obonoukoi, no 5 mr Ne 50

Manufacturing date / [lara npouseogcrsa: 15.03.2019

Expiry date / Cpok roanocti: 29.02.2024

Batch number / Cepus: GOU2BN

Batch size / Pasmep cepuu: 19800

Analysis has been done according to Quality Control Methods / Ayainz ssinoanen s coorpetersini ¢ MIKK

Parameters /
HTOPMATHRHLIC TIOKI3ATCIIN

Specification / Cocisiuxamms

Results / Pesyomrarst

Appearance / Onncanue

Yellowish white, heart-shaped, biconvex
film-coated tablets, scored on both sides/
Hemosarto-Beasle, cepayesnaHbie,
ABOAKOBLINYKALIE TabNeTKH, NOKPLITHIE
MAEHOUHOW 06CACUKOHR, € pUCKOW Ha obeux
£TOpOHay,

Conforms / Coornerersyer

Disiategration time / Paciuazacyocers

not more than 5 min. / He Goaee 5 s

0.73 = 0.93 min. 7 s,

Water content / Coaepikanng soib

not more than 2 % / He Gonee 2 %

2%

Vdentity / Hacurudukanus
Bisoprolol fumarate / Bacanpo:iona dysapara

HPLC / B3KX :

The retention time of the principal peakin
the chromatogram of the test solution must
comply the retention time of the main peak
of the standard solution / Bpemn
YASPHKMBAHWA OCHOBHOFC NKKa Ha
XPOMaTOrpamme WCNbITYEMOro pacteopa
[AORKHO COOTBETCTBOBATL BPEMEHH
YASDMMBAHUA OTHOBHOIO NHKa Ha
XpOMaTOrpamMme CTaHAAPTHORD PACTBOPA

Conforms { Coornercrryer

Uniformity of mass /
CHHOPOAHOCTE MACCHI

18/20 tablets — NMT 7.5 % from average
mass /

18/20 yabnerok — He Bonee + 7,5 % ot
CpegHEN Mmacchy;

2/20 tablets — NMIT + 15.0 % from average
mass /
2/20 rabnetox 1 15,0 % ot cpesHeit maccs!

Conforms / CoorseTersyer

Assay / Koomueornemios onpeiagichie
Bisoprelol fumarate / Buecoupoaosna gvaapara

95 — 105 %
relative to the declared content/ o
FASRICHIOIO KOIHICCTRA

.
99 %

Merck KGaA, Frankfurter Str. 250, 64293 Darmstadt (German

NOKYMEH
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AEPYKIIKCITY KBA YKPATHI
AEPMKABHA CJIVIKEBA 3 JIIKAPCLKI_/_IX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMM Y KHTBCEKTIH OBJIACTI

nipocniekt Banepis JloBanorcrxoro, 51 » M. Kuis, 03110, Ten/daxke: (044) 2753030
E-mail: d]s.ko@d[s.gov.ua, Kopg €IPIIOY 37078774

BHCHOBOX
PO SKIiCTH BBe3eHOro B Yxpainy JiKapesKoro zacofy

11.08.2020 Ne 38667/20/1(

KOHKOP
(HaiiMenyBaniy MKAPCEKOTO 38C06Y M0 3 peecTpaniiitmm TOCBiAEHHAM)
Tabierku, BKPHTI mi1iBkoBoIo 080sK0HK0¥0, 110 5 M, 110 25 tadaeror Y Gaicrepi; xo 2 Gaicrepn
Y KapTonuiit xopo6ni
(hopma BHITYCKY, JO3YRAHHA, BRI NaKYBaHHA MikapcLkoro 3acody)

Howmep peecrpanitisoro nocsiggenns UA/3322/01/02 CTPOk Aif peecTpauiiinoro mocsinuenng 0] .01.2099
Cepin aixapesikoro saco6y No GOOLGY Kinnxicts BBesenoro THIKaPCLKOTO 32c06y 60840

Bupofunk Mepx KTaa, Hiveyammga
(Hatimenypanng BHpoGHHKa Nikapchkoro 3acofy, kpajua TIOXOIDKCHHS)

Boeseno 8 Vipaiuy Tosapucrso 3 obmMexenoro BizmosinanenieTio "ACIHO YI{PATHA",
inenT. won: 42274733

Iporoxon eisyansuoro wouTpomo iz (4.08.2020 X 2450/1.

3a  pesynsratamu ACPHABHOTO  XOHTPOMO BCTRHOBNEHO, 1o TKapehKal  3aci6 BBC3CHO B Vkpaimy 3
JIOTpHMa HHAM sumor 3aKO0HOMABCTRA WOK0 3abesneyenns skocri TKapebxux 3acobig.
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CERTIFICATE OF RELEASE AND GMP COMPLI:!\NCE/
CEPTUDUKAT COOTBETCTRBUS GMP BEINYLWEHHOM CEPUN

Name of product: CONCOR®, film-coated tablets 5 mg Nekg /
HazBarue npoaykra: KOHKOP, TabneTku, MOKPBIThiE NNeHOYHOH oﬁonoqxoﬁ, no 5 mr NesQ

Strength/potency: 1 tablet contains bisoprolol fumarate 5 mg
Aoza/Conepmanne AERCTBYOWNX Bewecrs: 1 TabneTka cogepxuT: Buconponona thymapara 5 mr

Package size and type: 25 tablets in blister; 2 blisters in carton box /
PasmMep u Bug YNakosxy: no 25 Ta6neTok B 6nucrepe; no 2 6nuncrepa s KapTOHHO KopoBke

Marketing Authorization N2UA/3322/01/02 / Peructpaumonuoe CBULETENLCTBO N2UA/3322/01/02
Dosage form: film-coated tablets 5 mg /

Nekapcypennan dbopma: TabneTiy, nokpoiThie NNeHoYHON 0Bo0YKoH, no 5 Mr

Manufacturing date / Aata npoussogcrea: 09.05.2020 Batch number / Cepus: GOOLGY
Expiry date / Cpox roghocru: 04/2025 Batch size / Pasmep cepuu: 60840

Manufacturing Authorization name and number: Merck KGaAa Ne DE_HE_Ol_MIA‘.?Ol?_l 041
Hazeranne npousBoguTEenA n HOoMep nuuensyn: Mepk KI'aA, Neo DE»_HE_DI_MIA_2017_1041

Manufacturing sites and Quality Control Sites: Frankfurter Strasse 250, 64293, Darmstadt /

Appec npouaBoacreeHHOL naowanku 1 naorianky KoHTpona Havyecrea; G)paHKd)ypTep Wrpacce 250,
©4293, Hapmwranr

Country of origin; Germany / CTpaﬂa—npouaﬂonuTenb: FepMannrs

Certification statement / 3aasnenue o CepTudurKkanm:

I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality contral at the above mentioned
site (s) in full compliance with the GMp requirements of the local Regulatory Autharity ang
with the specifications in the Marlceting Authorization of the importing country or product
specification file for Investigational Medicinal Products. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP, /

Npon3seaena, sknoyan ynaxoaxy/mapxnpoarcy W KOHTpoAs KAUecrsa, Ha ykasaHHOM YHacTKe B nonHom
COOTBETCTBUK C TpeboBaHuaMn GMP MecTHoro PErynupyiowero opraua ; 8 Takxe co CNEUNDUKaUMAMY
Peructpauuontoro HAocbe CTPaHei-uMnoprepa mau Docke uccnenyemoro NIBKAPCTBEHHOrO cpencrea.
MpoTokonb MPOV3BOACTRA, YNAKOBKM U aHanusa cepun 6binm PACCMOTpeHE! U NpuaHaHL) CCOTBETCTBYIO UMK

Qualified Person Date of signature / Oarta noanucn:
YnonHomoueHuoe nuuo

0O Pr. Thomas Kirchner
)1% Dr. Reto Theink
Ute Ehrensberger oy i 3o L7

‘0 Sarah voB G 2 A T

Merck KGah
Frankfirtor Sty, 250
04733 Darmstadt
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Batch Quality Certificate for Medical Product
Ceprudmikar kavecTag CEPHH NIeKAPCTBEHHOIO CpencTaa

Name of product: Coneor®, film-cox ted tablets 5 mg Noe 3 /
Hazsanue polykra: KOHKOP, ragneticy. NOKPLITLIE NAeHOYHO 0GonouKol. no 5 mr Ne 50

Mam:l‘ﬂcturing date / Jlats npoHIBOACTEA: (1Y,05.2020 Batch number / Cepun: GOOLGY
Expiry date / Cpok ronmocry: 30.04.2025 Batch size / Pazvep cepiiu: 60840
Analysis has been done decording to Quality Contrpl Mcthods / Ayamy BWUOL BN B couTaeremine ¢ MK
Parameters / Specification f Cictnngagg Resuley Pesy ey
Ho MUTHIITRIC DOKI3TCT)

Appearance / Onucane Yellowish white, iwnrt-slm)cd. biconvex Coaforms / Coorn
film-coated tablets, scored on hoth sitles/
Hentosato-Genpie, cepaueBngHIe,
ABOAKOBLINYKAbIE TaB neTiy, NoKpbIThie
NABHOHHOH aBonoukoii, ¢ PYCKO Ha o6enx

CTOPOHax.

CTCTBYCY

L“!'L"I'l;.\ el

Disintegration time Pacnuiuesers, not move than 5 min. / He Gonee 5 \un; L33 - 1,67 min, / ML
, . - —
Water content / ¢ QRPAT BN not more than 2 %, / He Gonee 2 % 2% j
Identity / Hacirudmsany HPLC / B3KY : Conforms / Coorn
Bisoprolol fumaurate / Brconpo:oaa thy stapara The retention time of the principal peak in

the chrematogram of the test solution must
comply the retention time of the main peal
of the standard solution / Bpemn
YARDHKUBAHMA CCHOBHOrD Nk Ha
*POMATOrPaMMe nenuTyemarg Pacreopa
ACNKHO COOTBETCTBORATL BpEMEHK
YAEPHUBAHMA OCHOBHOIO f1Ka Ha
*Pomarorpamme crangaptHoro pacTsopa

Uniformity of mass , 18/20 tablets — NMIT & 7.5 % fram average Conforms / Cooraererpy oy
OaHopogrocTs maces, mass /

18/20 raBnerok ~ He Oonee + 7.5 % or
CpeaHed macce;

2/20 tablets - NMIT + 15.0 % from average
mass /
2/20 vabneroxk + 15,0 % or CpeaHel macchs

R T z — e
Assiy / Koanueernenoe onpeneienie Yi-105 % 99 ¢
Bisoprolol fumarate / Bucoupoaosa I svapara relative to the deelareg coutent s or

3ANBICINNIO ROJeeran

Merck KGaA, Frankfurter Str, 250, 64293 Darmstadt (Germany}{ Page 1L of2
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Batch Quality Certificate for Medical Product
Ceprudmrar kaueersy CEPHI NCKAPCTBEHHOIO CpeicTaa

Name of product: Coneor®, film-conted tablets Smg No 50/
Hazsanne tpoaykra: KOHKOP. ragacrsy, HOKPBITLIC NACHOYHO OG0I0UKOI. 110 5 Ne 50

Manufacturing dae £ Mara npowssoscrea: #9.05.2020 Batch number [ Cepun: GOOLGY
Expiry date / Cpow roasoeTn: 30.04.2025 Batch size / Paniep cepiie 60840

is has been done according 1o Quality € ontrel Methods / A BETTOINCH B CO0t neterpn MKK

i Parameters i Specification “Clenngnraningg Results - e SNIHCE L f
I Hopsiarsiie HOKW e i %M f
e DINMA TR 1oKs; e T e——— e ] My SN
’ Chemieal Purity / Oupe e UHCTOI J ! ;
i ! l
. . .
| Each degradation roduct / : i
! - LNy - AERNE W @7 e Nrnse 7
|- hodis gy HEILICHT i poangy pivicen | NME (4% He Gopse 0.4 % MO % Conformy / i
i i (‘nnmcw;u_\cr |
f Total degradation Produces 7 Cyangg peey, i !
Eapinscec; CNMT L0 % He Gonee 1.0 % J <ALT %
: ] i
i ]
"““"—v‘_"_'“';_“"'_ e i~ "‘"‘—_—_"‘"_'“"‘_“"' """‘_"""_“—‘*“.—_"_ “'*“"‘_'k_“"_"“‘",——'—“f'_“'“__‘" TR B e o
' Microhin! purity ' Must conform I'h, Eur, ! Aok I 3 ot performed on this
- MIEPOGHO IO ek stapn? pe— AT 1 pedon: ). !
; MURpOGHOI0rIeCk I HHC oy | COBTHCICIROBITL 1 pedoRm gy Frp.chap, | bateh /e tpowocti ey _— ;
; ol ceprng i
i i
; i ; |

i | l o (.uninr'm.\;t’(umm_"n;u;\'m !
! | i - |

i H

S— - =50 S

Tent e T e e S e s NS
"Vest is done at the beginning and ag the ead of shelf ife by sampling mothog A Teet npowoios g TR IC 11 1 Rage CPOKG
ADIMICISL 10 vie 1o, RGO POO0 D RO P g,

Lab Muanagey / Pricono, ey, SHIBOPaT O Bate of signaqure - Hara nocie:

oA

T the case of diserepancies or doubt hetween the Enelish and Russian language, the English version shall he binding /
Benagm BOAHHRHOBCHIS pacy o e MCAY @t HCKING 1y ey FCRCTaNGL &l 13 e ey Bepestmeet iipnopieg

Merck KGaA, Frankfurter Str. 250, 64293 Darmstadt {Germany) e Page2of2 up 250




JEPHCABHA

fpocne
E-ma

i

24.09.2020

’ AEPHINKCITYIKBA
CJHVYIKBA 3 JIIKAPCLKI:IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥V KHIBCBKIN OBJIACTI

<r Banepis JloGanosebkoro, 51, M. Kuis, 03110, ten/daxc: (044) 2753030
1k dls.ko@dE.s.g(}v.ua,hltns://www.c[is.gov.@, Kon €APTIOV 37078774

BUCHOBOK

O SIKICTH BBC3EHOTo B Yicpainy JIKAPCLKOro 3acoby

Ne 48472/20/10

KCHKOP

Tabrerkn, BRpUTI

(radivenysanns nixapenxoro 3acoBy 3rifHo 3 peecrpaniiinem HOCBLINCITIAN)
IBKOBOIO 0601011010, 110 5 Mr, 0o 25 rafierok y Gricre
Y KapToHHIA Kopobui

Pi; 110 2 Guicrepn

Homep peectpaniiinor
Cepin nixapcbroro 3acd

Bupobnnk

Breseno B Yipainy

Iporowkon BisyiLior

3a I
jIO’I“p HMAGHHIM. 4

PE3YNLTATAM U

(thopma urryeky, noaynanns, se NaRY BRI NKApChKOTo 3ac0hy)
nocsinuers UA/3322/01/02 crpox aif peecrpariitsoro nocsiguernn 01.01.2009
oy Me GOOLGA

Kinnkicrs saeseroro nikaperkoro sacofy $9940

Mepik KT"aA, Himeuunna

(Halinenmypaieng supoBinka Jixapeskoro sacoby,

KPATHa HOXoMKCHHs)

Tosapuerse z o6mesceno Bignosigansuicrio "ACIHO YHPAIHA",

inent. won: 42274733

(HafiMenysanus Ta xon 3a €NPTIOY opuipHoY ocobu alo npisrue,

ocolu - ninnpues, 1t Micne MPOKABANHS Ta PEECTpauiiiami 1rosep o
NOAATKiB abo cepis Ta 1oMep nacriopra)

iM'ss, no Gathiori Gissoiod
GatikoBOT KapTiy tnaTitka

o wourpomo sin 18.09.2020 » 3071/1.

FDIKABHONO  KONTPOMIO  BCTAHORACHO, IO Jikapeskuil  3aci  peeseso  n Yupainy 13

KOCTI HKAPCLKHX 32006518,

Onexciii COJIONPAK

(Eiiriagss ta npisstme)




CERTIFXCATE OF RELEASE AND GMP COMPLIANCE/
CEPTUDUKAT COOTBETCTBIMS GMP BBIMYILEHHQW CEPIMIK

Name of product: CONCOR®, film-coated tablets 5 mg Ne50 7
Hazpanue npogyicra: KOHKOP, Tabnetxu, NOKpLITHIE NACHOUHON 060N0YKoH, No 5 Mr Ne5Q

Strength/potency: 1 tablet centains bisoprolol fumarate 5 mg
Hoza/Conepxarne AefcTayiowny newecrs: 1 TabNeTia ConepHAT: Sucenponona dhymapaTa 5 mr

Package size and type: 25 tablets in blister; 2 blisters in carton box £
PazMep v Bug ynakosku: no 25 Tabnertok 8 bnucrepe; no 2 onucrepa B kKapToHHok Kopobre

Marketing Authorization NOUA/3322/01/02 / PeructpaumvoHHoe cakaeTenbeTao NPUA/3322/01/02
Rosage form: film-coated tablets 5 mg /
Nerapcreetinan hopma: TabneTku, NOKPsITLIE NNeHOYHOM 06onouKoi, no 5 mr

Manufacturing date / Aata npoussogcrea: 09.05.2020 Batch number / Cepusi: GOOLGA
Expiry date / Cpok rognocTu: 04/2025 Batch size / Pazmep cepuun: 59940

Manufacturing Authorization name and number: Merck KGaA Ne DE_HE 01_MIA 2017 1041
Hazrauue RROYIBOAMTENA K HOMED NUUeHIMK: Mepic KMaA, Ne DE__HE_OlW_MIA_ZOH__1()41

Manufacturing sites and Quality Control Sites: Frankfurter Strasse 250, 64293, Darmstadt /

Appec NponIsopcTEeNHod nAGIaaKA ¢ NAOWARKN HONTRONA KavecTaa: ®padcdyprep Uhrpacee 250
64293, Napmwranr

:

Country of arigin: Germany / Crpada-nponssoguresis: Fepuaris

Certification statement / 3assnenne o ceprudmkaymn:

} hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and guality control at the above mentioned
site (=) in full compliance with the GMP requirements of the local Regulatory Authority and
with the spacifications in the Marketing Authorization of the importing couniry or produck
specification file for Investigational Medicinal Products. The batch processing, packaging and
analysis records were reviewed and found to be in complianice with GMp, /

ITUM NOATBERKAAI0, YTo BhIICYKasaHHan uHdopManms ssnaetes AOCTOBCPHOW U TOUHOU, llanuas cepusn
npownssegena, sBknioyas YNAKOBKY/MAPKNPOBKY 1 KOHTPOML KAUCCTBA, Ha YKa3aHHOM YUACTKE B NOAHOM
COOTRBETCTRMM € TPeboBaHMsIMY GMP MecTHoro PEIYNUPYIQUIEro oprada |, a Tawke Co cricuudmramuamm
Perrcrpaunortoro  focoe CTpanbl-uMnopTepa vnu  flocwe MCCACAYEMOro NekapcrseHHoro cpencTsa.
MNporokont NPOU3BOACTBE, YIAKOBKM W aHanumza Cepun finliiv paccMoTpers u MPU3HAHLI COOTBETCTBYIO LMY
GMP.

Signature does not inciude the verification of correct translation into Russian./YnonnoMouenioe
ARUO CBORH NOANKMCLIO He NoATBep AT KOPPCKTHOCTL NEPEROAA TEKCTA HA PYCCKUE S3hiK

Qualified Parson Date of signature / Hara nognucu:
YHORHOMGUEeHHOE Ao

I Dr. Thomas Mivch near
1 Dr. Reto Thein

U Ute Eh rensberger

41 Sarah ves




Batch Quality Certificate for Medical Product
Ceprudurar kaseerua cepuu JICKAPCTREIHOrO CpeacTa

Nuame of product: Concer®, film-coated tablets 3 mg Ne 50/
Hassaune npoayira: KOHKOP. vadieri. HOKPLITLIC MICHOUHOR 0B0a0Y4yKoil. o 3 mr Ne 30

Manufacturiog date / /lara HMpOHIBOACTEE: 09.035.2020 Baich number / Cepis: GOULGA
Expiry date / Cpow roanocr: 30.04.2025 Bateh size / Parvep copmn: 59940
B B Chnalysi s according o Quality Control Methods 7 Anwun WO B CODTICT G s

Specification 7 Cnciusmiain ] Hesults £ Possy
i o !_l_qpmmn;_:\:.|q_;y1;\';|'_m_'_!'_u_‘:isj o i

\'i[ll“.lrai’il.‘(‘ L e

7y ellon ish w hite, !i:l_ll—‘,ﬁ:i::d‘ biconvex | {-'nni'()z"n.)s F Contres \_’T;‘ o
fHm-conted tablets, scored on hoth sitdes/

: HMemoearo-Genwc, CCPALEBHOHLIC,

i ABORKOBLINYKALIE TAhNRTHY, NOKPHITHIE

ANEHOUHOI 0BOM0UKGE, C pucodt Ha oBeux

CTOPOHax.

integration time / Pacnastesocrn

min. / He Soace 3 s

Water content 7 Coaepmanine wota

not more than 2 % / He Sonze 2 %

| HPLC/BWK:
Brconporioia gy vapara The retention time of the principal peal in

identity © Tcnmmigars

Bisoprolol Mmmarate .

the chromatogram of the tast solution must

comply the retention time of the main peak
of the standard solution / Bpems !
JARIHUBEHIAA OCHOBHOID NMKA 1a S
#ROMBTOTPAMME MCTLITYEMOTO DACTGpa
ADJHHG COUTBETCTEGRATL BREMET 11

YACPIMHUESHHMA OCHOBHOIO Nvka Ha

XPOMATOTPAMME CTAHARPTHOMD PACTROPE |

18/20 tablets — NMT + 7.5 % from average Conforms / oo Teries
OAHOPOLHGLTS Macc sl mass /

Unitormity of muss .

18/20 vabneruk — ve Gonee + 7,5 % or
CPEAHEH MACCHI;

2/20 tablets - NMT % 15.0 % fram average

mass /

| 2/20 tafiaeror 15,0 % ot CRaAHON MacCh!

! |

T oo T

Bisoproaol fumarate / biconpoaoi doaapary ; relative to the declired conient 7 o !

! SASLILDCHIOEO KOG e TR

Wlercl i(Ga4, Frankfurter Sir. 250, 64293 Darmstadt {Germany)




Bateh Quality Certificate for Medical Product
(.‘Cp'l"! I(E)HI‘."&T KA'CCTRA {,‘CPII” JICI(OI)C IRGMRTRISI RG] cpeie

Name of product; Concord

film-coated tablets 5 ang Ne S0/
Hamnanne nposvera: KOHKOP. radaersn, HOKPLITHIC 11

LICHOMNGET 00010080, no 5 ar No S0)

Maoufucturing date / Jlara nposeoacerae: 09,05.2020 Bateh number/ Ceopun: GOOLGA
Expiry date 7 Cpow tocmocrss 30042025 Bateh size / Pasvep coping: 399440
R AT beea done aecording (o Quality Control Methods / Anars BRTOHCH B COOIRSICTRI ¢ ] e
! arameters 1 Speeification / Cuerusdinaun Resuolts - Pess = ara
'7 o Hopssitupnne nokazaie o e o . T
U Chemical Purits 7 Onpeeacine nucion |
|
Each degradation product / |
-hrodan apy v e e indrupozanies opuseen, | NMT R % He Gonee 0.4 % NAE LA % Contorms / !
i Coorsercined
Total degradation products £ O pees |
npsieceii DNMT L0 % He Soree 1.0 % <00 % g
f
!
A T B : T e g e
Q:mnj)}'” purin '/ Must conform to Ph. Fur, £ o = Not performed nn this !
NMUTTEPODOBO I HHCCIa9 Y gt LA ¢ Oy g # o= WETL PO O & g ; i
i HEPODEHL TR, ST ¢ CUOTICTCTROBET L TPeAORatsig . P, batch / Fle nposo.nes L [
| CEANHIOT Copiin i
| L Confarmsi Caotieren e l

PTestis done at the beginning and at the end of shell 1ife by sanmipling method /

NPACIIA. [y MET0N lilw\i—lnpi"llIL‘IU LIRS bR 1

Fab Sanager T Pyeono e . SRIOUPA GPHLL

I the case ol diserepancies or doubt hetween the Iinglish and Russian langua

LU HPOBGTHIO B HIMRLIC 1 i KO CPORA

Barte of sipoatare " flara vocmenr

ge, the Fnglish version <hall be bisding /

B con i nosintcianc s pacsoactniil MO LRI (0 PYCCRING FCRCTANL i ITeRas Bepein macer HPHOPITCT

Werck KGaa, Frankfurter Str. 250, 64293 Darmstadi {Germany)

S Page 2002/ Cip. 2 s 2




CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTIMOMKAT COOTBETCTBUSA GMP BbINYLEHHOW CEPUU

Name of product: CONCOR®, film-coated tablets 5 mg Ne50 /

Hassanue npoaykTa: KOHKQP, TabneTku, NoKpeiThle NaeHouHoW obonoykoit, no S Mr N250

Strength/potency: 1 tableét contains bisoprolol fumarate 5 mg
[Jo3sa/Coaepxanne eicTBYILIKX BewecTs: 1 TaGneTka coaepxuT: buconponona diymapara 5 Mr

Package size and type: 2!

Pasmep u BUA YNaKOBKK! Mo

tablets in blister; 2 blisters in carton box /
25 Tabnetok B Gnucrepe; no 2 6aucTepa B KAPTOHHOM Kopabie

Marketing Authorization NCUA/3322/01/02 / PernctpauncHHoe ceufeTtenscrso NeUA/3322/01/02
Dosage form: film-coated tablets 5 mgq /
NexapcrserHas dopma: TaGneTkU, NOKpbITbE NAeHOMHONW oGonoukei, na 5 Mr

Manufacturing date / [lat4 npo
Expiry date / Cpok rogHoqr: 04/2025

Manufacturing Authoriza
HazsaHue nponssoguTen

npovasoacTea: 09.05.2020 Batch number / Cepus: GOOLGB

Batch size / Pasmep cepuu: 55620

ion name and number: Merck KGaA N¢ DE_HE_01_MIA_2017_1041
1 HoOMEp Anuensun: Mepk KfaA, N2 DE_HE_01_MIA_2017_1041

Manufacturing sites andz Quality Control Sites: Frankfurter Strasse 250, 64293, Darmstadt /

Agpec nponsBoACTEEHHOMN

64293, Japmwiraar

Country of origin: German

Certification statement /
I hereby certify that the

MACIAAKH M NTOLAAKN KOHTPONs xavecrsa: Opankdyprep Wrpacce 250,

¥ / CrpaHa-npoussogurenns: [epMaHus

BasiBneHue o cepridurrkaumm:
bove information is authentic and accurate. This batch of product has

been manufactured, inciu ing packaging/labeling and quality control at the above mentioned

site (s) in full complian

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

3TUM NOATBEPKAAI, HTO Bb

}w'ith the GMP requirements of the lacal Regulatory Authority and

LeykasauHas MHGOPMAaUKS ABASIETCA AOCTOBEPHOW W TouHoW. [laHHas cepus

npou3seaeHa, BKnwuas yanOBKy/MapKupoBlcy A KOHTPONbL KauyecTsd, Hd yKa3zaHHOM y4yacTKe B flI0/IHOM
cogtBercTeuM ¢ TpebopaHugMu GMP MecTHOro perynupyroulero opraHa , a Takke Co crneundukaunaMmu

PerucrpayuoHsoro flocee:

CTpaHbI-MMNOpTEpPa WNU [ocbe MWCCNEAYEMOro NEKapCTBEHHOro CpeacTsa.

[pOTOKONb MPOM3BOACTBEA, YNAKOBKK 1 aHannsa cepuu Gbinv PacCMOTPEHBI U MPU3HAHLI COOTBETCTBYIOWMMY

GMP,

Signature does not include the verification of correct translation into Russian./YrnoaHoMoueHHoe
NMUD CBOCKH NOANMUCLIO He NQATBEPXAAET KOPPEKTHOLTL NepeBoda TeKCTa Ha PYCCKMIA A3bIK

Qualified Person
YnonHoMo4eHHoE nuuo

O Dr. Thomas Kirchner
0. Dr. Reto TheiB '
Ute Ehrensberger

1 Sarah VoB3

kg/b Q! é/idﬁ/gg‘) Qf[)M/;L//

ate of signature / [ara noanucy:

AT YRS
/: v?*"'\r‘ t:».‘]:; 4
/& ;
3 i
54 J
D Do B oo
: P DO N2 f(,';sgx.J
3 {3, N
W%, 4

S, PoIr I e Merck KGaA

95 ¢ ogLons Frankfurter Str. 250

64293 Darmstadt
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PARRCK

Batch Quality C‘ertificaitm for Medical Product

Ceprudukar KayecTna cef

WH NIEKApPCTBEHHOTO CpeacTaa

Name of product: Concor®, film-coated tablets S mg Ne 50/

Hasganue npogykra: KOHK]

Manufacturing date / Jara np
Expiry date / Cpox rognocti:

Analysis has been dome according to Q

30.04.2025

bussoactsa: 09.05.2020

OP, rabuerkn, nOKphITHE 101€HOYROH o6omoukoii, o 5 Mr Ne 50

Batch number / Cepua: GOOLGRB

Batch size / Passep cepuu: 55620

yuality Control Methods / Anarus BRIOANCH B £0OTBETETREH ¢ MKK

Parameters /.

Specification / Crienuduranus

Results / Pesynerars

HopMaruprpie nokasqresn ]
Appearance / Onucanue Yellowish white, heart-shaped, biconvex Conforms / Coorsercrever
film-coated tablets, scored on both sides/
Wenroearto-Genble, cepaLesuaHbie,
JABORKOBBINYKAbIE TABNETRH, NOKPhITbIE
nneHouHOW 060104KOM, ¢ pUCKON Ha 0Beux
CTOPOHEX,
Disintegration time / Pacnajaemopts not more than S min. / He 6onee 5 mun 1.43 — 1.90 min. / Mun.
Water content / Conepmanne no’:ia not more than 2 % /He Gonee 2 % 1%
Identity / Waeuruthuxarus HPLC / BIMHX : Conforms / Coorrerernyer

Bisoprolal fumarate / Huconpond

a2 hymapara.

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 / Bpems
VOEPHKUBAHUAR DCHORHOIO NUKA Ha
XPOMaTOTPaMME WCILITYEMOra pacTeopa
AQMKHO COOTRETCTBOBATL BPeMEeHHM
VAEPKWBAHBA DCHOBHOTO NUKA Ha
XpPOMaTorpamme CTaHAapTHOTO pacTeopa

MlJniformity of mass /
OAHOPOAHOCTE MACCh)

18/20 tablets ~ NMT + 7.5 % from average
mass /

18/20 rabnerok - He Bonee = 7,5% ot
CPEOHER MacChy;

2/20 tablets < NMT £15.0 % from average
mass /
2/20 tabnaetok + 15,0 % OT cpeaHeit macchi

Couforms / CooTseTeTBYET

Assay / Konauecroennoe onpeaeh
Bisoprolol fumarate / Buconpoig

LHHEe
na dhymapara

95~ 105 %
relative to the declared content/ or
JAARNCHHOTO ROTUISCTBA

101 %

Merck KGaA, Frankfurter St

el of2/Crp. 1 u32

e
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PARRTK

Batch Quality Ccrtiﬁcaf;c lLfm' Medical Product
Ceprudrmkar xayecTRa CEpHH NCKAPCTBCHHOTO CPCICTRA

Name of product: Concor®, film-coated tablets 5 mg Ne 50 / v
Hassanue npoaykra: KOHKQP, raGierku, nOKphIreie INIeHOUHOH 000a04K0H, 110 5 Mr Ne 50

Manufacturing date / Jlara npoussoactaa: 19.05.2020 Batch number / Cepus: GOULGB
Expiry date / Cpox roanocti: 3p.04.2025 Batch size / Pazmep cepuu: 55620

Analysis hag been done according to Quality Control Methods / Auanws sumonmen B cooreerersus ¢ MKK

Parameters/ | Specification/ Crieusndixaiis Results / Pesynnraret
HopMaTHREBIC HOKAZATENH

Chemical Purity / Onpenenesue werots

Each degradation preduct / ,
JhoGas apyras HQHABHTH([)HL‘[HPOBQ HAst NPUMECH NMT 0.4 % / He Gonee 0.4 % NMT 0.4 ./0; Conforms f
Cootreercrsyer

Total degradation products / Cymma peex

npUMeceit | NMT 1.0 % / He 6onee 1.0 % <0.1 %
Microbial purity ! / ! Must conform to Ph, Eur. / Jomius: Not performed on this
M. HK})OGMO SOrHYEcKad uncToTa ! COOTBETCYBOBATDL ‘!WGUB&HH;{M EBP.Q’%'!PM, batch / He NPOBOIHTCH Jiiis

RAHHOH Ceprn
O Conforms/ Coorsercrayer

Test is done nt the beginning and gt the end of shelf life by sampling method 7/ Tect rpoBOAYTSs B UAYAEC ¥ B KOHUE CPOKY
XPaHEHHA, O METORY BLBOPOUHOID FOHT PO,

Lab Manager/ Pyxopomnrens Jaddpacopun: Date of signature / Jlava noanwen:

Saeme & Niewaruse . i i ;Is;;,;m}‘ 5 ﬂ B' Ji}L* 2028
Maren Volkery d}f:g Merck KGaA

§

Frankfurter Str. 250
64293 Darrvistadt

In the case of discrepancies or doybt between the English and Russian language, the English version shall be binding /
B cayusn BOSHEKHOBCHIS PACKOAEHUH MEkAY AHPAKHCKHM W PYCCKHM TEKCTAMM. QULTHICKI BEPCHY UMCUT NPHOPHTET

Merck KGaA, Frankfurter Str| 250, 64293 Darmstadt (Germany)
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L7

JEPXIIKCITYXKBA
JIKAPCBKHX 3ACOBIB TA KOHTPO.JIIO 3A

JEPKABHA CJIYIKBA 3 ‘4
| HAPKOTHKAMM Y KHIBCBKIH OBJACTI
kT Banepis Jlo6anoscekoro, 51, a. Kais, 03110, ten/daxe: (044) 2753030

poc
" Eer

24.09.2020

ail: dis.ko@dls.gov.ua, https://www.dls.gov.ua, Kox EOPTIOV 37078774

PO SIKiCTH BBC3EHOT0 B YKpainy Jikapcbkoro 3acofy

BHCHOBOK
Ne 48473/20/10

KOHKOP

TabJerky, mcpm

i (uaifmenypanis Jiikapceskora 3acofy 3rizno 3 peecTpanilfHAM NOCBTYeHHSNM)
i ILBKOEOK0 000.101K010, N0 5 Mr, n0 25 Tabnerok y Gaictepi; mo 2 Gaicrepu

Y KaproHnaiii kopobui

(thopMa BUIyCKY, DO3YBAHHS, BU TAKYBAHHL MKAPCHKOrY 3ac00y)

HoMmep peectpamitinor
Cepix Jlizcapcr;m')m aa¢oby Ne GOOLGB

o mocaipuenns UA/3322/01/02 erpok pif peectpanitoro nocaimenns 01.01.2099

Kimskicrs BRe3eHOTO Nikapeskoro 3acoby 55620

Brpobauk

Breseno B Vipainy |

Mepk KI'aA, Himequusa
(naliMeHYBaHHS BHPOGHUKA JKAPCEKOID sacoBy, kpaiHa rmoxoyxeHs)

Tosapucreo 3 06meixenoio BixnoeinanLnicio "ACIHO VKPATHA",

inenr. kon: 42274733
(natimenysarns Ta ko 3a CJIPTIOY opuanynoi ocobn a6o npispume, iM%, no Garskosi Qizkumol

0co6H - midnupueMus, 1T Miclie POKIBARKA T4 peecTpaniltuit noMep o6miKoROT KAPTKH NIATHUKE

noaarkis abo cepift TA HOMep macopra)

Iparokosn nizyanb}inro rorrrposro eix 18.09.2020 » 30712,

CPXABHOrO  KOHTPOIED BCTAHOBNEHO, mo nikapchkull 3aci6 Beeseo B Vrpaluy 3

3a  pesymeraramm |
AOTPHMAHHAM BrMOr 3AKOHONIABCTBA MO0 3a6e3neYeHna JKOCT] TKAPChKUX 3acobiB.

< - Onexciit COJIOJIPAN

(imiiany T8 npiasume)

KONTPOMO)

w"l‘v\‘ N

c‘j Y

g
S F ey ¥
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