LEKINAPALIUSI O COOTBETCTBUM

AEKIAPAHT, MPUHUMAIOLLMA AEKIIAPALIMIO O COOTBETCTBUM:

Q0O "AIBOTEH ®APMA", Mesxpaiiornan uicnexyms PenepansHol HaNoroso cryxSel Ne4B no r.Mockee , OIPH:
1147748135590 or 22.12.2014, agpec: 127055, Poccus, r. Mocksa, yn Hosocno6oackas, 4 31, cTp 4, noMewenme Vi,
Ten: +7(489) 840-0177, dpake: +7(499) 940-0155

B nuue: MexepansHoroe AnpekTopa BuHorpagosa A.B.

Hosepentoe nuuo: Mynoe A, H.

RosepentocTs Ne 75 ot 27.12.2018

SAABIAET, YTO NEKAPCTBEHHOE CPELCTRO:

Kapauket®, TabneTku NponokruposarHora felicTavs 20 mr 10 wr., 6nncreps (5), navku KapTOHHbIe, per. yg. Ne
M N013273/01 ot 19.09.2011 (AaTa samexbi PY 12.05.201 7), BbigaHo JlaGopmen-dapma C.A., PymbiHuR, cepus

7320801, rogen po: 30.04.2024, naprus: 71601 ynakoska. KoHTpakt Ne 013-DIS-2018 ot 27 mionsi 2018 I., UHBOIC
Ne00S1100729 oT 08.10.2015 .

BbINyCKaeMoe U3rotoButenem: Kog OKrf2:

Oiicuka dapmackioTukans MubX., Mepmanua/Aesica Pharmaceuticals GmbH,, Alfred-Nobel- 21.20.10.142
Strasse 10, 40789 Moenheim, Germany, crpana: Fepmanus

Kog THB3A:
COOTBETCTBYET TPEEOBAHUSIM: 3004500002

1 No1 3273/01-190911, usm. Ne 1 01 24.04.2012 1., Ne 1 o7 30.05.2013 r,Ne238or
26.08.2016, N2 4 ot 12.05.2017 r., Ne7.

REKNAPALIMA NMPUHATA HA OCHOBAHMUU

lpoTokon veneranuit Ne 109671 or 23.10.2019, 00O "LieHTp KoHTpons Kayecrea Buonaiid”, atrecrar
akkpepuTauum: RA.RU.21LK01 or 22,07.2015. Ceprudukar coorsetcTaus Ne POCC DE.®B14.C93451 oT 23.1 0.2019

OATA MNMPUHATUR AEKNAPALIMM: 23.10.2019

B0: 30.04.2024

Mynos A. H.

(QaMunus, HHMUNANBI)
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3AO "TexkavecTso”, 108044, r.Mocksa, yn. Autamorckas, 4. 1A, og. 400, Ten.: +7 (495) 676-5417, thae: ‘*t-'?‘ (485)
676-2941, www.tehkachestvo.ru, tehkachestvo@gmail.com, OPH: 105774628518 + ATTecTat pet. Ne POCC
RU.0001.110B14 BblAan PefepansHoi cnyxGoit no akkpeauTayun 169 \

Oara pPerncrpaumu: 23.10.201g

Perucrpa bl HOMep aeknapauuu: rocc rRu II-DE.0B14.A.45027/19 Yo,

Hobpotun A.B.
) )] (Pammunus, HHALMANLI)
Q\
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Consort Medical

Aeslca Development & Manulaciure AP & Finished Dose

CEPTUDUKAT KAYECTBA

0 JIETAIBHOM JOCTYTe KaYeCTBEHHBIX
hapMalieBTHUECKHX TTPOAYKTOB Ha
MEXAYHAPOIHBIH PEIHOK

Ha3sganue u

JleKapcTBeHHas

¢opma : KAPAHUKET Ttabnerku
NPOJICHTHPOBAHHOTO JieHeTBHA 20 MT

Cepus Ne : 7320801

Mpoayxr Ne : 1008600

[onen no 1 04/2024

Ycnosua xpaneHus: [1pu temneparype He Boie 25 °C
Ha3paHue H KONMYECTRO KaXIOTrO aKTHBHOTO BELECTHA!
Onna TaGreTka coiepxut 20 Mr Haocopbuna IHHUTpaTa

Hacrosiunm ynocrosepsieres: 4To JaHHbBIH TPORYKT
NPOU3BOJIMTCSH B COOTBETCTBHM € PEKOMEHIALIUAMMU
BO3a "Xopouuue npasuna npou3sBoaCTBa U KOHTPOS
kayecTra nekapcts' (GMP) u B cooTBeTCTBHY C
HALMOHAIbHBIM 3aKOHoNaTenbeTROM PenepaTusHOlM
Pecny6nuku l'epmannu.

YnakoBka ¥ CeIpbe, Hapsily ¢ MPOM3BONCTBEHHBIM
MPOLECCOM, AHIPO M KOHEYHBIM [IPONYKTOM SBJIAIOTCH
NpeAMETaMU KOHTPOJA KavyecTsa, ONpeae/ieHHBIM Kak
HaUHOHAIBHOH, TAK U MEXIYHAPONAHBIMH
(Papmaxonesmu, MM® u MITK cranpapramu u
NTPOU3BOACTBEHHBIM MPOLIECCOM Dicnka PapMackblOTHKAII
'MBX W coOTBETCTBYET crieuntHKauun 8 HopMaTHeHoki
JIoKyMeHTaUHH CTpaHbl — UMIOpTEpa.

Tpebyemoe cooTBeTcTBHE hapMalleBTHHECKHX,
(hH3NYECKUX U MUKDOBUONOTMYECKHX XaPaKTEPUCTHK
OTpelesISIeTCs JUISl KaXNo# cepuu 6e3 oroBopok.
CoorpercTnylowas JOKyMEHTALUA XPAHUTCS B J1OChe B
TeueHUe 6 JIET B COCTABE OCHOBHON JJOKYMEHTALIMH Ha
MPOU3BOACTBCHHYIO CepHIO.

HacrosiluM MBI TakKe YAOCTOBEPSIM, YTO YKa3aHHBIif
BbILUE MPONYKT COOTBETCTBYET YCTAHOBIEHHBIM
crieHdUKaLMIM, Ha OCHOBAHHUH YEro BBIIAETCS
paspeilieHHe Ha ero BhIITYCK ¢ TPOM3BOJICTBA
OTBETCTBEHHBIM KBATH(MHIHPOBAHHBIM IKCTIEPTOM.

Diicuka dapmaceioThkan M'vX
Aesica Pharmaceuticals GmbH

™ .
ZL N(CPRETY)
r. Ulrich Baumeister
YNOJIHOMOYEHHOE NTHLI0

Qualified Person
Monheim,

77 SEP 1019

CERTIFICATE OF QUALITY

on the Legal Status and Quality
of Pharmaceutical Products
Moving in International Commerce

Name and

dosage form

of product : KARDIKET retard tablets 20 mg
Batch no. : 7320801

Article no. : 1008600

Expiry date 1 04/2024

Storage conditions : Do not store above 25°C
Name and amount of each active ingredients:
One tablet contains 20 mg Isosorbide Dinitrate.

[t is certified that the product is routinely manufactured
in accordance with the WHO recommendations of
"Good practices in the manufacture and quality control
of drugs" (GMP) and in accordance with the national
legal requirements of the Federal Republic of Germany.

Packaging and raw materials as well as manufacturing
process, the bulk product and finished product are
subject to quality controls set forth in national and
international pharmacopoeias, F. I. P.and P. . C.
standards and operating procedures of Aesica
Pharmaceuticals GmbH and comply to the specifications
in the Marketing Authorisation of the importing
country,

With respect to the pharmaceutical, physical, chemical
and microbiological specifications the required quality
of every batch is ascertained without reservations. The
respective documentation will be kept on file for six
years as master batch production record.

We hereby also certify that the above mentioned
product conforms to the established specifications and
is released accordingly by the responsible qualified
expert. P53 O

Remarks: n/a

X

I/lcnomtm‘e}ré KOHTPOJIA COOTBETCTBHA JOKYMEHTALHH
Quality Assurance Facilitator

-~



Aeslca Davelopmen! & Monufacture API & Finished Dose

J Consort Medical
N

CEPTU®UKAT AHAJIM3A
CERTIFICATE OF ANALYSIS

Hanmenosanue nponyxra
product name

Cepus Ne
batch no.
Iponykr Ne
article no.
creunpuKaumu
specfication

Hara npounzsoncrtsa
date of manufacture

XapaKTepucTUKM KayecTBa
Quality Characteristics

: KAPAHMKET tabneTky NposlOHrHpoBas#oro aeHcTeus 20 mr

KARDIKET retard tablets 20 mg

1 7320801
: 1008600
. P080.SPZ.03F/00 dated 31.01.2006

: 05/2019

Tpe6oBaHua kayectea PesynbTar
Quality Requirements Actual

CBoicTBa

Properties

BHewHuit Bun
Bu3ayanbHbIN KOHTpOIIB

Appearance
Visual examination

3anax
Odour

OpraHoNenTHYeCKHH KOHTPOIb

Sensory examination

Pazmeps!
Dimensions

Huamerp / Diameter
Bricora / Height

Macca
Mass

CpenHss Macca / Average mass

OOHOPOOHOCTE Macchl
Uniformity of mass

Genas tabnerka

BEPXHAA CTOPOHA: NjIockas ¢ dackoif u muHHel

pa3noma: C 0AHO# CTOPOHBI OT JTHHHM Paznoma

ottHek ,, IR”, ¢ apyroii ,,20” COOTBETCTBYET
OGparnan cTopoHa: BbINYKIIaf, HAANKCh

»w3CHWARZ PHARMA”

white tablet
upper side: flat with facet and break score
engrave: ,,IR” break score ,,20”

reverse side: arc shaped, inscription complies
»OSCHWARZ PHARMA®

bes 3anaxa COOTBETCTBYET
odourless - ~complics
8.9-9.2 MM/ mm 9.0/ MM/ mm’
29-32MM/ mm \ 3.2:M / mum
250 +6Mr/ mg 250 Mr / mg

B cooTBeTcTRUM ¢ EBp.Mapmaxorneeil COOTBETCTRYET
according to Ph.Eur. complies

el



Aesica Development & Monulacture AP & Finished Dose

& Consort Medical

Haumenosanue nponykra
product name

Cepust Ne
batch no.
[Tpoaykr Ne
article no.

cneunduKaLum
specfication

XapaKkTepucTHKM KavecTBa
Quality Characteristics

* KAPJTHKET Ta6ieTku nponoHrMpoBanHoro acicTeus 20 Mr

KARDIKET retard tablets 20 mg

. 7320801
. 1008600

: P080.SPZ.03F/00 dated 31.01.2006

TpeGoBaHuA KayecTBa
Quality Requirements

Pesynbrar
Actual

Trepnocts

Pbl XJ0CTL
Friabilit

WUnenruanocts
Identity

Hsocopbuna nuuuTtpar
Meton BOXX
Isosorbide dinitrate
HPLC determination

Yucrora
Purity

IMocTopoHHHe HUTpaTh! *
Meron TCX

Foreign nitrates *
TLC determination

OcraTto4Hsle pacTeopuTenu
Residual solvents

Aueton **

Acetone **

Meron razoxpomarorpaduu
Gaschromatographic
determination

He meHee 45 H
NLT45N

He 6osee 1.0 %
NMT 1.0 %

B COOTBETCTBHHU C 3TANIOHOM BELUECTBA

to comply with reference substance

He Gonee 0.25 % oTHocuTensHo usocopbuaa

AUHUTPaTa ANSA Kawaoro AsTHa
NMT 0.25 % related to isosorbide dinitrate
for each spot

CymmapHo He 6onee 0.5 % oTHocUTENBHO
n3ocopbuaa guuuTpara

in total: NMT 0.5 % related to isosorbide
dinitrate

He 6onee 50 yacteit Ha MTH
NMT 50 ppm

72H/N

03%

COOTBETCTBYET

complies

He obHapykeH
not detectable

He obHapyxeH

—not-detectable

12 yacreit Ha maH /
ppm



JL Consort Medical

Aesica Development & Manulaciure AP 8 Finished Dose

HaumeHoBaHMe nposykra
product name

Cepusa Ne
batch no.
[MTpoaykt Ne
article no.

cneundmkauny
specfication

XapaKTepMcTHKM KayecTBa
Quality Characteristics

: KAPIUKET TabeTky NpoaosruposatHoro nelicteus 20 mMr

KARDIKET retard tablets 20 mg

: 7320801

: 1008600

: P080.SPZ.03F/00 dated 31.01.2006

TpeboBanus kavyecTsa
Quality Requirements

PesynbTar
Actual

KojuvecTsennsiit auaans
Assa

Hsocopbuua nunurpar
Meton BRXX
Isosorbide dinitrate
HPLC determination

Brinyck npenapara
Drug Release

Hsocopbuna aunutpar

Meroa: USP XX <711>

Annapar 3

Cpena: 800 M ucKkyccTBenHBIl
Kenynouroro coka, TS, USP XXII,
Ge3 nencuna

MeTton B3XX

Isosorbide dinitrate

method: USP XX <71 1>, apparatus 3
medium : 800 ml gastric

fluid, simulated, TS USP XXI1,
without pepsin

HPLC determination

nocne 2 yacos
after 2 hours
nocne 4 4yacos
after 4 hours
nocne 6 yacon
after 6 hours

Kputepuit oyeHku
acceptance criteria

(19.0 - 21.0 Mr// mg)
95-105%

25-50%
45-80 %

He MeHee 65 %
NLT 65 %

B cootseTcTaumn ¢ USP XXI1<724>,
Tabnuua ouexku 1: yposeHs 1, 2, urn 3

according to USP <724>, acceptance tablé¢ [ -

Level (L1, L2, L3)

& ks

98 %

_40%

67 %
81 %

YpOBéHb 1
L
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HawnmeHosanue nponykra
product name

Cepust No
batch no.
[Tpoaykr Ne
article no.

crieuudrKanuu
specfication

Consort Medical

Aeslca Development & Monufaciure AP & Finished Cose

KARDIKET retard tablets 20 mg

: 7320801

. 1008600

: P080.SPZ.03F/00 dated 31.01.2006

: KAPOVIKET TabieTkH NpoIOHrHpoBaHHOTO AeiicTris 20 Mr

XapakTepucTuku KayecTBa TpeGoBaHus KavyecTBa PeaynbTar
Quality Characteristics Quality Requirements Actual
Mukpobuos A a"  Kareropus 3A B cooTsercTBuy ¢ Ep.

®apmaxkoneei, 5.1.4.

»MuKpob6ronornueckoe KauecTso COOTBETCTBYET
Wicroblolosical Pasics ™ tbapMaleBTHYECKUX NpenapaTos»

Category 3A according to Ph.Eur., 5.1.4. complies

" tested on every fifth batch
™ tested on every tenth batch

‘Microbial quality of pharmaceutical
preparations’

Kontpons xaxnoii nsroit cepun
KoHTpons kaxno# aecatoit cepun

KAPIUKET TabneTkn mpononruposasHoro nefictsus 20 mr YKa3aHHOI CepMU COOTBETCTBYIOT

crieuUKalmi,

KARDIKET retard tablets 20 mg of the above described batch meet the specification.

Diicuka PapmacsioTHkans I'M6X
Aesica Pharmaceuticals GmbH

2 D )
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Dr. Ulrich Baumeister

YNONHOMOYEHHOE JIHLIO
Qualified Person
Monheim,

27 SEP 2019

(

chom-lmcgi/ KOHTPOA COOTBETCTBHA AOKYMCHTALHH

Quality Assurance Facilitator -



