AEKNAPALIUA O COOTBETCTBUMK

AEKITAPAHT, MPUHUMAIOLLUA AEKIAPALIUIO O COOTBETCTBUM:

000 "ANBOTEH ®APMA", MesxpaiionHas WHCneKkua degepansHOi HaNoroBoit cnymBel Ne46 no r.Mockae , OrPH:
1147748135590 ot 22,12.2014, aapec: 127055, Poceus, r. Mocksa, yn HoBocnobGopcxkas, A 31, ¢Tp 4, nomewene VI,
Ten: +7(499) 940-0177, chakc: +7(499) 940-0155

B nuue: MenepansHoro AvpekTtopa Buxorpagosa A.B.

Hosepextoe nuuo: Mynoe A, H.

HoseperHocTs Ne 75 ot 27.12.2018

SAABIIAET, YTO JIEKAPCTBEHHOE CPEACTBO:

Kapavket®, TaBnetiu NPONOHrMposaHHore AelicTaus 20 mr 10 wr., Brivicreps! (5), navky KapTOHHbIe, per. ya. Ne
M NO13273/01 ot 19.08.2011 {nata 3ameHsl PY 12.05.2017), sbinaro NaGopmes-dapma C.A., PyMbIHWS, cepus

7362302, rogen ao: 31.05.2024, naptus: 125692 ynaxosku. BuctpuBbioTepckoe cornawenme Ne 013-DIS-2018 ot
27.07.2018 r., unsoitc Ne 0091100798 or 11.11.2019 r.

BbiNyCKaeMoe U3roToBuTenem: Kog OKMA2:

Oiicuka Papmacsiotukans MGX., lepmanus/Aesica Pharmaceuticals GmbH., Alfred-Nobel- 21.20.10.142
Strasse 10, 40789 Monheim, Germany, cTpana: MepMarus

Koa THB3:
COOTBETCTBYET TPEEOBAHUSAM: 3004900002

1 N013273/01-190911, uam. Ne 1 o1 24.04.2012 r., Ne 1 o7 30.05.2013 ., Ne 2,360r
26.08.2016, Ne 4 ot 12.05.2017 r., Ne7

AEKIAPALIA MPUHATA HA OCHOBAHWM

Tporokon ucneiTanuii Ne 14143[] o7 25.11.2019, OO0 "LleHTp KOHTPONS kayecTsa Buonaitd”, atrecrar
akkpenuTauun: RA.RU.21LKO01 or 22.07.2015. Ceprudbukat cooteeTctBus Ne POCC DE.©B14.C97809 ot 25.11.2019

OATA NMPUHATUSRA AEKNAPALIUM: 25.11.201¢
JEKNAPAUMA O igo%ggigrpnu OEWCTBUTENBHA H0: 31.05.2024
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Consort Medical

Aesica Development & Manulaclure API & Finishea Dose

A

E L) KAYECTB

0 JIEraJILHOM 10CTYNE KAaYeCTBEHHLIX
(hapMaLEeBTHYECKHX MPOAYKTOB Ha
MEXJTYHAPOMHBIH PLIHOK

Hazsanue H

JleKapCTBEHHas

dropma : KAPJIMKET Ta6netkn
NPONOHrHPOBAHHOrO AeficTerA 20 Mr

Cepus Ne : 7362302

TMpouykr Ne : 1008600

Tonex a0 :05/2024

Venosus xpaHenus: [Ipn Temnepatype HC BBILLC 25°C
HaspaHHe M KOMWYECTBO KaX10ro akTHBHOrO BEILECTEA!
Onna Tabnetka cogepxut 20 Mr usocopbnia AMHHTPATA

HacTosiliinM yIOCTOBEPAETCS: YTO AAHHBIH NPOAYKT
MPOU3BOAUTCS B COOTBETCTBMH € PEKOMCHAAUHAMH
BO3a "Xopoluxe Npasuia NPOH3BOACTBA H KOHTPOJIA
xayectsa dexapers”’ (GMP) v 8 COOTBETCTBHH €
HalHOHANLHBIM 3aKoHoaaTenbcTBOM PenepaTHBHOI
Pecnybanku T'epmMannu.

VNaKoBKA U Chipbe, Hapsy € NPOH3BOACTBEHHBIM
[POLIECCOM, @HTPO H KOHEYHBIM MPOAYKTOM ABIAIOTCA
fipeaAMeTaMK KOHTPOIS KayecTsa, OnpeaeeHHbIM KaK
HALMOHANBHOI, TaK ¥ MEXIYHAPOAHBIMH
Mapmakonesvu, MM® n MTTK craHaapramu u
NMPOU3BOACTBECHHBIM MPOLECCOM Aiicnka DapmackloTHKAN
I'M6X 1 cootseTcTByeT cnetuduxaiii 8 HopyarnsHoii
JlokyMeHTaUH CTPaHbl — HMIIOpTEpa.

TpeGyemoe cOOTBETCTBHE (PAPMALIEBTUYECKHX,
H3MIECKMX H MHKPOOHOIOTHYECKHX XapaKTePHCTHK
ONpenesAeTCA IS KAXIOH cepuy 6e3 OroBOpoK.
CoOOTBETCTBYIOLIANA NOKYMEHTALMSA XPAHHTCA B 1I0CLE B
TeyeHHe 6 neT B cocTaBe OCHOBHOH JIOKYMEHTAUHH Ha
MPOH3BOACTREHHYIO CEPHIO.
HACTOA MM Mbl TAKXE YAOCTOBEPSM, YTO YKa3aHHbIH
BBIILIE ITPOAYKT COOTBETCTBYET YCTAHOBICHHbBIM
crieunQUKAUMAM, Ha OCHOBAHNH YETO BLIAACTCA
a3PEIIEHAUE HA BLO BBITYCK C MPOM3BOACTBA
PPBPRILCHINE HARR
fﬁfxﬁ CTBEHHLIM RBAMHAHLHPOBAHHBIM IKCTICPTOM.
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Dr. Michael Schwdppe

YMOJIHOMO4YEHHOE JiHao

Qualified Person
30. 0KT. 2019

Monheim,

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. 17362302

Article no. : 1008600

Expiry date 10572024

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

It 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. 1. 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,

Remarks: n/a

| daudickiu

HenonuuTenb KOHTPOAS COOTBETCTBHA JJOKYMCHTALHK
Quality Assurance Facilitator
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CEPTU®UKAT AHAIN3A

CERTIFICATE OF ANALYSIS
HaumMeHoBanue npoaykra . KAPJIHKET tabnetxku npononruposannoro aeiictsus 20 mr
product name KARDIKET retard tablets 20 mg
Cepusa Ne 7362302
batch no.
IMponykr No : 1008600
article no.
creundukanuy . PO80.SPZ.03F/00 dated 31.01.2006
specfication
Jlata npoussoacTea 1 06/2019

date of manufacture

XapaKkTepUCTUKM KauecTBa TpeBoBaHuna kavecTBa PesynbTar
Quality Characteristics Quality Requirements Actual

CeouncTBea

Properties

BHeuwHuit Bua
BuayanbHbIil KOHTpOIbL Oeumas Tabnetxa
BCPXHAA CTOPOHA: NocKas C dackoii u nHHer
pa3aoMal C 0aHOM CTOPOHBI OT JHHHH Pa3ioMa
orruek ,, IR”, ¢ apyroii ,,20" COOTBETCTBYET
OBpaTHas CTOPOHA: BBINYK/IAS, HAAMUC
+SCHWARZ PHARMA”

Appearance white tablet
Visual examination upper side; flat with facet and break score
engrave: ,,IR” break score ,,20"
reverse side: arc shaped, inscription complies
+SCHWARZ PHARMA®
3anax
Odour
OpraHosenTHYeCKHI KOHTPO!Tb bea zamaxa COOTBETCTBYET
Sensory examination odourless complies
Pa3meps:
Dimensions
Ouamerp 7 Diameter 89-92mM/ mm 9.0 MM / mm

B;:mw 7 Height 29-32mMM/ mm 3.2 MM / mm

250 £ 6 Mr/ mg 253 Mmr / mg

oL B cooTBeTCTBHH ¢ Ep.@apmakoneeit COOTBETCTBYET
Umfonnmﬁ)fmass according to Ph.Eur. complies

«.a
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HanmeHosanue nponykra
product name

Cepus Ne
batch no.
[MpoaykTt No
article no.

cneuHdHKalu
specfication

: KAPAUKET TareTkn npononruporatsoro aeiictans 20 mr

KARDIKET retard tablets 20 mg

1 7362302
: 1008600

+ P0B0.SPZ.03F/00 dated 31.01.2006

XapaKTepuCTUKW KavyecTBa TpeboBaHuna kavecTBa PeaynbTar
Quality Characteristics Quality Requirements Actual
Teepaocts He menee 45 H TOH /N
Hardness NLT 45N

PBIX.I0CTH He Gonee 1.0 % 0.3%
Friability NMT 1.0 %

WnenTuunocts

Identity

H3ocopbuna nunutpar

Meton BOXKX B COOTBCTCTBHI! C 3TAJIOHOM BELLeCTBA COOTBETCTBYET
Isosorbide dinitrate

HPLC determination to comply with reference substance complies

Yucrora

Purity

[TocTopoxHue HUTpaTH *
Meton TCX

Foreign nitrates *
TLC determination

1

O¢r: TE‘MHM& pacrsopwrenw

jE 20
Rgés&dual solvents

AL\ﬁ‘TOH
Ace‘ume /
Mertojt-rasoxpom amrpa(pu u
Gasc hromafbgraphlc
determination

He Gonee 0.25 % oTHOCKMTENLHO usocopbupa

AVHUTPaTa ANA Kax4oro nATHa He oBHapy#en
NMT 0.25 % related to isosorbide dinitrate not detectable

for each spot

CymmapHo He Gonee 0.5 % oTHOCUTENLHO He 0bHapyeH
usocopbuaa guHutpara not detectable

in total: NMT 0.5 % related to isosorbide

dinitrate

He 6onee 50 vacreit na Mmax 7 yacteit Ha MnTH /
NMT 50 ppm ppm
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HauMeHoBaHMe NpoayKTa : KAPJUKET tabaetkH nponoHrupoBanHoro acitcteus 20 Mr

product name KARDIKET retard tablets 20 mg

Cepus Ne 1 7362302

batch no.

IMponykr Ne : 1008600

article no.

crienug KAy : P080.SPZ.03F/00 dated 31.01.2006

specfication

XapaKTepuCTUKKU KavyecTBa TpeboBaHUA KayecTBa PeaynbTaTr
Quality Characteristics Quality Requirements Actual

KoanyecTBennblii ananui

Assay

H3ocopbuaa auHutpar

Meton B22XKX (19.0 - 21.0 mr// mg)

Isosorbide dinitrate 95- 105 % 100 %

HPLC determination

Beinyck npenapara
Drug Release

HM3ocopbuaa aunutpar

Metoa: USP XX <711>

Annapar 3

Cpeaa: 800 Mn HCKycCTBEHHBLI
xenynounoro coxa, TS, USP XXII,
Oc3 rericHHa

Metoa B2XX

Isosorbide dinitrate

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

fluid, simulated, TS USP XXII,
without pepsin

HPLC determination

nocne 2 4acos 25-50% 43 %
after 2howss ==
noﬁééié'qﬁcﬁﬁ"" 45-80 % 68 %
afterd hours AN
JHOEnEB 4aC0B 10 1 1y | He MeHee 65 % 83 %
?Ffﬁér%'ﬁ‘il}ﬁufs_' 1 IAOA NLT 65 %
@@MTGDM% OUBHKA B cooTeercTin ¢ USP XXI11<724>,
theptance criteria /. / Tabnuua oueHku 1: yposeHb 1, 2, unu 3 YposeHs |
. o according to USP <724>, acceptance table | L1

Level (L1, L2, L3)

o O
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HaunmeHoBaHKe npoaykra + KAPJIUKET TaGnctky npononrupoBamioro aeictang 20 mr
product name KARDIKET retard tablets 20 mg

Cepua Ne 7362302

batch no.

[Mponyxt No : 1008600

article no.

cneuupuKkan : PO80.SPZ.03F/00 dated 31.01.2006

specfication

XapaKkTepucTUKM KavecTBa TpeGoBaHUA KavecTBa Pesaynbrar
Quality Characteristics Quality Requirements Actual

Muxkpobuoaorayeckas yncrora ** Kareropus 3A B coorsercTenu ¢ Esp.
Mapmakoneeit, 5.1.4.

»Mukpobuonornueckoe kayectso He TecTupoBanach
(apmaueBTHUECKUX NpenapaTo»

Microbiological Purity **
Category 3A according to Ph.Eur., 5.1 4. not tested
‘Microbial quality of pharmaceutical

preparations’

* tested on every fifth batch Koutpons kaxa0i naroit cepuu
" tested on every tenth batch ~ Kourpoas xaxnoii aecstoii cephi

KAPIHKET rabnetxn nponouruposanuoro aefictsis 20 Mmr YKa3aHHOW CepHU COOTBETCTBYIOT
cneunduKauum.
KARDIKET retard tablets 20 mg of the above described batch meet the specification.

Jiicuka Gapmacsiotikan MoX

| DTM!chaeISchWOppe v(/ O@A«ﬁl@&é@b\

YIOIHOMOYCHHOE 1LY Hcnonnnrens KOHTPOIA COOTBETCTBHA JOKYMCHTALIHH
Qualified Person y Quality Assurance Facilitator

Monheim, . 3 0 0KT. 2019




