OEKNAPALIUA O COOTBETCTBUU

LEKNAPAHT, MPUHUMAIOLLWA OEKITAPALIUKO O COOTBETCTBUM:

000 "ANBOTEH GAPMA", MexpaiiorHas uHcnekuus defepansHoi kanorosoi cnyxbsl Ned6 no r.Mockase , OTPH:
1147748135590 or 22.12.2014, anpec: 127055, Poceus, . Mocksa, yn HosocrnioGoackas, A 31, cTp 4, nometuexne Vi,
Ten: +7(498) 940-0177, dake. +7(499) 940-0155

B nuue: M eHepankHoro gupekropa BuHerpagosa A.B.

DosepeHHoe nuuoe: Mynos A. H.

[oeepexHocTb Ne 75 o1 27.12.2018

3AABIAET, 4TO JIEKAPCTBEHHOE CPEACTBO:

Kapauket®, TabneTku NpONoHMMpoBaHHore Aeiictens 20 mMr 10 Wr., GrucTepsl (5), Na4k1 KAPTOHHLIE, per. ya. Ne
M N013273/01 or 19.09.2011 (gara 3amersl PY 12.05.2017), seigano Jlabopmeg-Gapma C.A., PyMblHus, cepus
7362101, rogen ao: 31.05.2024, naprusa: 120505 ynakosok. [luctpubsioTepckoe cornaweniue Ne 013-DIS-2018 or
27.07.2018 r., unsoitc Ne 0081100798 ot 11.11.2019 r.

BblMyCcKaeMoOe U3roToBuUTenem: Kog OKNAZ2:

Biicuka dapmacsioTukans MvBX., Mepmanusi/Aesica Pharmaceuticals GmbH., Alfred-Nobel- 21.20.10.142
Strasse 10, 40789 Monheim, Germany, cTpana: 'epmanus

Kog THB3:
COOTBETCTBYET TPEEOBAHUAM: 3004800002

I N013273/01-180911, unam. Ne 1 07 24.04.2012 ., Ne 1 07 30.05.2013r, Ne 2,36 oT
26.08.2016, Ne 4 o1 12.05.2017 r., Ne7

AEKNAPALIUA NPUHATA HA OCHOBAHWUW

MpoTokon ucnbitanuii Ne 141441 ot 25.11.2019, OO0 "LlenTp KorTpons kayectea Buonaid", arrecrar
akkpeguTauuu: RA.RU.21UKO01 ot 22.07.2015. Ceptudukat cootsetctaus Ne POCC DE.®B14.C87808 o1 25.11.2018

OATA NMPUHATUSA .EIEKJ'IAPALIMM: 25.11.2019
OEKINAPALIKA 09@’@-1’ BE ik?;,BMM .D.EIACTBMTEH]::HA 0O: 31.05.2024

M.I1. 3asiButen Mynos A. H.

(©amunug, uHKLKanLI)

CeepneHus o perucrpa exnapal.mu O COOTBEeTCTBUN

3AQ0 "Texxaqectso", 109044, r.Mocksza, yn. OuHamosackas, a. 1A, od. 400, Ten.: +7 (495) 676-5417, dake; +7 (495)
676-2941, www.tehkachestvo.ru, tehkachestvo@gmail.com, OFPH: 1057746285189, AttectaT per. Ne POCC
RU.0001.11$B14 Bbigar ©epepancHoit cnyxboil no akkpegutayum

Aata per LMK 25.11.2018

Qf;,\_:,e"'r:o
Per ; uuon \ \HOMep JeKnapauuu: POCC RU A-DE.®B14.A.50545/19
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Consort Medical

Aeslca Developmenl & Monufaclure API & Finished Dose

O JIETAJIBHOM JOCTYINe Ka4yeCTBEHHBIX
(papMaLeBTHUECKMX TPOAYKTOB Ha
MEXIYHapOAHbIH PLIHOK

Haasanue u

JIeKapcTBeHHas

¢opma : KAPJIMKET Tabnerku
NPONOHrupoBaHHoro aelcteus 20 mr

Cepus Ne : 7362101

Mponykr Ne : 1008600

lonen no 1 05/2024

Venosus xpanenus: [Ipu Temneparype He Beime 25 °C

Ha3sBaHue ¥ KONHYECTRO KaX/I0ro aKTHBHOTO BELIECTBa:
Onna Tabretka conepxut 20 Mr usocopbuaa JUHUTpaTa

HacTosiuM yIocToBepsAeTes: YTO JaHHBIH MPOAYKT
TIPOU3BOAMTCS B COOTBETCTBHH C peKOMEHAAUMUIMH
BO3a "Xopourue npasuiia npoU3BoOACTEAa M KOHTPOJIA
Kauectsa nexkapcers” (GMP) u B cooTBeTcTBHHM C©
HALlMOHAIbHLIM 3aK0HoAaTenbecTBOM PenepaTHsHOl
PecnyGnuku lepMaHuu.

YnakoBKa U ChIpbe, HApALY C NIPOU3BOLCTBEHHBIM
NpOLECCOM, aHIPO U KOHEYHBIM ITPOLYKTOM ABJISIOTCH
MpeaMETAMH KOHTPOJIS KauecTBa, ONpeAeIeHHbIM KakK
HALMOHANBHOM, TaK ¥ MEXIYHapOIHbIMU
Mapmakonesamu, MM® u MIIK crannapraMmu u
NPOH3BOJACTEEHHBIM TTpOLIECCOM Diicuka PapmacbloTHKAN3
I'm6X u coorsercrByer cneundukauui B HopMaTHBHOM
JIOKyMeHTaUHH CTPaHbl — HMIIOpTEpa.

TpebyeMoe coOTBETCTBUE hapMaLleBTHYECKHX,
pu3HHecKNX U MUKPODHOIOrMUECKHX XapaKTePHCTHK
onpelleisieTcs Ui Kaxnoi cepuu 6e3 oropopox.
CooTpeTcTBYIOMIAs JOKYMEHTALUA XPAHUTCS B 1OChE B
TeyeHUe 6 JIeT B cOCTaBe OCHOBHO MOKYMEHTAIIMH Ha
MTPOM3BOJICTBEHHYIO CEPHIO.

HacrosmwnM MBI TAKXe YIOCTOBEPSM, YTO YKA3aHHBIH
BBILLIE MPOAYKT COOTBETCTBYET YCTAHOBJICHHBIM
cnelHdUKalHsIM, Ha OCHOBaHHH Yero BhlaeTcs
pa3pelieHHe Ha ero BhITYCK C MPOH3BOACTEA
OTBETCTBEHHBIM KBANHGHUIUPOBAHHBIM 3KCIIEPTOM.

Diicuka apmaceloTukans ['M6X
Aesica Pharmaceuticals GmbH

Y

Dr. Mich&€l Schwdppe
YTIOJNHOMOYEHHOE JIKLO
Qualified Person
Monheim,

3 1. 0KT. 2019

CERTIFICATE OF QUALITY

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

Name and

dosage form

of product : KARDIKET retard tablets 20 mg
Batch no. : 7362101

Article no. : 1008600

Expiry date : 05/2024

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. 1. 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 gualified
expert. )

Remarks: n/a

HenonuuTens’KOHTPONA COOTBETCTBHA NOKYMEHTAUHH
Quality Assurance Facilitator
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Aesica Development & Monufaciure API & Finished Dose

HaumeHoBaHue npoaykra
product name

Cepust Ne

batch no.

[Mponykt Ne

article no.

cneuudHKaLHH
specfication

Jara npoussoacTea
date of manufacture

KARDIKET retard tablets 20 mg

. 7362101
: 1008600
: P080.SPZ.03F/00 dated 31.01.2006

. 06/2019

: KAPIUKET Tabnetku nponoHrupoBaHHoro pelicteus 20 Mr

XapaKTepucTHUKHU KauecTBa TpeboBaHus KavecTBa Pesynbrar
Quality Characteristics Quality Requirements Actual
CaoucTBa
Properties
BueuwrHuit BUa
BuayanbHbIi KOHTPONb fenas Tabnerka
BEpXHAs CTOpOHA: TLlocKas ¢ dackol u anHnel
pasnoma: C 0AHOH CTOPOHE! OT JIMHHH pa3ioMa
orTHck ,, IR”, ¢ gpyroit ,,20” COOTBETCTBYET
OGpaTtHas cTOpOHa: BBIMYKNas, HAANHChH
»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
OpradoNenTHYeCKHi KOHTPOJIb Bes 3anaxa COOTBETCTBYET
Sensory examination odourless __complies
Pa3mMepnt
Dimensions
Nuamerp / Diameter 8.9-9.2MmM/ mm 9.0 MM/ mm | -
Bsicora / Height 2.9-3.2MM/ mm 3.2 MM /imim) =
Macca '
Mass
Cpennsisi Macca / Average mass 250 £ 6 Mr/ mg 251 Mr/ mg
OHOPOAHOCTE MACCHI B cooTBeTcTBMH ¢ EBp.QapmMakoneeit COOTBETCTBYET
Uniformity of mass according to Ph.Eur, complies

<1



Aesica Developmenl & Manulociure APl & Finished Dose
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HaumeHoBaHMe npoayKra
product name

Cepusa Ne
batch no.
[Tpomykr Ne
article no.
crieuHpUKauuH
specfication

: KAPJHKET Tabnerxu nponoHruposanHoro aeHctemns 20 mMr

KARDIKET retard tablets 20 mg

1 7362101
: 1008600

: P080.SPZ.03F/00 dated 31.01.2006

XapakTepuCTUKM KavecTBa Tpe6oBaHuA Ka4yecTea PesynbTar
Quality Characteristics Quality Requirements Actual
Trepaocth He menee 45 H 73H/N
Hardness NLT 45N

PBIXJOCTE He 6oxnee 1.0 % 03%
Friability NMT 1.0 %

HWnenrwanocts

Identity

M3ocopbuna nuHUTpaT

Meton BBXX B COOTBETCTBHH C 3TAJIOHOM BellecTBa COOTBETCTBYET
Isosorbide dinitrate

HPLC determination to comply with reference substance complies

Yucrora

Purity

[TocTopoHHUE HUTpaTh *
Meton TCX

Foreign nitrates *
TLC determination

OcraTouYHbie pacTeopUTenu
Residual solvents

Aueron

Acetone ™"

Meton razoxpoMmatorpadun
Gaschromatographic
determination

He Gonee 0.25 % oTHocuTensHO u3ocopbuaa

OVHWTPAaTa ANA KaXaoro N\THa He OBHapyXeH
NMT 0.25 % related to isosorbide dinitrate not detectable

for each spot

CymmapHo He Gonee 0.5 % oTHocuTensHo He oGHapyxeH
nzocopbuaa anHuTpara not detectable

in total: NMT 0.5 % related to isosorbide ~<CTBEF

dinitrate

He 6onee 50 yacTeit Ha MIH 9 yacTeit Ha MJTH /
NMT 50 ppm ppm



Aesica Development & Monufacture APl & Finished Dose
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HaumeHoBaHue npoaykra
product name

Cepus Ne
batch no.
TMponykr Ne
article no.

cneunpuKauuy
specfication

XapakTepuCTUKKM KauecTBa
Quality Characteristics

: KAPJIMKET TabneTku npoloHrupoBaHHoro aeicteus 20 Mr

KARDIKET retard tablets 20 mg

: 7362101

: 1008600

: P080.SPZ.03F/00 dated 31.01.2006

TpeboBaHKA KayecTBa
Quality Requirements

PeaynbraTt
Actual

OJIHYECTBCHHBIH a H3

Assay

Haocopbuna nuuurpar
Meton BOXKX
Isosorbide dinitrate
HPLC determination

Brinyck npenaparta
Drug Release

Haocopbuaa auuHuTpar
Meton: USP XX <711>
Annapar 3

Cpena: 800 M1 HCKYCCTBEHHBIH
xemynoqHoro coka, TS, USP XXII,

fe3 nencuHa
MeTtoa B3XX

Isosorbide dinitrate

method: USP XX <71 1>, apparatus 3

medium : 800 ml gastric

fluid, simulated, TS USP XXII,
without pepsin

HPLC determination

nocie 2 yacos
after 2 hours
nocne 4 4acos
after 4 hours
nocne 6 yacos
after 6 hours

Kputepwit oleHK1
acceptance criteria

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

25-50%
45-80 %

He MeHee 65 %
NLT 65 %

B cooTBeTcTBuM ¢ USP XXI1<724>, \
Tabnuua oueHkn 1: ypoeeHb 1, 2, unu 3

according to USP <724>, acceptance table 1 -

Level (L1, L2, L3)

+3 3

101 %

A%
6%

79 %

YpoBeHb ‘_l ‘

Ll



& Consort Medical

Aesica Development & Monulacture APl & Finished Dose

HauMeHoBsanwe npoaykra : KAPIUKET Tabnetku nponoHrupoBaHHOro aeitcTans 20 mMr
product name KARDIKET retard tablets 20 mg

Cepus Ne : 7362101

batch no.

IMponykr Ne : 1008600

article no.

crieLHpHKaALKH . P080,SPZ.03F/00 dated 31.01.2006

specfication

XapaKkTepuCTHKY KayecTBa TpebGoBanus kavecTsa Pesynbrar
Quality Characteristics Quality Requirements Actual

MukpoGuonoruyeckas yncrora *° Kateropust 3A B cooTBeTCTBIH ¢ Enp.
dapmakorneeit, 5.1.4.

»Mukpobunosoruyeckoe KauecTro He TecTupoBanach

Microhiological Purity * tapMalleBTHYECKUX NTpenapaToB»

Category 3A according to Ph.Eur., 5.1.4. not tested
‘Microbial quality of pharmaceutical
preparations’

* tested on every fifth batch Kontpons xawnoii nsroi cepun
" tested on every tenth batch  KonTpons kano# aecarolt cepuu

KAPJIUKET Ta6nerkn npononruposansoro aeictans 20 Mr yKa3aHHOM CEPHH COOTBETCTBYIOT
creuudUKanmH.
KARDIKET retard tablets 20 mg of the above described batch meet the specification.

Diicuka DapmacbioTikan M'M6X
Aesica Pharmaceuticals GmbH

4 I

Dr. Michael Schwoppe S;/
YNOJNHOMOYEHHOE JIHLIO Hcnonnutens ROHTPONsS COOTBETCTHIAA .uoxyMemaamn
Qualified Person Quality Assurance Facilitator:

Monheim, g1 0KT. 201



