AEKJTAPALIUA O COOTBETCTBUU

AEKIAPAHT, MPUHUMAIOLLUA OEKINAPALIMIO O COOTBETCTBUN:

OO0 "AJIBOTEH ®APMA", MexpaitoHHas MHCNeKUWs ®eaepanbHoi Hanorosoi cnyxBGbl N246 no r.Mockee , OFPH:
1147748135590 ot 22.12.2014, agpec: 127055, Poccus, r. Mockea, yn HosocnoGogckag, A 31, cTp 4, nomewerue VI,
Ten: +7(499) 940-0177, dakc: +7(499) 940-0155

B nuue: MeHepanbHoro aupekropa BuHorpagosa A.B.

HAoeepexHoe nuyo: Mynos A. H.

[oBepeHHocTb N2 75 ot 27.12.2018

SAABNAET, YTO JIEKAPCTBEHHOE CPEOCTBO:

Kapavket®, TabneTkv nponcHruposarHoro aeicTans 20 Mr 10 WT., 6nuctepsl (5), nauku kapToHHbIe, per. ya. Ne
M N013273/01 ot 19.09.2011 (nata samersl PY 12.05.2017), BbigaHo NaGopmea-®apma C.A., PyMbiHusi, cepus

7132901, rogen go: 31.05.2023, naptus: 151625 ynakosok. KoHtpakT Ne 013-DIS-2018 ot 27.07.2018 r., UHBOWC
0091100285 ot 29.01.2019 .

BbINyCKaeMoe U3roToBUTeneM: Kog OKMA2:
OWcuka ®apmackiotukans MM6X. /Aesica Pharmaceuticals GmbH., , Alfred-Nobel-Strasse 10, 21.20.10.142
40789 Monheim , Germany, cTpaHa: MepmaHus

Kog THB3.:
COOTBETCTBYET TPEEOBAHUSAM: 3004900002
M N013273/01-190911, uam. Ne 1 ot 24.04.2012 r., Ne 101 30.05.2013 ., N2 2,36 oT
26.08.2016, Ne 4 ot 12.05.2017 r., Ne7

AEKNAPAUWUA NPUHATA HA OCHOBAHUU

Mpotokon ucnbiraquit Ne 8001 ot 07.02.2019, OO0 "LieHTp KOHTpOns KayecTsa buonaidy', atrectar akkpeguTauuu:
RA.RU.21L{K01 ot 22.07.2015, Ceptuchukar cooteetcTeus Ne POCC DE.®B14.C75259 oT 07.02.2019

AATA NMPUHATUSA OEKNAPALMM: 08.02.2019
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CeBegeHus o perucTpauum geknapaumMmu o COOTBETCTBUM

3A0 "Texxa4ecTso", 109044, r.Mockea, yn. [lunamosckas, 4. 1A, odp. 400, Ten.: +7 (495) 676-5254, dhakc: +7 (495)
676-5417, www.tehkachestvo.ru, tehkachestvo@gmail.com, OFPH: 10577462851 88, AtTecrar per. Ne POCC
RU.0001.119B14 BblaaH ®enepansHoi cnyx6o# no akkpeguTauum

HAara perucrpaumm: 0s.02.2019
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Consort Medical
A Aesica Development & Manufacture API & Finished Dose

CEPTUDUKAT KAYECTBA

0 JIeraJlbHOM LOCTYIlE Ka4ecTBEHHbIX
(hapmalieBTHYECKHX MPOAYKTOB Ha
MEXIYHApPOAHBIA PEIHOK

Haspanne u

JeKapcTBeHHas

opma : KAPJIMUKET raGnetsu
NPOJNOHIHPOBAHHOTO AeficTBHA 20 Mr

Cepusi Ne 17132901

[ponyxT Ne : 1008600

[lonen no :05/2023

Yenosus xpanenus: ITpu temnepatype He Bbite 25 °C
HasBaHue 1 KONNMYECTBO KAXIA0r0 aKTHBHOTO BEleCTBa:
Onna tabneTka conepxkut 20 Mr usocopbuaa AMHUTpaTa

HacTtosiumm ynocroBepsieTes: 4To naHHbII IPOLYKT
NPOU3BOANTCA B COOTBETCTBMH ¢ PeKOMEHIALUAMHU
BO3a "Xopoure npasuna npousBoacTBa 4 KOHTpoIA
KavecTsa nekapcts” (GMP) 1 B cooTBeTCTBHM €
HALMOHANLHBIM 3aKoHoIaTenbeTBoM PenepaTHBHOI
Pecnybnnku lepmanum.

YnakKoBKa U ChIpbe, HAPSLY C MPOH3IBOLCTBEHHDIM
[TPOLLECCOM, AHTPO 1 KOHEYHBIM NMPOAYKTOM SBISIOTCH
npeaMeTaMH KOHTPOs KayecTBa, onpele/eHHbIM KaK
HALIMOHATbHOI, TaK M MEXIYHAPOIHBIMM
Mapmakonesmu, MM® u MIK cTaHaapraMu n
NPOM3BOACTBEHHbIM TIpoLleccoM Diicuka DapMackioTHKaN3
'MGX 1 cooTBeTCTBYCT cneumdukaunn B HopmartnsHoi
IIOH}-’MCHTBL[HH CTpaHel — uMnopTepa.

Tpebyemoe cooTBeTCTBHE (hapMalleBTHYECKUX,
(pHIMUECKNX M MUKPOBHONIOTHYECKMX XaPaKTePHCTHK
OInpe/ie/IieTcsa LIS Kaxaoi cepuu 6e3 orosopox.
CooTBeTcTByIOLAS AOKYMEHTALIUS XPAHUTCA B 1OCHE B
TeyeHHe 6 JIeT B COCTAaBE OCHOBHOMN TOKYMeHTAllH Ha
NPOH3BOACTBEHHYIO CEpPHIO.

Hactoswmum Mul Taxcke YIAOCTOBEPAM, YTO YKA3aHHbIH
BbILLIE MPOAYKT COOTBETCTBYET YCTAHOBAEHHBIM
crieMgUKaLMaM, Ha OCHOBAHWH YETO BblIaeTCH
pa3spellieHHe Ha ero BLIMYCK ¢ NPOU3BOACTRA
OTBETCTBEHHBIM KBAINGDHIMPOBAHHBIM 3KCTIEPTOM.

Jficuka PapmackioTHkrans [M6X
Aesica Pharmaceuticals GmbH

. )
TAlor-olR
Dr. Rebeca Monells Pagés

YIOTHOMOYEHHOE JIHLO
Qualified Person
Monheim, 10 AN

. R,

41
9

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. 17132901

Article no. : 1008600

Expiry date :05/2023

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

N'W
HCHOJ]HHT%TI’L KOHTPOJIA COOTBETCTBHA JAOKYMEHTALIHK
Quality Assurance Facilitator



Consort Medical

Aesica Development & Monufacture APl & Finished Dose

CEPTUPHKAT AHAJIM3A
CERTIFICATE OF ANALYSIS

HauMeHoBaHHe nponykra
product name

Cepusa No
batch no.
[Mponykr Ne
article no.

cneunduKaunu
specfication

Hara nponssoacTea
date of manufacture

XapaKTepUCTUKM KauecTBa
Quality Characteristics

. KAPIMKET Tta6neTkn nponoHruposanHoro neficteng 20 mr

KARDIKET retard tablets 20 mg

1 7132901
: 1008600

. P080.SPZ.03F/00 dated 31.01.2006

: 06/2018
Tpe6oBaHusa KayecTBa Pesynerar
Quality Requirements Actual

CBoncTBa
Properties

BHeuwHmit Bun
BuayasibHbIi KOHTpoIIb

Appearance
Visual examination

3amax
Odour

OpraHofenTuyeckuii KOHTPOIb

Sensory examination

Pasmepnl
Dimensions

Huametp / Diameter
Boicota / Height

Macca
Mass

Cpennss macca / Average mass

OaHopoaHOCTL MaCCHI
Uniformity of mass

Oenas tabnetka

BEPXHAA CTOPOHA! niockas ¢ dackoii u aHumeii

paznoma.‘ c DﬂHDri CTOpOHhI OT NTHHHH p.’:13ﬂ().\1&

orrick ,, IR”, ¢ apyroii ,,207 COOTBETCTBYET
OfparHas cTopoHa: BBINYKNas, HAAMHCh

+SCHWARZ PHARMA”

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

reverse side: arc shaped, inscription complies
+SCHWARZ PHARMA®

Bes 3anaxa COOTBETCTBYET
odourless complies
8.9-9.2MM/ mm 9.0 MM / mm
29-32MM/ mm 3.2 MM/ mm
250 £ 6Mr/mg 250 Mr / mg

B cooTBeTcTBUM ¢ EBp.Dapmakorneeit COOTBETCTBYET

according to Ph,Eur, complies

£1-



Haume HOBAHHE MNMpoaykKTa
product name

Cepust Ne
batch no.
[TpooykT Ne
article no.

cneurdrKaLnm
specfication

Consort Medical

Aesica Development & Manufacture APl & Finished Dose

: KAPAHKET Tabnerkn nponoxruposantoro aeicraus 20 mr
KARDIKET retard tablets 20 mg

1 7132901
: 1008600

: PO80.SPZ.03F/00 dated 31.01.2006

XapakTepucTukm KayecTsea TpeboBaHua KayecTsa Pesynbrart
Quality Characteristics Quality Requirements Actual
Teepnocts He menee 45 H 73H /N
Hardness NLT 45N

PLIXJIOCTE He 6onee 1.0 % 02%
Friability NMT 1.0 %

WneHTHYHOCTD

Identity

M3ocopbuna nMHHTpaT

Meton B3AKX B COOTBETCTBHI € 3TA/IOHOM BELUECTBA COOTBETCTBYET
[sosorbide dinitrate

HPLC determination to comply with reference substance complies

Uucrora
Purity

[MocTopoHHue HuTpaTh! *
Meton TCX

Foreign nitrates *
TLC determination

OcTaTouHble pacTBopUTeny
Residual solvents

AuertoH

Acetone ™’

Meron razoxpomarorpaduim
Gaschromatographic
determination

He Gonee 0.25 % oTHocuTenbHO M3ocopbuaa

AVHUTPATa ANs KaXaoro NATHa He oBHapyMmeHb!
NMT 0.25 % related to isosorbide dinitrate not detectable

for each spot
Cymmapho He Bonee 0.5 % oTHocUTENbHO

n3ocopbuaa guHuTpaTa He oBHapyxeHb!
in total: NMT 0.5 % related to isosorbide not detectable
dinitrate

He 6onee 50 yacTteii Ha MJIH < 5 yacreil Ha
NMT 50 ppm MIIH / ppm



ﬁ Consort Medical
o

Aesica Development & Manufacture APl & Finished Dose

HanMeHoBaHHWe NpoayKTa
product name

Cepust No
batch no.
[Tponykr Ne
article no,

crnieuHuKaLnm
specfication

XapaKTepuCTUKM KayecTBa
Quality Characteristics

: KAPJIMKET tabneTku nposnoxriposanHoro aeiicteua 20 Mr

KARDIKET retard tablets 20 mg

: 7132901

: 1008600

: P080.SPZ.03F/00 dated 31.01,2006

TpeboBaHuna kayecTBa
Quality Requirements

Pesynbrar
Actual

KounuectBennsiii anamms
Assay

M3ocopbuna nuHuTpaT
MeTon BOXKX
Isosorbide dinitrate
HPLC determination

Boinyck npemapaTa
Drug Release

M3ocopduna AMHuTpaT
MeToa: USP XX <711>
Annapar 3

Cpena: 800 Mn HCKyCCTBEHHbI
senynounoro coka, TS, USP XXII,

0e3 nencuHa
Mertoa BOXX

Isosorbide dinitrate

method: USP XX <711>, apparatus 3

medium : 800 ml gastric

fluid, simulated, TS USP XXII,
without pepsin

HPLC determination

nocne 2 4acos
after 2 hours
nocne 4 yacos
after 4 hours
nocje 6 4yacoB
after 6 hours

KpuTepwid oLeHkK
acceptance criteria

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

25-50%
45 - 80 %

He MeHee 65 %
NLT 65 %

8 cooteeTcTBum ¢ USP XXI11<724>
Tabnuua oueHkn 1: yposeHsb 1, 2, unn 3

according to USP <724>_ acceptance table 1
Level (L1,L.2, L3)

-3.

101 %

YposeHs 2

L2



