IOEKITAPALIUA O COOTBETCTBUM

AEKITAPAHT, MPUHUMAOLLMIA AEKNAPALIUIO O COOTBETCTBUM:

OO0 "ANBOrEH PAPMA", MexpaiioHHas VHCnekuus ®enepansHoi Hanorosol CnyxBel Ne46 no r.Mockse , OIPH:
1147748135590 or22.12.2014, anpec: 127055, Poceus, r. Mocksa, yn HosocnoGopekas, 4 31, CTp 4, nomeLlenue VI,
Ten: +7(498) 940-0177, thake: +7(499) 840-0155

B nuue: leHepanbHoro Avpekropa BuHorpagosa A.B. -

Hosepexnoe nuyo: Mynoe A. H.

HosepexroecTs Ne 75 ot 27.12.2018

SAABIAET, YTO NEKAPCTBEHHOE CPEACTBO:

Kapanket®, Tabneriu NPONOHIMPOBaHHOro fefcTeus 40 Mr 10 w., Gnucrepsl (5), navky KapTOHHbIE, per. ya. Ne
I1 NO13273/01 or 19.09.2011 (naTa samensl PY 12.05.2017), Beigaxo Jlabopmes-Papma C.A., Pymbitug, cepus

7350701, ronen Aoc: 30.04.2024, naprus; 148225 ynakosok. Kontpakr Ne 013-DIS-2018 ot 27 nions 2018 r., uxsoilic
Ne00S1100768 oT 28.10.2019 r.

BbINyCKaeMoe U3roToBuTenem: Kop OKM2:

Sficuka DapmacsioTukans MuBX., Mrepmanus/Aesica Pharmaceuticals GmbH., Alfred-Nobel- 21.20.10.142
Strasse 10, 40789 Monheim, Germany, ctpana: I" epMaHus

‘ Koa THB3L:
COOTBETCTBYET TPEEOBAHVIHM " 3004800002

M N013273/01-1 90911, nam. Ne 1 ot 24.04.2012r., Ne 1 or 30.05.2013 r., N0 2,3,6 ot
26.08.2016, Ne 4 ot 12.05.2017 r., Ne7

AEKNAPALIVA NMPUHSITA HA OCHOBAHMU

lpoTokon wenerranmi Ne 124970 ot 07.11.2018, 00O "LlenTp koHTpons xavecTsa Buonaiid”, atrecrar
akkpeauTayuu: RA.RU.21LIK01 or 22.07.2015. Cepruchuxar cootsetcTaua Ne POCC DE.®B14.C95497 ot 07.1 1.2018

U NENCTBUTENLHHO: 30.04.2024

Mynos A. H.

*’/ e, o)

Ceepnenus o perucrpauuu AeKnapauuu 0 COOTBETCTBUY

3A0 "Texkauecrso", 108044, r.Mocksa, yn. dunnamoscxan, 4. 1A, oc. 400, Ten.: +;1_’1f495)‘-625-5'41“7,"ﬁiam:f j?‘ (495)
676-2941, www.tehkachestvo.ru, tehkachestvo@gmait.com, OrPH: 1057746285189,-‘3\1‘1‘501‘37 periNe:POCC
RU.0001.11®B14 guigan PegepansHoi cnyxGoi no akkpegvTayuu ;

Aara perucrpauuu: 08.11.2019
B
Perucs P

=

%r'—- JoBpoTyH A.B.

- (noannck) (Pamunus, uHuUKaTL)




Consort Medical

Aeslea Development & Manufacture APl & Finished Dose

CEPTHU®HKAT KAYECTBA CERTIFICATE OF QUALITY

O JIeraabHOM AOCTYTIE KAaYECTBEHHbIX on the Legal Status and Quality
(hapMalCBTHYCCKUX NPONYKTOB Ha MEXAYHAPOLHbIH PLIHOK of Pharmaceutical Products

Wik Moving in International Commerce
<l

JeKapcTBeHHas Name and
thopma : KAPIUKET raénerkn dosage form

nponourupoeannoro aeficraus 40 mr of product : KARDIKET retard tablets 40 mg
Cepusi Ne : 7350701 Batch no. : 7350701
lpoaykr Ne : 1008602 Article no, : 1008602
Tonen no 1 04/2024 Expiry date :04/2024
YcnoBus Xpanenus : [pu remmeparype e bie 25 °C Storage conditions  : Do not store above 25°C
Ha3sBaHHe M KOMUYECTBO KAXI0r0 AKTHBHOI'O BELLECTBA: Name and amount of each active ingredients:
Onna Ta6reTka conepxut 40 Mr u3ocopbuaa IMHUTpATA. One tablet contains 40 mg Isosorbide Dinitrate.
Hacrosimy ynoctoBepsiercs: 4To 1aHHLINA POayKT It is certified that the product is routinely manufactured
MPOM3BOIMTCA B COOTBETCTBHM € peKoMeHzauuamMu BO3a in accordance with the WHO recommendations of "Good
"Xopowne npasuaa NpoM3BoACTBA U KOHTPOJA KavyecTsa practices in the manufacture and quahty control of drugs"
nexapcTs” (GMP) U B COOTBETCTBHH € HALMOHATBHBIM (GMP) and in accordance with the national legal
3akoHonareabcTsom Peneparusroii Pecnybauku requirements of the Federal Republic of Germany.,
TFepmannn,
YNaKoBKa 1 Chipbe, HapsALy ¢ MPOM3IBOACTBEHHBIM Packaging and raw materials as well as manufacturing
MPOLIECCOM, AHTFPO W KOHEYHBIM TIPOAYKTOM SBASIOTCS process, the bulk product and finished product are
MpeAMeTaMH KOHTPO/A KauecTsa, onpeaeieHHbIM Kak subject to quality controls set forth in national and
HALLHOHANbHOM, TaK M MexnyHapoaHbiMu Papmakoneamu,  international pharmacopoeias, F. 1. P.and P. 1. C.
MM® u MITK cTaHzapravMu 1 MpOH3BOACTBEHHBIM standards and operating procedures of Aesica
npoieccom Hicuka dapmaceiotikani TMGX 1 cootsereTayer Pharmaceuticals GmbH and comply to the specifications in
cneundukaunn 8 Hopmarnsuoii Jokymentaumn crpass — the Marketing Authorisation of the importing country.
HMIIopTEpa.

TpeGyemoe cooTsercTBHe hapmaueBTHYecKuX, dusnyeckux  With respect to the pharmaceutical, physical, chemical
H MUKPOGHOIOTMYECKHX XapaKTepueTHK onpenenserca s and microbiological specifications the required quality of

Kaxaoit cepuu 6e3 oropopok. COOTBETCTRYIOWAS every batch is ascertained without reservations. The
LOKYMEHTaLIMA XPAHUTCH B I0Che B TeuyeHHe 6 JieT B coctase  respective documentation will be kept on file for six years
OCHOBHO/ IOKYMEHTALMH HA NIPOM3BOACTBEHHYIO CEPHIO. as master batch production record.

Hacrosiuim MbI Takke yaocToepsy, 4To yKasaHbiii soime  We hereby also certify that the above mentioned product
MPOAYKT COOTBETCTBYET YCTAHOBNEHHbIM crieundukauusy, conforms to the established specifications and is released
Ha OCHOBaHMH Y€TO BbLIACTCHA pa3pelueHne Ha ero einyck ¢ accordingly by the responsible qualified expert.
NPOUIBOIACTBA OTBETCTREHHBIM KBATH(HLMPOBAHHBIM OTEE
IKCTIEPTOM.

Remarks: n/a

Diicuka Papmacsrotikans [m6X
Aesica Pharmaceuticals GmbH

A 3&-..;.\\/40 n

Dr. Ulrich Baumeister \
YHNOJHOMOYCHHOC J1HLD /
Qualified Person HenonuureNt, koHTPOIIS COOTBETCTBHA IOKYMEHTALIH
Monheim, ,\SE\(.\’ Quality Assurance Facilitator
N\
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CEPTUDUKAT AHAJIU3A
CERTIFICATE OF ANALYSIS

HaumeHosanue npoaykra
product name

Howmep cepun
batch no.

IMponyxT Ne
article no.

Crewtduraips
specification

Hara npounssoacrsa
date of manufacture

KAPIHKET tabnetxu TPOIOHTHpOBalHOro achcTeua 40 Mmr
KARDIKET retard tablets 40 mg

7350701

1008602

70090.SPZ.03F/01 dated 27.10.98

05/2019

XapakTepuUCTUKM KavecTBa TpeboBaHun KavecTea PesynbTart
Quality Characteristics Quality Requirements Actual
XapakrepucTHky
Properties
BuewHuit Bua
BuayanbHblit KoHTpOL Benas tabierka BepXHsuA CTOPOHA: MIOCKas ¢
(haleToM M PUCKON UTA Pa3fioMa M HAANHCEIO
»IR" pucka nas pasnoma 40 COOTBETCTBYET
NPOTHBOINOJIOXHAsl CTOPOHA: BbINYKJIas,
Hannucs ,SCHWARZ PHARMA*
Appearance
Visual examination white tablet
upper side:flat with facet and break score,
engrave: , IR" break score ,,40“ complies

3anax
Odour

Opranonentuyeckui
KOHTPO/Ib
Sensory examination

Pasmepni
Dimensions

Huamerp / Diameter
Bricota / Height

reverse side:arc shaped, inscription
+wSCHWARZ PHARMA®

bes 3anaxa

odourless

89-9.2 MM /mm
3.1-34mm/ mm

9.1 MM/ mm
3.3MM/ mm

-1-
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Aesica Development & Manufacture API & Finished Dose

HauMmeHoBaHMe npoaykra
product name

Homep cepun
batch no.
Mponykr Ne
article no.

Creundnxauua
Specification

KAPJVIKET TabneTkn nponoHrupoBaHHoro aeitctsus 40 mr

KARDIKET retard tablets 40 mg

7350701
1008602

70090.SPZ.03F/01 dated 27.10.98

XapakTepUCTHKM KayecTBa TpebosaHusa KayecTBa Peaynbrar
Quality Characteristics Quality Requirements Actual
Macca
Mass
CpenHsis Macca 260 MT £ 6 MT 261 Mr/ mg
Average mass 260 mg + 6 mg
ORHOPONHOCTEL MAaCChl cooteetcTByeT EBp. Papmakonee COOTBETCTBYET
Uniformity of mass according to Ph.Eur, complies
TeepnocTb He menee 45 H 71H/N
Hardness NLT 45N
Porxnocts He 6onee 1.0 % 0.4 %

rasion NMT 1.0 %
IopunnocTs
Identit
H3ocopbuna nuHurpar
MeTtoa B2XX COOTBETCTBYET CYOCTAHLIMU CPaBHEH S cdﬁfﬂe)ﬁg?gycr
Isosorbide dinitrate 2 &
HPLC determination to comply with reference substance complies




,’"\\ Consort Medical

Aesica Development & Manulaciure API & Finished Dose

HanmenoBanue nponyxra
product name

Homep cepun
batch no,

[Mpoaykr Ne
article no.

Cneundnraums
Specification

XapakTepucTuKK KavecTBa
Quality Characteristics

KAPIMKET TabneTkn npoaouruposaHHoro aeiicteus 40 sr

KARDIKET retard tablets 40 mg

7350701
1008602

70090.SPZ.03F/01 dated 27.10.98

TpeGoBaHuA KavecTra
Quality Requirements

Peaynbrar
Actual

HCToTa
Purity

IMocropoHHue HuTpaTbl ~

Meton TCX

Foreign nitrates
TLC determination

Opranuyeckue neTyune npumecu

Organic volatile impurities
AuetoH ™

Acetone ~
MeTon razoxpomarorpaduu

-

Gaschromatographic determination

Kosuimuecrsenuniii anaans
Assay

H3ocopbuna auHuTpar
Merton B3XKX
Isosorbide dinitrate
HPLC determination

He Gonee 0.25% oTHocuTenbHO
U30CcOpOUaA TUHUTPATA IR KaXI0i
NPpHUMECH

NMT 0.25 % related to Isosorbide
dinitrate for each spot

B uenom He Gosee 0.5% oTHOCUTENBHO
n3ocopbuna AMHUTpaTa

in total: NMT 0.5 % related to
Isosorbide dinitrate

He 6onee 50 yacTteit Ha MiH
NMT 50 ppm

(38.0 mr - 42.0 mr / Tabn.)
(38.0 mg - 42.0 mg / tabl)

95-105%

He oBHapyXKeHbl
not detectable

He oBHapy*eHsb!
not detectable

14 yacteii Ha MsiH /
ppm
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Haumenoranue npoaykra ¢ KAPJHKET rtabncTku nponouruposannoro aeiicteus 40 mr
product name :  KARDIKET retard tablets 40 mg

Howmep cepun

batch no. © 7350701

Ipoaykr Ne

article no. 1008602

Creundukauns

Specification . 70090.SPZ.03F/01 dated 27.10.98

XapakTepucTukm KayecTBa TpeboBaHusa KayecTsa Pesynerar
Quality Characteristics Quality Requirements Actual
Pacrpopenne

Drug Release

H3ocopbuna nunurpar Meron:
Mapwmakones CLIA XX <711>,
annapar 3

cpena: 800 Mn xeayrouHoro
conepxumoro TS Papmakones CLLA
XXII, 6e3 nencuHa Mertoa BAXKX
Isosorbide dinitrate

method: USP XX <711>,
apparatus 3

medium : 800 ml gastric fluid,
simulated, TS, USP XXII,

without pepsin

HPLC determination

yepes 2 yaca 25-50% 40 %

after 2 hours

yepes 4 yaca 45-80 % 64 %

after 4 hours

qepe3 6 yacon He meHee T 65 % 77 %

after 6 hours NLT 65%

OueHka: 7

Acceptance criteria B coorserctuu ¢ Papkoneeit CLLIA S BTBE 10T
<724>, Tabnuua | Yposens (LI, L2, L3) Ypoaem;ﬁi;_\ -
according to USP <724>, acceptance /- L1 \

table I Level (L1, L2, L3)
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HaumeHoBaHKe NpoayKTa : KAPIHMKET Tabnerku nponoursposantoro neiicteus 40 mr
product name : KARDIKET retard tablets 40 mg
Homep cepuu
batch no. o 7350701
IMponykr Ne
article no. ;1008602
Cneundukaums
Specification : 70090.SPZ.03F/0I dated 27.10.98
XapakTepuMCTHUKKU KayecTBa TpeboBaHUA Ka4ecTBa PesynbTar
Quality Characteristics Quality Requirements Actual
MuKpoOHOJIOrHYeCKAA YHCTOTA Esp. ®®apmakoneeit, 5.1.4,
»Mukpobuosoruueckoe KaluecTso
thbapMaLeBTHUECKHX MpernapaTos» COOTBETCTBYET
Ph.Eur, 5.1.4.
Microbiological Purity ™ *Microbial quality of pharmaceutical complies
preparations’
" tested on every fifth baich Koutpoas kax 101t naToif cepiu

" tested on every tenth batch Kontpons ka0 aecatoii cepuu

KAPAMKET rabaerxku nposouruposantoro aeiicraus 40 Mmr
YyKa3aHHOH CEpHH COOTBETCTRYIOT CrieliH(PUKALIM K
KARDIKET retard tablets 40 mg of the above described batch meet the specification.

Diicuka QapmacerotTnrans [moX
Aesica Pharmaccuticals GmbH

Dr. Ulrich Baumeister

YUOTHOMOYEHHOE JIHLO HMcnonuurenn, KolTpons COOTBETCTBHA .ﬁD’KyMCHﬁﬁHH
Qualified Person Quality Assurance Facilitator : /i
Monheim, WQ"&‘ ; y

Y



