NNOATBEPXKAEHUE

Ne2021/0139 ot 02.08.2021

O COOTBETCTBHH JIEKAPCTBEHHOT'O [1PETTAPATA TPEBOBAHUSAM,
YCTAHOBJIEHHBIM IPY ET'0 TOCYJAPCTBEHHOM PETMCTPALIMH

TOPrOBOE HAMMEHOBAHWE Kapguker®
MEHAYHAPOOHOE HEMATEHTOBAHHOE Us0con6Ia AUHITDAT
HAMMEHOBAHMUE ponia A p

NEKAPCTBEHHAR GOPMA, 103VPOBKA TabneTkn nponoHruposaHHoro geicreuns 40 mr 10
wr., 6nucTepsl (5), NaYKM KapTOHHbIE

HOMEP CEPUM 7644501

OBbEM MAPTUM 119590 ynakosok

[DATA BLINYCKA / TOAEH 10 01.10.2020 / 30.09.2025

snmcsomue e s ST T
NPOU3BOAUTENA ol i " oy

40789 Monheim, Germany, cTpaHa: lepmaHus

M N013273/01 ot 19.09.2011 (gaTa 3ameHbi PY
HOMEP W DATA PY 25.12.2019), ebigaHo Ansorex ®apma TperdguHr
tOpon EOO/, Bonrapus

M N013273/01-190911, usm. Ne 1 ot 24.04.2012 r,,
HOMEP HOPMATUBHOW IOKYMEHTALMM | Ne 1 o7 30.05.2013 r., Ne 2,3,6 oT 26.08.2016, Ne 4
ot 12.05.2017 r., Ne7-9

MACMOPT NPOW3BOAMUTENA/CEPTUDUKAT
AHAJIU3A Ne 6/4 or 30.04.2021

Ha oOCHOBaHMM nNpPeaoCcTaBNeHHOW WHOCTPaHHBIM npou3soguTenem WHOOpPMauMK,
noaTeepXaaoLLed, YTo Cepua NeKapcTBeHHOro npenapara 6bina npoussegeHa U NposepeHa B
COOTBETCTBMM C J/IULEH3UEel Ha npPOU3BOACTBO NEKAPCTBEHHbLIX cpeacTs, TpebosaHUAMM
pPerucTpaumoHHoro aocee, TpebosaHnamu MNpasun Hagnexailein NPoU3BOACTBEHHOMN NPAKTUKK
(yrBeprkpeHbl Mpukasom MUHUCTEPCTBA MPOMbILAGHHOCTU M Toprosau PO ot 14 wioHa 2013r.

Ne916), a Takme uHbIMW TpebOBaHUAMM, YCTAHOBNEHHLIMW HOPMAaTMBHLIMU NPaBOBbLIMM
akTamu Poccuiickoit Degepaunu.

JlekapcTBeHHblt npenapat: Kapauket® - Tabnetkn nponoHruposanHoro geicreus 40 mr 10
wr., 6aucrepsl (5), na4ykn KapToHHbie, cepua: 7644501, naptua: 119590 ynakoBok,

COOTBETCTBYET TpeboBaHuaM, yCTaHOBAGHHBIM NPYW €ro rocyAapCcTBEHHON perncTpauuu.

MpoayxkuuMA paspeieHa K BBOAY B rpaxaaHcKkuii obopor.

OTseTcTBEHHOE MNLO:

LosepeHHocTb: Ne24/2021 ot 26 aHBa
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000 «CUBUPCKHI LIEHTP JEKJIAPUPOBAHUS U CEPTHO®HUKAIIUN»
(000 «CLIIC»)
630007, POCCHSI, HoBocnbupekas obiacrb, HoBocuGupek, yiu. Kommyuucernueckas, 1. 35,
od. 344, Ten./paxc (383) 209-02-54
Henbitatensnas gaboparopus 000 «CIIC»
659325, POCCHSI, Anraiickuii kpaii, Buiick r, 3aBoackas yJi., 1. 69, 31anne nexa no
nepepaﬁonce paCTHTEJII:HOI"O CHIPBS,

t

¢

YTBEPXJIAKO
Base] i UJ1 000 «CLIJIC»

10.B. Cenesnera

((’ch‘)
«02» aBrycra 2021 r.

IMPOTOKOJ UCBITAHUN

Ne 4643/03.21 ot «02» aBrycra 2021 r.

HaumenoBanune ofpasua (o6bexra) ucnbiTanmii: Kapauket® TtabneTkd NpoOHMMPOBAHHOIO
aerctBug 40 mr 10 wr., Gnuctepsl (5), Mayku KapTOHHEIE

. Cepusn: 7644501
. T'ogen go: 30.09.2025
TlpeanpHsiTHe-H3rOTOBHTE b, cTpaHa: Diicuka ®apMacbioTHKam3 [ MG6X, ['epmanus/Aesica
Pharmaceuticals GmbH., Alfred-Nobel-Strasse 10, 40789 Monheim, Germany
Hudopmanus o 3akazunke (HanMeHOBaHHe H KOHTAKTHBIE JaHHbIE 3aKa3YHKA):
3A0 «TexkauectBo» 109044, r.Mockea, yn.JIunamorckas, 1.1A, 09.400 a1 000 «3enTusa ®apmar
127055, Poccus, r. Mockea, yn HoBocnoGoackas, a 31, crp 4, nomemenue VI
Hata nonyvenns obpasua (o6bexra): 02.08.2021 no nanpasnenuto Ne 25472-71C/64

Hudopmanus o6 orbope obpasua: npenocrasiena sakazunkom 3A0 «TexkauecTBo»

(JTaGoparopusa He ocymiecTBiser 0T0Op 00pa3sLiOB M HE HECET OTBETCTBEHHOCTH 34 CTaJIHIO 0T60pa
06pas1os U HHPOPMALHIO, NPEAOCTABICHHYIO 3aKa34HKOM. )
Hnentuduxauus nocrynusmmx obpasuos: Kapmuker® TtabneTku nponoHry
40 mr 10 wr., 6aucreps! (5), NaYku KApTOHHBIE

IocTynu/0 Ha nenbITauus: 3 yIakoBKH {, cr 3:,:” Ny, ‘wl?‘-"“"‘

IenocTroeTh ynakosku: He HapylueHa \' \._j:"\\ (o) Q'-),Ou‘q / f}
HopmartuBnan gokymentauusi: [T NO013273/01-190911 wusm Ne 1 or 24. \-EUKZ H3m Nee‘l/or
30.05.2013, Ne2-3, Ne 6 ot 28.08.2016, Ne 4 ot 12.05.2017, Ne 7-9 Sy

per. ya. Ne IT NO013273/01 ot 19.09.2011 (narta 3amensr 25.12.2019) BeimaHo ~Asu i DapMma

Tpeiigunr FOpon EOO/I, Bonrapus

YcaoBusi npoBeeHnsi HCMBITAHMI: TeMIlepaTypa OKpyxkarowiero Bosayxa ot +20,0 °C mo +25,0 °C;
OTHOCHTE/IbHAs BIKHOCTH OKpYKatowero Bozayxa ot 30 % no 75 %; atmocdepHoe aasneHue ot 87
klla no 106 xI1a.

CpeacrBa H3MepeHust: -

Jdara(b1) npoBeaenns nenwitanuii: 02.08.2021-02.08.2021

Ne HaumenoBanue TpebGoBaHHA K KAaYeCTBY M0 Pe3ybTaT HCNBLITAHHHA
n/n MOKAa3aTeNA HOPMATHBHOMY J0KYMEHTY.

Crp. 1 u33



(XapaKkTepHCTHKH).
Meroa (Meroauka)

EauHunb! H3MepeHuii,

Ha GrmcTepe Ha pyccKOM A3BIKE YKa3bIBAIOT:
Toprosoe HaHMeHOBaHHE Mpenapara ¢
npeaynpeauTeIbHO MapkupoBkoi ®, MHH,
NIeKapCTBEHHYIO (popMY, 103HPOBKY, JIOTOTHIT
Alvogen, «Cepus Ne:», «/lata usrot.:», «onen
J10:%, MPOU3BOACTBEHHBIH KOM(BI).

2) Bropuynas ynakoBka

Ha nauke kapTOHHOM Ha PYCCKOM S3bIKe
ykaspiBatoT: Toprosoe HaMMeHOBaHHe
npernapara ¢ npeAynpeaHTeIbHOH MapKUPOBKOH
®, MHH, nexapcTBennyio gopmy, 103UpOBKY,
KOJIMYECTBO Tab/IeTOK B YIIaKOBKE,
HaUMEHOBAHHE aKTHBHOTIO BELIECTBA H €ro
KoNMUecTBO B 1 TabneTke, nepeueHs
BCIIOMOTraTeNbHBIX BEIIECTB, COCO0
npuMeHeHns « 11 npHeMa BHYTPbY,
«[loka3aHHi K NPHMEHEHHIO H CIIOCO0
NPHMEHEHHA CM. HHCTPYKIIHIO, BIIOXKEHHYIO B
YIakoBKY», «Jlna neueHus HimeMudeckoi
00JIe3HH cepaLay, YCIOBUA OTIYCKA, YCIOBHA
XpaHeHHsd, « XpaHHTb B HEJAOCTYITHOM /Uis AeTei
Mecte!», morotun Alvogen, HarMeHOBaHHe,
anpec ¥ CTpaHy KOMINAHHH-TIPOH3BOIHTEIS;
HaHMEHOBAHHeE, aPeC H CTPaHy KOMITaHUH,
OCYIIECTBIIAIONICH BBINTYCKAIOIHI KOHTPO/Ib
KaYeCTRA; INTPHX-KOJ1, HOMEP
PErHCTPALMOHHOTO YJI0CTOBEPEHHA; HOMED
cepun «Cepus:» wm «HC:»; naty okonvanus
cpoka roguoct «'oaen no:» umn «CI oy,
NPOM3BO/ICTBEHHBIC KO/Ibl NPOH3BOIUTENIA;
IaHHBIE JUIA MOHHTOPHHIA JIBHAKCHHA
NeKapCTBEHHBIX CPEeICTB (vadopmanmio o
cepHaNH3a|K): 2D-MaTpHKC Ko, KOJ
npoaykra GTIN «KIT:», cepuiinbiii Homep
«CH:».

Xpanenue: [Tpu Temnepatype He Boimie 25°C.
Cpok rognocTh: 5 net

HCIMBITAHHH,

1. | Onncanmne Kpyrmete Tabnerku Genoro ngera, Ges sanaxa.  |Kpyrisie Tabnetku Genoro mpeta, Ges 3anaxa.
C onHOM cTOPOHEI TUIOCKHE, ¢ (hackoit i puckoH | C oHO# CTOPOHBI MIOCKKE, ¢ dackoii u |
1 rpaBHPOBKOH Hall pUCKoH - «IR», noa puckoit | puckoii 1 rpaBHpoBKoil Han puckoii - «IR»,
- «20» (s Tabnetok 20 Mr), «40» (s noJ pucKoi - «40»; ¢ Apyroii cTopoHsI -
rabnerox 40 mr), «60» (s Tabnetok 60 Mr); ¢ | BeImyKIBIE © rpaeupoBkoit «SCHWARZ
\APYro# CTOPOHBI - BBITYKJIbIE C TPABHPOBKOI PHARMAV,
«SCHWARZ PHARMA)Y.

2. | Ynakoska [To 10 Tabnerok B Gicrepe u3 10 Tabnerok B GnucTEpe MONMHIPONHIEHOBOH
NOTHITPOITHICHOBOH (DONBIH, HITH NPO3pauHoil  |(onbry.
NONMUNPONKHIEHOBOH (hosbrH U dosbru
ATIOMHHHEBOH , HITH M3 TUICHKH
NOJIMBUHWIXIOPHAHOH M (OIBrH
ATHOMUHUEBOH,
[1o 2 unu 5 GucTepOB BMECTE C MHCTPYKIMEH |5 GNMCTepoB BMECTE ¢ MHCTPYKLMEH 110
10 NPMMEHEHHIO B KAPTOHHOH mavke, NPUMEHEHHIO B KAPTOHHOM Madvke,

3. | Mapkupoeka 1) llepBuunas ynakoBka 1) INepeuunas ynakoska

Ha 6HcTepe Ha pyCCKOM A3BIKE YKA3aHO:
ToproBoe HauMeHOBaHKE Npenapara ¢
npeynpeaHTeNbHOH MapKHpoBKO#H ®),
MHH, nexapcTBenHas dopma, 103HpoBKa,
norotun Alvogen, «Cepust Ne:w», «[lata
M3rot.:», «'ofeH 10:», MPOU3BOICTBEHHBIH
KO/I.

2) Bropuunas ynakoBka

Ha nauke kapToHHO#H Ha pycCcKOM A3bIKE
[yKa3aHo:

ToproBoe HaUMEHOBaHHE Mpenapara ¢
npeaynpeIuTeabHOH MapkupoBKkoii ®,

IMHH, nekapctBenHas ¢opma, 103HPOBKa,
KOJIM4ecTBO TAbJIETOK B YNAKOBKE,
HAHMEHOBAHHE AKTHBHOIO BELECTBA U €ro
KONH4YecTBO B 1 Tafnerke, nepeyeHb
BCIIOMOTATENIBHBIX BEIIECTB, CII0co6
npuMeHeHHA « 11 npHeMa BHYTPb.»,
«[ToxasaHHs K MPUMEHEHHIO H CIIOCO0
NIPHMEHEHHA CM. HHCTPYKIIHIO, BIIOKEHHYIO
B YNAKOBKY.», «J11 neveHus uieMudeckoi
GoJIe3HH Cep/Lay, yCIoBHA OTITYCKa, ’
[ycnoBus XpaHeHHs, « X paHHTb B
HeJOCTYIIHOM AUIA AeTe MecTe!», JIOroTHI
IAlvogen, HAHMECHOBaHHe, aApeEC H CTpaHa
KOMITAHHHM-IIPOH3BOANTEIA; HAHMEHOBAHHE,

ajipec H CTpaHa KOMIIAHWH,
OCYIIECTBIAIOMIEH BITYCKAIOLHH KOHTPOIL
KauecTBa; MITPHX-KOJ, HOMEP
[PETMCTPALIHOHHOIO YI0CTOBEPEHHA; HOMED
cepun «Cepus:», 1aTy OKOHYAaHHA CPOKA
ronHocTH «["ofieH 10:», MPOU3BOACTREHHEIE
KO/Ibl IPOH3BOAMTENA; JaHHEIE /1A
MOHHTOPHHTA JABHKEHHA JIEKapCTBEHHBIX
cpescTs  (MHGOPMAIHA O CEPHANH3ALIMH):
2D-marpuke koj, koa npoaykra GTIN
«KIT:», cepuitusiii Homep «CH:».

X paHuTEL NpH TemMnepatype He Beime 25°C.
Cpok roiHOCTH: 5 et

Crp.2u3 3




|

‘3asiB/IEHHE O COOTBETCTBHM TPeGOBAHUAM HIH CrIeLMPUKALMAM:

.KaplmlceT® TabneTku MposoHrupoBanHoro naeWcteus 40 mr 10 mr., Gmucreps (5), maykm.
KapTOHHbIe cepun 7644501, npoussoaurens Diicuka Papmaceiotukans I'm6X, epmanus/Aesica
Phan'naceutlcals GmbH., Alfred-Nobel-Strasse 10, 40789 Monheim, Germany, BelIepXHBaeT
'HCIIBITaHHﬂ TpebGoBanuii IT N013273/01-190911 u3m Ne 1 ot 24.04.2012, Miam Ne 1 ot 30.05.2013, Ne2-3,
rNo 6 ot 28.08.2016, Ne 4 ot 12.05.2017, Ne 7-9; o NMpOBepeHHBIM MOKa3aTe/IAM Ka4ecTRa.

3anpe1uaercx HaCTHYHOE WM NONHOE KOMHPOBAHHE M NepenedaTka NPOToKoia Ge3 MHCBMEHHOrO PaspelieHHs HCMBITATeNbHOH 1aGopaTopHi.
I.(mqﬂme Pe3YJILTAThI HCIBITAHHIT OTHOCATCA TONBKO K 0Gpasuam, Mo/IBEPrHYTEIM HCIBLITAHHAM.

. IIpoTokon cocraun HHkeHep-XUMHK M K.A. Cenesnera

(nomkHOCTB) (noanucs) (HHHLHAIL!, PaMUITHA)

Koneu npotokona

Crp.3u3 3



Recilerm

Ceprudurar Kauecrsa

O neranbHOM CTaTyce ¥ KayecTBe GapMaLEBTUYECKUX
NPOAYKTOB NepemeLiaemMbiX Ha MemAYHapoAHbIl pbiHOK
HaumeHoBaHWe W AeKapcTeeHHan popma

NPoAyKTa KAPAUKET Tabnertku
NPOACHMMPOBaHHOrO AeicTeuA 40 mr.

Cepwn Ne : 7644501

MpoaykT Ne 11008602

Fopex Ao 1 09/2025

YcnosuA xpaHeHuA: NpW Temneparype He sbiwe 25 °C

Mpoussogurens (rotosan NO):
Jiicuka PapmacbioTkans MmBX, Maauneiwrpacce 6, 08056
Usukay, lepmanrmna

BbinycKalowmin KOHTPOAb KadecTsa:
licuka Papmacetoturans TmMEX, Anbdpea-Hobens-lTpacce
10, 40789 MoHxaiim-Ha-Peiite, Flepmanua

HanmmeHoBaHWe U KONWYECTBO KamA0ro aKTUBHOTO BEWEeCcTBa:
OpaHa Tabnetra copepmmt 40 mr M3ocopbupa auHuTpara

HacToAWMM NOATBEPMAIETCA, YTO YKa3aHHbIA NPOAYKT
NPOU3BOJWUTCA B COOTBETCTBMMU C peKOMeHAaumamu BO3a
«Haanemawme NPaKkTHKA NP NPOM3BOACTBE U KOHTPOAE
KauecTsa AekapcTeeHHbIX cpeacTs» (GMP) v B COOTBETCTBUAM
HaUMOH3NbHOM 33KOHOAaTenbCTBE PegepatueHoi
PecnyBauku FrepmanHus.

YNaKoBOYHbIE U UCKOAHLIE MAaTEPWA/Ibl TaK IKE, KaK K
NPOU3BOACTBEHHBIA NPOLLECC, NPOMEMYTOUHAA U rOTOBaA
NPOAYKUMA NOANEKAT KOHTPOAKO K3YeCTsa, YCTaHOBNEHHOMY B
HAUWOHaNLHbIX U MEMAYHAPOAHbIX dapmaKonenx, cranaapTax
FIP 1 PIC 1 pabouux npoueaypax 3icvka PapmacbioTikans
mBX v cooTBeTcTBYET Cneuudukauvy B HopmatusHoM
[okymeHTalmi cTpaHbl — uMmnoprepa.

Kacaemo papmaLeBTHHECKUX, DUIMYECKUX, XMMUMYECKUX U
MUKPOBUONOrMHECcKUX Napamerpos, Tpebyemoe KayecTso
Kasnoh cepun noareepxaaerca. CooTsercraylowan
AOKYMEHTAUUA XPAHWUTCA B apXWBE B TeYeHUE LIecTu NeT,
TAKE KaK ¥ 3aNMCcH AOCbe Ha Cepuio.

HaCTUFiU.I,HM Mbl TBK}E NOATEEPMHAIEM, YTO BblU.IEyn(JMﬂHYTbII‘;I
MPOAYKT COOTBETCTBYET YCTAHOBABHHBIM CNELUdUKILMAM K1
BbINYLLEH COOTBETCTBYIOUWMM KBANUPULMPOBAHHBIM
3KCNeprom.

3amevaHus: H/n

Jiicuka dapmackroTkans MmeX

b Ka. Ao

Dr. Ulrich Baumeister

YNONHOMOYEHHOE NnUo
Qualified Person
Manheim,

3 0. APR. 2011

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 40 mg
Batch no. : 7644501
Article no, : 1008602
Expiry date : 09/2025

Storage conditions: Do not store above 25°C

Manufacturer (manufacturer of the finished dosage form):
Aesica Pharmaceuticals GmbH, Galileistrasse 6, 08056
Zwickau, Germany

Batch release site:

Aesica Pharmaceuticals GmbH, Alfred-Nobel-Strasse 10,
40789 Monheim am Rhein, Germany

Name and amount of each active ingredients:
One tablet contains 40 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. |. 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-fie; _ T
conforms to the established specif Qéj\)réﬁ—d isre
accordingly by the responsible g \dfgﬂ expert.

[ S/

Remarks: n/a

McnonHUTeNn KOHTPOAA COOTBETCTBMA AOKYMEHTALWK
Quality Assurance Facilitator
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HaumeHosanue nponykra
product name

Homep cepun
batch no,

ITponykt Ne
article no.
Creunduranms
specification

Jata npon3sofcTsa
date of manufacture

XapakTepucTHKK KavyecTea

KAPJIMKET Tabnerkn nponoHrupoBakHoro feficteus 40 mMr

KARDIKET retard tablets 40 mg

7644501

1008602

70090.SPZ.03F/01 dated 27.10.98

1072020

Tpe6GoBaHUA KavecTea PesynbTar
Quality Characteristics Quality Requirements Actual
Xapakrepucruku
Properties
BHelnHu# sun
BuayanbHeii KOHTPONb Benast TabneTka BEpXHAS CTOPOHA: MIOCKAs C
thaLleTom ¥ PUCKOH [T pasiioMa U HaANKCBIO
»IR" pucka s pasnoma ,,40¢ COOTBETCTBYET
TMPOTHBOMOJIOXHASA CTOPOHA: BbINYKas,
raanucs ,,SCHWARZ PHARMA®
Appearance
Visual examination white tablet
upper side:flat with facet and break score,
engrave: ,,JR“ break score ,, 40— complies
reverse side:arc shaped, i
»SCHWARZ PHAR
Janax
Odour
OpraHonenTH4YecKui Bes 3anaxa COOTBETCTBYET
KOHTDONb
Sensory examination odourless complies
Pazmepn
Dimensions
Iuametp / Diameter 8.9-9.2 MM /mm 9.0 MM / mm
Beicora / Height 3.1-34mM/ mm 3.3 MM/ mm

o du




ReciPE]rm

HawnmenoBanue nponykra
product name

Howmep cepru
batch no.

ITponykt Ne
article no.

Cneundukauns
Specification

XapakTepucTuku KayecTea

KAPIIMKET Ta6neTKH npoNOHIrHpoBaHHOTO neficTsua 40 Mr

KARDIKET retard tablets 40 mg

7644501
1008602

70090.SPZ.03F/01 dated 27.10.98

TpeboBaHua kayecTsa PesynbTaT
Quality Characteristics Quality Requirements Actual
Macca
Mass
Cpennas macca 260 Mr £ 6 Mr 261 mMr/mg
Average mass 260 mg+ 6 mg
OnHOPOMHOCTh MAcChl cootsercTByeT EBp. @apmakornee COOTBETCTBYET
Uniformity of mass according to Ph.Eur. complies
Tsepnoctr He menee 45 H 60H/N
Hardness NLT45N
Pprxaocte He Gonee 1.0 % 0.4 %
Abrasion NMT1.0%
Hopmnrocts
Identity
H3ocopbuna nuHKUTpAT
Meron BOXKX COOTBETCTBYET CyOCTAHLIMM CPABHEHUS COOTBETCTBYET
Isosorbide dinitrate
HPLC determination to comply with reference substance complies




ReciPH:arm

HaumeHoBauue nponykra
product name

Houmep cepuu
batch no.
TponyxT Ne
article no.

Crneunduxauus
Specification

KAPIHKET Tabnerku npoaoHrHpoBanHoro Aeictaus 40 Mr
KARDIKET retard tablets 40 mg

7644501
1008602

70090.SPZ.03F/01 dated 27.10.98

XapakTepMcTUKM KavecTea TpeBoraHuA KavecTBa PeaynbTar

Quality Characteristics Quality Requirements Actual

Hucrora

Purity

IMocTopoHHKUe HUTPATLL * He Gonee 0.25% otHocuTensHO He oGHapyeHb!

Meton TCX u3ocopbuaa IMHUTPATA MUTS KaXIoN not detectable
NIpUMECH

Foreign nitrates *
TLC determination

OpraHuYecKHe IeTY4He TIPHMECH
Organic volatile impurities

AuetoH "

Acetone **

MeToz rasoxpomarorpaduu
Gaschromatographic determination

KonmrsecTrennniit ananna
Assay

H3ocopbuna avHUTPaAT
Meton BOXX
Isosorbide dinitrate
HPLC determination

NMT 0.25 % related to Isosorbide

dinitrate for each spot

B uenom He Gonee 0.5% oTHocutensHO He 0BHapyXeHbl
13ocopOHaa NMHUTpaTa not detectable
in total: NMT 0.5 % related to

Isosorbide dinitrate

He Gonee 50 yacTeit Ha MaH 5 vacTeit Ha MJIH /
NMT 50 ppm ppm

(38.0 mr - 42.0 mr / Ta6n.)
(38.0 mg - 42,0 mg / tabl)

95-105%
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HaumeHoBauue nponykra
product name

Howmep cepun
batch no.

TIponykr Ne
article no.

Crenuduxaums
Specification

XapakTepuMCcTUKK KavecTBa
Quality Characteristics

KAPJUKET tabneru nponoHruposanHoro aelicteus 40 Mr

KARDIKET retard tablets 40 mg

7644501

1008602

70090.SPZ.03F/01 dated 27.10.98

Tpe6oBaHuA KavecTBa
Quality Requirements

PeaynbTar
Actual

Pacreopenue
Drug Release

M3ocopbuna nuuutpar Metoxn:
Qapmakonesn CIITA XX <711>,
anmnapar 3

cpena: 800 mn xenynouHoro
conepxumoro TS @apmaxkones CIIA
XXII, Ges nencuna Metog B2XX
Isosorbide dinitrate

method: USP XX <711>,
apparatus 3

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

without pepsin

HPLC determination

yepes 2 yaca
after 2 hours
yepe3s 4 waca
after 4 hours
yepes 6 yacos
after 6 hours

Ouenka:
Acceptance criteria

25-50%
45 - 80 %

He meHee T 65 %
NLT65%

B cooTBeTcTBHM ¢ Papkoneeit CILIA
<724>, rabnuua 1 Yposens (L1, L2, L3)
according to USP <724>, acceptance
table 1 Level (L1, L2, L3)

44 %
65 %
75 %

YposeHs |
L1
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HaumeHoBanue nponyxra
product name

Howmep cepuu
batch no.

TIponyxT No
article no.

Cneunduxauus
Specification

Xa_palc'repucmuu KavecrBa

KAPIUKET Ta6nersu nponoHrHpoBaHHOro neicTams 40 Mr
KARDIKET retard tablets 40 mg

7644501

1008602

70090.SPZ.03F/0] dated 27.10.98

TpebBoBaHuA kayecTea PesynbTaT
Quality Characteristics Quality Requirements Actual

u 0JIOrnY Esp. ®apmMakoneeit, 5.1.4. COOTBETCTBYET
»MUKpOBHONIOrHeCKoe KauecTBo
thapMaLeBTUYECKKX TPENapaToB»
Ph.Eur,, 5.1.4.

icr ical Purity ** ‘Microbial quality of pharmaceutical complies
preparations’

* tested on every fifth batch
** tested on every tenth batch

Kontpons kaxaoit natoit cepun
Koutpons kaxnoil necatoii cepun

KAPAHKET TabneTkn npononraposatoro aefictans 40 mr
YKa3aHHOMH cepuy COOTBETCTBYIOT CielinuKanHm
KARDIKET retard tablets 40 mg of the above described batch meet the specification.

Jficnka Papmacsiotrkans M'm6X
Aesica Pharmaceuticals GmbH

Dr. Ulrich Baumeister

J. oudsbe.

YNONHOMOYEHHOE JIHLO Hcnonuutens KOHTPONA COOTBETCTBHA AOKYMEHTALHH
Qualified Person Quality Assurance Facilitator
Monheim,

3 0. APR. 2021
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«CBefeHnA o BBOJE B rpaxaaHCckuin o6opoT B Poccuitckor depepayunn
NeKapCcTBEHHbIX CPeACTB N0 COCTOAHMIO Ha 30.09.2022 19:22»

NO13273/01-190911

JlaTa BHECeHHS B IIpounssoaurens Caenenus o Opramnamus, Homep Homep, nara
Toprosoe . BbIINYCTHBINAA B
AHC (BBIMYCKAKOMMET Crpana cTagHax HopmatHBHAas HOKyMeHTANHA ~ CepHH, paspemeHns
HAHMEHOBaHHE TP IAHCKHIA
Pocanpasuamsopa KOHTPOJIb) LIPOH3BOJCTRA obopor NAPTHH na HJIIT
TTNO13273/01-190911; Ham. Nel k T1
NO013273/01-190911; Ham. Nel & IT
K: eT®: Tabnerx NO13273/01-190911; Ham. Ne2 k TT
n;(‘f;‘:::;po‘n . — —— NO13273/01-190911; Ham. Ne3 k I1
v r . K- e "
02.08.2021 perctus 40 mr 10 mr., DapMachOTHKAI3 lepmanus | ®apmacboTukan s 3;73"01 i if H,JM' s R 0 000 ?E,HTHBH 7644501
GmucTepst (5), nauku 'moX I'™M6X, lepmanus MOHZEM1-I9I1, M. 067 £ 11 P
X HHue;;-: ' NO13273/01-190911; Ham. Ne8 & IT
Kapro NO13273/01-190911; Ham. Ne9 x [T
NO13273/01-190911; Ham. Ned k T




