OEKNAPALUA O COOTBETCTBUWA

OEKNAPAHT, MPUHUMAOLWMA OEKNAPALIUIO O COOTBETCTBUM:

000 "ANBOMEH @APMA" , MexpaioHHan uHCnekuus deaepansHoi Hanoroson cnyxGbl Ned8 no r.Mockee
OFPH: 1147748135590 ot 22.12.2014r., aapec: 127055, r. Mocksa, yn. Hosocnofopackas, 4.31, ctp.4. Tenedon:
(499) 940-01-77. daxc: (499) 940-01-55.

B nuue: MexepansHoro aupekTopa Bunorpagosa A.B.

[oseperHoe nuyo: Mynos AH,

OosepeHrocTs Ne: 03/2017 ot 03.04.2017 r.

3AABNAET, YTO NEKAPCTBEHHOE CPEACTBO:

Acboke® foHr, kancyns NponoHrposakHoro aedctana 50 mr 10 Wwr., SnucTepsl {3), nadkk KAPTOHHbIE, per. yAa. Ne
M ND13274/02 oT 29.12.2011 (qaTa nepeodopmneHus per. ya. 07.08.2015), suinano KOCE dapma MMEX,
Fepmanua , cepwa 9861604, roaeH no: 28.02.2022, naptus: 27598 ynakosok. KoHTpakT Ne ALICAG151215
oT 15.12.2015 r., uHBoic Ne 0081100523 ot 19.10.2017 r.

Kep OKNO2:
BblNnyckaeMoe U3roToBuTenem: 21.20.10.142
Jitcvka dapmacbioTkana TMGX, cTpana: MepManna
COOTBETCTBYET TPEGOBAHUAM: RenTHESE
N N013274/02-291211, nam. Ne 1,2 3004900002'

REKNAPAUUA NPUHATA HA OCHOBAHWUW |

MNpoTokon ucnbitakui Ne 6887T or 26.10.2017, 000 UN "LIKKuBNC", arrecrar akkpeauraumn: POCC
RU.0001.21106 ot 28.08.2015 r., Ceprudmkar cooteerctaun. POCC DE.©B14.C42428 ot 26.10.2017

OATA NPUHATUA AEKNAPALAN:  26.10.2017
NEKNAPALUSA O COOTBETCTBWUU ﬂEﬁCTBHTEﬂbHA RO: 28.02.2022

M.MN. 3assuTenb . Mynos A.H.

( no‘aniq;.s ) ( DaMUNKA, KHHUNANGI )

CBeneHun o perucTpaunin Aeknapaynmm o0 COoTBETCTBUM

3A0 "TexkadecTso", 109044, r Mocksa, yn.[lvnamoBckan, A.1A, 0¢.400, Ten.(495)676-52-54, caxc: (495)676-54-
17, www.tehkachestvo.ru, tehkachestvo@gmall.com, OFPH: 1057748285188 ATtrectar per. N2POCC
RU.0001.110B14, degepansHolh cnyxBoi no akkpeanTaunu.
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J\\ AEsICA

CERTIFICATE OF ANALYSIS

HassaHue npoaykTa
product name

Cepus Ne
batch ne.

MpoaykT Ne
article no.

cneundukaumm
specfication

fata npouaeoacTea
date of manufacture

1003691

03/2017

O®OKC NOHI 50 mr
EFFOX LONG 50 mg

9861604

P006.SPZ.RUSF/00 ot 21.09,2009

XapakTepucTUKM KasecTBa Tpe6GosaHuA KayecTsa Pesynbrar
Quality Characteristics Quality Requirements Actual
CeoncrBa
Properties
Onwncanue / Description
Kpbiueyka kancynsi / Capsule cap
BuayaneHelil KOHTPONS / KOpWYHEBER, HENPO3pauHas COOTBETCTBYET
Visual examination brown, cpaque complies
Kopnyc kancyne / Capsule body
BuayanbHbli KOHTpons / PO30BbLIA, HeNpo3paYHbLInA cogTBeTCTRYET
Visual examination flesh, opague complies
Copepxumoe kancyne /
Capsule contents
BusyanbHblit KOHTpONS / rpaHynst Genoro unu nouty Benoro useTa cooTBETCTBYET
Visual examination white to almost white pellets complies
3anax / Odour
Opraronentuyecxkuit KOHTponb Ges 3anaxa cooTBeTcTByeT
Sensory examination odourless complies
Macca / Mass
OpHopoaHocTs Maccel ERponeickon
o -
PapMaKpRes, HICFOALMA BapuanT cooTBeTCTBYET
YA e HOORP MY 2
v LT A |

Uniformity of mass

o 0. compbhmh 2

j Eur., current edition
/]

—-Gamplies




4\ AESICA

A Consart Medical Company

Haaganue npoaykta | SPOKC NOHI 50 mr

product name EFFOX LONG 50 mg

Cepwua Ne . 9861604

batch no.

Mponykr Ne 1003691

article no.

cneundmrKaumm . P006.SPZ.RUSF/00 ot 21.09.2009

specfication

XapakTepUCTHKY KavecTBa TpeboBaHua KauecTBa Peaynerar
Quality Characteristics Quality Requirements Actual

MoanuHHoCTL
Identity

Waocopbuaa-5-moHoHNTpaT
Isosorbide-5-nitrate

Onpegenenue meTogom BIMX cooTeeTcTBYET CYBCTaHUKWM CpaBHeHUA cooTeercrayer
HPLC determination to comply with reference substance complies

Tutana guokeug, E 171
Titanium dioxide, E 171

PeaKkuus ¢ ruaponepokcuiom OpaHxeBo-kpacHoe oKpalLWBaHue CoOTBETCTBYET
Reaction with hydrogen peroxide orange - red colouration complies

»Keneaa oKcug kpacHeln, E 172
Iron oxide red, E 172

Hene3a okcua YepHbin

Iron oxide black, E 172

Peakuua ¢ kanus THounaHaToM KpacHoe OKpaluvBaHwue COOTBETCTBYET
Reaction with potassium red colouration complies
thiocyanate




J’g AESICA

A Censert Madical Company

Hassadue npogykra :  3OKC NOHT 50 mr

product name EFFOX LONG 50 mg

Cepua Ne : 9861604

batch no.

Mpoaykt N2 : 1003691

article no.

cneyundukauvu : P006.SPZ.RUSF/00 ot 21.09.2009

specfication

XapakTepuCTHUKKU KavecTBa TpeboBaHua KayecTea PesynbTar Actual
Quality Characteristics Quality Requirements

Yucrora

Purity

Waocop6ug / Isosorbide

MeTtog TCX He Gonee 1.0 % o7 5
waccopbuaa-5- MoHoHUTpaTa HE obRapyXens!
TLC Limit Test NMT 1.0 % based on

nol detectable
Isosorbide-5-nitrate

MocTopOHHUE HUTPaTb!
Foreign nitrates

MeToa TCX

TLC Limit Test

(Hanp., NOCTOPOHHUE NPUMECHK cymMMma npumecen He Bonee 0.5 % He OBHapyKeHs!
n3ocopbuaa-2-MOHOHUTPAT, oTHOCUTENBHO W3acopbnaa-5-MeHOHKTPaTa

u3ocopbuaa AUHUTPAT; Apyrue NMT 0.5 % in sum related to nol detectable
OpraKsn4eckue HUTpaThl; Isosorbide-5-nitrate

HEOPraHNYeCKUe HUTPaTLI)
(e.g. related substances 2-ISM,
ISDN; other organic nitrates;
inorganic nitrates)

\

) \

L TER DAPMAY
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J\\ AESICA

HaapaHue npogykta :  O3POKC NOHI 50 mr

product name EFFOX LONG 50 mg

Cepua Ne . 9861604

batch no.

MpoayxT Ne . 1003691

article no.

cneyndukaumu . P006.SPZ.RUSF/00 ot 21.09.2008

specfication

XapaKrepHMCTHUKH KayecTBa TpeboBaHua KavecTBa PeaynbTat Actual
Quality Characteristics Quality Requirements

KonwyecTBeHHOE onpegenexue
Assay

W3ocpbuaa-5-MoHCHWTpAT
|sosorbide-5-nitrate

Onpepenexve meToaom BIKX 47.5 mr/mg - 52.5 mr/mg 50.1 mr/ mg
HPLC determination (95 - 105 %)
anbTEPHATUBHO

alternatively

BbiukcneHne M3 KONUYEeCTBEHHOMO

pesyneTtaTta Mparyn Hi 47.5mg- 52.5 mg not tested
Calculation fram the assay (95 - 105 %) He NposoanNach
results of Pellets Il

BuicBofoxaeHHe aKTMBHOTO BellecTBa
Drug Release

M3ocopBbuaa-5-MOHOHKTPAET
isosorbide-5-nitrate

MeToqd: Eep. ®apm.

Method: Ph. Eur.
Onpepenetue meTogom BOXX
HPLC determination

Yepeas:/ ranges:
yepes 2 yaca / after 2 hours
yepes 4 Jaca / after 4 hours i
uepes 6 yacos / after 6 hour'-s.\‘ s

‘\
J1yo

e/NLT 65 %
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A i Consort Mudical Cnmpany

HazsaHue npogyxkTa
product name

JDOKC NOHI 50 mr
EFFOX LONG 50 mg

Cepws Ne . 9861604

batch no.

MpoaykT Ne : 1003681

article no.

cneundukaymm P006.SPZ.RUSF/00 ot 21.09.2009

specfication

XapakTepHUCTUKK KavecTea
Quality Characteristics

Tpe6oBaHuA KayecTea
Quality Requirements

PesynbTtat
Actual

Kputepnu NpuemMneMocTi B
COOTBETCTBMMU ¢ hapMmakaneei
CLIA <724>

acceptance criteria acc. to
USP <724>

Tabnvua npMeMnemMocT pesynsTaTtos

acceplance table 1

ansTepHatneHo/ alternatively

BblYMcneHWs U3 pesynstaTtos
BbicBODOXAEHWA NpenapaTa u3
Fpanyn 1l

Calcutation from the drug
release results of Pellets [

yepes 2 vacal after 2 hours
Jepes 4 vyacal after 4 hours

yepe3s 6 vacos/ after 6 hours

YpoBeHb 1, 2 unu 3
Level 1,2 0r 3

38-58%

55-75%

He meHee/ NLT 65 %

O

s

Pl

g ‘\1‘{3-‘/{“
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YposeHo/ Level 1

not tested
He npoadaunacs
not tested
He npoeoaunace
nat tested
He NPOBOAUNACH




‘l‘l\\ AESICA

A Consort Medical G mpary

HaseaHue npoaykra . 3OCKC NOHT 50 mr

product name EFFOX LONG 50 mg

Cepun Ne : 9861604

batch no.

Mpogyxr Ne : 1003691

article no.

cneungukaLm . P0O06.SPZ.RUSF/000T 21.09.2009

specfication

XapakTepUCTUKK KavecTea TpeboBaHua xavecTaa PesynbTar

Quality Characteristics Quality Requirements Actual

Mukpobuonoruyeckas yucrora ** B COOTBETCTBMU C

Microbiological Purity ** Eep. ®apmakoneein 5.1.4 He nposoaunacs
according to Ph. Eur, 5.1.4 not tested

*" KOHTPOMNbL NPOBOANTCR KEXA0H AECATON cepuy / tested on every tenth batch

3POKC NTOHI 50 Mr yKka3aHHO# BLILLE CEPWH COOTBETCTBYET CReLndvKaLmu
EFFOX LONG 50 mg of the above mentioned batch meet the specification.

Jiicuka dapmackioTrkana MeX
Aesica Pharmaceuticals GmbH

Tllbor ol . Laddhe
Or. Rebeca Monells Pages N

McnonHuTens KOHTponsA kavecTsa
Quality Assurance Facilitator

KsanupuuvposasHbin CneynanncT
Qualified Person

Menhsim, 77.SEP, 2007
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CEPTUDUKAT KAYECTBA
0 1eraabHOM A0CTYME KAYECTBCHHbIX

apmallenTHYECKHX MPOAYKTOB Ha
MEXAYHAPOLHLIH PLIHOK

Ha3isanwe u

neKapcTBeHHaR

dopma :O®0KC JIOHT 50 MP
Cepus No 1 9861604

MpoayxT Ne : 1003691

Fonex no 1 02/2022

Ycnosus XxpaHenns : [1pu TemnepaTtype He sbllue

25 °C; B cyxom mecTe

Ha3saHHe W KONHUECTDO KaXa0ro aKTHBHOTO BElIecTRa:
Onna kancyna cogepxut 50 Mr niocopBuia - 5 -HUTpata.

HacTosiwumm yaocTopepseTcs: HTO AaHHbI NPOAYKT
fIPOMIBOAMTCA B COOTBETCTBHM ¢ pekomeHaauusmu BO3a
"Xopolwue NpaBKaa NPoK3BoOACTBA U KOHTPOA KayecTRa
nexapcrn” (GMP) 1 B COOTBETCTBHU € HALMOHAIbLHbLIM
zakoHofaTescTBoM MeneparnsHoi Pecnybanku
[epMaHHH.

YnakoBKa M Cblpbe, HAPAIY ¢ NPOHM3BOACTBEHHBIM
MpOUECcCOM, aHTPO M KOHEYHRIM MPOAYKTOM ABAAIOTCH
npeAMeTamMy KOHTPOS KauecTBa, OlpefeieHHBIM KaK
HALMOHANLHOM, TaK M MEXAYHapoaHbIMy (PapMakonesaMH,
MM® i MIMK cTaHzapTaMi ¥ NPOH3BOACTBEHHbIM
npoueccoM Diicuka PapmaceioTHran3 MMEX.

TpebyeMoe COOTBETCTBIE (hapMalleBTHYECKHX,
HHIMYECKHX H MUKPOBHONOMHYECKHX XaPAKTEPHCTHK
onpenensieTcA ANR KaXkaoi cepuu Be3 oroBopok.
CoOTBETCTBYIOLUAA AOKYMEHTALIMA XPAHUTCS B A0CHE B
TeueHHe 6 JIeT B COCTABE OCHOBHOW JIOKYMEHTALHK Ha
NPOH3IBOACTBEHHYIO CEPHIO,

HacTosiuuM Mbl TAKKE YIOCTOBEPSM, YTO YKA3aHHbIi
BblLIC NPOAYKT COOTBETCTBYET YCTAHOBIEHHBIM
CleuHGUKALHAM, H2 OCHOBAHWM HETO BLIAALTCA
pa3pelieHHe Ha ero BoiNYCK ¢ POU3IBOACTBA
OTBETCTBEHHAIM KBATHM(PHUHPOBAHHbIM 3KCIIEPTOM,

Dicika dapmacsioTHkan MbX
Aesica Pharmaceuticals GmbH

Flhor-o(OR

Dr. Rebeca Monells Pageés

KBaninpuuHpoBaHHLIil CNEUHANHCT
Qualified Person

Monheim, 27 GEP. 2017

IR
bR DAY

PALA

CERTIFICATE OF QUALITY

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

Name and

dosage form

of product EFFOX LONG 30 MG
Batch no. : 9861604

Article no. - 1003691

Expiry date :02/2022

Storage conditions : Do not store above 25°C;

Keep in a dry place

Name and amount of each active ingredients:
One capsule contains 50 mg Isosorbide-5-nitrate.

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
Phanmnaceuticals GmbH

With respect to the pharmaccutical, 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 herehy also certify that the above mentioned
product conforms to the established specifications
and is released accordingly by the responsible
qualified expert.

Remarks: n/a




