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LEKNAPALAS O COOTBETCTBUM
BEKNAPAHT, ﬂPHHHMAIOlL{Mﬁ BEKNAPALUIO O COOTBETCTBUMA:

COO“ANBONER @APMA" | MexpaioHHan MHEnexuns OeepansHod naroresci cnyxdul Nedl ne r.hlockse

GUPH: 1147 748135580 ot 22.12.2014r., appec: 127055, r. Mockea, yn, HosacncBopckan, /31, crp.d. Tenedon:
(499) 940-01-77. Paxc: (499) 840-01-55.

B rije: MenepanbHore avpextopa Banorpagosa A B.

[fceepensice nuyo: MNynoa A H |
NosepervocTs Na: 20/1217 o7 13.12.2017 ¢

3ASIBNAET, YTO NEKAPCTBEHHOE CPELACTBO:!

Sebo=cB20, Tabnotid 20 Mr 10 wr., EaucTepst (5), nauky xaploskee, per ya Ha N NO11E48/01 o7 24.01.2011
{(mara sumenst per. ya. 10.05.2017).8einam0 Nabopuea-Papwa CA., PyMuiive, Cepai 8981101, rones 40!

| 31012023, naprua. 27579 ynaxosox. Kortpakr NeALICAG 161215 o1 15.12.2016 r, wieciicNs 0091100616 or
i 120420181

[T KeaOKngz
BbINYCKAEMOE H3TOTOBHTESIEM: 21.20.10 142

Gecrea GapvacsotTvrand MueX, crpana: Mepuakua

e

COOTBETCTBYET TPEEOBAHUSAM:

NG11548i61-240171, wam. N21-5

LEKNAPALWA NPUHATA HA OCHOBAHWHA i

Mpcroson Wensivatnh Ne 26660 o1 23.04,2018, 000 "Lewp KOHTPONA KaHeCTE arahd”,
| axrpesutauun; RARU.Z1LUKOT or 22.07.2015 r., CepTieMKaT COOTBETCTUMA DFE.TB14
24.04 2018

LATA NPUHATUAR DEKNAPALIMA: 4042010

OEKNAPALIMA O COOTBETCTEUM HEI&C%L&EQ&HA BO: 31012023

Mynos AH
[ Gamaitan, KRB |

77
- "{/Caegeﬁuﬂ © perucTpauuu LeKknapauui 0 CooTBeTCTBUH i
\\“;\,
3A0"T
17. www.tehkachestvo.ru, tehkachestvo@gmall.com, OFPH.
RU.0001.119814, ®esepansHoi cnyxGof no akkpeauTauud

exkavecTaa”, 109044, r.Mocksa, yn Judavosckan, 5. 1A, o 400, Ten {435)076-52-54, Dasc: (496)576-54-
1057746265148  Arrecrar per. hNePOCC

Hata perdcrpayum: 24042018
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J\ AESICA

Ha3ssanue npoaykra . 3POKC NOHF 50 mr

product name EFFOX LONG 50 mg

Cepus Ne . 9861604

balch no.

MpogykT Ne : 1003691

article no.

cneyundvkaLmm . PD06.SPZ.RUSF/00 ot 21.09.2008
specfication

XapakTepMCcTUKW KadecTBa TpeBoBaHua kavecTsa
Quality Characteristics Quality Requirements

Pesynbrar
Actual

Kpuiepay npuemnemocTi 8
COQTBETCTHMM C (hapmakoneew

CLUA <724>

acceptance criteria acc. (o

USP <724>

Tabnmua NpUeMNemMocTu pe3ynsTarTos Yposenb 1, 2 unn 3
acceptance table 1 level 1 2or3

ansTepHaTusHo/ alternatively

BuidmucneHWa 13 pe3ynesTaTos
BhicaoboMAEHUS Npernapara w3
panyn Hi

Calgulation from the drug
release results of Pellets I

yepes 2 qacal after 2 hours 38 -58 %
yepea 4 yacal after 4 hours 55-75%
yepes 6 vacos/ after 6 hours He meHee! NLT 65 %

\ABOIES

'\
::wuq\ww\ro/u/‘;/‘
- 545
) _dl"//
& NS

Yposere/ Level 1

net tested
HE NpoBOAWNACH
not tested
He NpoBOAWIACkE
not tested
He nposoAWIack
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J\ AESICA

Hassauue npoaykta . GPOKC JIOH 50 Mr

product name EFFOX LONG 50 mg

Cepusi Ne 9861604

batch no.

Mpopykr N - 1003691

article no.

cneuuchurkalmm . P006.SPZ.RUSF/000T 21.09.2000

specfication

XapakTepnCTHKW KayecTea TpeBoBanun kavecTsa Pesynbrar
Quality Characteristics Quality Requirements Actual
MukpoGuonoruieckas Hucrora L] B COOTBETCTBMW C

Microbiological Purity ** Esp. ®apmakoneeh 5.1.4 He fIpcROAVIACE

according to Ph, Eur,, 5.1.4

not tested

* KOHTPOME NPOBOMANTCR KBKAOA LECATON cepun I tested on every tenth oaicl

POKC NOHT 50 Mr yKa3aHHOR BbILLE CEPUW COOTBCTCTBYET cneundukal it

£FFOX LONG 50 mg of the above mentioned balch maet the specilica

Dicuka DapmaceroTukans MMeX
Aesica Pharmaceuticals GmbH

Fitlhep LS

Qualified Person
Monheim, 2? SEP 2

WcnonHdTens KOHTPONA ka4yectaa
Quality Assurance Facilitator
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AESICA

o Gt et Lt by

2\

YL A

0 NIETUILHOM JOCTYIE KaYeCTBEHHBIX
(hapMaLeBTHYECKHX TPOAYKTOB Ha
MENXAYHAPOAHBIN PEIHOK

Hasparine u

neKapcTBeHHas

popra :2GOKC JIOHT 50 MI
Cephist No 1 9861604

Mpoaykr Ne : 1003691

Tonen o 102/2022

Yenonnn xpaneans Tlpd remnepatype e goitie

25 °C; B cyxom mecre
HaspaHHe i KOAWYECTBO KAKIOT0 AKTHBHOT0 BENECTRA
Quna kancyia cogepxut S0 Mr usocopGuua - 5 -unTpa

HacTosuMM yi0cTOBEPAETCS: “T0 AAHHbIH NPOAYKT
APOM3BOAMTCA B COOTBETCTBUY € peKoMenaaunsiMu BO3a
"XopouiKe npasiia rpou3IBoAcTta i KOHTPONS KauyecTsa
ackapers” (GMP) 1 B COOTBETCTHHN € HALHOHAABHBIM
JakoHoaaTenscraor PeaepatupHoil Pecnybauku
lepMannn

YRakoBKa i ChipLe, HApAILY C NPOU3IBOLCTBEHHEIM
npoleccomM, aHIpo ¥ KOHEYHBIM NPOAYKTOM ABAAKTCH
[IPEAMETAMM KOHTPOAS KauccTsa, ONPEeAcAcHHBIM Kak
HALHOHATBHOM, TAK H MeXIYHapoalbiMy Papmakonesmit,
MM® u MIIK cTanzapTamy W NnpoH3BOACTEE HHBIM
npoueccom Hicuka Gapmacuiordran MuGX.

TpebyeMoe cooTBETCTBHE (APMALEBTHYETKHX,
(PHIHYECKHX W MHKPOGHOIOTHYECKIX XapaKTePHCTHK
oTipeaeRseTcH A8 Kax/a0i cepuy 63 0roBopok.
CooTBETCTBYIOWAS NOKYMEHTALKA XPAHHTEA B 10CHE B
Teuenne 6 1ET B COCTARE OCHOAHON JIOKYMEHTALHH Ha
NPOH3IBOACTBEHHYIO CEPHIO.

HactosiuiitM Mel TAKAE YLOCTOBEPAM, YTO YKA3AHHBIA
BLIILE NPOLYKT COOTRETCTBYET YCTAHORACHH bIM
CHELLHKIJITKHI.!H!!M, Ha OCHOBAHMWH ‘Er0 BLINACTCH
pa:pcmcnhc Ha €ro BbINYCK ¢ HPOHJBUIICTBE
OTBETCTREHHBIM KNLNI!:I)Hll]|pUBHIIIthM ?KC[I[![H‘UM‘

Jiicuka dapmacsioTurans [maX
Aesica Pharmaceuticals GmbH

Lo 1018
Dr. Rebeca Monells Pagés

KeannsudposanHLlil cneunanicl
Qualified Person

Monheim, 21 SEP ZG;;’

CERTIFICATE OF QUALITY

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

Name and
dosage form
of product

EFFOX LONG 50 MG
9861604
1003691

Batch no.
Article no
Expiry dute

Storage copditios

) g Isasornide

It is certified that the pioduct is routinely
manufactured in aceordance with the WHO
recommendaty 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
subjeet to quality controls set forth in national and
international pharmacopoeias, F. 1. P.and P. 1. C!
standards and operating procedures of Aesica
Pharmaceuticals Gmbti

With respect to the pharmaceutical, physical,
chemical and microbiological specifications the
required quality of cvery batch is ascertained without
reservations. The respective documentation will be
kept on file for six years as master batch production
record.

We hereby also certily that the above mentioned
product conforms 16 the established specifications
and is released accordingly by the responsible
qualified expert.

Remarks: n/a

/ [P 4 -
Jagte
A SR
s KOHTROIR COOTRETCTHHA OKYMEH AL
Quality Assurance Facilitator

o3 A7

L5624
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CEPTUOHKAT AHAITU3A
CERTIFICATE OF ANALYSIS

HasBaHue NpoaykTa
product name

3®OKC NOHT 50 mr
EFFOX LONG 50 mg

Cepua Ne 9861604
batch no
1003691

Mpoayxr Ne

e no

CneuuqmKatwi
specfication

Jlata npoussogcTea 03/2017

date of manufaclure

XapakTepUCTHKM KayecTaa

P006.SPZ RUSF/00 ot 21.09.20089

TpeGoBaHud KavecTna

Peaynurar

Quality Characteristics Quality Requirements Actual
CaolcTBa
Properties
Onucanue / Description
Kpbiweyka kancynsi [ Capsule cap
BuayansHbiil KOHTPONL I KOpr4HeBas, Henpoapaynan COOTBETCTBYET
Visual examination brown, opague complies
Kopnyc kancynst { Capsule body
BusyanbHbIk KOHTPONG / PO30EBbIA, HENPO3PaYHbIA cOoOTBETCTBYET
Visual examination flesh, opaque complies
Copnepxnmoe Kkancyibl /
Capsule conlents
BuayanbHbtit KOHTRONb / rpaHynbl Genoro unwn noyTu Genoro LpeTa CoOTBETCTRYET
Visual examination white to almost white pellets complies
3anax / Qdour
OpraHonenTuHeckui KoHTPONL Ses aanaxa CooTRETCTBYET
Sppsory oxamination odourless amplins
Macca / Mass ]
UAHOPOAROCT Macchﬂl‘/' cTByeT EBpPONEAcKoR

£ nee, HaCTDFILuMV’! RApUaH’ cooTaeTCcTBYeT

complies

Uniformity of mass

with Ph. Eur., current eaition
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Hasnanie npoaykre IMOKC 2¢
Product Na. EFFOX 20
Cepina Ng: % 999110)
Barcl No.

MpoayxT N : 1008595

Ariicle No.

POO2.5PZ RUS.Fr02 dated 24.02. 2007

Creunguxsgna

Specification
XapaKkT@pucTHEH KIYOCTRA TpoboBanka kavecTBa Pelynerar
Quality Characteristics Quality Requlremants Actual
Mukpofnoaonieckan Eup. Gapmaxonecii, §.1.4.
sMucTora ** = Muxpabuonorireeoe xauecTno CGOTBETETORT

DAPMAULDTHMEEKIN IIPSHUpaTOny

Microbiotogical Puriny ** Ph.Eur., 514

‘Microblal quality of pharna
preparativing

** KouTpone xawaoi Aecarsii cepin
** rewied an every wnih baich

GOKC 20 yxasannofl Cepril COOTHETETOYET CRetgbRal
EFFOX 26 of the above desciibed batch weet the specificaripns

Diicixa WapmacuoTikess MaGX
Acsica Pharmacewricals GmbH

A -:&»)CL a&rﬁd

r. Uirich Baumeister

+wica Phamacecticals GmbH
* rad-Nobal-Strafie 10
1788 Monhaim

YINAHOMOYEHRAOT AT
Cuelificd Person &

e

AT R

&
- it AL\
WTEHORINA =

TUEHRATET

]
L

i

J

b}
SICNOANIITES b RONTE OLR CO0TRETETBIK JURYMEHTIUM
Quahi: dssurence F
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HalnaHue NPLRyKTa AQ0KC 20

Product Ne. EFFOX 20

Cepua Na: 9591101

Barch No.

TipaaysT N i 1008595

Article No

Coeuudismug | POO2.SPZ RUS. F/02 tared 34.00. 2007

Specification

KIpaxTeRMETHRH KaYECTBA TpeboBanmn KaueCTh Peaynmrat
Quality Characteristics Quality Requirements Actual
Lacysppehiiie

[sgolution

MeTea: aNnBpATYPs - ACNACTHER MCLIATKS
Mothod Paddie apparains

BIHX onpeacaTre
yeper 15 s

HELC deigraiination He mehice nem B9 % (Q) 101 %
eefter 1.5 min NLT 80 % ()
Kpntepinl COOYBETCTAUR

A teria
Wapmaronesh CUIA <71
USF <7L1>

Pactaapeniie

AJHINCE €

Lissobition . _

B cooraeretaiy ¢ TafAnuedl Crenchs ull Crencnb / Level |
[ RS I AR

Assay

wancopbua-3-uITRAT (19.0 - 21.0 mrfmg)

Onpea, meronon BIXKX

fsasorbide~3-niwraie 65105 % 1€2%

HPLC detennination

\©)
\ABOTEH GARNA

2% CLpTRONKATON {y
%N £

-
oy <
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Haisatie nponyxra IPOKC 20

Product No. EFFOX 20

Ceprn Ne: 9981101

Barch No.

Mpoaykr Ne: 1008595

Article No.

Creundiikauis PO02.SPZ RUS.F/02 dared 24.02 2007

Specification

XIPAnTEPHCTHEH KavecTBa TpoBoBaKKA kayecTea Peaynurar
Quality Characteristics Quality Requirements Actusl
Haccopbun-S-uutpar COOTOETCTBYET CySCTaMUMM CPARHEHIIN

seroa BOXKX

Isosorbide-S-nitrate to coraply with referenice substance COOTEITCTBYE T

HPLC determination

Bonee 1.0 % oTno:

Onpen. mevogom TCX H50¢0phHaa- 3o

Isaserdide NMT 1.0 % rel Sentreic

DOCTOPOHNKIE HITPALY Cyninia » e Sonee 4em 0.5 %

Foreig Nitrates @ nepecxeTe Ha 130copinma-S- niurpay He oBrapymeH
TCX cnpeseneniiz NMT 0.5 %4 in sum reluied ta Isosorbide-Somn: e not deteciable

TLC Linvir Test

{POACTBEHHME COCRIINCHILA
2anocplina mowoniTpa,
HIOCAphUR ANHITRAT,
QEraviecnne KiTpand,
HEOPIAHIMOTRHE ﬂlll?.’“‘u
(e.g. related substances
2-ISM: ISDN; otlier vt gonic
siraiea; lllol‘gﬂ'llﬁ l!i'ff'!!ll‘l'}
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Haseanite npoaykta
Froduct Ne.

Cepun N
Baich No
fTpoayxkr M
Article No.
Cnesdunaisin
Specification

XapaxkTepHCTHER KaNesTha
Quality Characteristics

3GOKC 20
EFFOX 20

9591101

1008593

POOZ.SPL RUS F/02 dated 24.02

TpeGosanna xavecroa
Quality Requirements

PeaynoTat
Acfual

Magsa
Hoss
Ci iAW AACCH
Qe Mass

OHOPOAROCTS MACCEI
Uniformiry of mass

Herdness

Puixaocin (N w20}

PacOaliemuosts
Disintepration

245 £ bwr / mg

 coorsercTaw ¢ Esp. @apmaxoncch
CoppemMetiian suanda{MIInKie)
aceord. 10 Ph. Eur., current edition

ti¢ MeHee 40 H
NET G0N

rie Gonee 1.0 %
NAMT1.O%

e Ganee 15 MM

b cooTheTeTudy ¢ Enp, Mapn.
CospeMe HHAR Bsizaia{nizakie)
NMT ISmin.

accond. to Ph. Eur., current edition

46wy /g

COOTRETCTBYCT

complies

< 2 s/ nitn.
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& Comnant Mol 0 is o

‘A AESICA

CERTIFICATE OF ANALYSIS
Harsasiic NpOAYSTo 2GOKC 20
Product No. EFFOX 20
Cepug MNe: 9591101
Baiwch No.
Tponyxr Ni: : 108595
Article No
Cricuidhikauns POO2.SPZ RUS FrO2 darad 24 02 264
Specificarion
Hata npomiseactaa : 0272013
Dt of Meatfoeturg
XapakTePHOTHEH Ka¥ecTea Tpabosanda KauecTod Poaynurat
Quality Characteristics Quality Requiremanis Actual

Onugaling
Buayathipiil KOHTPOND Benaar kpyraun Tudaeria,

BEPAHRR CTOPOHA. IWIOTKAH ¢ dackolt no

Kpaam e WACEY KOl LA pasnoMa, COOTRETCTOYET
pwaanaeno (E/20)

HIXHRA CTOPOKD. KPYTHAY

Leseriprion

Visnal exanination whire round tabler, compiies
upper side: fler with bevelled edge,

score and eograving (E/20)

lower side: roumdad

Zanay B3 3anax8 cooTueTCTBYyeT
Odgur odourless camplics

Nmametp / deameter

3.9 -9.2 M/ mun 9.1 Ms f
Ruicora / height 3

30 - 33w f o 2w /oo

ST
5‘;“‘?““5‘
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Bote When s

,J# AESICA

CEPTHOMEKAT EAYECTBA

© ACTATLHOM HOCTYNE KANTCTBEHHEX
hapraueSTUYECKMK NPOAYRTOD HA
MEAIYHAPOR Il PRIHOK

Hazuamuie

,‘EKHD(TBC!IHEN

dopua :300KC 20
Cpia N 599143

fpaaykr Ne 1008595

Foaen 5o 0172023

Yeaneun xpancrmg Mpu 1emnepaType Ke Buie

s

HadBakiie i KodiHSCTIO KEkUOTD IKTHBHONG BEILECTOa:
Ouawa TadaeTKa conepaiy 20 ar wzocopliuaa - 5 -NHTpaTe,

HacToRuwi iz yAOCTODEPRETECR: ITO QelH Wil TpoaykT
PPUISGORHTER § CODTIETCTLIM € pexaMenaaumasit BOJ3
“Xopourie flpaginag ApoIINOACTIL | KONTPIAR KANETTH!
rexapeta” (GMP) 31 B COCTERTCTEN € HILHOHANbHBIN
waxososareaetaos @eaeparionci Peonylanxi
Tepuanitn.

YRaKonKa i ¢hipbs, HAPASY ¢ NPAINAALCTBEHH LM
APOUEETOM, AHTPO H XOHEHHBIM NPCLYKTOM RBANKTSH
APCOMETAME KCHTPOME KIHECTR, DIECALACHHBM KaK

HAGHOHLALHOE, TIK 1 MEMRYHIPOIHBIMI lDIQNHKG"C“MEL

MM D o MTTK Cranaaprasii 1 RpoiasoZcTEEHHUM
fnpourccost 3hend Dapsacwonikans IuEX 1 cooTseTerayer
cneundikauin 8 Hopyatiniof Jokyseniadin STpaHs -
wMnROPTENRA.

Tpebyesior COCTDETCTOIE (APMULCBTIMECKIIN,
UIHIEEKIX 1T MIKPOBHOAOTHIECKIIK XU PAKTERHCTIIR
QnEeACARETCR GAR Kamaol cepii Ge3 crapopex.
CouTpsTETBYIOIIAA LOKYHENTAUIA XPAHUTCR D BOTE 8
Tescriie b AET ¥ COCTEBE GEHOBHEH LOKYMEHTILIN H3
NPOINIAATTECHHYD CEpHKY

HacToR MM MLl TEKRE YAOCTODERRM , 410 YKAIIHHbiI|
SLUIC NPOAYKT COOTRZICTBYET YCTRHOBACHHBM
CREUGHKAUNEM, HE 0SHOBIIIIE S100 0paeTCR
pualpelieHHE Ha B HBAYCK © PRIl JBOLCTEA
DTRETCTBCH MM Kml(@iil"lﬂD!iNHb\H ANCNEPTOM.

Icrns @aprasciomsand TubX
ks

+ Phoriacention

4 &?% sq‘.s;_:q.\irlxz

3t. Ulrich Baumeister

Toiredreon g% |2 AABOTEHQAPMA.
Monhtim, \»‘ N NR CEPTASRKATOB /3
9 5, /m

o
e
.\,5.9

~Y

OrET -

CERTIFICATE OF QUALITY
on the Legal Siatus and Qualsty

of Pharmaccutical Products
Moving i Internatiensl Commerce

Name and

dosage form

of product EFFOX 20
Batch 1o yRuiai
Attigle no 1008593
Expiry date 0172023

Starsge cond Do ol store above 28YC

Nume and amoun: o! each active ingredients:
One tablet contains 20 mg [sosorbide-S-nitrate

It is cortified that ihe product 1s roulinely
manufactured in acce ree with the WHO

monufact
in acsorda
the Federal &

s well as manulectunng
shed product are

14 tet forth in navonzi and
cwos, FoI Pand P LG
standurds und g procedures of Aegico
Pharmaceuticals Gnb H and comply 1o the
specifications in the Marketing Authorsation ol the
importing country

With respect 1o the phormaceutical, physical,
chemical and micrebiclogics! specifications the
required quality of evcry batehs is oscertained withoul
reservations. The respechive documentation will be
kept on file for sis years us master batch production
recard,

Packaging and raw
process, the bulk |
subjeet to qulity

trletnalil

We hereby abso certily thul the ubove meniioned
product conlorms Lo the established specifications
snd is released accardiogly by the responsible
qualified expen.

Remarks: /i

14
5 ‘\J
M
miibedy KOWTIONE COOTRETCTRAT JOMYMETEUN
lity Axsurance Faciliator




