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OEKNAPALIUA O COOTBETCTBUUN

REKIAPAHT, MPUHUMAIOLLUIA AEKMAPALIUIO O COOTBETCTBUMW:

000 "AIIBOTEH ®APMA" , MexpaoHHan UHCNeKUUs ®epepankHOi Hanorosod cnyxBel Ne46 no r.Mockse
OrPH: 1147748135590 o 22.12.2014r., aApec: 127055, r. Mocksa, yn. HosocnoBoyickas, 1.31, cTp.4. TenedoH:
(499) 940-01-77. dakc: (499) 940-01-55.

R nuue; [eHepansHoro AMpekTopa Bunorpaacea A.B.

NosepenHoe nuuc: NMynos AH

[oseperHocTs Ne: 2011217 o1 13.12.2017 r.

3AABNSIET, YTO NEKAPCTBEHHOE CPEACTBO:

Acpoke® fNour, TabneTin NPONOHI MPOBAHHOMD peicteus 50 mr 10 wr,, BnucTeps: (3), NaukK KAPTOHHSIE, Per. YA.
Ne M N013274/01 ot 25.01.2012 (aaTa 3ameHs! per. yA. 10.05.2017), BuigaHo NaGopmea-bapma C.A., PymblHus,
cepwa 9991201, roaeH Ae: 28.02.2023, napTvs: 27720 yriakosok. Kontpakr NeALICAG 151215 ot 15.12.2015r,,
snBoliche 0091100623 o 25.04.2018 1.

Kop OKNAO2:
Bbll'lYCKaeMDE u3roToBUTENEM! 21.20.10.142

Siicuia dapMaceioTUkana MoX, cTpana: Fepmanna {

1 NO13274/01-250112, uam. Ne 1-4 3004900002

OEKNAPALIUA NPUHATA HA OCHOBAHWWU
MpoToKoN UCTILITaKKA Ne 2886[] ot 04.05.2018, 000 "LleHTp KOHTPONA KauecTsa Buonaid”, arrecrar

akKpeauTauny: RA.RU.21UKO1 o1 22.07.2015 T, CeprugiukaT cooTBETCTBIR! POCC DE.@B14.C54478 ot
04.05.2018

OATA NPUHATUA NEKNAPALIMM:  04.05.2018

JEKIMAPALIUA O COOTBETCTBUW LEACTBUIENbHA JO: 28022023
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BcTe0”, 109044, r.Mocksa, yn.AuHamoBeKas, o1A, oq;:.ADD, Ten.:(495)676-52-54, Gaxc: (495)676-54-
17, www.tehkachestvo.ru, tehkachestvo@gmail.com, OrPH: 1057746285189 ATtrecTar per. NePOCC
RU.0001.110B14, depnepancHoM cnyxGoft no akkpeAuTaUMu.

[aTta perucrpauuu: 04.05.2018
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)A AESICA

Lot Madcal v

CEPTHOUKAT KAYECTBA CERTIFICATE QF QUALITY
Q feraNbHOM LOCTYFIE KaYcCTBEH HBIX on the Legal Status and Quality
hapMaLeBTHHECKHX NPOLYKTOB Ha of Pharmaceutical Products
MEXAYHAPOLHbIHA PBIHOK Moving in International Commerce
Haszsanue n Name and
NeKapcTaeHHan dosage form
dopma : 3MOKC JIOHT of product . EFFOX LONG
Cepua Ne 19991201 Batch no. ;9991201
Mpoaykr Ne : 1008596 Article no. - 1008596
lonen no :02/2023 Expiry date :02/2023
Venosna xpanenus TpH TEMTIEPATYPE HE BoILIS Storage conditions Do nat store above 25°C,
25 °C, B cyxom mecTe Keep in a dry place
Haapaxue M KoNNHECTBO KaxJ0ro akKTHBHOTO BellecTna: Name and amount of each active ingredients:
Osia TaneTxa perapi conepxuT 50 M wiocopbuaa - 5 - One tablet contains S0 g Isosorbide-5-nitrate.
HUTpaTa.
HacToR MM YIOCTOBEPNETCS: UTO AAHHBIA 1POAYKT It is certified that the preduct is routinely
NPOH3BOLMTCS B COOTRETCTEMN C PEKOMEHAALMAMH BO3a manufactured in sccordance with the WHO
“Xopoline MPaBHa IPOU3BOLCTEI U KOHTPOJH KaiecTsa recommendations of “Good practices in the
nexapcTs” (GMP) ¥ B cooTBETCTBIM € HaUKOHUILHBIM manufacture and quality control of drugs” (GMP) and
saxoHonateabcTBom Menepatupioil PecnyGanky in accordance with the national legal requirements of
TepMaHmH. the Federal Republic of Germany.
VNIaKODBKA M Chipbe, HAPAAY ¢ TIPOH3BOACTBEHHBIM Packaging and raw materials as well as manufacturing
[IPOUECCOM, AHTPO W KOHEUHBIM IDOAYKTOM HBISIOTCA process, the bulk product and finished product are
NPENMETAMM KOHTPONSA KAYECTRA, onpeseneHHbIM Kak subject Lo quality controls set forth in national and
HALHOHANLHOIE, TaK H MexXayHApoaHbiMy (apMakonesni, international pharmacopoeias, F. I. P.and P. 1. C.
MM® 3 MITK crasnapTamMu M NPpOH3BOACTBEHHbIM standards and operating procedures of Acsica
npoeccon Jfienka GapmaceioTiians MMGX 1 cooTseTeTayeT Pharmaceuticels Grbli and comply to the
cneunduianin 8 HopuaTnenoit JlokymenTauim crpans = specifications in the Marketing Authorisation of the
nanoprepa. importing country
Tpebyenmoe cOOTBETCTBHE hapMaleBTHYECKHX, With respect to the pharmaceutical, physical,
MINMECKHX H MUKPOBHOJIOTHUECKHX XapaKTEPUCTHK chemical and microbiological specifications the
onpeaessieTcs I KKA0N cephi B3 DrosopoK. required quality of every palch is ascertained without
CooTBETCTBYIOUIAN NOKYMEHTALMSA XPAHHTCH B 10CHE B reservations. The respective documentation will be
TeyeHye 6 NeT B COCTABE DCHOBHOM NOKYMEHTaLUH Ha kept on file for six years as master baich production
NpOMIBOACTBEHHYIO CEPHIO. record.
HACTOS LM MBI TAKKe YIOCTOBSPHM, UTO YKa3aHHbif We hereby also certify that the above mentjoned
BbIlTE MPOAYKT COOTBETCTBYET YCTAHOBNEHHEIM product conforms to the established specifications
creun@HKALIAM, HA OCHOBAH Y YETO BRIAAETCS and is released accordingly by the responsible
pUIPEILEHHE HA €O BLINYCK C NPOHIBOLCTBA qualified expert.

OTBETETBEHHLIM KBANTHMLLMPOBAHHBIM IKENEPTOM.

Remarks: n/a
Diicuxa GapmacsioTikans [MEX
Aesica Pharmaceuticals GmbH
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A Leryin Med cat &y

JL\ AESICA

CEPTHOHKAT AHATH3A
CERTIFICATE OF ANALYSIS

Haspaniie npoaykra . AOOKC JIOHT 50 mr

Product name EFFOX LONG 50 mg

Cepun Ne ;9991201

Baich no.

MponykT Ne . 1008596

Article no.

Cneunduxaunn . P004.SPZ.03F/00 dated 02.05.2005

Specification

Jlata npoinBoacTsa 1 032018

Date of Manufacture

Xapakrepucrukn Kayecrsa TpeGopanus Kavecrsa PesyauTat
Quatity Characteristics Quality Requirements Actual
Caoiicrsa

Properties
Onucanne /Description

BusyansHeifl KOHTPOAL Benas Tabnerxa, COOTBETCTRYET
BEPXHAA CTOPORA: NNOCKAA C thackofl no kpasm H
NHEKE pa3ioMa
HIDKHAA CTOPOHA: OKPYr10it iopMbl TabneTKil,
nokpeiTeic oGonoukoli

Visual examination white tablet,

upper side: flat with bevelled edge and score, complies
lower side: rounded like coated tablets

Janax / Odour

OpravonenTHIECKHil KOHTPOIIb Ges 1anaxa COOTBETCTBYET
Sensory examination adourless complies

Pagmepst / Dimensions

Juamerp/Diameter 9.0 - 9.5 Mm/mm 9.1 MM/mm
Buicota /feight 3.1 - 3.7 mm/mm 3.1 mn/mm
Maccea / Masy

QUoHOPOAHOCTL MAcCh! COOTBETCTBYET
Uniformity of mass complies




2 Casert Medash ey

glé AESICA

Ha3paHue npoaykTa
Froduct name

Cepun Ne
Bartch no.

MponykT Ne
Article no.

Crneundgukaunn
Specification

Xaparepneruin Kaveersa
Quality Characteristics
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AGOKC JIGHT 50 mr
EFFOX LONG 50 mg

9991201
1008596

PO04.SPZ.03F/00 dated 02.05.2005

Tpebosanun Kayecrsa
Quality Requirements

TeepnocTh / Hardness

Prixaocth (11 =20)
Friability (n=20)

TloanuminoeTs
Identity

Hiocopbuaa-3-MOHOHHTPAT
Metoa BOXKX

Isosorbide-5-nitrate

HPLC determination

Yuerora

Purity

Waocopbna
Onpea. Merogom TCX

Isosarbide
TLC determination

>S50H/N

He Gonee 1.0 %
NMT 1.0 %

COOTBETCTBYET CYOCTAHLINK CPABHEHHA

to comply with reference substance

He Bonee 1.0 % oTHOCHTENBHO
n3ocopbuaa-3-HUTpaTa

NMT 1.0 % related to Isosorbide-5-nitrate

Pe3vnbTaT

Actual

62 HIN

0.1%

COOTBETCTBYET

complies

He oBHapyXeH

not detectable
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& Cem i Madaa

Hazssanne npoaykra
Product name

Cepus Ne
Baich no.

MpoayxT Ne
Article no.

Crneusdrukaims
Specification

Xapawrepucrnin KavecTaa
Quality Churacteristics
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DPOKC JIOHT 50 sr
EFFOX LONG 50 mg

9991201
1008596

PO04.SPZ.03F/Q0 dated 02.05.2005

Tpebosanns Kauecrsa PeiyneTaTt
Quality Requirements Actual

Konunuecrsenlibiil aHaIH3
Assuy

H30copOiiaa-5-MoHOHNTPaT
meton BOXX
Isosorbide-5-nitrate

HPLC determination

PacTeopeHie
Disselution

HiocopGitaa-5-MOHOHNTPAT

meton Esp. apmakonee, 2.9.3

meron BEXX
Isosorbide-S-nitrate

Method Ph.Eur., 2.9.3
HPLC determination

uepel 2 4acos
after 2 hours

yepes 4 vacon
after 4 hours

vepe3 6 wacos
after 6 howrs

KpiTepui npleMaemocTs

Acceptance crileria

(47.5 - S2.5 Mr/ mg) 99 %
95-105%

45%-65% 52%
66 % - 90 % 5%

He mexee 75 % 89 Y
NLT 75 %

B coumcwcrmm ¢ dapmakoneeii CLUA <724> L1

Taﬁn u AGMOCTH Pe3y/IaTaTOR 1
o 331 SE e o i
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Hassauue nponykra
Product name

Cepus Ne
Batch no.
MponyxT Ne
Article no.

CreunuKkaumm
Specification

Xapaxrepncrien Kauecrsa

Quality Characteristics
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ADOKC JIOHT 50 mr
EFFOX LONG 50 mg

9991201
1008596

P0O04.SPZ.03F/00 dated 02.05.2005

Tpebopanna KauecTsa Pesynwrar
Quality Requirements Actnal

Muxpobnonoruueckasn
yueroTa **

Microbiological Purity ™

Esp. ®apmakoneeil,
5.1.4.»MuKpobHOIOTHUECKOE KaUeCTBO COOTBCTCTBYET
(papmalLeBTHUCCKHX MpenapaTos»

Ph.Eur., 5.14.
"Microbial quality of pharmaceutical complies
preparations’

** Konrpons kaxuofi necatofi cepun

** rested on every tenth batch

AOOKC JIOHT 50 mr ykazaHHOH Builie Cepill COOTBETCTRYIOT cneumgkaumi,
EFFQX LONG 50 mg of the above described batch meets the specification.

Fiicuka QapmackioTikan [MHX
Aesica Pharmaceuticals GmbH

Dr. Rebeca Monells Pagés

YIOAHOMOUEHHDE THLO
Qualified Person
Mownheim, 17,40 201
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NOAHUTENL KOHTROJIA CO0T BETCTBHA AOKYMEHTALRI
lity Assurance Facilitator




