Q00 «AJIBOT'EH ©®APMA»

127055, r. Mocksa, yn. HosocnoBoackas, a. 31, c1p. 4, nom. VI

IMOJATBEPK/IEHHE

O COOTBETCTBHH CEPUH MIH MAPTHH BBO3UMOTO JICKAPCTBCHHOTO INIpeniapara TpeﬁoBaHH)IM,
YCTaHOBIEHHBIM IIDH €I'0 I"OCYL[E!pCTBCHHOﬁ PErucTpanuu

Ne 2020/0070 ot 23.06.2020

JlekapcTBeHHBIH npenapar:
Toprosoe HaHMeHOBaHHE Adoxe 20
MexayHapoaHoe HENaTEeHTOBAHHOE
HaWMEHOBaHHE (rpyYNIHPOBOYMHOE HIH Hsocopbuna moHouMTpar
XHMHYECKOE)
JlekapcreenHas dopma TabNeTKn
Hozuposka 20 mr
Dopma BEITYCKa 10 wr, - 6ancrepsi (5 mT.) - naukn Kaproausie (50 mT.)

Homep cepuu (naptiu)

7529201

O6bem cepuu (mapTun) 55375 ynakoBku

Hupoiic 0091100925 ot 30.04.2020
JlaTta Beimycka 01.02.2020

Conen o 31.01.2025

Haumenosanue u aapec npoussoautens (c
YKa3aHHeM CTafui NpOU3BONCTBA)

Ipomssopurens (rorosoit JID): Diicuka DapmackioTHkans
I'm6X, Nepmannsn / Galileistrasse 6, 08056 Zwickau, Germany;
VnakoBmuk/acoBmuk  (NepBUYHAA/BTOPHYHAS/TPETUYHAS
ynakoBka): O#cuka Papmackiotukans ['m6X, Iepmanus /
Mittelstrasse 15, 40789 Monheim, Germany; Beuryckaromuit
KOHTpONb KauecTBa: Oifcuka DapmaceioTkans I'MEX,
lepmanun / Alfred-Nobel-Strasse 10, 40789 Monheim am
Rhein, Germany.,

Howmep ¥ naTa perueTpaHoHHOTO
YIOCTOBEPeHHS

TINO011548/010t1 24.01.2011

Homep HOpMaTHBHO# JOKYMEHTALMH

TINO011548/01-240111, mam.1-5

COOTBETCTBYeT TpeGOBaHMAM HOPMAaTHBHON NOKYMEHTAlMH, YCTAHOBICHHEIM IIPH €0
roCyJApCTBEHHOH perucTpaluy,

ITonTBepsxeHHEe BHITONHEHO Ha OCHOBAHHM CepTU(HKATa COOTBETCTBUA / cepTHdUKaTa
aHanM3a [POW3BOAMTENS JieKapcTBeHHoro mpenapara Ne 6/ or 21.04.2020, nporokona
ncnertanuit Ne 1749 TIT ot 14.05.2020, OO0 "LienTtp xoHTpod KadecTBa buonaiip", arrecrar
akkpemuraupu: RARU.21IIKO1 or 22.07.2015, Ilporokona wcnbiTanuit Ne5985m ot
04.06.2020, OO0 HWcnmrarensusiii uentp «®apmoboponay Axkpexuranus Ne POCC
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IToxrsep r,me o' ‘-\,Efi?;‘pe'rcrneﬂumm magom 000  «AJIBOTEH ®APMAW,
YIIOHOM hgﬁﬁmﬁboﬁﬁﬁepgiqiécm Ne 54/2020 ot 06.05.2020r.
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Consort Medical

Aesica Developmenl & Manufocture API & Finished Dose

A

CEPTHO®HKAT KAYECTBA

0 JIETAJTBHOM HOCTYTIe Ka4ecTBEHHBIX
thapManeBTHYECKHMX NPOAYKTOB Ha
MEXIYHapOAHbIK PLIHOK

HasBanue u

JieKapcTBeHHad

dopma :3QOKC 20

Cepua Ne 17529201

Mpoayxr Ne : 1008595

Topen no : 01/2025

YcnoBusa XpaHeHHs : Ilpx TeMnepatype He Bbille
25°C

HaspaHue M KONMHYECTBO KAXAOrO aKTHBHOIO BELIECTBa:
OpHa Ta6nerka cogepxut 20 Mr usocopbuna - 5 -HUTpara.

HacTos1MM YA0CTOBEpAETCA: YTO JAHHBIH NPOMYKT
IPOM3BOMTCS B COOTBETCTBHM C pekoMmeHaunamu BO3a
"Haexalye npasuia IPOU3BOACTBA H KOHTPONSA
kavectsa JekapcT” (GMP) u B cooTBeTCTBHH C
HaLMOHAIBHBIM 3aKOHOAATENbCTBOM (DenepaTHBHON
Pecny6nuxu ['epmaHuu.

Y11aKOBKa U ChIpbE, HAPANY € IPOM3BOACTBEHHBIM
TIPOLIECCOM, AHTPO W KOHEYHBIM NMPOAYKTOM ABASIOTCS
npeaMeTaMH KOHTPO/S Ka9€CTBa, ONpPENENeHHbIM KaK

HALMOHANBHON, TaK ¥ MEXAYHapoaAHBIMY (DapMaKonesMH,

MM® u MIIK craHgapraMi ¥ npoOM3BOACTBEHHBIM
npoueccoM Dicuka GapmacsioTHkans MM6X u cooreercTayeT
creundukaunn B HopmatusHoH JloKyMeHTaUHH CTPaHb —
HMAOpTEPA.

TpebyeMmoe cooTBeTcTBUE hapMalleBTHYECKHX,
hH3INYECKHX H MUKPOOHONOTHYECKHX XapaKTepUCTHK
onpeaensercs i Kaxaok cepuu 6e3 orosopok.
CooTBETCTBYIOLIAs JOKYMEHTAUMA XPaHUTCA B IOCHE B
TeyeHHe 6 JieT B cOCTaBe OCHOBHOM JOKYMEHTaUUM Ha
[IPOH3BOACTBEHHYIO CEPHIO.

HacTOSIHMM MbI TAKXe YI0CTOBEDPAM, YTO YKa3aHHbIH
BhILlE TPOLYKT COOTBETCTBYET YCTaHOBJICHHDBIM
crieunduKaumsaM, Ha OCHOBaHHU 4€Tro BhIaeTCA
Pa3pelICHHE Ha ero BHIMYCK ¢ NPOM3BOACTBA
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Qualified Person

Monheim, 94 ap8 907

CERTIFICATE OF QUALITY

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

Name and

dosage form

of product : EFFOX 20
Batch no. 1 7529201
Article no. : 1008595
Expiry date :01/2025

Storage conditions : Do not store above 25°C

Name and amount of each active ingredients:
One tablet contains 20 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. I. P.and P. I. 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 mentioned
product conforms to the established specifications
and is released accordingly by the responsible
qualified expert.

Remarks: n/a

N

HUenoiHuTellb KOHTPONS COOTBETCTBHA JOKYMEHTALNH
Quality Assurance Facilitator
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Aesica Development & Manufacture API & Finlshed Dose

CEPTUOUKAT AHAJTA3A
CERTIFICATE OF ANALYSIS
Hassanue npoayxra : BOOKC 20
Product No. : EFFOX 20
Cepua Ne: 1 7529201
Batch No.
Iponyxr Ne: : 1008595
Article No.
Cneunduxanus . P002.SPZ.RUS.F/02 dated 24.02.2009
Specification
JlaTa npoH3BOACTBA : 02/2020
Date of Manufacture

XapaKTepuCTHKM KayecTBa TpeboBaHMA KavecTsa PeaynbTar
Quality Characteristics Quality Requirements Actual
Onucanue
BusyanpHblit KOHTpPO/IB Kpyrasie TabneTku Genoro usera,

€ O/IHOM CTOPOHBI — [I0CKHe ¢ (ackoit, Haceukol s COOTBETCTBYET

pasioMa u rpasuposkolf Haj Haceukoit «E»,

nox Haceukoi «20n,

¢ Apyroli CTOPOHEI BBIMYKJIbIE.
Description
Visual examination round, white or almost white tablets, complies

on one side: flat with beveled edge, score and

engraving

over the score « E», under the score «2(h

and convex on the other side
3amax Bes 3anaxa COOTBETCTBYET
Odour odourless complies

e’fp/d 8.9-9.2MM / mm 9.0 MM / mm

m:xcqm] he f{\/,“\ 3.1-33mm/mm 3.2 MM/ mm

apmas | =
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Astica Development & Manufacture API & Finished Dose

Haspanue nponykra
Product No.

Cepus Ne:
Batch No.

IMpoayxr Ne:
Article No.

CrneuudmKauusa:
Specification

BPOKC 20
EFFOX 20
7529201
1008595

P002.SPZ.RUS.F/02 dated 24.02.2009

XapakTepuCTHUKK KayecTBa TpeGosaHuna KauecTsa Pesynbrar
Quality Characteristics Quality Requirements Actual
Macca
Mass
cpenHsis Macca 245 £ 6 mMr / mg 245 mr / mg
Average mass
OIHOPOIHOCTh MAcChl B cooTBetcTBUH ¢ EBp. ®apMakoneeit COOTBETCTBYET
Uniformity of mass CospemeHHas Bbliauya(H3alaHHe)

accord. to Ph. Eur., current edition complies
['BepiocTh He meHee 40 H 62H/N
Hardness NLT40N
Prixocts (11 =20) He Gonee 1.0 % 02%
Friability (n=20) NMT 1.0 %
PacnanaeMocth He Gonee 15 MUH. < 2 muH / min.
Disintegration B coorsercTBuH ¢ Enp. ®apm.

CoBpeMeHHas Bbiiaya(uananue)
NMT 15 min.
accord. to Ph. Eur., current edition
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Assica Development & Monutaciure AP & Finished Dose

Hassanue nponykra
Product No.,

Cepus Ne:
Batch No.

IMponyxr Ne:
Article No.

Crneuxdurauns:
Specification

XapaxkTepuCTUKH KayecTBa
Quality Characteristics

B5POKC 20
EFFOX 20
7529201
1008595

P002.SPZ.RUS.F/02 dated 24.02.2009

TpeGoBanuA KauecTsa PesynbraT
Quality Requirements Actual

H3ocopbun-5-uurpar
metox BOXKX

Identity
Isosorbide-5-nitrate

HPLC determination

Yucrota
Burity

H3ocopbun

Onpen. metofoM TCX
Isosorbide

TLC determination

[TocTopoHHHE HATPATH
Foreign Nitrates

TCX onpenenexue
TLC Limit Test

(pOACTBEHHBIE COSMHEHIA
2-u30cpOHA MOHOHHTPA,
n30copOHA THHUTPAT,
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COOTBETCTBYET CYGCTaHLIMM CpaBHEHUA

to comply with reference substance COOTBETCTBYET
complies
He Gonee 1.0 % oTHOCUTENBHO <03%

u3ocopOuaa-5-HUTpara
NMT 1.0 % related to Isosorbide-5-nitrate

Cymma - He Gonee uem 0.5 %
B nepecyeTe Ha u3ocopGupa-5-auTpar He oBHapyxeHbl
NMT 0.5 % in sum related to Isosorbide-5-nitrate not detectable
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) Consort Medical
N

Ha3ssaHue nponykra : 3OPOKC20
Product No. . EFFOX20

Cepus Ne: © 7529201
Batch No.

[ponykr Ne: . 1008595
Article No.

Cneunduxanus : P002.SPZ.RUS.F/02 dated 24,02.2009
Specification

XapakTepuCTMKH KayecTBa TpeBoBaHua KauyecTBa Peaynbrar
Quality Characteristics Quality Requirements Actual

Pact BOPEHHE

Dissolution

MeTo: annapatypa - IONACTHAA MeLlanka
Method: Paddle apparatus

B2XX onpenenenue
yepes 15 MuH

HPLC determination He menee uem 80 % (Q) 98 %
after 15 min NLT 80 % (Q)

Kpurepun cooTeTcTBUSA
Acceptance criteria
®apmaxoneeit CIIA <711>
USP <711>

PacTBopenue

Dissolution
B cooTseTcTEH ¢ Tabauuelt Crenens 1,2, wiu 3 Crenens / Level 1

Acceptance table Level 1,2 0r3

KonuyectpenHblit aHanu3
dssay

usocopﬁ -5-HUTpar (19.0 - 21.0 mr/mg)
;3@::

ﬂasbjbidé?ﬁmm 95-105% 101 %
/ H}’LC deterrmnai‘ﬁ:ih \
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Aesica Development & Manufaciure APl & Finished Dose

JL\ Consort Medical

Haapanue nponyxra : 3OOKC20
Product No. . EFFOX20
Cepus Ne: : 7529201
Batch No.
IMponyxT Ne: : 1008595
Article No.
Crienpdukauus © P002.SPZ.RUS.F/02 dated 24.02.2009
Specification
XapaKTepMCTHKM KayecTBa TpeGoBaHua KauecTea PeaynbTar
Quality Characteristics Quality Requirements Actual
MuxkpoGuosornyeckas Esp. ®apmakoneeit, 5.1.4. He TecTupoBanach
yucroTa ** »Mukpobuonoruyeckoe Kauecrso
(dbapMaLEeBTHYECKHUX [1PENApATOB»
icrobi [ Purity ** Ph.Eur., 5.1.4.
‘Microbial quality of pharmaceutical not tested
preparations’

** KoHTponb Kaxao# AeCATOH CepHn
** rested on every tenth batch

BHOOKC 20 ykazaHHOM cepruM COOTBETCTBYET CHELUH UKL,
EFFOX 20 of the above described batch meet the specifications.

Ditcnka OapmacbioTukans M'M6X
Aesica Pharmaceuticals GmbH
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Hcronuueéns KOHTPO/IA COOTBETCTBHA HOKYMEHTALMH
Quality Assurance Facilitator
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