AEKINAPALINA O COOTBETCTBUM

NEKNAPAHT, MPUHUMAIOLLUIA OEKNAPALIUIO O COOTBETCTBUM:

00O "AJIBOTEH ®APMA" , MexpaloHHas uHcnekuua deaepanbHoi Hanorosoit cnyx6el Ned6 no r.Mockee
OrPH: 1147748135590 ot 22.12.2014r., agpec: 127055, r. Mocksa,yn. HosocnoBoackas, 4.31, cTp.4, noMmelleHue
VI. TenedpoH: (499) 940-01-77. dakc: (499) 940-01-55.

B nuue: MeHepanbHoro avpekropa Buxorpanosa A.B.

HosepeHHoe nuyo: Mynos A.H

[HosepenrocTte Ne: 20/1217 ot 30.12.2017 1.

3AABIAET, YTO NEKAPCTBEHHOE CPE[JCTBO:

W3okeT®, KOHLIEHTPaT ANA NPUroTOBNEHNS p-pa ANs MHDY3uiA 1 Mr/mn 10 Mn, amnynbl (10), naqku KApTOHHBIE,
per. ya. Ne I NO12496/01 ot 16.09.2011 (naTa 3ameHbi per. ya. 12.05.2017), sbigaHo Nlabopmeg-dapma C.A.,
PymbiHus, cepus 5743302, roneH fo: 30.04.2023, naptus: 4710 ynakosok. KoHTpakT Ne013-DIS-2018 ot
27.07.2018 r., uHBoilcNe 0091100213 o1 26.09.2018 r.

Kog OKMNMO2:
BbiNNyCKaemMoe U3roTtoBurenem: 21.20.10.142
EBEP ®apma WeHa Mvb6X, Mepmanus/diicuka dapmacbroTukana MoX, cTpaHa;
["epmaHuns
COOTBETCTBYET TPEEOBAHUSIM: Kom THEAL
M N012496/01-160911, nam. Ne 1-4 3004900002'

AEKNAPALIUA NMPUHATA HA OCHOBAHUM

MpoTokon ucnbiTaHui Ne 79571 ot 08.10.2018, OO0 "LleHTp KoHTpons kavecTsa Buonaiich”, atrecrar

akkpegutauun: RA.RU.21UKO1 ot 22.07.2015 1., CepTudumkar cooteetctaus; POCC DE.®B14.C65325 oT
08.10.2018

OATA NMPUHATUA OEKNAPAUUU: 09.10.2018

HE"KHAEQL@ O COOTBETCTBUWU OEUCTBUTENBHA [1O: 30.04.2023
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3A0 "Texka4ectso", 109044, r.Mocksa, yn.[JuHamosckas, 4.1A, o.400, Ten.:(495)676-52-54, dakc: (495)676-54-
17, www.tehkachestvo.ru, tehkachestvo@gmail.com, OFPH: 1057746285189 Arrectat per. NePOCC
RU.0001.11®B14, denepansHoit cny»6oin no akkpeauTtauum.

Oara perucrtpaumm: 09.10.2018

POCC RU A-DE.®B14.A.03413/18

Bopobeesa H.H.

( pacwmdcposka nognucu)
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2\ AESICA

CEPTU®HEKAT KAYECTB

O JieraJbHOM J0CTYIE Ka4yeCTBEHHbIX
(hapMalle BTHYECKMX MPONYKTOB Ha MEKIYHAPOIHbIIi
PBIHOK

Hassanue u JIEKapCTBEHHAaA

thopma : M3oker 0.1 %
Cepus Ne : 5743302
[Mponykr No : 1008594
['onen mo :04/2023

Ycnosus xpanenus : [1pu Temneparype He Bbilue
25°C.

Ha3spanne M KoMYeCTBO KaXI0ro akTHBHOTO
BelleCTBa:

onHa amnyna coaepxut 10.0 Mr n3ocopbuna
auuutpata B 10 mn pactsopa.

Hactosumm ynoctosepsieTcsi: YTo TaHHBIH NPOLYKT
MPOU3BOAMUTCA B COOTBETCTBUM C PEKOMEHIaLIUAMM
BO3a "Xopourue npasuia NpoM3BOACTBA M KOHTPOS
KauecTBa JekapcTs” (GMP) u B cooTBeTCTBUM ©
HallMOHANbHLIM 3aKoHoaaTenbeTBoM DenepaTHBHOI
Pecny6auku lepmanun,

YnaKkoBKa M chlpbe, HApPsLy ¢ NMPOU3BOICTBEHHBIM
MPOLECCOM, aHTPO M KOHEUHBIM MPOAYKTOM SIBAIOTCA
npeaMeTaMu KOHTPOJIS KayecTBa, onpele/eHHbIM KaK
HaLMOHaNIBHOM, TaK U MEXIYHapOAHbIMU
Mapmaxonesmu, MM® y MTITK crasaapramu u
NPOW3BOACTBEHHBIM NpoLieccoM Diicuka
Dapmacstotikan3 F'M6X u cootsetcrayer cneunduxarum
8 HopmartugHoii [lokyMeHTalm cTpaHsl — umnoprepa.

Tpebyemoe cooTBeTcTBHE (hapMaLeBTHYECKHX,
HH3IHYECKUX H MUKPOOHONOTHYECKHX XapaKTepHCTHK
orpenensieTcs MNs Kaxaoi cepuu Bes orosopok.
CooTBeTcTBYOLIAS TOKYMEHTALIHS XPAHUTCH B 10ChE B
TeueHue 6 JIeT B cOCTaBe OCHOBHOI 1OKYMEHTALIMH Ha
MPOM3BOACTBEHHYIO CEPUIO.

HacTosimm MBI TAKXKe YA0CTOBEPAM, YTO YKa3aHHbII
BbIllIe MTPOAYKT COOTBETCTBYET YCTAHOBIEHHbLIM
crieuH@UKaUnaM, Ha OCHOBAHMH Yero BhbilaeTcs
pa3spelleHHe Ha ero BBITYCK C [POH3BOACTBA
OTBETCTBEHHBLIM KBaNUGHULUPOBAHHBIM 3KCMEPTOM.

Diicuka @apmaceioTHrkans [MaX
Aesica Pharmaceuticals GmbH

Pllb e (<
Dr. Rebeca Monells Pagés

YIOMHOMOUYEHHOE JTHLIO
Qualified Person
Monheim,

07. SEP. 2018

CERTIFICATE OF QUALITY

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

Name and dosage form

of product -ISOKETO0.1 %
Batch no. : 5743302
Article no. : 1008594
Expiry date 1 04/2023

Storage conditions : Do not store above 25°C,

Name and amount of each active ingredients:

One ampoule contains 10.0 mg [sosorbide Dinitrate in
10 ml solution.

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. 1. 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

. OO
Hcenonuurens KOHTpO.ﬂH COOTBETCTBHA JOKYMCHTalHH

Quality Assurance Facilitator
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Comtryart Madica

CEPTHOUKAT AHAJIM3A

CERTIFICATE OF ANALYSIS

Hassanue npoaykra
Product name

Cepusi Ne
Batch no.
[MpoxykT Ne
Article no.
Crieundukauns
Specification

Jara npon3soacTea
Date of manufacture

: H30KET 0.1%

ISOKET 0.1%

: 5743302

1008594

: P72.SPZ.03F/00 dated 29.07.2004

: 05/2018

Xapaxkrepuernskn Kavecrna TpeGosanus no Kauecrry Pesyabrar
Quality Characteristics Quality Requirements Actual
CeoiicTBa
Properties
BHewHmit Bun
BusyanbHblil KoHTponb
Appearance
Visual examination
Coaep#Humo [Tpo3pauHas, OecuseTHas KUAKOCTh COOTBETCTBYE
Content clear, colourless liquid complies
OcHOBHOM ynakoBouHbIH MaTepnan bBecusernbie 10 ma-OlMI-amnynsl ¢ o1HUM
Primary packaging material KPacHbIM KOJOBBIM KOJbLIOM COOTBETCTBYE

colourless 10 ml OPC-ampoule with

one red code ring complies
3anax Bes 3anaxa COOTBETCTBYE
Odour odourless complies
[po3pauHocTsb [Tpo3paunas xnaKkocTs, NoA0GHO BoJE COOTBETCTBYE
Clarity clear liquid, like water complies
Liser Becugetnas #uiakocTs, noaodHo Boae COOTBETCTBYE
Colour colourless liquid, like water complies
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Ha3ssaHue nponykra
Product name

Cepus Ne
Batch no.
[ponykT Ne
Article no.

Cneundukanus
Specification

XapakTtepuerukn Kavectra

Quality Characteristics

: U30KET 0.1%

ISOKET 0.1%

1 5743302

: 1008594

: P72.8PZ.03F/00 dated 29.07.2004

TpeGosanns no Kavectry

Quality Requirements

PesyasTaTt
Actual

W3Bnekaemblii 06beM

Extractable volume

OcMONANBHOCTE

Osmolality

[MoanuHHoOCTH
Identity

H3ocopbuna aunutpar
Isosorbide dinitrate

Tect B2XKX
HPLC test

Hatpus xyopua
Sodium chloride

OkpalunBalue niaMeHu
Flame coloration

Peakuus ¢ HutpaTom cepebpa
Reaction with silver nitrate

Yucrora

Purity

3nauenue pH
pH - value

10.0-11.0 Mn/ ml

276 - 306 MOcmon/kr

mOsmol/kg

COOTBETCTBHE XPOMATOrpaMme cpaBHEHHA
to comply with reference chromatogram

HHTEHCHBHOE KENTOE OKpalluBaHue

deep and persistent yellow

Genklii NpeunuTaT, pacTBOPHMBIN B

pacTeOpe aMMHaKa

white precipitate, soluble in ammonia

5.0-7.0

10.5 ma/ ml

285 mOcmon/kr
mOsmol/kg

COOTRETCTRYE
complies

COOTBETCTBYE
complies

COOTBETCTBYE
complies

5.4
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Ha3zsanue npoayxra
Product name

Cepust No
Batch no.

[Tpoaykr Ne
Article no.

Crneundukanus
Specification

Xapaxrepneruikn Kavecrsa
Quality Characteristics

: M30OKET 0.1%

ISOKET 0.1%

5743302

: 1008594

: P72.8PZ.03F/00 dated 29.07.2004

Tpedosanns no Kaueersy
Quality Requirements

PeayabtaT
Actual

KonuyecTro dacTuLL
Particulate matter

CaeroBas 610KIpoBKa
Light blockage

Hurpur
Nitrite

Microquant HHTpHUT-TeCT
OnpeneneHns HUTpHTa
Microquant nitrite test

[TocTopoHHMe HHTPATDI
Foreign nitrates

2-u30copOHA MOHOHHTpAT H
5-n3ocopOna MOHOHUTpAT

2-I1SM and 5-1SM

onpenenenne Merogom TCX
TLC determination

KonndecTBeHHblil anaans

Assay

WM3ocopbuna anHntpar
Isosorbide dinitrate

Onpenenenne metogom BOXKX

HPLC determination

He 6onee 6000 wacTmy/koHTeiinep > 10Mkm
NMT 6000 part./container > 10um

He Sonee 600 uacThw/koHTeiiHep > 25MKM
NMT 600 part./container > 25um

< 1 ppm (uacTeii Ha MaH.)

He 6onee 0.5 % kaxnoro
NMT 0.5 % each

He Gonee 1.0 % B cymme, no oTHOWEHMIO K
n3ocopOHaa AMHUTPATY
NMT 1.0 % in sum, related to ISDN

(0.95 - 1.05 mr/ma // mg/ml)
95% - 105 %

9 uacruu/koureiinep
part./container

0 wactuu/kouTeiinep
part./container

<1 ppm

He oBHapyXeHbl
not detectable

He onpefensrTcs
not determinable

99 %
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Haspanue nponykra : U3OKET 0.1%

Product name ISOKET 0.1%

Cepus Ne 1 5743302

Batch no.

ponykT Ne : 1008594

Article no.

Cneundurauus : P72.SPZ.03F/00 dated 29.07.2004

Specification

Xapaxkrepuerukn Kavectsa Tpedosanus no Kauecrsy PesyabTar
Quality Characteristics Quality Requirements Actual

Mukpobuosornyeckan YneroTa
Microbiological Purity

CTepibHOCT Crepinibho COOTBETCTBYC
Sterility sterile complies
bBaktepuansbHblie IH10TOKCHHBI <5.0 En.3/mn < 1.0 En.D/mn
Bacterial Endotoxins LU./ml [.U./ml

H30KET 0.1% ykasannoii cepuu COOTBETCTBYET creunpuraun.
ISOKET 0.1% of the above mentioned batch meets the specification.

Diicuka Papmacsrotuxani ['mo6X
Aesica Pharmaceuticals GmbH

Dr. Rebeca Monells Pagés " 0%; i il jg Ql%l@u\

/TIOJTHOMOYEHHOE U0 HcnoannTens KOHTPOIIS COOTBETCTBHSA TOKYMEHTALIHH
b y

Qualified Person Quality Assurance Facilitator

Monheim, 7 SEP 'Zi]'IB




