OEKIAPALUA O COOTBETCTBUU

LEKNAPAHT, MPUHUMAIOLLUA OEKNAPALIMIO O COOTBETCTBUM:

000 "ANNBOTEH ©®APMA" , MexparorHas uHcnekuua PeaepansHoii Hanorosoi cryxbbl Ne46 no r.Mockse
OrPH: 1147748135590 ot 22.12.2014r.,, agpec: 127055, r. Mocksa,yn. Hosocnobopackas, 4.31, cTp.4, nomeuleHue
VI. TenedoHr: (499) 940-01-77. dakc: (499) 940-01-55.

B nuue: MNeHepansHoro aupexkTopa BuHorpagosa A.B.

JoeepexHoe nuuo: Mynos AH

[oeepeHHocTs Ne: 20/1217 ot 30.12.2017 r.

SAABNAET, 4YTO NEKAPCTBEHHOE CPE[CTBO:

N3okeT®, KoHUEHTPaT ANA NPUroToBNEeHWA p-pa ana Hdyaun 1 mr/mn 10 mn, amnynel (10), na4kn kapToHHbIE,
per. ya. Ne I NO12496/01 ot 16.09.2011 (garta 3ameHb! per. ya. 12.05.2017), seigaHo Jlabopmen-®apma C.A.,
PymbiHuA, cepusa 5743401, rogeH no: 30.04.2023, naptus: 8784 ynakosok. KoHTpakr Ne013-DIS-2018 oT
27.07.2018 r., uusovicNe 0091100213 ot 26.09.2018 1.

Kog OKMAaz:
BbiNyCKkaemoe U3roTtoButenem: 21.20.10.142
EBEP dapma Wena M'm6X, Mepmanus/Sitcuka Papmacsiotvkans Mm6X, cTpaxa:
lepmarnsg
COOTBETCTBYET TPEBOBAHUAM: Kon THBSM,
M N012496/01-160911, nam. Ne 1-4 3004900002

AEKNAPALUA NPUHATA HA OCHOBAHUU

MpoTokon ucneirauuia Ne 795871 ot 08.10.2018, OO0 "LleHTp KoHTponsA kavecTeBa buonaid", atrecrar
akkpegutauuu: RA.RU.21UKO01 o1 22.07.2015 r., CepTucukar cooteetcTeus: POCC DE.®B14.C65326 ot
08.10.2018

DATA NMPUHATUA OEKNAPALUWUMU: 09.10.2018
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K NS0 _* CeBeneHusa o perucrTtpauuu gekKnapaumm 0 COOTBeTCTBUH

3A0 "Texkavecteo", 109044, r.Mockea, yn.[JuHamoBckas, 4.1A, ot.400, Ten.:(495)676-52-54, dakc: (495)676-54-
17, www.tehkachestvo.ru, tehkachestvo@gmail.com, OIPH: 1057746285189 Atrecrar per. NePOCC
RU.0001.11$B14, denepancHoit cnyx0oit No akkpeanTaumm,

[ara perucrpauuu: 09.10.2018

POCC RU -DE.®B14.A.03412/18

Bopobbesa H.H.

( pacwucbposka noanucu)




AESICA

}AL kX Caranat Medicst
CEPTUOUKAT KAYECTBA

0 JIEraJIbHOM J0OCTYTIE KaueCTBEHHBIX
dapMaLeBTHYECKHX MPOAYKTOB Ha MEXIYHAPOAHbI
PLIHOK

Hassanue u nekapcrBeHHasn

dhopma : M3oker 0.1 %
Cepus Ne : 5743401
[MponykT Ne : 1008594
[lonen g0 1 04/2023

VYenoeus xpaHenus : [Ipu TemnepaType He Bbille
25

Ha3panue 1 KoJAW4eCTBO KaxkK10ro aKTHBHOTO
BelLEeCTBA!

oaHa aMryia cogepskut 10.0 Mr uzocopbuaa
auHuTpata B 10 M1 pacTBopa.

HacTtosumm yaocToBepsieTes: YTo NaHHbIHA MPOAYKT
MPON3BOANTCSH B COOTBETCTBHH C PEKOMEHIALIUSIMH
BO3a "Xopotune npasuia NpoU3BOACTBA U KOHTPOJS
KauecTsa JekapcTe' (GMP) n B cooTBeTCTBHU C
HallMOHAJIBHBIM 3aKOHOAaTebLCTBOM (PegepaTHBHOIN
Pecny®nuku lepMaHuu.

Ynakonka M chipbe, HapsiLy ¢ NMPOH3BOACTBEHHBIM
NMpOLECCOM, aHIPO M KOHEYHBIM ITPOAYKTOM SIBASIOTCA
NpeaMeTaMM KOHTPOJIM KauecTBa, onpeleleHHbIM Kak
HaLlMOHAIBHOM, TaK U MEXIYHapOIHBIMU
®apmakonesmu, MM® 11 MIK crannapramu u
MPOM3BOACTBEHHbIM POLIECCOM DiiCHKa
dapmacsiotHkans ['MOX u cooTretcTByeT crieundHkalum
8 HopMaTusHoil JlokyMeHTaUHH CTpaHel — HMNOPTEpA.

Tpebyemoe cooTBeTcTBHE (DapMaLIEBTHUECKHX,
husnyecknux U MUKPOBGHOIOTHYECKHX XapaKTepHCTHK
ornpenessieTcs A8 Kaxaoi cepuu 6e3 oroBOpok.
CooTBeTCTBYIOUIAA JOKYMEHTALIMSA XPAHHTCA B 10ChE B
TeyeHHe 6 JNIET B COCTaBE OCHOBHOI JOKYMEHTALIMH Ha
MPOU3BOACTBEHHYIO CEPHIO.

HacToswuM Mbl TaKKe YI0CTOBEPAM, YTO YKa3aHHBIH
BbILIE MPOAYKT COOTBETCTBYET YCTAHOBISHHBIM
crietnUKaLMsaM, Ha OCHOBAHWH YETo BbiIaeTes
paspellleHHe Ha ero BbIMYCK ¢ NTPOH3BOACTBA
OTBETCTBEHHBIM KBATHPHUMPOBAHHLIM 3KCTEPTOM.

Diicuka PapmackroTrans ['M6X
Aesica Pharmaceuticals GmbH

bl

Pn’mﬁ% REs M%ﬂ&”s Pageés
Qualified Person

Monheim, 1[] SEP zmﬂ

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. 1 5743401
Article no. : 1008594
Expiry date :04/2023

Storage conditions : Do not store above 25°C.

Name and amount of each active ingredients:

One ampoule contains 10.0 mg Isosorbide 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 pharmacopocias, F. 1. 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

Hcnonnyrens KOHTPOIA COOTBETCTBHS AOKYMEHTALHHN
Quality Assurance Facilitator



Cosaney Medics

S\ AESICA

CEPTHOUKAT AHAJIU3A

CERTIFICATE OF ANALYSIS
Hazsaune nponykra : M30KET 0.1%
Product name ISOKET 0.1%
Cepusa No 1 5743401
Batch no.
[Mpoaykt Ne : 1008594
Article no.
Cneundukaums : P72.SPZ.03F/00 dated 29.07.2004
Specification
HaTa npoun3soxcTsa : 05/2018

Date of manufacture

Xapakrtepnerukn Kadecrsa Tpedoranns no Kauecrsy PesyabTaT
Quality Characteristics Quality Requirements Actual
CeroiicTBa
Properties
BHewHuit Bun
Bu3yanbHelil KoHTpob
Appearance
Visual examination
Conepiumo IMpo3paynas, GecuBeTHas KHUAKOCTh COOTBETCTBYE
Content clear, colourless liquid complies
OcHoroit ynakoBouHslii MaTepHan Becusernbie 10 Ma-OTlTlT-amnynst ¢ oaHum
Primary packaging material KpacHLIM KOJOBbIM KOJIbLOM COOTBETCTBYE

colourless 10 ml OPC-ampoule with

one red code ring complies
3anax bes 3anaxa COOTBETCTBYE
Odour odourless complies
ITpo3pauHocTs Ilpo3paunas KHAKOCTh, [1010GHO BOE COOTBETCTBYeE
Clarity clear liquid, like water complies
Liser becuseTHas #KHIKOCTB, NOAOOHO BOIE COOTBETCTRYE
Colour colourless liquid, like water

complies



S\ AESICA

vt Medic al

Hassanue npoaykra
Product name

Cepus Ne
Batch no.
MpoaykT Ne
Article no.

Cneundukauma
Specification

: U30KET 0.1%

ISOKET 0.1%

: 5743401

1008594

: P72.SPZ.03F/00 dated 29.07.2004

XapakTtepuerikn Kavecrsa TpeGosanns no Kauyecrsy PesyabTaT
Quality Characteristics Quality Requirements Actual
Haenekaemelii 00bem 10.0-11.0 ma/ ml 10.5 ma/ ml

Extractable volume

OCcMONANLHOCTD

Osmolality

Mo IHHHOCTL
Identity

M3ocopOuaa auHuTpar
[sosorbide dinitrate

Tect BOXKX
HPLC test

Hatpust xnopua
Sodium chloride

OkpaluHBaHie NiaMeHn
Flame coloration

Peakuus ¢ HUTpaTOM cepebpa
Reaction with silver nitrate

YucroTa

Purity

3navenue pH
pH - value

276 - 306 MmOcmon/kr

mOsmol/kg

COOTBETCTBHE XPOMATOIPAMME CPaBHEHHA
to comply with reference chromatogram

HHTEHCHBHOE KelToe OKpaluHBaHHe
deep and persistent yellow

Oenblii npeunnyuTaT, PacTBOPUMBLIIi B
pacTBOpe aMMHaKa
white precipitate, soluble in ammonia

50-7.0

289 mOcmon/kr
mOsmol/kg

COOTBETCTBYE
complies

COOTBETCTBYE
complies

COOTBETCTBYE
complies
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Cantant Madias!

Haspanue nponykra
Product name

Cepus Ne
Batch no.
[TpoayxT Ne
Article no.

Creunukauus
Specification

Xapakrepuerukn Kavecrsa
Quality Characteristics

: U30KET 0.1%

ISOKET 0.1%

1 5743401

1 1008594

. P72.SPZ.03F/00 dated 29.07.2004

Tpedosauus no Kauecty
Quality Requirements

PesyabTar
Actual

KonuyectBo yactHu
Particulate matter

CsetoBas Gn0KHpOBKa
Light blockage

Hurpur

Nitrite
Microquant HHTPHT-TECT
onpeneneHHa HUTPHUTA
Microquant nitrite test

[TocTOpOHHIE HHTPATHI
Foreign nitrates

2-n30copOua MOHOHHTPAT H
5-u3ocopOua MOHOHHTpPAT

2-ISM and 5-ISM

onpenenenue Metonom TCX
TLC determination

KosyecTBeHHLIN aHaN3

Assay

H3ocopOuaa aHHHTPaAT
Isosorbide dinitrate

Onpenenexne Metogom BOXKX

HPLC determination

He Bonee 6000 yacTHi/konTeiiHep = 10MKM
NMT 6000 part./container > 10um

He Gonee 600 yacTHL/ KoHTEfHEp > 25MKM
NMT 600 part./container > 25pm

< | ppm (4acTeil Ha MITH.)

He Gonee 0.5 % kaxaoro
NMT 0.5 % each

He Gonee 1.0 % B cymme, N0 OTHOWEHHIO K
3ocopOHaa AHHUTPATY
NMT 1.0 % in sum, related to ISDN

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

10 yacThu/KoHTElHEp
part./container

0 wactuu/KkonTeiinep
part./container

<1 ppm

He oBHapyxeHbl
not detectable

HEe onpefenarTch
not determinable

99 %



J\ AESICA

Ha3panue npoayxra : U30KET 0.1%

Product name ISOKET 0.1%

Cepus No : 5743401

Batch no.

[pozykT Ne : 1008594

Article no.

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

Specification

Xaparrepucriukn Kauectpa Tpedosauns no KavyecrBy Pesyawrart
Quality Characteristics Quality Requirements Actual

MukpotHoJornyeckas 4yucrora
Microbiological Purity

CrepniibHOCTE CrepunsHo COOTBETCTRYE
Sterility sterile complies
BakTepualibHble JHAOTOKCHHbI <50 Ex.D/mn < 1.0 En.3/mn
Bacterial Endotoxins LU./ml L.U./ml

M30KET 0.1% yka3aHHOi1 cepHH COOTBETCTBYET ClEH(DHKALILH.
ISOKET 0.1% of the above mentioned batch meets the specification.

Ditcnka PapmaceioTHkans M'MeX
Aesica Pharmaceuticals GmbH

?@ba—e&

Dr. Rebeca Monells Pagés N
YNOJHOMOYEHHOE JTHLO HMenonuntesis KOHTPO/ISA COOTBETCTBHA AOKYMEHTALMH
Qualified Person Quality Assurance Facilitator
Monheim,
10. SEP. 2018



