AEKIAPALIUA O COOTBETCTBUU

AEKITAPAHT, MPMHUMAIOLLWUIA OEKNAPALIMIO O COOTBETCTBUU:

COO "ANBOrEH SAPMA", MexpaiioHHas VHCNeKkUnA PefepansHoi Hanorossii cnyxGer Neds no r.Mockee , OFPH:
1147748135590 oT 22.12.2014, anpec: 127055, Poceus, r. Mocksa, yn HosocrioBoackas, 4 31, cTp 4, nomeweHue Vi,
Ten: +7(499) 840-0177, chaxe: +7(499) 840-0155

B nuue: MeHepanebHoro AupexTopa BuHorpagosa A.B.

HoeepeHHoe nuuo: Mynos A. H.

AoseperHocTb Ne 75 ot 27.12.2018

3AABNAET, YTO NEKAPCTBEHHOE CPEACTBO:

Y30keT®, KoHUEHTpaT aAng NPUrOTOBNEHWA p-pa ANS WHdy3ni 1 Mr/mn 10 M, amnynel (10), Nayku KapToHHbIE, per. ya.
Ne [T NO12496/01 ot 16.09.2014 (Bata sameHbl PY 12.05.2017), Bbigaro NaBiopmen-dapma C.A., PYMBIRUR, cepus
5774801, roner Ao: 31.05.2024, naptua: 8409 ynaxosok. Avcrpubsiotepckoe cornatuenme Ne 013-DiS-2018 or
27.07.2018 r., uxBoitc Ne 0091100813 or 14.11.2019 r.

BbilyCKaemMoe U3roToBuTeneM: Kog OKTIZ2:

EBEP ®apwma WeHa Musx, Fepmanns, EVER Pharma Jena GmbH, Germany Otto-Schott-Str. 21.20.10.142
18, 07745 Jena, Germany/Siicuka DapmackioTikana 'MGX Aesica Pharmaceuticals GmbH.,
Alfred-Nobel-Strasse 10, 40789 Monheim, Germany, crpana; lepmanus

Kog THB3A:
COOTBETCTBYET TPEBOBAHUAM: 3004800002

I NO12496/01-160811, uam. Ne 1-4

AEKNAPALIUSA NMPUHATA HA OCHOBAHUU

Tpotokon uenbmanui Ne 142141 o7 25.11.2019, 000 "LieHTp KoHTpons kavecTsa Buonalich”, atTecrar
akkpeAuTauuu: RA.RU.21LIKO1 ot 22.07.2015. Cepruchukar coorsercraus Ne POCC DE.©B14.C98020 or 25.11.2018
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CEPTUD KA

0 JIEranbHOM JOCTYIE Ka4eCTBEHHBIX
papMaLleBTHYECKHX NIPOIYKTOB Ha MEXIYHAPOMHbIH

PBIHOK
Ha3sauue u JleKapcTBeHHas

dopma : Maoker 0.1 %
Cepus Ne 1 5774801
TMpomyxt Ne : 1008594
ToaeH no 1 05/2024

Vcnosus XpaneHHus : [1pu TeMneparype He Bbllie
25°C.

HasBanHe M KOJIMYECTBO KaX/I0T0 aKTHBHOIO
BeLLEeCTBa:

onHa amnyna conepxut 10.0 mMr usocopbuna
nvHuTpata B 10 Ma pactsopa.

HacrosumM yaoCTOBEpAETCS: YTO AaHHBIA NPOAYKT
MPOH3BOIUTCS B COOTBETCTBHU C PEKOMEHIALMAMU
BO3a "Xopouixe npapuaa NpoH3BOLCTBA ¥ KOHTPOA
kayectsa JekapcTs”' (GMP) H B COOTBETCTBHH €
HAaLMOHANBHBIM 3aKOHOMaTebcTBOM PeiepaTHBHOIM
Pecny6nuku lepMaHuy.

YrnakoBKa W Chipbe, Hapsaly C TPOU3BOACTBEHHBIM
MPOLECCOM, aHTPO ¥ KOHEUHBIM NMPOAYKTOM ABAAKTCA
NpeAMETaMU KOHTPOS Ka4yecTsa, ONpeieleHHbIM KaK
HalMOHANBHOM, TaK U MEXIYHAPOAHBIMH
Mapmakonesmu, MM® u MITK craunapramu u
MpPOU3BOACTBEHHBIM MPOLIECCOM DHCHKa
MapmacsioTikans M'MOX n cOOTBETCTBYET CrieUHpHKaLHH
8 HopmatueHOH JlOKYMEHTaUHH CTPaHBI — HMNIOPTEPA.

TpebyeMoe cooTReTcTBHE (hapMalIEBTHYECKHX,
dHHINYECKUX M MUKPOOHONOTHIECKHX XaPaKTEPUCTHK
onpefensieTcs s KaxJoit cepud 6e3 OroBopok.
CoOoTBeTCTBYIONIAas IOKYMEHTALHS XpaHUTCA B 10Che B
TeyeHue 6 JIET B COCTaBe OCHOBHOM JOKYMEHTALIKK Ha
MTPOH3BOACTBEHHYIO CEPHIO.

HacToaLuuM MBI TakKe YIOCTOBEPSM, YTO YKa3aHHbIH
BbILLE NIPOIYKT COOTBETCTBYET YCTAHOBIEHHBIM
creuHdHUKaUMsIM, Ha OCHOBAHUH Yero BEILAETCH
paspelleHHe Ha ero BhIMYCK ¢ NIPOH3BOACTBA
OTBCTCTBEHH%EE@JQE{HHHPOE&HHHM 3KCIEPTOM.
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Dr. Michael Schwoppe
YNONHOMOUYEHHOE JIHLO
Qualified Person

Monheim, (7 MDY, 2019

RTIFICATE OF QUALITY

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

Name and dosage form

of product :ISOKET 0.1 %
Batch no. : 5774801
Article no. : 1008594
Expiry date 1 05/2024

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 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

W

HcnonHurens rébii'rpom COOTBETCTBHA JOKYMEHTAUNH
Quality Assurance Facilitator
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CEPTHO®HKAT AHAJIU3A
CERTIFICATE OF ANALYSIS
HassaHue NpoayKTa : U30KET 0.1%
Product name ISOKET 0.1%
Cepua Ne : 5774801
Batch no.
TMpoaykr Ne : 1008594
Article no.
Cneundkauus . P72.SPZ.03F/00 dated 29.07.2004
Specification
JlaTta npoM3BOACTBA 1 06/2019
Date of manufacture
Xapakrepuernku Kavecrsa TpeGosauus no Kauectsy PesyabTaT
Quality Characteristics Quality Requirements Actual
Coiicrsa
Properties
BHewHUi BUA
BuayanbHbiit KOHTPOJIB
Appearance
Visual examination
ConepxumMo TNpo3pauHas, GecuseTHas XHIKOCT COOTBETCTBYE
Content clear, colourless liquid complies
OCHOBHOM YTaKoBOUHBIA MaTepuan BecuserHbie 10 Ma-OlllMT-amMmynbl ¢ ONHAM
Primary packaging material KPACHBIM KOZIOBBIM KOJIBLOM COOTBETCTBYE

colourless 10 ml OPC-ampoule with

one red code ring complies
Bes zanaxa COOTBETCTBYE
odourless complies
.\ TIpospatHocTs TIpo3paunas XMIKOCTb, MOI0OHO BOLE COOTBETCTBYE
“Clarity clear liquid, like water complies
Liser BecuBeTHas KHIKOCTb, OOOHO BOAE COOTBETCTBYE

Colour colourless liquid, like water complies
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)/L Consort Medical

Haseanue npoaykra
Product name

: U30KET 0.1%

ISOKET 0.1%

Cepus Ne : 5774801

Batch no.

[MponykTt Ne : 1008594

Article no.

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

Specification

XapaxktepuctTukn KauecrBa TpeGopaunna no KauecTy PesyapTaT
Quality Characteristics Quality Requirements Actual
H3snexaembiii o0bemM 10.0 - 11.0 Mma/ ml 10.5 mn/ ml
Extractable volume
OCMONANBHOCTh 276 - 306 mOcMon/kr 292 MOcmon/kr
Osmolality mQsmol/kg mOsmol/kg
[MoanuHHOCTD
Identity
H3ocopbuaa nuHHTpAT
Isosorbide dinitrate
Tect BOXX COOTBETCTBHE XpOMATOIpaMMe CpaBHEHHA COOTBETCTBYE
HPLC test to comply with reference chromatogram complies
Harpus xnopun
Sodium chloride
OKpau.l!leaHHe naMeHn HHTEHCHBHOE KE/ITOS OKpallHBaHHE COOTBETCTBYE
Flame coloration deep and persistent yellow complies
Peakuusa ¢ HutpatoM cepebpa Ge:blif PeLHITHTAT, PACTBOPHMBIH B
Reaction with silver nitrate pacTBope aMMHaka COOTBETCTBYE
white precipitate, soluble in ammonia complies
50-7.0 5.1
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I—laanaHue npogxylc‘ra
Product name

Cepus Ne
Batch no.

[Iponykt Ne
Article no.

Creuudurauna
Specification

XapakrepucTuku Kavectsa
Quality Characteristics

: U30KET 0.1%

ISOKET 0.1%

: 5774801

1 1008594

. P72.SPZ.03F/00 dated 29.07.2004

TpeGosanuns no Kavecrsy
Quality Requirements

Pesyabrar
Actual

Konuuectso yacTHl
Particulate matter

Ceeropad 61okHpoBKa
Light blockage

Hutpur
Nitrite
Microquant HUTpHUT-TECT

OMnpeaeneHHA HUTPHTA
Microquant nitrite test

IMocTopoxHie HUTPATHI
Foreign nitrates

2-130copOUA MOHOHUTPAT K
5-n3ocopbum MOHOHMTpAT

2-1SM and 5-1SM

onpezaenenne Metogom TCX
TLC determination

KonnuecTreHu bl aHaIu3
Assay

Kéopﬁma nnnmpar
;Orblde dinitrate ™

IHPug_;‘ deté@mutim

npeneneHHe MeTozthkj BB}I{X

He 6onee 6000 yactuiy/konTelinep > 10MkM
NMT 6000 part./container > 10pm

He Gonee 600 uyacTH/koHTEHHED > 25MKM
NMT 600 part./container > 25um

< 1 ppm (vacTeii Ha MIH.)

He 6onee 0.5 % kaxmgoro
NMT 0.5 % each

He 6onee 1.0 % B cyMMe, N0 OTHOLIEHHIO K
u3ocopbuna AMHHTPATY
NMT 1.0 % in sum, related to ISDN

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

21 yacTnu/KoHTelHEP
part./container

1 wacruu/xonreiinep
part./container

<1ppm

He 0BHapyXeHbl
not detectable

He onpefensawTcs
naot determinable

99 %
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HaseaHue nponykra : U30KET 0.1%

Product name ISOKET 0.1%

Cepus Ne 1 5774801

Batch no.

Mpomyxt Ne 1008594

Article no.

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

Specification

Xapakrepueruin Kaseersa Tpebosanus no Kayecrny Pesyabrar
Quality Characteristics Quality Requirements Actual

Mukpotuonoruueckas YHCTOTa
Microbiological Purity

CrepuisHocTs Crepuasho COOTBETCTBYe
Sterility sterile complies
BaxTepuanbHble SHAOTOKCHHDI <50 Ea.3/mn < 1.0 En.3/mn
Bacterial Endotoxins L.U./ml L.U./ml

HM30KET 0.1% ykaszanHoii CEpHH COOTBETCTBYET CreLIM(UKALMY,
ISOKET 0.1% of the above mentioned batch meets the specification.

Jiicuka dapmacsioTukans M'm6X
Aesica Pharmaceuticals GmbH
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Dr. Michael Schwéppe V
YNONHOMOYEHHOE J1HLIO McrnofiHuTent KOHTPONS cOOTRETCTBMA AOKYMEHTAILMH
QualifisdPersons /-, = Quality Assurance Facilitator
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