AEKNAPALIMS O COOTBETCTBUU

AEKNAPAHT, NMPUHUMAROLLMIA AEKINAPALMIO O COOTBETCTBUMU:

000 "ANBOreH PAPMA" MexpaioHHas VIHCNEKUMA DeepansHol Hanorosoi cnyxGel N246 no r.Mockee | OlPH:
1147748135550 ot 22.12.2014, agpec: 127055, Poccus, r. Mocksa, yn Hosocno6ogckas, A 31, cTp 4, nomewweHue VI,
Ten: +7(499) 940-0177, takc: +7(499) 940-0155

B nuue: TeHepankHoro A1pekTopa Buxorpanosa A.B.

Hosepetroe nuyo: Mynos A. H.

HosepeHHocTs Ne 20/121 ot 30.12.2017

3AABNSET, 4YTO NIEKAPCTBEHHOE CPEACTBO:;

MaokeT®, KOHUEHTpaT gng NPUroTOBMEHUs p-pa ans WHDY3UiA 1 Mr/mn 10 M7, amnynel (10), nauku KapTCHHLIe, per. yg.
Ne MM N012496/01 or 16.09.2011 (nara samens PY 12.05.2017), BbinaHo Jlabopmen-dapma C.A., PyMbiHus, cepus

5745001, rogen go: 31.07.2023, napus: 5730 ynakosok. [iucTpubbiotopekoe Cornawenue Ne 013-DIS-2018 ot 27.07.
2018 ., uHBOliC Ne0091100253 or 11.12.2018r.

BblNycKkaeMoe U3rotoBuTenem: Koa OKMA2:
EBEP dapma Mewna "mBX, Fepmanus/, itcuka dapmacsioTukans [ MGX, cTpana: I epMaHus 21.20.10.142

Kon THB3L;
COOTBETCTBYET TPEBOBAHUSIM: 3004800002

r N012496/0‘I-160911, u3M. Ne 1-4

AEKNAPALIUA MPUHATA HA OCHOBAHUU

MpoTtokon MCNbITakn Ne 11402 ot 21,1 2.2018, 000 "UerTp koHTpons kadectea Buonaid", atrectar
akkpeauTaumn: RA.RU.21UKO1 oT 22

Mynoe A. H.

(Pamunus, HHUUKaneI)

3A0 "TexkavyecTao”, 108044, r.Mockea, yn. inHamosckas, A. 1A, och. 400, Ten.: +7 (495) 676-5254, thakc: +7 (495)
676-5417, www.tehkachestvo.ru, tehkachestvo@gmail.com, OrpH: 1057746285189, Atrecrar per. Ne POCC
RU.0001.110B14 Bbinan ®egepantHoi cnyx6oi no akkpegurayuu - .

Harta pPerucrpauywuu: 24.12.2018

C RU A-DE.®B14.43043)1 8

; s %gﬁb&;éBa H.H.
(nognuce) a0 AMUIAS, UHMUHAREI)
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CEPTUOUKAT KAYECTBA

0 JIETATLHOM NOCTYNE KayecTBEHHBIX
(papMaLEeBTHYECKHUX NPONYKTOB Ha MEXAYHApPOIHbIH
PBIHOK

HaspaHwe u nexapcTReHHas

thopma : Msoxer 0.1 %

Cepusa Ne : 5745001

MponyxT Ne 1 1008594

lonex 1o :07/2023

Yenosus xpaenus : Ipu TEMIEPaType He BhllUe
25°C,

Ha3ssanue U KonHYeCTBO KaXI0ro aKTMBHOIO
BellecTna:

oaHa amryna copepxut 10.0 MT M3ocopbuna
JnHKTpaTa B 10 Mn pacTsopa,

Hactosmim yrocToBepseTes: 4To naHHbIH TIPOAYKT
TPOM3IBOLHTCA B COOTBETCTEMM C PEKOMEHIALMAMH
BO3a "Xopowue npasuna npoussoncTsa u KOHTpPOJIS
KayecTsa ekapcTs” (GMP) u B cooTBeTeTRHM ©
HALHOHANBHBIM 3aKOHONaTeNsCTBOM DenepaTiBHol
Pecriy6nyiky Fepmarum.

¥YnakoBKa u chipbe, Hapsagy ¢ NPOU3BONCTBEHHBIM
TIPOLIECCOM, aHTPO ¥ KOHEYHBIM [IPOAYKTOM SIBISIOTCH
NPEAMETaMM KOHTPOIA Ka4yeCTBa, ONpefeieHHbIM Kak
HaUHOHAIBHOMN, TaK ¥ MEXIYHAPOOHEIMH
Dapmakoneamy, MM® i MITK CTaHAAPTAMH U
MPOH3BOACTBEHHBIM Npoucccom Difckka
®apmaceioTHkans TMeX COOTBETCTBYET crneukdMKalHu
B HopMmarusroii Jokymenrauun CTPaHsl — HMNOPTEpPa.

Tpebyemoe cooTBeTCTBUE dapmaleBTHYECKMX,
BU3IMUECKUX ¥ MUKPOGHONOTHY e CKUX XapaxKTepPHUCTHK
OTIPEAEIAETCA 18 KaKOOM cepuu Bes oroBopok.
CooTreTteTaytoluas HOKYMEHTALMA XPaHUTCA B OCHE B
Te4eHUe 6 JIET B COCTABE OCHOBHOM DOKYMEHTALMK Ha
NPOU3BONCTBEHHYIO CEPUIO.

Hacrostiimm Mur Tacke YIOCTOBEPSAM, YTO yKa3aHHbBIN
BBILLE NIPOAYKT COOTBETCTBYET YCTaHOBICHHbIM
CreLUMGHUKAUNUAM, Ha OCHOBAHKH Yero BbIIaeTCs
Pa3pelieHME Ha ero BBITYCK C NPOoM3BOICTEa
OTBETCTBEHHLIM KBATH(DHULMPOBAHHbIM IKCTIEPTOM,
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DHcuka PapmacsroTikans MEX
Aesica Pharmaceuticals GmbH

?Cﬂocfe,%ﬁ

Dr. Rebeca Monells Pagés

YNONHOMOYEHHOE NHLO
Qualified Person

Monheim, 20. F[]‘.‘_ 2018

CERTIFICATE OF QUALITY

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

Name and dosage form

of product 1 ISOKETO0.1 %
Batch no. 1 5745001
Article no. : 1008594
Expiry date :07/2023

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.

[t 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. 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
imperting 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‘re!ea‘scd‘ac;‘_a]"dingly by the responsible qualified

expert. T\

'Reffg;rks: n/a E

N Budsbie

HcnonsuTens KOHTpONS COOTEETCTRHS HOKYMeHTALMH
Quality Assurance Facilitator
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CEPTHOUKAT AHAJTU3A
CERTIFICATE OF ANALYSIS

: M30KET 0.1%
ISOKET 0.1%

Hassanue npoayxra
Product name

Cepusa Ne : 5745001

Batch no.

[ponyxt Ne 1008594

Article no.

Creundukauns : P72,SPZ.03F/00 dated 29.07.2004
Specification

Hara npouseoncraa 1 08/2018

Date of manufacture

Xapakrepuernxn Kayecrsa TpeSosanus no Kavecrsy PesyavTar
Quality Characteristics Quality Requirements Actual
CeoiicTpa
Properties
Brewnwit pun
Busyansnbiit koHTpons
Appearance
Visual examination
Conepwcumo INpo3paunas, GecuseTHas wkuIKOCTS COOTBETCTBYE
Content clear, colourless liquid complies
OcHoBHO# ynakosouubifi Mm:epua.n Becusernsie 10 mn-OlMM-ammyns: ¢ onsum
Primary packaging material KPACHLIM KONOBBIM KOALLOM COOTBETCTBYE

colourless 10 ml OPC-ampoule w:th

one red code ring ; o complies
3anax Bes sanaxa
Odour cdourless
[Tpo3spaunocTs TNpo3paunas syakocTs, no{mﬁao Bo.ue
Clarity clear liquid, like water : T-_, Y tomphes
Uger BecuseThas swunxocTs, nonofro sone COOTBETCTBY:
Colour colourless liquid, like water

complies



A

Haspanue nponykra
Product name

Cepua No
Batch no.
Mpomyxr Ne
Article no.

Crneundnkanus
Specification

Consort Medical

Aesica Development & Monufacture API & Finished Dose

: M3OKET 0.1%

ISOKET 0.1%

1 5745001

: 1008594

: P72.SPZ.03F/00 dated 29.07.2004

Xapaxrepucrnky Kavecrsa TpeGosanus no Kavecrsy Pesynwrar
Quality Characteristics Quality Requirements Actual
H3snexaemblii o6uem 10.0-11.0 Ma/ ml 10.5 Ma / ml

Extractable volume

OcMOnanLHOCTL
Osmolality

NoannuuocTs
Identity

W3ocopbuaa anunTpar
Isosorbide dinitrate

Teer BOXKX
HPLC test

Hatpus xnopun
Sodium chloride

Oxpatusanue niamenu
Flame coloration

Peakuus ¢ nutparom cepeGpa
Reaction with silver nitrate

Yuerora
Purity

3HaueHue pH
pH - value

276 - 306 mOcMon/kr
mOsmol/kg

COOTBETCTBHE XPOMATOrPaMME CPaBHEHNMS
to comply with reference chromatogram

HHTEHCHBHOS JXENTOE OKpALIMBAHME
deep and persistent yellow

Benblii NpeuMnHTAT, PACTBOPHMBIH B
PacTBOpe aMmMHuaKa

white precipitate, soluble in ammonia

50-7.0

291 mOcmon/xr
mOsmol/kg

COOTBETCTBYE
complies

COOTBETCTBYe
complies

COOTBETCTBYE
complies
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Hassauue nponyxra
Product name

Cepus Ne
Batch no.

[Mpoayxt Ne
Article no.

Cneunduxauus
Specification

Consort Medical

Aesica Development & Menulcclure API & Finished Dose

U30KET 0.1%
ISOKET 0.1%

: 5745001

: 1008594

: P72.SPZ.03F/00 dated 29.07.2004

Xapakrepucrngn Kayecrsa TpeGosanns no Kayecrey Pesynprar

Quality Characteristics Quality Requirements Actual

Koauuecrso wactuy

Particulate matter He Gonee 6000 HaCTUL/KOHTelHep > | 0MKkm 11 YaCTHI/KOHTeHep
Crerosas 6nokuposka NMT 6000 part./container > 10um part./container
Light blockage

He Gontee 600 wactuwy/xonteiinep > 25mim 0 yacTnu,/koureiinep
NMT 600 part./container > 25um part./container

Hurpur

Nitrite
Microquant HUTpHT-TecT £ 1 ppm (vacteit Ha Man.) <1ppm
ONpeleneHus HUTpUTa
Microquant nitrite test

Mocroponune Hutpats!

Foreign nitrates
2-H30COPEHI MOHOHHTpAT 1 He Bonee 0.5 % xaxnoro He 0BHapyxeHb!
5-H30C0pGHA MOHOHHTpAT NMT 0.5 % each not detectable
2-ISM and 5-ISM He Bonee 1.0 % B cymme, no otHoweHmo &
onpenenexue Metonom TCX H30COPOHAA AHHHTpATY HE onpepensTen
TLC determination NMT 1.0 % in sum, related to ISDN not determinable

Konnvecreenuwiii ananus
AOAHYUCCTBECHHBI aHAHI

Assay

Hsocopbuna auumrpar
Isosorbide dinitrate

Onpeaencune Metozom BINCK

HPLC determination

(0.95 - 1.05 mr/mn // mg/ml)
95% - 105 %
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A Aesica Develapmenl & Manulociure API & Finished Dose

Haseauue nponyxra : UBOKET 0.1%

Product name ISOKET 0.1%

Cepua Ne 1 5745001

Batch no.

MpomykT Ne . 1008594

Article no.

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

Specification

Xapaxrepuernrn Kavecrsa Tpebosauns no Kavecrny Pesyawtar
Quality Characteristics Quality Requirements Actual

Mukpobuonoruyeckas YHCTOTA
Microbiolegical Purity

CrepunerocTs Crepunsyo CCOTBETCTRYE
Sterility sterile complies
baxTepnansusie 3HIOTORCHED! <5.0 En.3/Mn <1.0En3/mn
Bacterial Endotoxins 1.U./ml LU./ml

H3O0KET 0.1% yxazaunoi CEPUH COOTBETCTBYET CreLH(HKaLIHM,
ISOKET 0.1% of the above mentioned batch meets the specification.

Dficuxa QapmacbioTikans TmEX
Aesica Pharmaceuticals GmbH

PR UU |

Dr. Rebeca Monells Pagés

YMONHOMOYEHHOE L0 Hcenonsurens koxrpons ccofraﬁﬁ;éfm ﬁdxy»{g.ﬁ"i@q’mn
Qualified Person Quality Assurance Facilitator
Monheim, /

20, Kov. 2018



