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NEKNAPALIMS O COOTBETCTBIM

AEKMAPAHT, MPUHUMAOLLUA OEKMTAPALIUIO O COOTBETCTBUMU:

OO0 "ANBOTEH ©®APMA" , MexpaichHas uHenesuma Senepanshoi Hanorceod cnyxBel Ne48 no r.Mockes
OPH: 1147748135590 ot 22.12 2014r., agpec: 127055, r. Mocksa, yn. HosocnoBoackas, 4.21, crp.d, Tenedox:
(499) 940-01-77. ®axc: (459) 940-01-55

B nuue: MexepaneHoro Lwpexropa Bukiorpagoea A.B.

Hoeeperroe nuuo: Mynos A H.

doseperHocTb N2: 03/2017 or 03.04.2017 r.

3AABIIAET, YTO NEKAPCTBEHHOE CPEACTBO:

ViackeT®, KOKUEHTPAT ANA NPWIOTOBNSHYEA p-pa ansa uAdyaui 1 mr/mn 10 Mn, amnyne (10), nauks KapTorHbLIE,
per. ya. Ne 11 NO12486/01 or 16.09.2011({zaTa 3aMeribl per.yn. 12.05.2017), sbigaro JlaSopmeg-Papma C.A.,
PyMsinus , cepus 5735401, rogen 4o 31.07 2022, napTtua: 8413 ynaxonok Koxtpakr NeALICAG 151215 ot
15.12 2015 =, uneoiicNe 0091100564 o1 31.01.2018 .

“Hoa OKNA2.
BLINYCKAEMOE M3roTOBUTEIEeM: 21.20.10.142

EBEP @apmtz Wena TmoX, Mepmanis 3Acuka QapmMacoioTHkana MOX, cTpara.
TepvaHea

COOTBETCTBYET TPEBOBAHUAM: -

PN

M RCIZAY8/C1-16097 1, uan. Ko 1-3

OEKNAPALNMA NPUHATA HA OCHOBAHWUMK i

TEXOD MCNeITaHME Ne 40T ot 07.02.2018, OO0 "LleHrp xonTpons kadysctea Bucnand", artectar
sanTanun; RARU.2TLKGT o1 22.07.2015 .. Cepruchurar cooTseTeTaus: POCC DE.OB14 C48539 oT
018

]

AATA MPUHATUA OEKNAPALUMMU: 07022018

AEKNAPALIMA O COOTBETCTBUM ﬂEﬂCTB@IﬁQbHA [O: 31.07.2022
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3AQ "Texka4acreo”, 109044, r.Mocksa, yn.Ausamosckan, 4.1A, oth.400, Ten ((485)676-52-54, dakc: (485)676-54-
°7, www.tehkachestvo.ru, tehkachestvo@gmail.com, OFPH:- 1057746285189 Arvrectar per. NePOCC
RU.0001.119B14, ®eaepansHoi cnysGoil no akkpeanTaumu.

[ata peructpauun: o7.022018
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Alemimabte ragt

A AESICA

CEPTHOMIAT AHAJIM3A
CERTIFICATE OF ANALYSIS

Hassamite nponywra ¢ H3IOKET 0.1%
1 ISOKET 8.1%

¥734%401

185G

NapawrepneTisn Kageerpsa Tpebonanun no Kaucerpy Peiynuim
Quality Characteristics Quality Reyuirements Actual
Cooiicrpa

Properties

Brewrih uiug
Busyaiehin nonTpony
Appearance

Visual examination

Coacpiing [Ipoapausan, SecuneTHas HHIKOCTs COOTRETCTHYE
Content clesr, colourless liquid compiics
OcHoeroll ynakosounuift natepyan BecuseTnsie 10 sa-ONMT-amoyne © onis

Primary packeging matzrial KPACHLIM KONOBEIM KGRbUOAM COGTBETCTOYE

celeuriess 10 ml OFC-ampoule with

one red code ring complies

3anax PSR LHERY] CoUTDRTCIBYE
Oduur odourless complies
MpospaymnacTy fip23payHas MIAKDCTE, NoAoGHD Boae COOTRETCTHYE
Clarity clear liquid, like water campiies
Laer e laDE LBETHAR RUTKACTL, N000GHO pone cooTReTCTEYE
Colour T voleurfessliquid, like waier compljs Ve
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,,}g AESICA
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Haspaune npanyira 2

Preduct name

Cepis N
Batch no

Mzonyst N2

NinarTesooriwn Kaveoran

Ovality Characteristics

PILSPZ 03R4 ditedd 79.07 2004

Tpedosanua no Kaveetpy
B y

Quality Requirements

FUET AT MBI 90Ven

r

Exiceztaple v

RERCE S BeTed 9

Csmota

Doxanuinery

Identity

Haocophuza missirpar
iscsoibide dinitrare

Teer BIXX
HPLC test

Hatpua xnopua
Sodwm chloride

Oxpatitaesine nravens
Flaine coloration

Pearuin ¢ nutparom cepelpa
Reaction with siiver niuale

Uierovs
Purity

Inaustne pH
pH - value

0.0

L EE

275 - 338 mQcrinnter

mOsmol'kg

TOOTICTCTAIE XPOMATOrPAMME CPABHEIIIA
to comply with reference eh-amatogram

HHTCHTIIBHDE ReAToe QKpaiiEanue

deep 2ad persisteal yellow

G2nelfl OpRLNNUTIT, PISTROPIAMLIL 8

PaCTBOPC AMMIAKA

white precipitzle, scluble in ammenia

Pesyawtar
Actual
108 s im

293 m0cuca /i

mQsmolky

CCOTUETCTRY S
complies

COGTELTCTDYE
complies

COOTRETETUYE
complics
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24\ AEsICA

Harpasne npoeayera
Product nam=

Cepus Na

g

Bztch no.,
Mooaver Na
Asticlz no

Creutidnanaa

H3OKET C.1%
ISOXET 0.1%

FT1SPLOSFIC) dated 29.07.2004

g no Kavecrsy
Quality Reguirements

Pesynntar
Actun

Hivcpir
Nitrite

Microgquant surpiT-rect
OIPEZEACHIA HITP)TS
Microguant nitrite test

Moctopamniie nimpatm

Foreign rutrates
2-133C0pbua MOHSHITRAT 1t
S-ocopSua sonchiTpaT
2-1SM and 5-1SM

anpeaenerie Metononm TCX
TLC determinaticn

Komisecrsenne i anang

,ﬁssav

HaocopSinz cunurpar
Isasarbide dinitrate

Onpeaenenie nerozon BIKX
HPLC determination

COT R soRenhen 2

L pariciainer 2 LGam

ahteflsep = 2850k

particontanier 3 25m

i (uacren na mau,)

He Gonez C.5 5% xawioro
NMT 0.5 %% each

He Gonez | 0 % & cyame, no orHoweHina &
miocepitia anvurpary
NMT 1.0 % in sum, related 10 1ISDN

(095« 1.05 mrima  mgimi)
§5% -105%
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nel deleciable

HE SNRedenamTes
not determinable
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L& AESICA

Hainzwie npolysra
Procduct natne

Cepia Ne

H30KET 0.1%
ISCKET 0.1%

5735401

Batch no.

1003554

YepawTepiueTikil Kavecrna

Tpefinnanui no KatecTy
Quality Characteristics

Quality Requirements

Pervastar
Actual
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aene

Farizp a AnbHmE 356 32TIREMIM w5 Er 3
Bacwenal Endelonas I ;!

AToTLveT CRIUINHURALIY

HIOHET 6,15, vRaraduoll Lepiii coareditay
ISCKET 0.1% of the 2bove tmenuoned butch meets the specification.

Shienva Dapmacuroriran Pl
Acsiza Pharmaceuticals GmbH

7 . d‘.\)
Dr. Uirich Baumeister
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QQualified Person Q
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