LTSS

JEKJIAPAITUSA O COOTBETCTBUM

JEKJIAPAHT, IPMHUMAIOII M JEKJTAPAITHIO O COOTBETCTBHU

000 "FOCE dapma Jlozucmurc”

3apezucmpuposarno : Mesicpasiontan uncnexyus @HC No 46 no 2. Mockee OI'PH 1107746610180 om
02.68.2010

Adpec:105082, 2. Mocxea, Ilepesedenoceckuit nepeynok, 0.13, emp. 21 Tenegpon:8(495)644-33-22

B nuye:I'enepanvurii dupexmop Hamouxa Jyoex

Hosepennoe nuyo: Apnaym E.D., dosepennocmo Ne3 om 27.08.2015

3ASIBJSIET, UTO

Aexapcmeennoe cpedcmeo: Basanpocman auodunizam dan npuzomoeanenus pacmeopa Ons wngpysuit 60 e,
amnyael (10), nauxu xapmonnste, PY Ne JICP-001051/08 om 26.02.2008 (dama nepeogropmnenus PY
15.10.2015) svioano JOCE @apma I'M6X, cepus 5657901, napmun 3132 ynaxosox, 200en do 31.03.2020,
npoussoocmea Baviep @apma AL, lepmanus, Bayer Pharma AG, Kaiser-Wilhelm-Allee, 51368 Leverkusen,
Germany, / Jucuxa Papmacsromuxans Im6X, lepmanus, Aesica Pharmaceuticals GmbH, Alfred-Nobel-Str. 10
40789 Monhein, Germany, ko0 OKIT 93 3762, kod TH B3] 3004900002,

koumpaxm Ne LOG/RU/SP/2011 om 14.01.2011, uneoiic Ne 880019938 om 15.07.2016

COOTBETCTBYET TPEBOBAHHAM

JICP-001051/08-151015 :

JEKJIAPAIIIA IPHHATA HA OCHOBAHHH

npomoxox ucnsrmanuii Ne H16-05360 om 25.07.2016 O0C "HIJ/IC "Buomexnosozus”, ammecmani
axxpedumayuu RA.RU.21 PM04 om 27.06.2016, Cepmugpuxam POCC DE.®M15.C11885 om 25.07.2016

|7

Y/ ApHayt E.O.
TIOATTHCH o.N.0
CBEJEHUWSA O PETUCTPAIII

OPT'AH ITO CEPTHO®UKAIIHHY, 3APErHCTPUPOBABIIMHI JEKJAPAITHIO

POCC RU.0001.11OMI15 OPTAH ITO CEPTHOHKALIHH TPOAYKIHH OFIJECTBO C OT PAHMW% o,
01135700, "

OTBETCTBEHHOCTBIO "OKPY)KHOH LEHTP KOHTPOJIS KAYECTBA", adpec opzanwayuﬁ;fgj 962,20

2. Mockea, @ypmannuiii nep., 0.10, cmp. 1, adpec opeana no cepmucgpuxayuu; 143581, Mocxoscxﬁ“bf acm, \

Hempuncruii pation, dep, Jlewxoso, 9. 248, cmp. 1, men.:(495)640-96-69, (495)787-92-78 eeé-gfagﬁ?{. o”m;bﬂ(‘.b?m
xn 5l ; 1T 2 oKy NE

73 AR w24

PR @ X QOTBETCTBHH 3APET HCTPUPOBAHA M POCC DE. (DM]S.,E‘lpri\d_ Ne 24

ATHA®,25.07.2016 i\%

S «Orpyxon
LEHTP KOKTIONS
M Tkavecmar

TIOATIHCD

9]
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A Conyort Mudicat Cempary

‘lk AESICA

CEPTAQHKAT AHAJIN3A
CERTIFICATE OF ANALYSIS
Hassanste npoaykra : BA3ANPOCTAH
Product name VASAPROSTAN
Cepus Ne 5657901
Batch No.
Mposykr Ne 1007639
Article No.
Cuenudmxarmn PO12. SPZ. 03F/02 dated 15.09.201 4
Specification

Hara nponasgiacrea
Darte of Manufuctre

Xapakrepnernst Kauecrss
Quality Characteristics

142016

Tpebosanns kauecrsa
Quality Requirements

Pesyawrar
Actual

CroiicTaa
Propertiey

Omucunue
Crusika cogepranite

Description
Vial conient

Octioshofl ynakonrounit
MaTCpHAn

Primary packaging material

Pactnopiisocts stuodiannlara
8 H3O0TOHHHYCCKOM pacTRope
XJOPHAA HATPHH

Solubility of the lyophilisate
in isatonlc sodium chiloride
solution

Genprit antaduuiisat, coGpass 1ia jite amnyin

white lyophilisate, sticking at the bottom of the ampoule

GecupeTinte 5 aa OINTT avnynn o3 eTerna Kiaacca
| ¢ ronyGoii Toukoil Han oTMeTkoH Ul HAMTHAR Ha
FOPABLIBIKT GMIIYHB! 11 C OIHHUM CHHBM KOJILIIOM

colourless 5 ml OPC-ampoule of glass quality 1 with
a blue point above the scratch mark of the neck and
one blue code ring.

Ceoboano pacTsopitm B 5 MRt 1130TORIYSCKOTT
pacrsopa \Jaopia natpis ¢ oGpazoBaxien
NPO3payHoro pacTsopa

fn 5 mil freely soluble producing a clear solution

COOTBETCTRYCT

complies

COOTBETCTBYET

conplies

COOTBCTCTBYCT

complies



‘I& AESICA

A Consort Medical Cempany

Haapanwe nponyksa
Product name

Cepns No
Batch No.

MTponyxr Ne
Article No.

Criemndisianns
Specification

Xapawrepuernrl KageeTs:
Quality Characteristics

BA3AIIPOCTAH
VASAPROSTAN
5657901

1007639

P012. SPZ. 03F/02 dated 15.09.2011}

Tpebosanng Radeceras
Quality Requirements

Pesyabrtar
Actual

Konnueerso wacTmil
INEKTPOHHLIT CUCTUIK

Particulare matter
Elecironic particle test (HIAC)
Conepaxarie BORbL

KyRoHOMETPIYCCKOTO: IRIaMEN

Water content
Coulometric examination

Konnuecrnemnilt anunns

Assay

ASILHPOCTRINLN

Alprostadil

onpenen. Metozon BIXKX
HPLC derermination

ORHOPOAHOCTD COUCPKAIIN

Uniformity of content

e Gonce 6000 yacTiu/amn. > 10 Mkr
NMT 6000 part.famp.> 10 jon

He Ganee 600 wacriny/amn. = 25 Mxr
NMT 600 part /amp. > 25 pm

He Bonce 1.5 %
NMTI1.5%

{38.5 - 64.3 mxr/amunyna // pg/ampoule)

97.5-1075%

& cooTseTcTuln ¢ EBp. Qapyakoneei /
(Mapmakonech CIHA

to comply with Ph. Eur. / USP

1 wacTii/amn
part.famp
1 uacThi/amn

part.Janip

0.4 %

105.3 %

cooTBeTCTRYET

complies

AEITRT
cfé-c]‘ Maem,?;g?
%

m\%‘\w



AESICA

A Comoct Medicat Comtimany

I\

Haspanue npoayrrii
Product name

Cepus Ne
Batch No.
Mpoayxr Ne
Article No.

Cremtdiukaitiy
Specification

5657901

1007639

XapakTepteTHKN KASeCTBa

BA3AIIPOCTAH
> VASAPROSTAN

PO12. SPZ. 03F/02 dated 15:09.2011

Tpeforannn kadecisa PeiynnTar
Quality Characteristics Quulity Requirements Actusl
Muxpobuononmeckan yueTOTa
Microbiological Purity
CTEPHALHOCTL B CODT-RETCTHHM ¢
Enp.MapuMa-koneceit / Qapaaxonecii CIUA crepHILIO COOTBETCTRYCT
Sterility according to Ph.Eur./ USP sterile complies

Bakrepianstibie SHIOTOKCHHS!
Bacierial Endotoxins

8 cootpercrin ¢ Bnp. Mupaakoreei /
(hapuakoneefi CHIA
according to Ph.Lur, / USP

BA3ATIPOCTAH yxasantof cepyn cOOTBETCTBYIOT chietidHKALLHI
VASAPROSTAN of the above described batch meet the specification.

Dilcnxa dapaacbloTHRNS 6%
Aesica ?tharmnceuticals GimbH

Monhet

17, W8 7018

MAaKCHMAIBEHO RUNYCTHMAS
KOHLICHIPALHY
stnoTokeHHOB 350 ME/usn.
(coornerersyer 47 KOE/wur npn
pacreopensn 8 7.5 M)

maximum allowable endotoxin
concentration (MAEC)

3350 EUfampoule

(equivadent to 47 EUinl

when roconstituted in 7.5 ml)

Wenonnirrens kOﬂT‘pOHﬂ COOTBBT(%;!‘B/!
5

Quality Assurance Facilitator

<2 ME/amn.
EU/ampoule

e

[XARYER Y
R

e,



JA\ AESICA

Haspanue npoayxra
Product name

Cepus Na
Baich No.

Tponykr Ne
Article No.

Crieustpuxanns
Specification

5657901

1007639

. BA3ATIPOCTAH
. VASAPROSTAN

P012. 8PZ. 031°/02 dated 15.09.201 1

XapakvepHeTKI KavecToi Tpehonanus kauecrna Peayawrar
Qualiy Characteristics Quality Requircments Actual
Dognmuocts
Identity
Dipoctarnanmn El- Anudasexe 3/97 Wecnenyesetit pacteop A: COOTHETCTBYCT
PGE 1-Alpha-CD 3/97 OPaHXEBO-XKENTOE OKPALIHBAHME complies
peaxums ¢ H2504 Test solution A: orange-yellow colour
reaction with sulphuric acid
Heenenyemuit pacrsop B: COUTBETCTRYCT
OPAHKEBO-XCATOIO OKPAILIMBARNS coniplies
e HabnrogaesTes
Fest solution B: no orange-yellow colour
ANLIIPOCTaaH
Alprostadil
onpesenenie metoitom BIXKX COOTBETCTRYCT cYOCTaHUMM cpaBiieHiA counETCIyeT
HPLC defermnination complies with reference substance complicy
“Yucrora
Purity
[Tpoayxral pacnana
Onpenenenye Mpoctarnanmimn Al e Gostee 2 %% 0.4 %
Degradation products PGAT NMT 2%
seTogoM BOXX
HPLC determination
15-keto-Nipoctarnanaun El
15-keto-PGE] He Gonee 1.5% He ofSHapyXeH

onpenenenite MeTonom BIXX
HPLC determination

Benuuuna pH

pH value
NOTCHUHOMETPHYECKOE
onpejieneHe
Potentiometric examination

NMT 1.5 %
4.0 - 6.5 fg}*};j\g‘:‘q

7 105 g

201 Pamalagetis LC

not detectable
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£ Consort Medical Company

A

CEPTUONKAT KATECTBA

0 ACTANLHOM HOCTYNE KAUCCTRCHMEBIX (PAPMALIEBTIIYECKHX:
RPOAYKTOR Ha MEXIYHApoRHEI patiok

Haspanie u JICKapeTRcHHas

dropuma : BABANPOCTAH
Cepitt Ne 15657901
flponysr No : 1007639
FaneH no 0372020

Venorua xpaseima : Ilpi tenepatype e soie 25 °C

Ha3sanite # XONHYECTBO KIKIOI0 aKTHBHOID BCIHCCTRA:
Quia annyna ¢ 49,5 mr agoduniiara cogepan

60.0 MEr annpoctanimia (NpiheHseTCn B BUAS KAATPATIOND
KOMIINEKCA ¢ mlbq:anexcom 1:1),

1940.0 mr anugancrea (antha-unraonescpin),

47.5 Mr 1aKkTo3nt.

Hacrosmua yaocToBepseTes: Yre AaHH BT IPONYKT
HPOMIUOITCA B COOTBETCTRMI € pexomerpmmsiati BO3u
“XopoIuue 11pasiia NPOH3BOACTRE 1 KONTPORS KaUCCTRL
aexapets” (GMP) 1 B cOOTHETCTRUE ¢ HALHOHWILUBLIM
sukoHoaarenseTRoM Dencpatiriioil PecnyGansn
Fepuvannn.

YNakoBka (1 cuipbe, HAPARY € NPOI3BOACTBEHHLIM
IIPOHECCOM, GHIPO 1T KOHGUHLIM JIPOAVKTOM HRAAKTCH
MPEAMETAMI KOUTPOAS KANECTDA, ONPEACSICHIILIM KaK
HALIORAABTIOI, TAK I MEXYHAPOHLIMI
Mapaaxoniesny, MM® 1 MITK cranaaprasn o
HIPOHIUOHCTRCHIBIN NIPOLeccoM Dicia (PapMackoTHRAN
a6 X.

Tpebyemoe coorBeTeTiHE BHAPMALERTHUCCKIX,
DU3HICCKHX 1 MIKPOCHONATIMECKIIX XapaKTEPHCTHE
oupcieasierest Uiss kaxao cepiit 6e3 oropopok.
CooTBeTCTBYIONAN JOKYMEHTALIMSA XPAHIITCS B HOCLE B
Teyce b AeT B cocTase OCHOBHON JOKYMENTaUMN Ha
IPOHINOACTBCHHYIO cephilo.

Hacrosugiy MB! TakKe YI0CTOBEPAM, UTO YKadaHHB
BLIUIE MIPOAYKT COGTBETCTBYET YCTAHOBICHHLIM
cneNQUKILHAM, H2 OCHOBAHHN YEI'0 BbLIACTCS!
pa3pellicHHE Hd €T0 BLIMYCK C NPOH3BORCTBA
OTRCTCTBCHHBLIM KBAAHDIILIPORaHHBIM 3KCIIENTOM,

SBlicuka Papmacsiorikans MMEX
Aesica Phanmnaceuticals GmbH

grfiibt il cnenanscT

77, R 20k

CERTIFICATE OF QUALITY

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

Name and dosage

formi of product : VASAPROSTAN
Batch no. : 5657901
Article no. 1 1007639
Expiry date 1 0372020

Storage conditions  : Do not store above 25°C:

Name and amount of cach active ingredients:

One ampoule of 49.5 mg dry substance contains
60.0 pg Alprostadil {used as a I:1 clathrate comiplex
with alfadex), 1940.0 ug Alfadex (alpha-
Cyelodextrin), 47.5 mg Lactose.

It is certificd that the product is rowtinely
manufictured in accordance with the WHO
recommendations of "Good practices in the
manufacture and quality control of drugs” (GMP) and
in accordance with the national fegal requirements of
the Federal Repubtic of Germany.

Packaging and raw materials as well as manufactoring
process, the bulk pradact and finished product are
subject 1o quality controls set forth in national and
interational pharmacopoeias, F. LP. and P. 1. €.
standards and operating procedures of Acsica
Pharmaceutivals GmbH.

With respect (o the pharmiceutical, physical,
chemical-and microhiological specificutions the
required quality of every batch is ascertained without
reservations. The respective documentation will be
kept on file for six years as master hatch production
record.

We hercby also certify that the above mentioned
product confarms to the established specifications and
is released accordingly by the responsible qualified
experl.

Remarks: A/, )4—

Hcnomutens KORTROH COOTACTCTEIE «qmtymemamm
Quality Assurance Facilitator



