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CEPTHDUKAT KAYECTRA

0 JCIraidbHOM AOCTVIE KaYecTBEHHbIX fb:\pklaucETH‘IECKIIK
TPOAVKTOB Ha MCANYHAPOAHBIH pLIHOK

Haspanue i ACKAPCTHEHHAS

thopva *BA3ANPOCTAH
Cepna Ne 13759001
lpoaykT Ne 1007639
[baen a0 : 0272022

Yenoaus xparenna - Hpu Temnepartype He Buie 25 °C

Hassanme i konmuectso kaxoro AKTHBHOMO BellecTBa;
Ouna amnysa ¢ 49.5 g anoduaiara conepwiT

60.0 vxr arnpoctaguna (npusensiercs B Buge K1aTpatuoro
KoMIieKea ¢ ansthasexcon 1:1),

1940.0 1 anbdpazerca (@ibtha-unknonercpim),

+7.5 MI N3KTOIbI.

Hacrosmmy yaocrosepsiercn: wro sanmuii NpoayKi
MIPCHIBOAHTCA B COOTRETCTINN ¢ peroMeaatmsizug BO3a
"Xopowne npamina npousnonctra 1 KOHTPOAS KayecTra
ackapets” (GMP) 1 8 cooTueTersm ¢ HAUMOHANbH BIM
HKOHOUTEbCTROM Denepatusroi PecnyGankn
Fepmaimg,

Viakoska u chipse, HAPSIY ¢ (1POHIBOACTBEHHbIM
MPOUCCCOM, BHIPO H KOHCUHBIM HPOAYKTOM SN I0TCH
MPEANETAMI KOHTPOAA KAUCCTHI, OIPCACICHHBIM Kik
HALHOHANLHOI, TAK M MCKIYHAPOIH bIM I
Dapmakonesivy, MMD 11 MK CTaHIapTaMu 1
ITPOH3IBOACTBEHHbIM Npoueccon Diicika DapyacsioTiramn
I'MGX 0 COOTBETCIBYCL Cieunpusauin 8 Hopaatisdol
Nokyseimaunn crpasi — nsmfoprepa.

Tpebyemoe cootreTCTRIE GuapmauesTecKiy,
droneckny i MHKPODHOAOTHYECKIN XAPAKTENHUCTHK
ONPEAe/BICTCH 118 KaAI01 cepim Hes OrOHOPOK.
CootseteTnyioman JAOKYMEHTANMA XPAHUTCH B 10Che B
TeueHie 6 1eT B COCTaRe DCHOBHOI JOKYMEHTALINK Ha
NPOHIBOIACTBCHH YO Cepilio.

Hacrodums s rakme YADCTOBEPAM, YTO VKAZAHHbIT
BBILIE [IPOAYKT COOTBETCTRYET VCTAHORE HH hiAf
CRELINPUKALIMAN, HA OCHOBIHMI vero BhLIACTCH
PAIPCLICHHC Ha €TO BLINYCK ¢ [POH3ROACTBA
OTBETCTBCHHBIM KBAMHBMLUNPOBAH H biv IKCnepron.

ks DapaaceioTirLT MMGX
Aesica Pharmaceuticals GmbH

EClbo— ( %
Dr. Rebeca Monells Pagés

YROAHOMOUCHHOE MU0
Qualified Person

Monheiin. 18, JUNI 2018

CERTIFICATE OF QUALITY

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

Name and dosage

form of product : VASAPROSTAN
Batch no. 25759001
Article no. 1007639
Expiry date 1 02/2022

Storage conditions  : Do not store above 25°C

Name and amount of each active ingredients;

One ampoule of 49.5 mg dry substance contains
60.0 g Alprostadil (used as a |1 clathrate complex
with alfadex). 1940.0 ng Alfadex (alpha-
Cyclodextrin). 47.5 mg Lactose.

Itis 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
mternational pharmacopoeias, F. [ P, and P | ¢
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 vears as master batch production
record

We hereby also certify that the above mentioned
product conforms 1o the establishad specifications and
is released accordinglv hy the responsible qualified
expert.

Remarks: n/a

-

Henomumienas xontpoas cooteereraig AOKYMETaLm
Quality Assurance Facilitator
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Hazgunne npolyxra
Praduct name

Cepra No
Baich Ng,

Mpoavkr Ne
Article No,

Creunduraysg
Spectfication

Xapakrepuerusy Kaveetna

BA3AMPOCTAH
VASAPROSTAN
5759001

1007639

PO12.SPZ.RUS /01 dated 03.08.2017

Tpedoranns KauccTsa Pesyaprar

Quality Characteristics Quality Requirements Actual
Beanuuna pH

pH value

NOTEHIHOME TP ECKOE 40-635 4.8

oripeavierpe
Potentiomerric examination

Koanueerso yacTuy
MNEKTPOHHBII cheTy ik

Particilare marior

Elecironic particle 105 (HIAC)

Conepranie nony,
K_\JIL)HDML’l'pll'l\.'L'i(Url.J IKIaMen

Water conteny
Coulometric examinaiion

Koanvestsennmi anaqang

Assay

AlbnpocTaai
Alprostadil

onperen. metogom BIXKYX
HPLC actermination

Oanopooers COACPKAHII

Uniformiry of comteny

He Bostee 6000 “acTui/amn, > 10 mkr 0 HacTHL amn

NMT 6000 part.zamp, > 1) p part famp
He Goaee 600 HACTHL/aMn, > 23 ykr D wacTius/amn
NMT Cl(?(/‘/mrf.f’m.'ap, 2 25 qum part.famp
He Bostee 1.5 ¢ 0.4 ¢

NMT .59

(38.5-64.5 MKI/anmnyia 7/ HE/ampoule)

975- 10759 104,32

B COOTBeTCTRINY ¢ Enp. <thp,\:'.moneen COOTRETCTRYeT

10 comply with Ph. Eur. 2.9 40 complies



 Consen Madical

J;\L AESICA

Hasgsanme npoavkra
Product name

Cepus Ne

Baich No.

Mpoayxt No

Article No.
Cnzundmraun
Specification

Hava npowssoacrea
Date of Manufacnoe

XaparTepUCTIRI Kaveersa
Quality Characteristics

CEPTH®HEKAT AHATIM3A
CERTIFICAT,

FANALYSIS

BA3ATIPOCTAH

VASAPROSTAN

3759001

1007639

PO12.SPZ RUSF/01 dated 03.08.2017
032018

Tpetusannn kavecrna
Quality Requirements

Pesyasrar
Actual

Cnoiictsa
Lroperiies

Cincanne
Crasiika conepaane

Description
Vial content

QcHoBHOI ynakonovmbi
Marepuan

Primary packaging material

Pactaopnvocts anoduansara
B MIOTOHIYECKOM pacTBope

NNMopHaa HaTpHs

Solubility of the tvophilisare
in isotonic sodium chioride
solution

Bpews socctanosaeniy g
PAcTBOPE HIOTOHHYECKOrO
XA0pHIa HaTpIA
Reconstinution time
inisotonic sadium chioride
solution

Oeabtii auodnsar, coOpan Ha aHe AMITY. b1

whire fyophilisare, sticking ai the batiom of the ampoule
Gecuserrue 5w ONN AMITYIibl M3 CTEKTa Kiacca

I ¢ rony6oit Totkoii Han OTMETKON A% HaanMAa Ha
FOPABILIKE aMIIYALE 1 C ONHIM CUHUM KOIbLOM
colourfess 5 mi OPC-ampoule of glass quality 1 with

a biwe poin above the scratch mark of the neck and
one blue code ring,

Ceodoano pacteopis o 5wy I0TOMINEC KOO

pacreopa Xnopnia HATPpHA ¢ oﬁpamaamxem
npoipaunoro pacTeopa

in 3 mi freely soluble producing a clear solution

He Boee | MHHY Th

NMT I min

C(]OTBETL‘TH)’&T

complies

CoOTBETCTHYET

complies

COOTBETCTRYET

complies

< I ainytu

< A min



