AEKJIAPAIISA O COOTBETCTBUHA

AEKJIAPAHT, TIPHHAMAIOIIUAN TEKJAPALIUIO O COOTBETCTBHH

000 "KOCF ®apma Jlozucmuxc"

Ceedenus o pezucmpayuu opzanusayuu: Mexcpaiionnas uncnexkyus Pedepansroii Haro20601 cayxncovt Ne 46 no
2. Mocree 02.08.2010, OT'PH 1107746610180, dama npuceoenus OI'PH 02.08.2010.

Adpec: 105082, 2. Mockea, ITepesedenosckuii nepeynox, .13, cmp. 21.Tenegpon:8(495)644-33-22

B nuye: I'enepanvuotii oupexmop Yuenuna C.A.

Loeepennoe nuyo: Apnaym E.D., doeepennocms H-FODJI-12 om 02.08.2018-.

3ASIBJISIET, UTO

JAexapecmeennoe cpedcmeo. Basanpocman nuogunuzam ons npueomoenernus pacmeopa ons ungysuii 20 mxe,
amnynet (10), nauxu xapmonnwie, PY Ne IT N013651/01 om 29.12.2011 (0ama 3amenvi PY 06.12.2017) ssidano
OCE ®apma I'mé6X, cepus 5828202, napmus 2095 ynaxosox, z0den 0o 31.03.2023, npouseodcmea Aii Hu Tu
Buonoauxa I'm6X, I'epmanus, IDT Biologika GmbH, Am Pharmapark, 06861, Dessau-Rosslau, Germany /
Diicuxa Papmacviomurans Im6X, lepmanus, Aesica Pharmaceuticals GmbH, Alfred-Nobel-Strasse 10, 40789

Monheim, Germany, koo OKITJ2 21.20.10.144, ko0 TH BB 3004900002, konmpaxm Ne LOG/RU/SP/2011 om
14.01.2011, uneotic Ne 880031555 om 21.08.2019

COOTBETCTBYET TPEBOBAHUSM

II'N013651/01-140915 uzm. Ne 1

JAEKJIAPAITAS IIPUHSITA HA OCHOBAHUHA

npomoxon ucnsimanuti Ne H19-03385 om 29.08.2019 OO0 "HIIIC "Buomexronosus ", ammecmam
axkpeoumayvu RA.RU.21 OM04, Cepmughuxam POCC DE. ®MI15.C84565 om 29.08.2019

AATA IPUHATHSA JEKJIAPALIAH 03.09.2019
AEKJIAPAIIAS AEMCTBUTEJIBHA H031.03.2023

M.IT.

/ Apnayt E. @,
dexaapanm HOAMNHUCH ©.1.0

CBEJIEHUSI O PETUCTPALIUU

OPT'AH 11O CEPTU®HUKAIINH, 3APETMCTPUPOBABII A AEKJIAPATINIO

POCC RU.0001.11®M15 OPTAH ITO CEPTHOHKALIHH ITPONVKLIHH OBLECTBO C
OI'PAHHYEHHOH OTBETCTBEHHOCTBIO "OKPY)KHOH LJEHTP KOHTPOJIA KAYECT. BA4",

aodpec opzanuzayuu. 115280, 2. Mockea, yn. Macmeproea, 0. 4, sm. 5, nom. 1, kom. 1., adpec opeana no
cepmupuxayuu: 143581, Mocroeckas obracme, Hempunckuii paiion, dep. Jlewikoeo, 0. 248, cmp. 1, men. :
(493)640-96-69, (495)787-92-78 ee6-caiim: OYKK.pGh.

I[EKJIAPAHWQ{OTBETCTBHH 3APETMCTPUPOBAHA N POCC RU A-DE.®M15.4.22016/19

AATA PECHC
% 3apbiToBckas H.A.

HOMHCEH Pyxosogurens OC




Aeico Development & Manulaciure APl & Finished Dose

J\L Consort Medical

Haspanue nponykra
Product name

Cepus No
Batch No.

Mpoaykr Ne
Article No.

Kon Ne
Code No.

KAT

CEPTU®HKAT AHAJIU3A
CERTIFICATE OF ANALYSIS

: BA3AITPOCTAH

VASAPROSTAN

© 5828202

1007637

: P010. SPZ. RUSF/0] dated 01.08.2017

Hatd npoissoactea . 04/2019
Date of Manufacture
TECT CIIELIM®HKALIMA PE3YJIBTAT
TEST SPECIFICATION ACTUAL
CsoiicTsa
Properties
BHewHuit Bua
Conepxumoe amnynsl Genntit nHodmnzar, cobpaH Ha aHe aMIlyJibl COOTBETCTBYET
Appearance
Ampoule content white lyophilisate, sticking at the bottom of the ampotle complies
OCHOBHOI YNaKoBOYHBbI#H BecuseTHbie 5 Ma OTTTT aMnynbl U3 cTekNa Knacca
Marepuan 1 ¢ rony6oit TouKoit Han oTMETKOM s HARNMAA Ha COOTBETCTBYET
FOPABILIKE aMMyAbl ¥ € OMHHUM KPaCHBIM KOMbLOM
Primary packaging material colourless 5 ml OPC-ampoule of glass quality 1 with
a blue point above the scratch mark of the neck and complies
one red code ring.
PacTeopumocTs nuopunuszara  Ceoboano PACTBOPHM B 5 M/T H30TOHMYCCKOrO
B H30TOHHYECKOM pacTBoOpe pacTsopa Xnopuia HaTpila ¢ o6pasoBaHHeNM COOTBETCTBYET
XJIOpHIA HATPHA Npo3pavyHOro pacraopa
Solubility of the lyophilisate
in isotonic sodium chloride in 5ml freely soluble producing a clear solution complies
solution
Bpeata poccraHoBNCHHR B He Gosiee | munyTsi < I suyTe
pacTBOpC H30TOHHYCCKOTO
XNMOPHAA HATPHA
Reconstitution time NMT I min < I'min

in isotonic sodium chloride
solution



Aesica Development & Manulaclure APl & Finished Daose

,JL Consort Medical

Ha3panwue nponykra : BA3AITIPOCTAH

Product name : VASAPROSTAN

Cepusa Ne : 5828202

Batch No.

IMponykt Ne . 1007637

Articie No.

Koa Ne : P010. SPZ. RUSF/01 dated 01.08.2017
Code No.

TECT CHELUPHKALUSA PE3YJIBTAT

TEST SPECIFICATION ACTUAL
Hoaaunuocts
Identity
IMpocrarnanaun E1- Ansganekc 3/97 Hccnenyemslit pactsop A: COOTBETCTBYET
PGE I-Alpha-CD 3/97 OpPaHXEeBO-XENTOE OKpalluBaH e complies
peakuus ¢ H2S04 Test solution A: orange-yellow colour
reaction with sulphuric acid
Hcenenyemsiii pactsop B: COOTBETCTBYET
OPaHXEBO-XKENTOTO OKPalLMBaHHA complies

He HabnwaaeTca
Test solution B: no orange-yellow colour

AltbnpocTanun Bpema ydeporcusanus vcnoenoco nika

Alprostadil AILNPOCTAANNA HA XPONGMOPUNMME

onpenencHue Metonom BIKX HCUBITYEMONO pacinsopa do.1xcno COOTBETCTBYET
COONIBEHICAIBO6AME BPEMENl YOepXCUsaa complies

OCHOBHOCO NMHKA Ha .\‘po.uamoapa.u.uc
CTAaHA3PTHOTO pacnigopa

HPLC determis iation the retention time of Alprostadil main peak in
the chromatogram of the test solution must
correspond io the retention time of the main
peak in the standard solution

Yucrora
Purity

TTpoaykTsl pacnaaa

Onpepnenenue Mpoctarnanauma Al He Gonee 2 % 03%
Degradation products PGA 1 NMT 2 %

meTonoM BAXX

HPLC determination

15-kero-Tpocrarnanamu El

15-keto-PGE] He Gonee 1.5 % He oBHapyxeH
onpeneneHue metonom BAXX NMT 1.5% not detectable
HPLC determination



Assica Davelopment & Monufaclure API & Finished Dose

J Consort Medical
N

Haspauwue nponykra : BA3BATIPOCTAH

Product name : VASAPROSTAN

Cepus No 1 5828202

Batch No.

IMponykt Ne ¢ 1007637

Article No.

Kon Ne : P010. SPZ. RUSF/0I dated 01.08.2017

Code No.

TECT CIIELIMDUKALIUA PE3VJIbTAT
TEST SPECIFICATION ACTUAL
Benuunna pH

pH value

NOTEHLUNOMETPHYECKOE 40-6.5 49
onpeaeneHue

Potentiometric examination

Konuuecrso yactuu

ANEKTPOHHbIH CYETYHUK He Gonee 6000 yacTuu/amn, > 10 Mkr | yacTuu/amn
NMT 6000 part.famp. > 10 um part./amp

Particulate matter He Gonee 600 yactuu/amn. = 25 Mkr 0 yacTuu/amn

Efectronic particle test (HIAC) NMT 600 part.famp. > 25 um part./amp

Conepxanue Boasr: He Gonee 1.5 % 08 %

Water content NMT 1.5 %

KosauvecTBenubtii anaana

dssay

Anvnpoctanun (19.5 - 21.5 mkr/amnyna // ug/ampoule)

Alprostadil

onpeaen. Mmetonom BAXKX 97.5-107.5% 103.5 %
HPLC determination

OnnxopoaxocTs conepxanua B cooTBeTCTBMM ¢ EBp. Mapmakoneeit COOTBETCTBYET
Uniformiry of content fo comply with Ph.Eur.2.9.40 complies



,’"\\ Consort Medical

Aesica Development & Manulacture API & Finished Dose

Haspauue npoaykra : BA3ATIPOCTAH

Product name : VASAPROSTAN

Cepus Ne 5828202

Batch No.,

Mpoaykr Ne : 1007637

Article No.

Koa Ne : POI0. SPZ. RUSF/01 dated 01.08.2017

Code No.

TECT C (41] PE3YJBTAT

IEST SPECIFICATION ACTUAL

TH as a

Microbiological Puri;

CTCPHILHOCTL B COOT-BCTCTBHH C

Esp.Mapma-koneeii CTEPHABHO COOTBETCTBYET

Sterility according to Ph. Eur. srerile complies

BakTepuanbHble 3HAOTOKC HHBI MaKCHMaNbHO IONYCTUMAs

Bacrerial Endotoxins KOHUEHTpaLus
3HAOoTOKCHHOB 350 ME/amn, < 5 ME/amn.
(cooTBetcTayet 47 KOE/Ma npn EU/ampoule

pacteopcuui 8 7.5 mn)

maximum allowable endotoxin
concentration (MAEC)

350 EU/ampouie

(equivalent to 47 EU/ml

when reconstituted in 7.5 mi)

B cooTBeTCTBMM ¢ EBp. ®apmakoneeit

according to Ph.Eur.

BA3ATIPOCTAH yka3sannoii CEPHH COOTBETCTBYIOT CNEUHpHUKALNH
VASAPROSTAN of the above described batch meet the specification.

Diicuka ®apmacsiotkans Mw6X
Aesica Pharmaceuticals GmbH

Aesica Phar G
&Ry : !
40789 Monheim ‘.\/
p

Dr. Susanne Krefeld

YUOJIHOMOYEHHOE JIIL0

Qualtﬁed Person
Monheim, 31 JULI 2018

MCHOIIHHT&HB KOHTPOJ‘HI COOTBETCTBHA JNOKYMCHTALUHHU
Quality Assurance Facilitator
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Aetlca Developmen! & Manufaciure API & Finshed Dose

2\

CEPTHPUKAT KAYECTBA

O JIEra/ILHOM JOCTYIE KAaYeCTREHHbIX
(apMaLeBTHYECKHX NPONYKTOB HA MeXIYHAPOMH bift
PLIHOK

Ha3ssaHue W nekapcrseHHan

thopma : BABATTPOCTAH

Cepua Ne . 5828202

MpoaykT Ne : 1007637

lonex no : 03/2023

Yenosus xpanenns : [Ipn Temnepatype He Bbiwe
28°C

Ha3spaHKe M KONHYECTBO KAMKIOro aKTHBHOIO
BellecTBa:

Onma amuyna ¢ 48.2 mr nuodunnzara conepmnt

20.0 mkr asnupocTamiia (DpUMCHACTCR B Biie KNaTpaTHOro
KOMUNCKCa ¢ anbajiexkcom 1:1),

646.7 mr ansdasexca (anvda “UMKJIOICKCTPHH),

47.5 mr nakio3sl,

Hacrosmmuy ynocronepsaerces: uro namisiit NPOAYKT
NPOI3BOAUTCA B COOTBETCTBUH € PEKOMEHAALIMAMH
BO3a "Xopowne npasnna npoussoactsa i KOHTpOAsA
Kayectsa nekapcts” (GMP) u B cooTBeTcTBHE C
HalHOHANLH bIM 3aKoHoaaTenbcTBoM PenepatHBHOMN
Pecny6nuku Fepmanmn,

¥YnakoBka u chipbe, HApANY ¢ POU3BOACTBEHHBIM
NpOLECCOM, AHIPO M KOHEYHBIM TIIPONYKTOM SABASIOTCSA
NPEAMETAMU KOHTPONA KAYECTBa, ONpeNeNeHHbIM KAK
HaUHOHANLHOH, TaK W MEXAYHAPOAHbBIMK
Dapvakonesamu, MM® u MITK cranzapraMit u
NPOH3BOACTBEHHBIM NpOLECCOM Jiicika
Papmacetotikans M'M6X 1 cooTsercrayer criewndnkaumi s
Hopmatisuoii JokymcHTaunn CTPaHB! — HMIIOPTECpA.

Tpebyemoe cooTBeTcTBHE hapmaueBTHUCCKMX,
UINYECKHX M MHKPOBHONIOTUYECKHX XapAKTEPHCTHK
ONPEACNACTCA UIA KaXNOH cCpHH Be3 OroBopoK.
CoOTBETCTBYIOIAA NOKYMEHTALNA XPAHHTCA B AOCHE B
TeseHHe 6 JIET B COCTABE OCHOBHOI JIOKYMEHTALHM Ha
NPOM3BOACTBEHHYIO CEPUIO.

HacToswmnM Mbl TAKXE YAOCTOBEPAM, YTO YKA3AHHbIf
BbILUC MPONYKT COOTBETCTBYET YCTAHOBAEHHbIM
cneuMbHKALHAM, Ha OCHOBAHHH YEro BBIAAETCH
paspelleHHe Ha ero BLIMYCK C NPOM3BOACTBA
OTBETCTBEHHBIM KBANK(ULIMPOBAHHBIM IKCTIEPTOM.

Jitcuka PapmacsioTHkam MvME6X
Aesica Pharmaceuticals GmbH

QR
Dr. Susanns Krefeld

YNONHOMOYEHHOE JIHLO
Qualified Person

Monheim. 4 1. JULI 2019

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. : 5828202
Article no. : 1007637
Expiry date 10372023

Storage conditions  : Do not store above 25°C

Name and amount of each active ingredients:

One ampoule of 48.2 mg dry substance contains

20.0 pg Alprostadil (used as a 1:1 clathrate complex
with alfadex), 646.7 ug Alfadex (alpha- Cyclodextrin),
47.5 mg Lactose.

Tt 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. I. 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

Hcl1onHuTEN, KOHTPOIA COOTBETCTRBHA HOKYMEHTALIN
Quality Assurance Facilitator



