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Germanv Am Pharmapack, 06861 Dessau- Rosslau, Germany
Bmopuwran/nompeéumenbcmn YNaKOBKA:

| JcuKa PapmacboTUKanN3 rmEX, Flepmanua / Aesica
Pharmaceuticals GmbH, Germany Mittelstrasse 15, 40789

| Monheim am Rhein, Germany

‘ Mpouszgodumens (Boinyckarowul KOHMpPOneL Kauecmea):
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CEPTUDUKAT KAYECTBA

0 JIEFALHOM 0CTYTIE Ka4eCTBEHHBIX (hapMalle BTHYECKHX
TIPOAYKTOB Ha MeXI1yHAPOIHbIH PLIHOK

Ha3ssaHue H NeKapCcTBEHHAA

opma : BABAITPOCTAH,
AHoQUIN3AT A/ NPHIOTOBNACHHA
pactBopa and HHGYy3uii

Cepus Ne . 5981901

Mpoaykr Ne 11009109

[oaen o 0972025

Venosus xpaneHns - [Ipn Temneparype He Bbilie 25 °C

Ha3sBaHHe H KOJMYECTBO KAX/A0TO aKTHBHOTO BELLECTBA!
Oaxa amnyna ¢ 48.2 MI nHodnan3aTa COACPRUT

20.0 MKr a7npocTaaiaa (NPUMCHACTCA B BIAC KI1aTPATHOTO
koMmIekea ¢ ansasexconm 1:1),

646.7 MKr anb(anexca (anbha-UHKI0AEKCTPHH),

47.5 Mr 1aKTO3bl1.

Homep perucTpalitoHHOT0 y10CTOBEPEHHA!
[1NO013651/01

Mpoussoacteo  rotosoii  JID,  nepsuunas  ymakoBka -
Ajt In T Buonornka I'm8X, Tepmanua (Am Pharmapark,
06861 Dessau-Rosslau, Germany)

Bropuusas/notpeduTebckas YHaKOBKa -
Jiicuka Papmackiotnkans I'moX, Nepmarina (Mittelstrasse 15,
40789 Monheim am Rhein, Germany)

BoinycKalolHid  KOHTPOJIb  Ka4cCTBa (nponsBoauTeNL) -
Jiicuka Gapmacsrotukans [M6X, lepmanus (Alfred- -Nobel-
Swrasse 10, 40789 Monheim am Rhein, Germany).

HacTostiMM YA0CTOBepSAETCA: YTO AaHHBIH NPOIYKT
NIPOM3BOAMTCS B COOTBETCTBHH C PEKOMEHIALHAMH BO3a
"Hannmeskatuie Mpaguia npoM3BoAcTBa H KOHTPOIIA
kauecTsa jJekapcTs' (GMP) u B cooTBETCTBHH C
HalLMOHATbHBIM 3aKOHOAATEAbCTBOM PenepaTHBHOMN
Pecnyfauku FepMaHHH.

YnakoBKa ¥ ChIpbe, Hapsdy € NMPOM3BOACTBEHHBIM
MPOLECCOM, AHIPO H KOHEYHBIM TIPOLYKTOM SIB/ISIOTCA
npeaMeTaMi KOHTPOJIS KAYECTBd, ONpPEe1eCHHBIM Kak
HALMOHAIBHOMN, TaK U MEXKIYHAPOAHBLIMH
Mapmakoneamu, MM® u MITK craHzapTamu 1
[IPOM3BOACTEEHHBIM [lpoUeccoM Ditcuka PapMaCRIOTHKAT3
m6X M cooTBeTcTBYeT ciieudukauuy B HopmatisHoIil
JlokyMeHTalUHH CTpaHbl — HMIopTepa.

Tpebyemoe coorseTcTBHE (PapMaLIEBTHUECKHX,
(U3NIECKMX U MHKPOOHOIOTMYECKHX XapaKTEPHCTHK
OnpeenseTcs MUs Kax10i cepuu Oe3 OroBopok.
CoOTBETCTBYIOILIAA JOKYMEHTALMA XPAHUTCH B I0ChE B
TeyeHHe 6 JIeT B cOCTABE OCHOBHOM JOKYMEHTALIMK Ha
MPOU3BOACTBEHHYIO CEPHIO.

CERTIFICATE OF QUALITY

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

Name and dosage

form of product : VASAPROSTAN,

lyophilisate for infusion

solution
Batch no. : 5981901
Article no. : 1009109
Expiry date : 09/2025

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 pg Alfadex (alpha-Cyclodextrin),
47.5 mg Lactose.

Registration Certificate Number:
P N013651/01

IDT Biologika GmbH, Am Pharmapark, 06861
Dessau-Rosslau, Germany (bulk, primary packaging)

Aesica Pharmaceuticals GmbH, Mittelstrasse 15,
40789 Monheim am Rhein, Germany (secondary
packaging)

Aesica Pharmaceuticals GmbH, Alfred Nobel Strasse
10, 40789 Monheim am Rhein, Germany (batch
release)

It 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 weu.&%!manufacturmg
ot sﬁ'_e_

process, the bulk product a uct are
subject to quality con!rolx@ci o h in nationakand
international pharmacopgeias .and Pf oC.

standards and operati prfﬁc,cd,ures fﬁbﬁmca\
Pharmaceuticals GmbH-and ¢oniply Lg

specifications in the M%l\rkg\tmg Aulho’r fzn bf e
importing country. : N e,

)
~“g

/

With respect to the pharmﬁceﬂucal P Mysnial(«
chemical and microbiologicakspegific “the
required quality of every batch 1s as'fe‘i‘i’ﬁmed without
reservations. The respective documentation will be
kept on file for six years as master batch production
record.
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CEPTH®HKAT KAYECTBA

0 JIEraJIbHOM JIOCTYIE Ka4eCTBEHHbIX
thapMaLeBTHYECKHX MPOAYKTOB HA MEXAYHAPOAHDII
PLIHOK

Hazsanue u JIeKapCTBEeHHad

thopma : BABATIPOCTAH,
HHO(I)HI“BEIT A4 NPHTOTOBJICHHA
pacTBopa ana HHpy3Hi

Cepust N 5981901

Mpoaykr Ne 1009109

HacTosumus Mbl TAKXKe YIOCTOBEPAM, YTO YKAZAHHbII
BBILLIE MPOAYKT COOTBETCTBYET YCTAHOBAE HHBIM
cneuHGHKaLMsIM, HA OCHOBAHHH YEro BblaaeTcH
paspelieHHe Ha ero BLITIYCK C MPOM3BOACTBA
OTBETCTBEHHBIM KBATH(DHLMPOBAHHBIM KCIEPTOM.

Bitcuka Mapmaceotiikans ['M6X
Acsica Pharmaccuticals GmbH

L. B s Yo
Dr. Ulrich Baumeister

y[IO}IHOMO‘[CHHUC JIHLILO
Qualified Person
Monheim,

213 Daz. 2021

RT E OF ||

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

Name and dosage

form of product : VASAPROSTAN,
lyophilisate for infusion
solution

Batch no. : 5981901

Article no. 11009109

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

N daudecbio~

HcnoninTeab KOHTPOs COOTBETCTBHA JIOKYMCHTALIHI
Quality Assurance Facilitator
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CEPTU®UKAT AHATTU3A
CERTIFICATE OF ANALYSIS

HasaHue npoaykrta : BA3ATIPOCTAH

Product name . VASAPROSTAN

Cepusa No : 5981901

Batch No.

ITponykt Ne . 1009109

Article No.

Kon Ne : P010. SPZ. RUSFL/00 dated 04.05.2020

Code No.

Jara npou3spoacTea . 1072021

Date of Manufacture

TECT CIIEHUPUKALINA PE3YJIbTAT
TEST SPECIFICATION ACTUAL
CaoiicTBa

Properties

BHewHuil B1A

ConepxxuMoe aMIyJbl IurpockoniyHan anodunsHas Macea 6C10ro uscTa COOTBETCTBYET
Appearance

Ampoule content white hygroscopic lyophil mass complies
OCHOBHOI YIAaKOBOYHbI AVIYTBl HEUMPATHHOSO CINEKTA ¢ CUHEN MOYKOI HAO MeCmoM COOTBETCTBYET
Marepua HAONNIA U MAPKUPOSOYHBIM KOIbIOM CUHE20 lfgemd

Primary packaging material colourless 5 ml OPC-glass-ampoule of glass quality 1 with complies

a blue point above the scratch mark of the neck and
one red code ring.

Lleemuocme Tpenapam doaxcen Goinie GecygemuslM O CPAGHENUIO ©

.mod)n.mmma 8 UIOMOHNYECKOM p(lCH?GOpHIHL’.'I@.\!. PCICI??GO[JHI”&'IU - UZOMOHUYECKUT 0,9 % COOTBETCTBYET
pacmesope Hampus X10puoda pacmeop Hampus xaopuod.

Colour of the lyophilisate in 5 ml producing a colourless solution compared to complies
in isotonic sodium chloride isotonic 0.9% sodium chloride solution 7

solution

Tpospaunocmes [Ipenapat gomkeH ObITh MPO3PAHHBEIM MO CPABHEH

JHOPUINZAMA 8,130MONNYECKONM pactBopHTeneM. PacTeopHurens - HSOTO![H'-{E?CKH}[

pacmeope Hampus x.mpuda PacTBOpP HATpHA XJIOpHAA. o

Clarity of the lyophilisate in 5 ml producing a clear solution compared ra: St

in isotonic sodium chloride 0.9 % sodium chloride solution 2\

solution

Bpexa pacmeopenus ¢ 5t He Gonee | MuHyTHI

uzomonuneckozo 0,9 % pacmeopa
Hampua xiopuda

Dissolution time with 5 ml of NMT I min < I min
isotonic 0.9 % sodium chloride

solution
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Hassauue npoaykra BA3ATIPOCTAH
Product name VASAPROSTAN
Cepus No 5981901
Batch No.
[Mponykt No 1009109
Article No.
Kon Ne P010. SPZ. RUSFL/00 dated 04.05.2020
Code No.
TECT CIIEIIN®UKAIIUA PE3YJILTAT
TEST SPECIFICATION ACTUAL
IlonnuuHOCT
Identity
[II'El-anspa-ux 3/97 HenpiTyenmstit pactsop A. COOTBETCTBYET
PGE 1-Alpha-CD 3/97 OKpalNBaHHC PACTBOPA B OPAHAKCEBO-KENThIH
peakuusa c H2504 LBCT.
reaction with sulphuric acid Test solution A: orange-yellow colour complies
HcneiTyemsiii pacteop B.
He nomkno HadNH0AaTHCS OKpAlLIMBAHNUA COOTBETCTBYET
pacTBOpa B OPAHKEBO-KCAThIH LBCT
Test solution B: no orange-yellow colour complies
AnnpocTaaun Bpeast yAcpKiuBaHiia 0CHOBHOTO NHKa COOTBETCTBYET
Alprostadil annpocTaania Ha XpoMaTorpamme
onpeneneHue merogoM BOXKX HCTBITYEMOTO PACTBOpPa J0JAKHO
COOTBETCTBOBATH BPEMEHH YAEPHKHBAHHA
OCHOBHOTrO MHKa Ha XxpoMaTorpamMe
CTaHAAPTHOrO pacmeopd
HPLC determination the retention time of Alprostadil main peak in  complies
the chromatogram of the test solution must
correspond to the retention time of the main
peak in the standard solution chromarogr%; e -y,
YucroTta &7 3 -
Purity ;?[ It

PojcTBeHHBIE IPHMECH

Onpenenenue IpocrariananHa Al

Degradation products PGA
smeToaoMm BAXKX
HPLC determination

[Tpocrarnanaux Bl
PGBI

onpeneneHue Metogom BOXKX

HPLC determination

He Gonee 4 %
NMT 4 %

He Gonee 1.0 %
NMT 1.0 %

757,
F)

He obHapyxeH
not detectable
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HaspaHue nponykra . BA3AITPOCTAH

Product name - VASAPROSTAN

Cepusa No 5981901

Batch No.

[MpoaykT Ne 1009109

Article No.

Kon Ne P010. SPZ. RUSFL/00 dated 04.05.2020

Code No.

TECT CHEHUPUKAIINA PE3VYJILTAT
TEST SPECIFICATION ACTUAL
15-keto-TIpocrarnanauu E1l

15-keto-PGE] He Goaee 2.0 % He oBHapyeH
onpeaencHue metogom BIXKX  NMT 2.0% not detectable
HPLC determination

Bennyuua pH 4.0-6.5 5.0

pH value

MOTEHIIMOMETPHYECKOE

onpenaeeHue

Potentiometric examination

MexaHHueckHe BKIKOYEHH

- HEBMHMBbIE YACTHL{BI He 6onee 6000 yactuu/amn. > 10 MM | yacTuu/amn
(Egp. ®apmakoneeit 2.9.19) NMT 6000 part./amp. > 10 um part./amp
Particulate matter He Bonee 600 yacTui/amn. = 25 MM 0 yacTHu/amn
- Sub-visible particles NMT 600 part.famp.> 25 ym part./amp

(Ph.Eur. 2.9.19)
Conep>KaHHWe BOIBL:

Water content
Coulometric titration

Ko.u4yecTBeHHbIH AHAIH3
Assay

AnnpocTaaun

Alprostadil

onpenen. merogom BOXKX
HPLC determination

OHOPOAHOCTb 103HPOBaHMHA

Uniformity of dosage

He bosee 1.5 %

NMT 1.5 %

18.5 - 21.5 mxr/amnyna // pg/ampoule

(92.5-107.5%)

B cooTBeTcTBUH ¢ EBp. ®@apmakoneeii 2.9.40 n=10, AV=1.9

to comply with Ph.Eur.2.9.40 n=10, AV=1.9
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Ha3zpanue npoaykra
Product name

Cepus No

Batch No.

[MTponykT Ne
Article No.

Kon Neo
Code No.

. BA3AITPOCTAH

VASAPROSTAN

: 5981901

1009109

. P010. SPZ. RUSFL/00 dated 04.05.2020

CHHEHIUOUKAIINA PE3YJIbTAT
SPECIFICATION ACTUAL

MukpoOHOoI0orHyecKas YHCTOTa
Microbiological Purity

CTEPHIILHOCTE B COOTBETCTBHM C
EBp. ®apmakonecii 2.6. 1
Sterility according to Ph.Eur. 2.6.1

BakTepua/ibHble SHLOTOKCHHbI
Bacterial Endotoxins

CTEPUJIBHO COOTBETCTBYET
sterile complies

He Gonee 350 ED/amn.

< 5 E3/ami.
EU/ampoule

B coorsercTeun ¢ Esp. ®apmakonecit 2.6.14 NMT 350 EU/ampoule

according to Ph.Eur.2.6.14

BA3ATTPOCTAH yka3aHHO#i cepiit COOTBETCTBYIOT CneLMpHKaLIMH
VASAPROSTAN of the above described batch meet the specification.

Jjicuka dapmacsioThkan3 I'moX
Aesica Pharmaceuticals GmbH

&3@& BCGA| 4“"
Dr. Ulrich Baumeister

YTO/THOMOUCHHOE JIHLO
Qualified Person
Monheim,

273, Det. 2021

McnosiHuTeh KOHTPOJIS COOTBETCTBHA A0KYMEHTALHH
Quality Assurance Facilitator



