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A O COOTBETCTBUU JIEKAPCTBEHHOI'O Ref. sop-100062
[TPENTAPATA TPELBOBAHUSIM, Page 1 of 1
YCTAHOBJIEHHBIM IIPU E['O

TOCYIAPCTBEHHOM PETUCTPALIMK

Toprosoe HauMeHOBaHMe Baszanpoctan®

Mesxnynaposinoe HenarenToRanHOE Annpoctagun

HaWMEeHOBaHKe (IPYIIMPOBOYHOE HITH

XHMHYECKOE)

Jlexapcteenyas dopma JTHOQUIH3AT AN NPUroTOBNIEHNS pacTsopa s
uHy3Hit

Jo3uposka 60 mxr

®opma BeInycka 49.5 mr - amnysst (10 WIT.) - NA4YKH KAPTOHHbIE

Homep cepuu (naprum): 5937901

O6vem cepun (naprun): 3508 ym.

Hara npownssoncrea: 22.10.2020

Togen mo: 30.09.2024

Haumenosauue u anpec Ipoussonwrens (rorosoit JId),

IIPOH3BOAHTENS (C yKa3aHMEM CTammii Ynakosuur/acosuwmk (8 TNEPBUYHYIO YIIAKOBKY)-

NPOH3BOACTBA) Aii Iu Ty Buonoruxa 'm6X, I' epmaHua (Am

Pharmapark, 06861 Dessau-Rosslau, Germany),
YnakoBumk/dhacosumk (BTOpHUHA/TPeTHYHAsN
ynakoska) - Diicuxa OapmacbioTukana I M6X,
l'epmanus (Mittelstrasse 15, 40789 Monheim,
Germany). Beinyckaroumii KOHTPONb Ka4ecTsa -
Siicuka Dapmackiotukans [MEX, Tepmanus (Alfred-
Nobel-Strasse 10, 40789 Monheim am Rhein,

Germany)
Homep u para PerHcTpauHoOHHOro JICP-001051/08 oT 26.02.2008
YAOCTOBEpEHHS
Homep nopmatusHoii nokymenranmu JICP-001051/08-160120 (M3m.Ne 1)
Hanmenonaume wu ampec Aepxatens | FOCb ®apma I'm6X, [epmanns (Alfred -Nobel-Strasse
PETHCTPaLIMOHHOrO YIOCTOBEpeH S 10, 40789 Monheim, Germany)

PaCCMOTpCB npenocraslieHHbIE NPpOHU3BOAUTENIEM AOKYMEHTLI H CoLEpKalIHECH] B HUX CBCICHHA,
HacTosA MM IIO.C(TBCP}KRH}O, 4TO Cepusa JIEKAPCTBEHHOT O npenapa'ra COOT%']F[HEPWTR&.SOBaHMM’
YCTaHOBJICHHBIM NPH €ro rocyNapcTBeHHOj perucTpauuH. 10 JLOBEPEHHOGTH & H

3o~ / - T ’ 7 Iy
CEt— T 13 0§ 40!t
[Mopmuce Oreercraenioro nua; F

(noanuce) (DHO)

ata 12.05.2021 r.
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CEPTUOHUKAT KAYECTBA

0 JIETAILHOM AOCTYTIC KAYeCTBEHHBIX PapMaleBTHYECKHK
NPOAYKTOB HA MEXAYHAPOAHBIH PbIHOK

Ha3sanue u NCKapCTReHHAasA

cdopma : BABATTPOCTAH,
JHOQHIHIAT A8 NPHIOTORASHILS
pacTsopa 1A HHY3INA

Cepus Ne 15937901

TpoayxT Ne : 1007639

Tonew no :09/2024

Ycnosus xpanenns : [Ipn temneparype He geime 235 °C

Ha3saHue ¥ KOTHYECTBO KaXI0r0 AKTHBHOTO BEILECTRA!
Onua amnyna c 49.5 mr nuodunusara conepant

60.0 Mxr annpocTaanna (MPHMCHASTCA B BHAE KJATPaTHOrO
KoMmmaekca ¢ ansdanexcon 1:1),

1940.0 mxr anpdagexca (anbda-uMKI0AEKCTPHH),

47.5 Mr nakTo3sl.

HO.\ICP PCTHCTPAUHOHHOTO YAOCTOBEPCHHA!

JICP-001051/08

Ipoussonctso rortosoit JID, nepsMuHags ynakosxa -
Aii lu Tu Buonoruka I'm6X, [epmauna (Am  Pharmapark,

06861 Dessau-Rosslau, Germany)

Bropuuxas/notpebnreasckan yTIaKoBKa -
Oiicuka GapmacsioTikani Im6X, Cepaanna (Mittelstrasse 15,
40789 Monheim am Rhein, Germany)

Brinyckaiowinii  KOHTPONL KauecTB2 (NPOM3BOANTENB) -
Oiicuka @apmacsiotnkans [m0X, epmanna (Alfred-Nobel-
Strasse 10, 40789 Monheim am Rhein, Germany).

Hacroawms yaocToBepsAeTcA: UTO JaHHbII NPOAYKT
NMPON3BOAHTCA B COOTBETCTBHH € peKoMeHIauHAMH BO3a
"Haanexawue Nnpasy/ia NPOU3BONCTEA U KOHTPONH
Kauectna siexapcts” (GMP) 1 B cOOTBETCTBHH C
HAUMOHANbHbLIM 3aKOHONATCBCTBOM (DB.IICpaTPIBHOﬁ
Pecny6nnku l'epmanum,

YnaKkoBKa M Chipbe, HAPALY C NPOU3BOACTBEHHBIM
NPOLUECCOM, AHIPO M KOHEYHBIM MPOAYKTOM fAB/SIOTCH
MPEAMETAMH KOHTPO/IS KA4eCTBA, ONPeaeIeHHbIM KaK
HaUWOHANbHOM, TAK H MEXNYHAPOAHBIMU
Mapmakonesmu, MM® 1 MTIK cradaapTasu u
NPOM3BOACTBEHHBIM Npoieccom Diicuka DapMacoTHKaN3
I'M6X 1 cootsercTryeT cnesdukauiy 8 HopmaTusHoii
JloKyMeHTaUHK cTpatbl — HMOOPTEpa.

TpebyemMoe cOOTBETCTBME (hapMalLeBTHHECKHX,
(PU3UYECKHX W MHKPOOHONOTHYECKHX XapaKTEPHCTHK
onpenenseTca 1A KaXIoH cepuy 6e3 oroBopok.
COOTBCTCTBY!O].LI&SI OOKYMEHTALIMA XPAHHUTCS B NOCKE B
TeyeHHe 6 JIET B COCTABE OCHOBHOMW NOKYMEHTALMY HA
NPOU3BOACTBEHHYIO CEPUIO.

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. : 5937901

Article no. 1 1007639

Expiry date :09/2024

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 ug Alprostadil (used as a 1:1 clathrate complex
with alfadex), 1940.0 ug Alfadex (alpha-
Cyclodextrin), 47.5 mg Lactose.

Registration Certificate Number:
LSR-001051/08

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 well as manufacturing
process, the bulk product and finished product are
subject to quality controls set forth in national and
international pharmacopoeias, F. 1. P.and P. 1. 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.



e

F'(eciPL} arm

CEPTUPUKAT KAYECTBA

O NETAbHOM NOCTYNE KAYeCTBEHHLIX
hapMaLeBTHUECKHX NPOAYKTOR Ha MEXKAYHAPOAHLIA
PLIHOK

Ha3saHue n nexapcreennan

(hbopma : BASATIPOCTAH,
NHOQHNK3AT ANA NPHIOTOBIEHHS
pacTeopa ana uHdy3Hii

Cepus No 1 5937901

[pouayxkr Ne : 1007639

Hacroswnsm Mel Takke ynoctosepss, 410 YKA3aHHbIi
BLILUE NPOAYKT COOTBETCTBYET YCTAHOBIIE HHBIM
CeUHOHKAUHAM, HA OCHOBAHHM Yero BbaacTCs
PA3PELIEHHE HA €T0 BBINYCK C MPOH3BOLCTEA
OTBETCTBEHHLIM KBUTH(HUHPOBAHHBIM 3KCnepTOM.

Siicnka dapmacsiotnrans [y6X
Aesica Pharmaceuticals GmbH

Pllor-e((Q
Dr. Rebeca Monells Pagés

YHOJAHOMOYCHHOC IHLO
Qualified Person

Monheim, 25, FEB. 2021

CERTIFICATE OF QUALITY

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

Name and dosage

form of product : VASAPROSTAN,

Iyophilisate for infusion

solution
Batch no. 15937901
Article no. 1 1007639

We hereby also certify that the above mentioned
product conforms to the established specifications and
is released accordingly by the responsible qualified
cxpert.

Remarks: n/a

”C[IOJIHH‘I'BJ ‘OHTPOJIA COOTBETCTBHSA JOKYMEHTALLIH
Quality Assurance Facilitator
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Haspanue npoaykra
Product name

Cepusa No
Batch No.

IMpooyxt Ne
Article No.

Kon No
Code No.

Hata npoussoacTea
Date of Manufacture

CEPTUOHUKAT AHAJIM3A
CERTIFICATE OF ANALYSIS

BA3AITPOCTAH

VASAPROSTAN

5937901

1007639

P012. SPZ. RUSFL/00 dated 04.05.2020

10/2020

TECT CIIELIUPUKALIU A PE3VJIIBTAT
IEST SPECIFICATION ACTUAL
Croiictsa
Properties
BrewHuii Bun
Coaepxumoe aMmnynsl [urpockoniynas anodiinsHas Macca Genoro ugera COOTBETCTBYET
Appearance
Ampoule content white hygroscopic lyophil mass complies
OCHOBHOM ynaxosoq]—lmﬁ aviny1s! Heﬁi!tp(l?bnOFa CMERTA C CUMHEN MOYKOI HaA0 Mechot COOTBETCTBYET
MaTepuan HAONUIA U MAPKUPOGOYHBIA KOIYONM CUHE0 Yeema
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.
Lsemnaocme fIpenapam doaxcen Goite Gecygemusiv no CPpasHenio ¢
Juoguiuzama ¢ wzomonuyeckon pacmeopumenes. Pacmeopumens - uzomonunuecsuir 0,9 % COOTBETCTBYET
pacmegope Hampua xiopuoa pacmeop Hampia x1opudda.
Colour of the lyophilisate in 5 ml producing a colourless solution compared to complies
in isoronic sodium chloride isotonic 0.9% sodium chlioride solution
solution
[Ipospaunocme Mpenapat nomxken GbITs MPOIPAUHLIM N0 CPABHEHIIO C COOTBETCTBYET
qnouNBAma 6 UFOMOHINECKON pacTBopuTenem. Pacteopurens - nsoronnveckuii 0,9 %
pacmaope nampun xiopuoa pACTBOP HATPHUA XJIOPHIA,
Clarity of the lyophilisate in 5 ml producing a clear solution compared to isotonic complies
i isotonic sodium chloride 0.9 %sodium chloride solution
solution
Bpevs pacmeopenun ¢ 5.va He Gonee [ aoinyTel < IynnyThl
usomonuveckozo 0,9 % pacmeopa
Hampus x1opuda
Dissolution time with 5 mi of NMT 1 min < | min

isotonic 0.9 % sodium chloride
solution
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Ha3ssanue nponyxra BA3AITIPOCTAH
Product name VASAPROSTAN
Cepusi Ne : 5937901
Batch No.
[Mponykr Ne : 1007639
Article No.
Koa Ne : PO12. SPZ. RUSFL/00 dated 04.05.2020
Code No.
TECIT CIIEUUDPUKALIUA PE3VJILTAT
TEST SPECIFICATION ACTUAL
[Moanunnocte
nii
HNrEl-anedpa-ua 3/97 Hensiryessni pacteop A, COOTBETCTBYET
PGE I-Alpha-CD 3/97 Oxpatiusanite pacTBOpa B OPaHKEBO-3KENThL
peakuus ¢ H2504 LBCT.
reaction with sulphuric acid Test solution A: orange-yellow colour complies
Hcnerryemsiit pactsop B. COOTBETCTBYET
He pomxuo nabmogarscs oxpawnsanus
PacTBopa B OPaHKCBO-XCNThIH LUBCT
Test solution B: no orange-yeliow colour complies
AnnpocTania Bpems ynepsisarua ochosroro nika
Alprostadil annpocTannaa Ha XpOMaTOrpamMMe
onpeneneHue Metogom BAXKX HCIMLITYCMOro pacTBOpa A0/MKHO COOTBETCTBYET
COOTBETCTBOBATEL BPEMEHH YACD/KHBAHNS
OCHOBHOI'O MHKa Ha XpomaTtorpamMme
CTaHJaPTHOIO pacmeopa
HPLC determination the retention time of Alprostadil main peakin  op plies
the chromatogram of the test solution must
correspond lo the retention fime of the main
peak in the standard solution chromatogram
Hucrora
Purity
PoacTeenHbie npumeck
Onpenenenue Mpoctarnaunmya Al He Gonee 4 % 0.3%
Degradation products PGAl NMT 4%

MeTomom BIXKX
HPLC determination

[Tpocrarnanann Bl

PGB/

onpenenexHne MetogoM BAXX
HPLC determination

He 6onee 1.0 %
NMT 1.0 %

He 0BHapyxeH
not detectable
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Hassanue npoaykra
Product name

Cepua No
Barch No.

Ipoaykr Ne
Article No.

Kon Ne
Code No.

TECT
TEST

© BA3AITPOCTAH

VASAPROSTAN

: 5937501

1007639

P012. SPZ. RUSFL/00 dated 04.05.2020

CINEHUADPHUKANUS
SPECIFICATION

PE3VJIBTAT
ACTUAL

15-keTo-Tlpocrarnannvy El
15-keto-PGE]

onpenencHue MetogoM BDXKX
HPLC determination

Beanuuua pH

pH value
NOTEHLUHOMETPHUYECKOE
onpeneacHne
Potentiometric examination

MexaHHYeCKHE BKAYEHIA

- HEBHAINILIE YACTHLB!

(Esp. ®apMakoneeit 2.9.19)
Particulate matter

- Sub-visible particles
(Ph.Eur. 2.9.19)

ConepxxaHue BOAbI:

Water content
Coulometric titration

KoamyecTrBeHHblIi AHAIH3
Assay

Annpocraann

Alprostadil

onpezen. metonoM BAXKX
HPLC determination

OanopoaHocTs goskposanus

Uniformity of dosage

He Gonee 2.0 %
NMT 2.0%

40-6.5

He Gonee 6000 yactuu/amn. > 10 mxm
NMT 6000 part./amp. > 10 um

He Gonee 600 gacTui/amn. > 25 axm
NMT 600 part./amp. > 25 um

He 6onee 1.5 %

NMT 1.5 %

55.5 - 64.5 mxr/amnyna // ug/ampoule

(925-107.5%)

B coOTBETCTBHU ¢ EBp. Mapmakoneeit 2.9.40

to comply with Ph.Eur.2.9.40

He obHapyxeH
not detectable

4.8

| yacTuu/amn

part./amp
0 vacTHu/amn

part./amp

0.5%

60.8 mxr/ amnyna
yglampoule

n=10, AV=7.7

n=10, AV=77
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Haspakue npogyxra © BA3ATIPOCTAH

Product name : VASAPROSTAN

Cepus Ne © 5937901

Batch No.

ITpoaykt Ne : 1007639

Article No,

Koa Ne . P012, SPZ, RUSFL/00 dated 04.05.2020

Code No.

TECT NENHPUKALIUS PE3VIIbTAT
IEST SPECIFICATION ACTUAL

obHoNOrUYeCKag yu a
icrobiologic ri

CTEPHIBHOCTL B COOTBETCTBHHU C

EBp. ®apmaxoneeii 2.6.1 CTEPHIIBHO COOTBETCTBYET

Sterility according to Ph.Eur. 2.6, sterile complies

Baktepuansuiie SHIOTOKCHHBI He Gonee 350 E3/amir,

Bacterial Endotoxins <5 E3/amm,
EUsampoule

B cooteeTcTBUM ¢ EBp, Papmakoneeii 2.6.14 NMT 350 EUsampoule
according to Ph.Eur.2.6.14

BA3AITPOCTAH ykaszanuoi CEPHU COOTBETCTBYIOT crieLnduKaL My
VASAPROSTAN of the above described batch meet the specification.

Sficuka PapmackioTHkans [MEX
Aesica Pharmaceuticals GmbH

(Bdocr»eﬁgi \“

Dr. Rebeca Monells Pagés

YNOIHOMOYEHHOE NHLO chonHHTeklf; KOHTPOJIA COOTBETCTBHA HOKYMCHTalUHH
Qualified Person Quality Assurance Facilitator
Monheim,

75, FEB. 2071







