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[TPETIAPATA TPEBOBAHMAM.
YCTAHOBJIEHHBIM [1PHU ETO
1'OCYJIAPCTBEHHOM PETHCTPALIMA

—
Toproroe HaMMEHOBAHNE Ba’sanpocmu'@)
MeskayHapoaHoe HeNaTeHTORAHHOE Annpoctaaun ‘
HAaUMEHOBaHKe (FPYNNHPOBOMHOC MK
XHMHYCCKOC)
Jlekapersennan hopma NHOGUANIAT W18 NPHIOTOBNCHHA PAcTBOPA 418
HHDY 3N
Jlosmposka 60 mkr
Dopma BeILIYCK 49.5 mr - amnyael (10 WT.) - naukk KapToHHbiE ,
|
, |
Homep cepun (naprum): 5938002 ;
Obvem cepum (napTuun): 2535 ym.
Jlata npoussoncTea: 02:11.2020
l"oaen no: 31.10.2024
Haumenosanme n aapec TlpoussoanTeas (roroeoi JId),
MPONIBOAUTENS (C YRAZAHHEM CTALMH Ynakoswnk/hacoBuiik (B8 NEPBHYHYI YIAKOBKY )-
NPOH3BOACTEA) , A# n Tu buonoruka 'm6X, Tepmanus (Am

Pharmapark, 06861 Dessau-Rosslau, Germany).
Yiakosunk/GacosluHK (BTOPHYHAR/TPETHHHAR
ynaxkosxa) - Difcuka Papmacuioturans [miX,
I'epmaniug (Mittelstrasse 15, 40789 Monheim,

Germany). Beinyckarowui KOHTpOAL KauecTsa -

Diicura dapmaceiorurans DveX, Fepvanna (Alfred-
Nobel-Strasse 10, 40789 Monheim am Rhein.
Germany)

Homep W aata  perHcTpaLHOHHOTO ~JICP-001051/08 ot 26.02.2008
YAOCTOBEPE HHA
Homep HOpMaTHBHOI IOKYMEHTALLHH  JICP-001051/08-160120 (Msm.Ne 1)

Haumenosanue w aapec acpxarens | KOCB Dapma I'mOX, Fepaanus (Alfred -Nobel-Strasse
PETHCTPALHMOHHOIO VIOCTORCPCHHS 10, 40789 Monheim, Germany)

Paccr.m*rpen NPEOCTABICHHLIC ITPOHIBOANTEICM NOKYMEHTLI H COJACPKAWLHECA B HHX CUBEAEHHA,
HACTOAWHNM NOATBCPARAAKD. HTO CCPHSA JIEKAPCTBCHHOIO Npenapata cooTBCTCTBYCT 'I'pef)OBﬁHHSIM,

YCTAHOBACHHLIM NPH €10 FOCY TIAPCTBEHHON PErHCTPALIMK, lfatrooa E. A,
o e i 10 [JOBEPEHHICTH B/H
SAl OF £2 il gl
Moanuce, OreeTeTBCHNONO SiHa: fw;:"{/{ , fl, Ly Ay
(noanuew) (DPHQ) |

Harta 01.09.2021 r. - I




Reci Pha rm
CEPTUDHEKAT KAYECTBA

O JIETAIEHOM OCTYIE KaYECTBEHHBIX hapMALEBTHYECKHX

[IPOAYKTOB Ha MEXTYHAPOAHBIA PLIHOK

Haspanue u nexapcraeynas
cdhopma  BASATTPOCTAH,

MHODHIN3AT A NPHrOTOBNEHM
PAcTBOPA 1118 MH(y3uit

Cepusg Mo : 5938002
Ipoaykr Ne : 1007639
T'onen no 0 10/2024

Yenosust xpanenns : [pu Temriepartype He prire 25 °C

Hassauue u KOJIMYECTBO KaXIOT0 aKTHEHOTIO BELIEeCTEA;

Onua amnyna ¢ 49.5 mr nnotdutuzara CONEpIKHUT

60.0 Mxr annpocraguna (npumeHseTcs B Bune KJIaTpaTHOIO

KOMIIEKea ¢ anbdanexcom 1:1),
1940.0 mkr ansdagexca (ansda-uukonexcTpun),
47.5 Mr nakTossl.

Howmep perucrpauuonnoro YOOCTOBEPEHHS:
JICP-001051/08

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. 1 5938002

Article no. : 1007639

Expiry date 1 10/2024

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

Registration Certificate Number:
LSR-001051,/08

lpoussoacteo  rorosoii  JID, nepeuiHas  ynmakoska - IDT Biologika GmbH, Am Pharmapark, 06861
A# lu Tu Buonoruxa M'm6X, T epManns (Am Pharmapark,
06861 Dessau-Rosslau, Germany)

Broprunas/motpeburenscias YIaKOBKa
Oiicuxa GapMackioTHKAN3 I'm6X, Tepmarna (Mittelstrasse

15,

40789 Monheim am Rhein, Germany)

Beinmyckarowmuii KOHTPONL KauecTsa (MPOM3BOOUTENS)

Oficuka DapmackoTHrans I'm6X, I'epmanus  (Alfred-Nobel-

Strasse 10, 40789 Monheim am Rhein, Germa

Hactoswmm ynocrosepsiercea: uro IAHHBIH NPOAYKT

1y).

POH3BOAMTCA B COOTBETCTBUM C peXOMeHaaUMaMu BO3a

"Hannexaluue npaBuia npousBoncTsa 1 KOHTpPOIs
Kaueersa iekapets” (GMP) u B cooTseTeTsIuM ¢
HAUHOHANLHEIM 3aKOHOaTenbcTBOM DeepaTUBHO
Pecny6nuku Fepmanuu,

¥YnakoBka u cuipbe, Hapsay c NPOM3BOACTBEHHLIM
TIPONECCOM, AHTPO M KOHEUHBIM NPOAYKTOM ABISIOTCS
TIPCAMETaMH KOHTPOJIA KaveCTBa, ONPENEIeHHBIM KaK
HaLUMOHATBHOM, TaK U MEXIYHADOIHBIMH
Dapmakoneamu, MM® u MTTK CTAHLAPTAMHM M
TIPOM3BOACTBEHHBIM NIpoLIeccOM Diicuxa DapmacsioTHRa
I'M6X u cootsercTryer creuxdurauny 8 HopMatusnoit
ﬂDK}’MCHTBL{HH CTpaHbl — HMHDPTBpa.

TpeGyemoe cooTseTcTBHE hapmMaLeBTHYECKHUX,
H3nYECKHX U MUKPOGHONOTHYIECKIX XapaKTePUCTHK
ONpEne/IeTCA AN KaXA0# cepuu 6e3 0roBopok.
CooTseTcTBYIOUIAR NOKYMEHTALIMS XPAHMTCS B JOCKLE B
TeYeHHe 6 JIeT B COCTABE OCHOBHOM AOKYMEHTaLMUH Ha
[IPOU3BOJCTBEHHYIO CEPHIO,

i3

Dessau-Rosslau, Germany (bulk, primary packaging)

Aesica Pharmaceuticals GmbH, Mittelstrasse 1’5,
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.



ReciPa';rm

CEPTUOUKAT KAYECTBA

0 JIeraNlbHOM JI0CTYNE KAYeCTBEHHBIX
(hapMaLEBTM4ECKHX NPOLYKTOB Ha MEXIYHAPOAHBLH
PBLIHOK

Ha3ssaHue n iexapeTBeHHas

tdopma : BASATTPOCTAH,
IMO(MMIN3AT A5 IPUrOTOBICHHA
pacTeopa s HHbY3Hii

Cepusa Ne : 5938002

Mponyxt Ne : 1007639

Hacrosimm Mei TakKe yA0CTOBEPAM, MTO YKA3AHHbIH
BblLle IPOAYKT COOTBETCTBYET YCTAHOBASHHBIM
cnenMdyKanMsaM, Ha OCHOBAaHMM YEro BLLAAETCA
pa3pellieHHe Ha ero BHIYCK C MPOM3BOACTBA
OTBETCTBEHHbLIM KBANU(DHULMPOBAHHEIM 3KCIIEPTOM.

Jiicuka DapmaceioTrram ['M6X
Aesica Pharmaceuticals GmbIH

Qs
Dr. Susanne Krefeld

YHQIHOMOYEHHOE JIHLIO
Qualified Person

Monheim,
7 3. AUG. 2021

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. : 5938002

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
expert.

Remarks: n/a

. 8. i

HcnonuuTtesb KOHTPONS COOTBETCTBHA NOKYMEHTALIMK
Quality Assurance Facilitator
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CEPTUDHKAT AHAIIM3A
CERTIFICATE OF ANALYSIS

HaszBaHue nponykra : BA3ATIPOCTAH
Product name . VASAPROSTAN
Cepus Ne 5938002
Batch No.
IMpoayxkr Ne 1007639
Article No.
Kon MNe P012, SPZ. RUSFL/00 dated 04.05.2020
Code No.
Hata nponssoacTea 11/2020
Date of Manufacture
TECT CHELTN®HUKAITS PE3YJBTAT
TEST SPECIFICATION ACTUAL
CaoiicTpa
Properties
BHewiHuit sup
Copepxunmoe aMIynbl [urpockoniyyas nuoduaLrHas macea 6enoro useta COOTBETCTBYET
Appearance
Ampoule content white hygroscopic lyophil mass complies
OcHoBHOMU YNAKOBOYH b1 amryibl HeUmpansho30 CMexna ¢ cuneli mouxkoil Had mMecmom COOTBETCTBYET
Marepuan HAONUAA U MAPKUPOGOYHEIM KOtbYOM Culiezo ysema
Primary packaging material colourless 5 ml OPC-glass-ampoule of glass quality I with complies
a blue point above the scratch mark of the neck and
one red code ring.
L{semnocms lpenapam donaicen Ghime Gecysemivim no CPABHEHUID ¢
nuouruzama 6 uzoMOHUNECKOM pacmeopumenesi. Padmaopumens - usomonuveckuii 0,9 % COOTBETCTBYET
pacmeope nampus xa0puda pacmeaop nampus xnopuda.
Colour of the lyophilisate in 5 ml producing a colourless solution compared to complies
in isotonic sodium chloride isotonic 0.9% sodium chloride solution
solution ‘
TTpospaunocme [penapar gomxer G61Ts IPO3PAUHEIM NO CPaBHEHHIO C COOTBETCTBYET
nuogumzama ¢ uzomonueckom pacTBOpHTeneM. Pactropurens - uzotonuuecikuii 0,9 %
pacmeope nampus xnopuda PacTBOp HATPUSK X10pHAA.
Clarity of the lyophilisate in 5 ml producing a clear solution compared to isotonic complies
in isotonic sodium chloride 0.9 %sodium chloride solution
solution
Bpems pacmaopenua ¢ 5 mn He Donee | MuryTHI < ] muuyTHI
usomonuuecxkozo 0,9 % pacmaopa
Hampus xnopuda
Dissolution time with 5 ml of NMT I min < I min

isotonic 0.9 % sodium chloride
solution
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Hazanue npomykra ¢ BA3ATIPOCTAH
Product name - VASAPROSTAN
Cepus Ne 5938002
Batch No,
Ipomykr Ne 1007639
Article No.
Kon Ne P012. SPZ. RUSFL/00 dated 04.05.2020
Code No.
TECT CHOEITUOUKAITNS PE3VYJIBTAT
TEST SPE CATION ACTUAL
Mopnnnuocts
Identity
NTEl-ansda-ua 3/97 Henbrtyemslit pactsop A. COOTBETCTBYET
PGE 1-Alpha-CD 3/97 OxpalIMBaKHKE PACTBOPA B OPAHIKEBO-3KEITHIH
peakuus ¢ H2S04 UBET.
reaction with sulphuric acid Test solution A: orange-yellow colour complies
HcnprtyeMmelit pactsop B. COOTBETCTBYET
He nomxso nabnionatsca okparumsans
PacTBOpa B OPAMKEBO-IKENTHIH LBET
Test solution B: no orange-yellow colour complies
Anrnpoctanun Bpems ynepikusanus ocHOBHOrO miia
Alprostadil IMPOCTAAMAA HA XPOMATOrpaMME
onpeneaeHue metogoM BOJXKX MCIBITYEMOI0 DACTBOPA JOMIKHO COOTBETCTBYET
COOTBETCTBOBATH BpEMEHH YaepxxKHBaHHA
OCHOBHOI'O ITHKa Ha XPOM&TOFPB.MME
CTaHAAPTHOTO pacmeopa
HPLC determination the retention time of Alprostadil main peakin .o iplies
the chromatogram of the test solution must
correspond fo the retention time of the main
peak in the standard solution ch romatogram
Yucrora
Puriy
Poacteennsie npumecy
Onpenenenne Tpocrarnaunyia Al He Gonee 4 % 03%

Degradation products PGA1
MeTomoM BOKX
HPLC determination

Ipocrarnanmux Bl

PGBR1

onpeneneHue merogom BIKX
HPLC determination

NMT 4 %

He Gosee 1.0 %
NMT 1.0 %

He oBHapymeH
not detectable
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Hazganue npomaykra
Product name

Cepus No
Batch No.

[Mponyxr Ne
Article No.

Kon Ne
Code No.

g

TEST

: BA3AITPOCTAH

VASAPROSTAN
5938002

1007639

: P012. SPZ. RUSFL/00 dated 04.05.2020

CHENUQUKALIS
PECIFICATION

PE3YJIBTAT
ACTUAL

15-kero-TIpocrarnanauH El
15-keto-PGE1

onpeaenenue Meroaom BBIKX
HPLC determination

Benuunua pH

pH value
MOTEHUHOMETPUYECKOE
onpeneneHune
Potentiometric examination

MexaHHUuecKHe BKIIOYEHNS

- HCBHOHMEIE YacTHUEI

(Erp. Mapmakoneeit 2.9.19)
Particulate matter

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

Coaepskarue BOABL:

Water content
Coulometric titration

KonuuecTBeHH b aHATH3

Assay

AnnpocTanun

Alprostadil

onpexen. MmetrogoM BBXKX
HPLC determination

OnHopoaHOCTs A03upoBaHUS

Uniformity of dosage

He Gomee 2.0 %
NMT 2.0%

40-6.5

He 6onee 6000 yacTuiu/amrr. > 10 Mxm

NMT 6000 part./amp. > 10 um

He Gonee 600 yacTuu/ammn. > 25 mim

NMT 600 part./amJ;:J. > 25 um

He Gosiee 1.5 %

NMT 1.5 %

55.5 - 64.5 mxr/amnyna // ug/ampoule

(92.5-107.5%)

B cooTeeTcTBHH ¢ Erp. Papmakoneeii 2.9.40

to comply with Ph.Eur.2.9.40

He oBHapyxeH
not detectable

4.8

0 yacruu/amn

part./amp
0 yactuu/amn

part./amp

02%

60.3 mMxr/ ammnyna
_ug/ampoule

n=10, AV=1.2

n=10, AV=1.2
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HasBaHue nponykra : BABAITPOCTAH

Product name : VASAPROSTAN

Cepus No : 5938002

Batch No.

IpoaykT Ne 1007639

Article No.

Kon Ne POI12. SPZ. RUSFL/00 dated 04.05.2020

Code No.

TECT CITEITTOU s PE3YJIbLTAT
TEST SPECIFICATION ACTUAL
MukpoGuonoruseckas yucrora

Microbiological Purity

CTEPHIIBHOCTh B COOTBETCTBHH C

EBp. ®apmaxoneeii 2.6.1 CTEPUABHO COOTBETCTBYET
Sterility according to Ph.Eur. 2.6.1 sterile complies

BaKTCDHE.ﬂbe[C SHAOTOKCHHBI

Bacterial Endotoxins

He Bonee 350 E3/amn.
< 5 E3/amn.
EU/ampoule

B cooTBeTCTBHM ¢ EBp. MapMakoneeii 2.6.14 NMT 350 EUfampoule

according to Ph.Eur.2.6.14

BA3AITPOCTAH ykasaHHo# cepun COOTBETCTBYIOT CelIHDUKALMH
VASAPROSTAN of the above described batch meet the specification.

Jiticnka Papmacsrotukans TMEX

Aesica Pharmaceuticals GmbH

@%\ o
Dr. Susanne Krefeld

YNOMHOMOYEHHOE ML

Qualified Person
Monheim, ,
T 3, AU, 201

J. Bedgbie

HCHDJ’IHHTCHB KOHTPOAS COOTBETCTBMA AOKYMEHTALHH
Quality Assurance Facilitator






