JTEKJAPALIASI O COOTBETCTBUU

‘ JEKJIAPAHT, IPHHUMAROIMI JEKJIAPALIMIO O COOTBETCTBUU B
| 000 "IOCE Dapma Jlozucmue”

. Ducuxa fDa;mact.fonmr\mz Im6X, epmanus, Aesica Pharmaceuticals GmbI, Alfred-Nobel-Str: 10, 40789 I

| Ceeoenus o pecucmpayuu opzanusayuu: Mexcpationnas uncnexyus Dedeparsnoi naro206oti cavacovi Ne 46 no

| 2 Mockee 02.08.2010, OT'PH 1107746610180, dama npuceoenua OFPH 02.08.2010.

Adpec: 105082, 2. Mockea, llepesedenosckuit nepeviok, 0.13, cmp. 21. Teaepon:8(495)644-33-22
| B aue: [enepansusiti dupexmop Yuenuna C.A.

Hoaepennoe ruyo: Apnaym E.@., dosepennocmo J-FOD-12 om 02.08.20182, N

3ASBIAET, UTO i

Aekapemeernoe cpedcmeo. Bazanpocman, auoghuruzam ona npuzomosnenus pacmeopa 018 unghyauil 60 axe,
avnyaet (10), navku kapmonnwie, PY No JICP-001051/08 om 26.02.2008 (dama savenot PY 04.05.2017) sidano |
KOCE @apma I'wiX, cepus 5765802, napmust 2856 ynaxoeox, 20den do 31.01.2023, npoussodcmea Ai Ju Tu
buonozuxa Im6X, Iepmanua, IDT Biologika GmbH, Am Pharmapark, 06861 Dessau-Rosslau, Germany, /

Monheim, Gunran} koo OKIIH2 21.20.10.144, koo TH B2/T 3004900002, koumparm Ne LOG/RU ’SP”G: | on

i ‘ 14, (h_ 2011, uneotic No 880044690 am 08.11.2019

- COOTBETCTBYET TPEBOBAHUSM

L JICPL001051/08-151015 uav. Ne 1

JAEKTAPALIUA ITPHHATA HA OCHOBAHHUH
npomoren ucnsimanun No 21191 om 19.11.2019 HJT OO0 HI] "@APMOEOPOHA" ammecmam
axxkpeoumayun POCC RU.0001.21 DJI40, Cepmucgpuram POCC DE.®MI5.C91343 om 20.11.2019

JATA' rIPHHﬂ'mﬂ JEKJAPAITHM 20.17.2019
)IF]\JEAPAHHSI ,[IFFICTBI/[TLJI]:HA O 37.01.2023

f uym FhANER o
i ! ;;;‘f/ ApuayT E. .
Coexnapanm. . MOAMKCH _ ®.H.0

CBEIEHMHS O PETUCTPAITUU

OPI'AH 1O CEPTH®HKALMH, 3BAPETHCTPUPOBABIIHH JEKJIAPALIMIO ||
POCC RU.0001.110M15 OPIAH ITO CEPTHOHKALIHH ITPOAYKLHH OBIIECTBO C :
OI'PA H!I VEHHOH OTBETCTBEHHOCTbIO "OKPYKHOH HEHTP KOHTPOJIA KAYECTBA",

adpec op’amr s’m;zm 115280, 2. Mocksa, yn. Macmepxosa, 0. 4, 3m. 3, nom. I, ko, 1., aopec opzana no

cepmulprcayuu: 143581, Mac:\ogcmu obaacmye, Hempunckuii pation, dep. Jlewxoso, 0. 248, cmp. 1, men.:
(493)640-96-69, (495)787-92-78 sed-catim: oyxk. §

| JEKJZAPALMS O COOTBETCTBUH 3APETHCTPUPOBAHA A POCC RU 1-DE.®M5.4.28673/19

JATA PETHCTPALLHMU 20.11.2019

MIT -~ "}'ﬁ . |

3apbnoscmn H.A.
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floanucs Pykosoamens OC H
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Consort Medical

Aesica Deveilopmen & Manulociue Apl g Finiskad Dose

A

THDHKAT KAy BA

oneransHom AocTyne Ka4CCTBE K px (bapMaueu'rmeKHx
npoaykTop Ha MEXUYHapOAH 1 PbIHOK

Hasnanue y e peTeeHHan

Pbopua ! BABAHPOC’!‘AH
Cepusi Mo : 5765802
Mpoaysr No 01007639
lonen ao 10172023

Yenorus Xparenmsn : Ilpy TeMnepaType e Buiye 25 °C

KOMRIleKkea ¢ ansganercon 1:1),
1940.0 mr ansdagekca (a.nhq)a-unx.rlo.uexcmuh),
47.5 mr NAKTO3bI.

Hacrongupy YAOCTOBEpsieTeA: yTo Aanusid npoaykr
NPpOH3ROAMTCY B COOTLCTCTRMK ¢ PEKOMeHAauMamMu BO3a
"Xopouue NPaBiia nponasoscrya 4 KOHTPOS Kayecypy
ACKapeTs” (GMP) y COOTRETCTRUY ¢ HALHOHAT BLH by
3AKOHOaTenLCTRON Deaepatunnon PecnyGauxy
Fepmariy,

Ynakorka p ChIpbE, Hapsay ¢ HPOM3BOACTBE ML
Npoueccom, 2HTPO M KOHEeU H iy NPOAYKTOM fBNAI0TCS
fpelmeramu KOHTpO.Is1 Kadecrpa, ONpeAeNeHHbIM Kak
J{auuoreaﬂmoﬁ, TaKk u MEKAYHAPOU  BIM
(Dapmaxoncnun, MM® y MK CTaHOapTamy i
[IPOM3BONCTBEHHBI M npoleccon iicuka Bapmaceiorixan;
I'MBX COOTBETCTHY Y Clieunrkauny g Hopmatienon
.Hoxymcrsmulm CTpaHbl — Hmiloprepa.

Tpeﬁycuoc COOTBETCTRHE dmpuaucnmuecxnx,
bhHIMYeckux MUKPOBHOTOrHYeckimy XapaKTepHeTH K
Onpeaenseress s KaXIA0H cepuu Gea OroBOPOK.,
COOI‘BC‘]‘C‘I‘IinOlu&m AOKYMEHTALNS XpamuyTey B l0Che B
TeueHue 6 net o cocrape OCHOBHOA NOKYMeKTALMI Ha
npomncmc-rnem-:ylo CEPUHIO.

Hacrosmimm my TakxKe YAOCTOBEPSIM, yTo YKalauHu i
Bhllle npojykr coorseTeTRyer YCTAHOBRCHH b1y
enewpuKaumam, 1a OCHOBAHUH Yero prgaercy
PadpelieHue Ha ero BBINYCK ¢ npoussoncrpa
OTBETCTEC HH bin KBANHDULHPOBAKH b1y IKCNepToM.

Jiickka Dapmacsiotitkans [Ex
Acsica Pharmaceuticals GmbH

‘p[&br, @ (( 2
Dr. Rehecsy Monells Pagés

YNOAHOMOUEHHOE Ny
Qualified Person

Monheim, 31 ger 2019

QEBIIME_QMN‘LH

on the Legal Status ang Quality
of Pharmaceutica Products
Moving in International Commerce

Name and dosage

form of product - VASAPROSTAN
Batch no. . 576‘5802
Article no. 11007639
Expiry dute 1 01/2023

Storage conditions  : Do ot store above 25°C

Name and amount of each active ingredients:

One ampoule of 49.5 mg dry substance contains
60.0 pig Alprostadil (used as a 1] clathrate complex
with alfadex), 1940.0 pg Alfadex (alpha-
Cyclodextrinj, 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” (GMJ) and
in accordance with the nationa] legal requirements of
the Federa] Republic of Germany,

Packaging and raw materials as wel] 4 mgnufacturing
process, the bulk product and finished product are
subject to quality controls set forth in national and
international phar*macopocias, F.LPandP. | ¢
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,

reservations. The fespective decumentation 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: See DAN 29917 approved by UCB,

o/

o/

JL. {
C} V
Henonuurem, KOHTpONA cocrsercramg AOKYMCHTaLM I
Quality Assurance Facilitator
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Hassanue nponyxra
Produci name

Cepua Ne

Barch No.
[Tpoaykr Ne

Article No.

Cneiduxanua
Specificaiion

Hara npoussosacTra
Date of Manufacture

XapakrepHCTHRY KKavecTsa
Quality Characteristics

EPTH KAT

CEPTHDUKAT AHAJII3A
CERIIFICATE OF ANALYSIS

BA3AINPOCTAH

VASAPROSTAN

5765802

1007639

P012. SPZ RUSF/01 dated 03.08.2017
02/2019

Tpebonanns kavecrea
Quality Requirements

PesyavraTr
Actual

Croiicrea
Properties

Onucanue
CKAsHIa colepkaHic

Destription
Vial-content

OCHOBHOM YNakoBouHbIH
MaTepHan

Primary packaging marerial

PacrsopuMocTs Avodunnsata

B H30TOHKUECKOM pacTBope
AopHiaa HaTpis

Solubility of the lyophilisate
inisoronic sodium chloride
salution

Bpems soccTanosenns o
PACTROPE HIOTOHHYCCKOrO
){ﬁupﬁlﬂa Ha'rplm
Reconstitution time

in isotonic sodium chloride
solution

Genbiit nuodmansar, cobpan Ha aie amnyssi

white lyaphilisate, sticking at the bottom of the ampoule
GecuseThsie 5 ma OTITT amMnynbl 3 crerna Kiacca

| ¢ rony6o# TOUKOM HAL OTMETKOM ANs HAAMHAA HA
TOPIIBILUIKE aMIY/Ibl ¥ C OAHUM CUHKM KOJILLIOM
calourless 5 ml OPC-ampoule of glass quality 1 with

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

Cnob0onHO PACTBOPHM B 5 M1 H3OTOHKHECKOIO

pacTBOpa XNOPHLA HATPHA C 0BpazosaHnem
npo3pavHoOro pacTpopa

in 3 mi freely soluble producing a clear solution

He Gonee | muHyTsl

NMT I min

COOTRETCTBYET

complies

COOTBETCTBYET

complies

COOTBCTCTBYET

complies

< I MunyThi

< ] min
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Haspanye nponykra
Product name

Cepua Ne
Bateh No.

Mponykr No
Article Mo,

Creundurkayng
Specification

BA3ANPOCTAH
VASAPROSTAN
5765802

1007639

Po12, SPZ.RUSF/0) dated 03.08.2017

Xapakreprericy Kavecrna TpeGosanus Kauecrna Pesyanrar
Quality Cha racteristics Quality Requirements Actual
Hoammmmocry,
ddentiry
[Mpoctarnannp El- Anbtanexe 3/97 Hceneayemuii pPacTBop A: COOTBeTCTBYCT
PGE I-Alpha-cp 3/97 OpaHXeBo-xenroe OKpaillMBane compiies
Peakums ¢ H2504 Test solution A- orange-yeflow coloyy
reaction with suiphuric aeid
Hcenenyemuii pacTeop B: COOTBETCTBYET
OPaHXeno-xenrtorg OKpawusanyg complies

AJIBNpocTaniy
Alprostadil

OnpedescHite MeTo10Mm B3XX

HPLC detern inarion

Yucrora
Lurity

Mpoayxry pacraga

He Habmionaeres
Test solution B: no orange-yellow colour

Bpenms Yoepxcusanus OCHOGH02G MHKa
ﬂJ!bﬂ])UCT”aiIM)Iﬂ Ha xpauamaapmr,ue

HCIIBITYEMOrO pacmeopra doaxeno cooTaeTcTYET
coomaememaosame BPemeiu yoepacuaan s complies
QCHOBHO20 TIHKA Ha xpo.-wamoepqmte

CTaHaapTHOrG pacmeopa

the rerention time of Alprostadil main peak in

the chromatogram of the test solution st

correspond to the retention time of the main

peak in the standarg solution

Onpeneneriye Mpocrarnanmuna A | He Gonee 2 % 0.2%
Degradation producis PGAJ NMT 29

MeTonom BRI X

HPLC deiermination

15-keTo-1 Ipocraraannyy El

13-ketw-PGE] He Qonee .5 % He o0Kapyxex
ofipeaenenye Metonom BBXKY NMT 159 not detectable

HPLC determination
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Haasanwe nponywra
Praduct name

Cepua Ne
Batch No.

Mpoaykr Ne
Article No,

Creundukaums
Specification

BA3ATIPOCTAH
VASAPROSTAN
5765802

1007639

PC12. SPZ. RUSF/0! dated 03.08.2017

Water content
Coulometric examination

Konunyecrsenusiil aHanus

Assay

ANBIPOCTALMA

Alprostadii :

cripeae. Merogom BRKX
HPLC determination

OaoHopoaKHOCTE cogepxanus

Uniformity of content

XapakTepuerukn KavecTsa TpeGosanns kauecTpa Pesynwtar

Quality Characteristics Quality Requirements Actual

Bemmuuna pH

pH value

MOTEHLUHOME T pHYECKDE 4.0-6.5 4.8

OnpejieNleHHe

Potentiometric examination

KozuyecTtso vactuy

FNEKTPOHHBIR CHETYHK He Honee 6000 vactHu/ami. > 10 mkr 0 yacTuu/amn
NMT 6000 part. famp. > 10 um part./amp

Particulaie matter He 6ojiee 600 vactuu/amn. > 25 mxr 0 vacTuu/amn

Llectronic pariicle test (HIAC) NMT 600 part.famp. > 25 um part.famp

Conepxanue soani He Gosiee 1.5 % 0.4 %

Kynonomerpiucekoro sxsamen NMT 15%

(58.5 - 64.5 mkr/amnyna // ug/ampaiile)

97.5-1075% 101.3 %
B cooTsetcTBUM ¢ Enp. Mapmakoneeit COOTBETCTBYET
fo comply with Ph. Eur, 2.9.40 complies



24 AEsica

Hasgame NPOAVKTA © BA3ATIPOCTAH

Product name o VASAPROSTAN

Cepus No o 5765802

Baich No,

Mpoaykr Ne . 1007639

Article No,

Creundmxanmg : POJ2. SPZ RUSF/01 dated 03.08.2017

Specification

Xaparrepueriin KayecTna Tpeboranns kavecrna Pesyawrar

Quality Characteristics Quality Requirements Actual
M AOTHYECKA N YUCTOT

icrobiologi U

CTEPHNBLHOCTE B COOT-BETCTHUY ¢

Esp.@apma-koneei CTEPUITBLHO

Steriliry eccording to Ph, Eur sterile

Bakrepuainipe FHLOTOKCH HBI MaKCUMaTbHO fonyeTimay
Bacterial Fndotoxins KOHUEHTpALMs

SHR0TOXCHHOB 350 ME/amr:.

C QOTBLTCTBYET
complies

<5 ME/awmn.

(cootnerctayer 47 KOE/yn npn EU/sampoule
pacTsopenin s 7.5 mn)
B coorBereThIM ¢ Enp. Dapmaxoneei maximum allowable endotoxin
concentration (MAEC)
according 1o Ph. Eur 350 EU/ampoule
(equivalent to 47 EUrmi
when reconstituted in 7.5 mi}
BA3ATIPOCTAH YKa3aHHON cepun COOTBETCTBYIOT cleunpukarmy
VASAPROSTAN of the above described batch meer the Specification.
Bicnxa LapmaceroTiicans rméx
Aesica Pharmaceuticals GmbH
VY N @)
KU e an
Dr. Rebeca Monells Pagés
YNONHOMOYCHHOE M1 Henonunreds KOHTPOAS COOTBETCTRUS HOKyMeHTa

Quar‘f_'fr?ed Person Quality Assurane
Monheim. 39 0k1. 9019

e Facilitator

iy



