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" JIATA IIPMHSATUS AEKJIAPALINH 22.07.2019
- JEKJAPAIMSA AEHCTBHTEJILHA /10 3/ 0/.2023

JEKJIAPALIMSA O COOTBETCTBHUH

|
- JEKJIAPAHT, MPUHUMAIOUIUHA JEKJIAPAIIMIO O COOTBETCTBHH ! |
| 000 "IOCE ®apaa Jlozucmurc"” ||
| Csedenun o pesucmpayuu opeanusayuu; Mexcpationnaa uncnexyua Pedepaisioi naroeoaou cayycoo Ne 46 no ||

2 Mocwee 02.08.2010, OF'PH 1107746610180, oama npuceoenus OI'PH 02.08.2010.

Adpec: 105082, 2. Mockea, Iepeseoenosckuit nepeynok, 0.13, emp. 21, Teaeqpou:8¢495)644-33-22
B nuye. Ienepaivuvtit dupexmop Ywenuna C. A,

Hoeepennoe auyo: Apnaym E.D., doeepenrnocmes Ne JI-IODI-12 om 02.08.2018 2.

3AABJSIET, UTO

aexapemeennoe epedemeo: Bazanpocman auogunuzam o npueomosaenus pacmeopa oan unghyaut 20 ke,
avnyawl (10), nayku kapmonnvie, PY Ne [T NO13651/01 om 29.12.2011 (dama zavenw PY 06.12.2017) apioano
HOCE ®apma I'vbX, cepun 5792702, napmus 2261 ynaxosox, coden do 31.01.2023. npoussodcmsa Ai /T Tu
buonozuxa I'm6X, lepvanus, IDT Biologika GmbH, Am Pharmapark, 06861, Dessau-Rosslau, Germany /
Duicuxa Papmacviomuxans Iwéox, lepmanun, Aesica Pharmaceuticals GmbH, Alfred-Nobel-Strasse 10, 40789
Monheim, Germany, koo OKITJ12 21.20.10.144, koo TH B3/ 3004900002, konmpaxm Ne LOG/RU/SP/2011 om | |

14.01,2011, uneouic Ne 880021404 om 24.06.2019 ||

COOTBETCTBYET TPEBOBAHUWSIM
I N013651/01-140915 usm. Nel
JEKJIAPALLMSA [TPHHSITA HA OCHOBAHHW

. npomoxon ucnwmariuti Ne 854u om 18.07.2019 HJI OO0 HI "©®APMOBOPOHA", ammecmam axxpedumayui |
POCC RU.0001.210J140, Cepmucpuxam POCC DE.DPMI15.C82362 om 19.07 2019 |

1 Y,

"imﬂnngb e O HHO

deriapanin

CBEJEHHSA O PETUCTPALLA

OPT'AH 110 CEPTH®HKALMH, 3APETMCTPUPOBABHINI JIEKJIAPALIMIO

POCC RU.0001.11PM15 OFTAH 110 CEPTHOHKALIHH ITPOYKIHH OBLIECTBO C
OIPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYKHOH LIEHTP KOHTPOJIS KAYECTBA"

adpec opeanuzayuu: 115280, 2. Mockea, yi. Macmeproea, 0. 4, sm. 5, nom. I, xom. 1., adpec op2and no
cepmugpurayuu: 143581, Mockoeckas obracme, Hempunckut: pation, dep. Mewxoso, 0. 248, cmp. 1. mea.:
(495)640-96-69, (493)787-92-78 set-cauim. oyrk.peh.

AEKJAPALMA O COOTBETCTBUU 3APETHCTPUPOBAHA M POCC RU JI-DE. @M 15.4.19486/19
AATA gEFHCTPAlJ}H H 22.07.2019
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Consort Medical

Agsica Deveopmen! & Manutaciure AP A Firighne Dose

CEPTHU®DHKAT KAYECTBA

0 IerAIbHOM JOCTYIIE KaUeCTREHHbIX
dapyauentiiecKix npoIyKTos Ha MEARAVHAPOIH LI
PLIHOK

Hussamite i ekapersernas
hapaa - BABATTPOCTAH

Cepns No ' 5792702

Npoaver Ne : 1007637

[oiaeH no 01,2023
Yenosus xpatienns  [Tpu TEMNCPATY PE HE BLILLE
S
g

Haamanue 11 koanvectno KAAIUTD aKTHREHOIO
BellleCcTRa!

Oama amnyna ¢ 48.2 0r odiasata conepmur

20.0 mkr annpocrannaa (npusenseren p pige KARTPATHOMD
Koaesed ¢ aasibanescon [0),

646.7 wir ansdanekca (aabdra-unkavnescrpun ).

47.5 mr aakTo3b.

Hactoaiim vaoctosepsetes: 410 aaumuii MPOIYKT
APOIIROIMTLN B COOTHETCTRILI CPCKOMCHILALINAMM
BO3a "Xopome npanina TPONIBOACTBA H KOHTPOIH
Kaveersa nekapern” (GMP) i1 s coorrere g ¢
HULHOHWI BHBIM 3aKOHO LI TeAbe TBOM Delepati o
PecnyGaiku Fepaanin.

VIAaKoBK2 # Cbiphe, HapPHY © NPOH3IBOACT B HHBIM
[IPOHECCON. HIPO 11 KOHEYHBIM NPOAYRTOM HRARIOTCY
HPEAMETAME KOUTPOAS KaMeCTRI, OHPEIeIeHHBIM KaK
HAUHOHMIBHON, TAK It MeAIYHAPOAHBIMT
Mapyakonesys, MM iy MK CTAHAAPTAMI 1
NPONIBOICTRCHHBIM NpoleccoM Diicika
Bapaacerorikans MuGX i cootrere TBYET cnetduirading g
Hopmatusuoii Hokysentaunn CTPaHLl — nsmnopTepa.

Tpebyeroe cooTneteTnie dapsattentieckiy,
@H]II‘!CCKH\ H MHKDDGI!OJ(}HI‘IECKI{\ XaDAKTepHCTHK
OMpe2NeTes 11 KaAK10H cepun Ge3 oroBopok.
COL‘Y!’B\‘.‘TCTB}']LJE.U'A}{ JOKVMCHTALIIS NPAHUTCH B T0CHe 13
TedeHue O et p COCTAaBC DCHOBHOMH JORVMCHTAU MY Hai
NPONIBOACTREHHYID CCPito,

HJCTOHLIIHM MBI TaKAE YA0CTORepHM, 4TO VRAJdHHBIH
Bullle NPoOAavkKr COOTDBeTCTBYVET VCTAHOBIZHHBIM
Cﬁf.‘UIf(t)l%Kﬂl!llSl,\l. Hd OCHOBAHUM Yero puladeTcs
paspewene Ha ero BLINYCK ¢ NPOHIBOACTRA
OTBETCTBEHHLIM KBATH UL POBAH LI IKCTIEPTOM,

AficHka DapmaceioTrand [ Mo X
Aesica Pharmaceuticals GmbH

g e Lo,
: Z_’Z/{-'Z“*/(z/(_fg
Dr. Rebeca Mcnells Pages

YROAHOMOUCHHOE N1HLO
Qualified Person

17. MAI 2019

Monheim,

CERTIFICATE OF QUALITY
on the Legal Status and Quality

of Pharmaceutical Products
Moving in International Commerce

Name and dosage
form of product : VASAPROSTAN
+ 5792702
1007637

(0172023

Batch no.
Article no.
Expiry date

Storage conditions  : Da not store above 25°C

Name and amount of each active ingredients:

One ampoule of 482 mg drv substance contains

20.0 pg Alprostadil (used as a 111 clathrate compiex
with alfadex), 646.7 pg Alfadex {alpha-Cvelodextrin).
47.5 mg Lactose.

Itis certified that the product is routinely manufactured
inaccordance with the WHO recommendations of
"Good practices in the manufacture and quality control
of drugs" {GMP) and in accorduance with the national
legal requirements of the Federal Republic of Germany

Packaging and raw materials as well as manulacturing
process, the bulk produet and finished product are
subject to quality controls set forth in national and
international pharmacopoeias, F. | 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
ol every batch is ascertained without reservations. The
respective documentation will be kept on file for six
vears as master batch production record.

We hereby also certifv that the above mentioned

product conforms to the established specifications and is
released accordingly by the responsible qualified expert.

Remarks: n/a

(,:\I : MSQ’A@\

Henonnurens konTpons cooteererans NOKYMeHTamn
Quality Assurance Facilitator



Consort Medical

Aesica Development & Monufociure AP L Finiches Dose

Haspanie npoavkra
Product nanme

Cepua Ne

Barch No.

IMpoaykr Ne

Article No.

Ko Ne

Code No.

[lara npouzgoacTsa
Date of Manufacture

TECT
TEST

CEPTHOUEKAT AHAIM3A
CERIIFICATE OF ANALYSIS

BA3AIIPOCTAH

VASAPROSTAN

5792702

1007637

P00, SPZ. RUSF/01 dated 01.08.2017
0272019

ClHEHNMMDITKALIMA
SPECIFICATION

CroficTRa
Properiies

BHewnuil 81
ConepRMMOe aMilyIibl

Appearance
Ampoulde conrent

OCcHOBHOI VITAKOBOYH B
Matepiai

Primary packaging material

Pacrsopusocts amodiinsara
B HIO0TOHMUECKOM PacTBope
NI0pHa HaTpH

Solubility of the lyvaphilisate
in isotonic sodium chloride
solution

Bpeus BOCCTAHOBACHHS B
PACTEOPE 1H30TAHIHYECKOTO
\0PHAA HATPIS
Reconstitution rime

in isaronic sodium chloride
solution

Geant Aiodmansar, codpan Ha QHe aMITVb

white lvophilisare, sticking ar the botrom of the ampoule

OecuserHbie 3 v OTTTT asryibt 03 CTEKNL Kaacca
I ¢ ronyGoit TOMKOI HIZ OTMETKOI N8 HAZIMA G HA
FOPALILIKE AMOVALI M C OIHMM KPACHbBIM KOALUOM

colourless 5 ml OPC-ampoule of glass quality | with
a blue point above the scrarch mark of the neck and
ane red code ring.

Cool02HO PACTBOPHM B 3 ML HBUTUHHHECROTO

PACTBODA XA0PIAR HATPMS C oﬁpnmu:nnw\l
NpoIpavHoOro pacisopa

in 3 mi freely soluble producing a clear solurion
o4 < s

He Gonee | asinyiw

NMT I min

COOTRHRETCTRYCT

complies

CooTBeTCTRYCT

complies

COOTBCTCTBYC

complies

K MUBHA TS

< I'min



Aesica Cevelopment & Munulachse AP A Frished Dot

L Consort Medical
™

Haasanue npoaykra BA3AIPOCTAH
Product name VASAPROSTAN
Cepus No 5792702

Batch No.

Mpoaykr No 1007637

Article No,

Koa Ne

P0O10. SPZ. RUSF/01 dated 01.08.2017

Coade No.

TECT CHENMDUKALNA PE3YJILTAT
TEST SPECIFICATION ACTUAL
Hopmmocty,

Identity

Mpocrarnanaim El- Aabduaeke 3/97 Hecaeayesuii pactiop A COOTRETCTHYET
PGE 1-Alpha-CD 3,97 OPAHACRO-KTITOS OKpalUBatie complies

peakuns ¢ H2S504
reaction with sulphuric acid

AaNPOCTaan
Alprostadil
onpeienenie MeToiom BIAX

HPLC determmarnion

Hucrora
Purity

Mpoayxrs pacna;
Onpenencrite MNpoctaraakanma Al
Degradation produces PGA ]
meTonos BIAX

HPLC determination

15-kero-Tpoctartanm E|
135-keto-PGE]

onpenenerite Meroaom BOAX
HPLC determinarion

Test solution A: orange-vellow colour

HMceneayesuii pacrsop B
OPAHAKECRO-K2IATOTO OKpalIHBaHs

He HabmonaeTes

Test solution B: no orange-vellow colour

Bpess vdepowuswam ocnosunss pasa
wibiipocTaliiid Ha ,\'f'”_\f.‘(i.’[.}"’_f‘:d\l i
Henetryemora PACIMEOPA QOAMCHD
COMECMCNMEOEEINR FII’L’\’:’F”[ _ll}l.'"fl‘ HOT e
OCHAGNO 0 TIHKA HA XPONAmMOSPaOe

CTRHIAPTHOIO pacmeopd

the retention time of Alprostadil main peak in

the chromartagram of the wst solution must

corvespond io the retention time of the main

peak in the standard solution

He Donee 2 %

NMT 2%

He Boaee 1.5 %
NMT 1.5 %

COOTBETCTRYET
complies

COOTHETCTRYET
complies

He oBHapymen
not detectahle



Consort Medical

Aesico Develonmaent & raanufoctre AR L Finkhed Dose

Halpanue npoavkra
Product name

Cepun Ne

Barch No.

I'poaykr Ne

Article No.

Koa Ne

Code No.

BA3ATIPOCTAH
VASAPROSTAN

5792702

1007637

POI0D. SPZ. RUSF/01 dated 01.08.2017

TECT CIEIPHKALIA PE3YIBTAT
TEST SPECIFICATION ACTUAL
Beanunua pH

pH valie

NOTEHLNOMETPIMECKOE 4.0-6.5 4.9

onpeneidcHe
Potentiometric examination

Kasnyecrso u dCTHIL
'_i_“lfKTpOHﬂhln CHETUHK
Particulare marner

Llectronic pariicle tesi ( HIAC)

Coaepxatite Bobl:
Water content

KoanuecTasennuiii amang
Assay

ANBNpPoOCTANA

Alprostadil

onpenen. Metonom BOXKX
HPLC determination

OEIIIDL}OJHOC'l b COICpAarHA

Uniforminy of content

ne Boree 6000 vacTig/amn. > 10 Mkr

NMT 0600 part. famp. = 10 qm
He Bonee 600 vyactiu/
NMT 800 pari./amp. =

23

He Donee 1.5 %

NMT 1.5 %

(19.5 - 21.5 mkr/avnyna // ug/ampoule)

975-107.5%

B cootBeTcTain ¢ Esp. Dapmakoneeii

to comply with Ph. Eur.2.9.40

> D5

3 qaeTHI amn
part famp

0 vacTiu/asmn
,IJ(HT "'UJJ!"‘J

100.5 %

COOTBITCTBYRT

complies



Consort Medical

Aesico Devclomment & Manulacture AP & Frished Dose

Hazsanne npoavkra . BA3ATIPOCTAH

Product name ;. VASAPROSTAN

Cepuna Ne : 53792702

Bawch No.

Mponykr Ne ;1007637

Article No.

Kon \o : POI0. SPZ. RUSF/01 dated 01.08.2017

Code No.

TECT CHOEHH W ITKALLSA
TEST SPECIFICATION

Mukpofiuoa

Microhiological Purity

CTEPHILHOCTL B COOT-RBCTCTRILM C

Esp.drapya-koneei CTEPIIBHO COOTHCTCTHYLT
Sterility according 1o Ph. Eur. sterile complics
F)“lh‘ TEPHLIBHBIC IHAOTORCHHBI MAKCHMILTEHO A00veTHaman
Baererial Endotoxing KOHUEHTpalL
aHI0TOKeHHon 350 ME/amn

(cocrrercrayer 47 KOE wma npu Eli/amponle
pacreopeHtin B 7.5 aa)

B cootBeTeTsMI ¢ Eap. Mapanakoneeii maximum allowable endoioxin
concentration (MAFEC)
according 1o Pl Eur. 3350 Etl/ampoule

(equivalent ro 47 EU/mi
when reconstituted in 7.5 mi)

BAZATIPOCTAH yxazanuoii cepu COOTBCTCTRYIOT crieundiKau
VASAPROSTAN of the above described batch meet the specification.

Dicuka DapamackoTikw FaoX
Aesica Pharmaceuticals GmbH

F ey LS |
Dr. Rebeca Monells Pagés ka _ Pm,g \

YNOAHOMOMEHHOE Ny

Qualified Person

Meanheim.
7 Ml
1 S r“g Al

Henon HHUTEMh ROHTPOAS COOTRCTCTHHA AORVYMEHTALHN
Qualire Assurance Facilitator
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