JEKJAPAIIUSI O COOTBETCTBUM

AEKJIAPAHT, IPHHUMAIOH U JEKJAPAILIMIO O COOTBETCTBUHU
000 "KOCE ®apma Jlozucmuxc"”

Ceedenus o pezucmpayuu opeanuzayuu: Mexcpaiionnas umcnexyus Dedepanvrott Harozoeol cayacost No 46 no
2. Mockee 02.08.2010, OI'PH 1107746610180, dama npuceoenus OF'PH 02.08.2010).

Adpec: 105082, 2. Mockea, [Tepeeedenosckui nepeyaox, 0.13, cmp. 21.Teaegpon:8(495)644-33-22

B auye: I'enepansuwiti dupexmop Yuenuna C.A.

Losepennoe auyo: Apnaym E. ., dosepennocms JI-FODJI-12 om 02.08.20] 8.

3ASIBJISIET, UTO

Aexapcmeertoe cpedcmeo. Basanpocman, awoguiuzam oaa npuzomosnenus pacmeopa oas undyzuii 20 mxe,
amnyavt (10), nauku xapmonnsie, PY No IT N013651/01 om 29.12.2011 (dama 3amenvt PY 06.12.2017) ¢widano
HOCE @apma I'mbX, cepus 5829101, napmus 3648 ynaxosox, z00en oo 31.03.2023, npouzeodcmea Au [u Tu
buonoeuxa I'm6X, epmanus, IDT Biologika GmbH, Am Pharmapark, 06861, Dessau-Rosslau, Germany, /
Dicuxa Papvacviomuxans InéX, lepmanus, Aesica Pharmaceuticals GmbH, A Ifred-Nobel-Strasse 10, 40789
Monheim am Rhein, Germany, koo OKITI2 21.20.10.144. ko0 TH B3I 3004900002, xonmparxm No
LOG/RU/SP/2011 om 14.01.2011, unsotic No 880044688 om 08.11.2019

COOTBETCTBYET TPEBOBAHUHSIM
T NQI3651/01-140915 uzm. No |

JEKJIAPAITAS ITIPHHATA HA OCHOBAHUM
npomoxon ucnbimanui Ne 21161 om 19.11.2019 HJT 000 HI] "®APMOBEOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21 /140, Cepmucpuxam POCC DE.®MI15.C91334 om 20.11.2019

AATA IIPHHATHSA JEKJIAPALIUM 20.11.2019
HEKJIAPAI_.IPIH JENCTBUTEJILHA 10 31.03.2023
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S deraapanm MOANKCH O.H.O

CBEJIEHMHSI O PEI'UCTPALIUH

' OPTAH I1O CEPTHO®HKALUH, 3APETHCTPUPOBA BIIT i1 AEKJIAPAIIU KO

POCC RU.0001.11@MI15 OPTAH ITO CEPTHOHKALHH ITPOAVKIIHH OBL[ECTBO C
OIPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYKHOMH HEHTP KOHTPOJIH KAYECTBA",

adpec opeanusayuu. 115280, 2. Mocxea, yx. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1., aopec opeana no
cepmupurayuu: 143581, Mockoscxan oéracme, Hempunckuu pation, dep. Jlewrxoso, 0. 248, emp. 1, men.;
(495)640-96-69, (495)787-92-78 geb-caiim: OYKK.P. :

AEKJAPALINA O COOTBETCTBUHM 3APETMCTPHPOBAHA Mo POCC RU I-DE.®M15.4.28662/19
AATA PETHCTPALUMNH 20.11.2019
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Consort Medical

Aesica Development & Manufaclure API & Finished Dose
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CEPTHOHKAT KAYECTBA

O nerajibHoM JOCTYNE KayuecTBeH Hblx
tbapmaucmw{ccmx [IpoayxTos Ha MeXIyHaponHbiit
PEIHOK

Haspanue u JICKapcTReHHan

¢opma : BABATTPOCTAH

Cepus Ne 1 5829101

Mponykr No 11007637

['onen no : 0372023

Yenoeus xpancuus : I Ipu Temneparype we spie
25°¢

Haspauue u konnyecrso KaXI/I0ro akTHBHOro
BeilecTsa:

Onna amnyna c 48.2 wr THO(HIUIATA cConepkHT

20.0 mxr annpocranmna (npumensercs s BHAE KNaTpaTtHoro
KOMIuIekea ¢ anwdanckcom 1:1),

646.7 Mr anbdancica (ut.vpa-uumoncnc:pun),

47.5 Mr nakroau,

Hactonmmpm YAOCTOBepsieTCes: YTO man i NnpoaykT
ﬂpOH3BOLlli'I‘C$E B COOTBETCTBUM [ peKOMCl[.ﬂauHHMH
BO3a "Xopouue NpaBuIia NPOM3BOICTBA 1 KOHTpOns
KayecTsa Jekaperp” (GMP)u s COOTBETCTBHY ¢
HALHOHATEHBIM 3aKOHOIATEILCTROM Desepatusioi
Pecny6augu Cepmatiny.

Ynakoska u Chipbe, Hapsgy ¢ ITPOH3BOACTBEHHBIM
[IPOIECCOM, AHIPO M KOHEeYH M MPOIYKTOM SIBARI0TCH
lIpeiMeTaMm KoHTpons KauecTna, onpeleseHHbIM Kak
HaUHOHANBHON, TaK ¥ MEXIYHAPOAHBIMHK
Gapmakonesmu, MM® 4 MIIK craspapramy u
TIPOHIBOJCTBEHHBIM NPOLECCOM Diicuka
Dapmacuiorikan: 'M6X H COOTRETCTRYET creuudukaimu p
Hopmarusnoii Hoxymentaunu CTPalbl — HMIIOpTEpa.

Tpebyemoe COOTBETCTBHE d:apmaucn*rwwcxux,
dm:w:ecxux, H MUKpOOHONIOrMYeCKHX XapaKTepHCTHK
OnpelensieTca A1a Kaxno cepru es orosopok.
COO‘racTcrnym:uaﬂ JIOKyMeHTalus XPaHHTCH B Jloche B
TeueHHe 6 neT B cocTape OCHOBHOM IOKYMeHTal MK Ha
I'POM3BONCTBEHHY IO Cepuio,

Hactosium mu1 takxe YIOCTOBEPSAM, YTO yKasaHHbI#
Bhlle nipoaykT COOTBETCTBYET YCTAHORNEHHbBIM
cneurdukaunnm, na OCHOBaHHH Yero Bulgaercs
Pa3pelienue Ha ero Bemyck ¢ [IPOM3BOICTRA
OTBCTCTBE HHEIM KBaTH(ULLUPOBAH HbiM 3KCMEpPTOM.

Jiickka MapMactiotians MEX
Aesica Pharmaceuticals GmbH

/%Zw ///

Dr. Michael Schwoppe

YNORHOMOYEHHOE Lo
Qualified Person

Monheim, 7 8. ﬂKf 20]9

CERTIFICATE OF QUALITY

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

Name and dosage

form of product . VASAPROSTAN
Batch no. : 5829101
Article no. : 1007637
Expiry date 1 03/2023

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 I:] clathrate complex
with alfadex), 646.7 Hg Alfadex (alpha-Cyclodcxlrin),
47.5 mg Lactose.

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" (G MP) 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
intcrnational pharmacopoeias, F. I. P, and p. I.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 pharmaccutical, physical, chemical
and microbiological specifications the required quality
of every batch is ascertained without reservations, The
respective documentation wil] 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 s
released accordingly by the responsible qualified expert.

Remarks: n/a

J. B.d

Henomuurenn konrpons COOTBETCTBHA I0KYMEHTALHK
Quality Assurance Facilitator



‘"\\ Consort Medical

Aesica Development & Manulacture API & Finkhad Dose

Hassanue Npoayxra
Product name

Cepua Ne

Baich No.

[TpoaykT Ne

Articie No.

Kou Ne
Code No,

Hata npomasoncrea
Date of Manufacture

CEPTHOUKAT AHAITU3A
CERTIFICATE OF ANALYSIS

: BA3ATNIPOCTAH
* VASAPROSTAN
5829101
1007637
PO10. SPZ. RUSF/01 dated 01.08.2017

. 04/2019

TECT CNEUUPUKAIIMA b
TEST SPE| CIFICATION ACTUAL
Caoiicrna
Properties

Breiunuii Bun
Conepxumoe aMIynel

Appearance
Ampoule content

OcHoBHO# ynakosoyHbi
MaTepuan

Primary packaging material

Pactsopumocts Jnodunmzara
B M30TOHHYECKOM pacTBope
XJIOpHAa HaTpus

Solubility of the Iyophilisate
in isotonic sodium chioride
solution

Bpems soccranosncuus a
PacTBOpE H3IOTOHMUECKOrO
XIOPHIA HATPHS
Reconstitution time

in isotonic sodium chloride
solution

Besniit AHobunmuaar, cobpan Ha gie aMITY1b1

white lyophilisate, sticking at the bottom of the ampoule
GecusetHsie 5 M OTI] dAMITYJIbl M3 CTeKNA Kiacea

| ¢ rony6oit Toukoit HAIl OTMCTKOM /18 Haanmuna Ha
TOP-IBILIKE aMITY/Ibl ¥ C OZIHUM KPacHbIM KOJIbIIOM
colourless 5 ml OPC-ampoule of glass quality 1 with

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

Crobouno PacTBOpHM 8 5 M1 M30TOHKYECKOTO
PACTBOPa X10pHaa HaTPHA ¢ oBpaionanmcwm
fipo3pavHoro pacTeopa

in 5ml freely soluble producing a clear solution

lie bonee 1 MunyTy,

NMT I min

COOTBETCTRBYET

complies

COOTBETCTBYET

complies

COOTBC'I.'C‘]'BYCT

complies

< I MRy THI

< Tmin',




Awsica Developmant & Manulacture AP & Finkhed Dose

& Consort Medicql

Hassanue IposlyKTa
Product name

Cepusa Ne
Batch No,

Mpoaykr Ne
Artiele No.

Koa Ne
Code No.

TECT
TEST

BA3AIl POCTAH
VASAPROSTAN
582910]

1007637

P010. SPZ, RUSF/01 dated 01.08.2017

I1E 3 T.

CIELH®UKAIINS PE3YILTAT
SPECIFICATION ACTUAL

Hoanunuocrs
Identity

MNpocrarnanguy El- Anbdanexce 3/97 Meenenyemuis pacTsop A: COOTBETCTRYET

PGE I-Alpha-Cp 3/97
Peaknus ¢ H2S04
reaction with sulphuric acig

Aubnpocramm
Alprostadil
onpeacncHue Metonom B3XX

HPLC determination

Yncrora
Purigy

IMponyxThi pacraga
Degradation producis PGAl
MeTolom BAXKX

HPLC determination

IS-KeTo-HpocrawlauunH El
15-keto-PGE]

OPaHXCBO-XENTOE OKpalmpate complies
Test solution 4: orange-yellow colour

Hcenenyemmit pacTBop B: COOTBETCTByeT
OpaHxeso-xenToro OKpamuBaHus complies

He Habawjaercy

Test solution B: no orange-yellow coloyy

Bpems Yoepxcuaarus OCHORKOZO NUKa
IBIIpOCTaNMNA Ha Xposamozpavme

HCMbITYeMoro Pacmaopa darxcruo COOTBETCTBYeT
coomeemcmaoaams BpeMenu yoepxcusan s complies
0CHOBHO20 NUKA Ha Xposamozpaume

CTaHIApTHOTO pacmeopa

the retention time of Alprostadil main peak in

the chromatogram of the test solution must

correspond o the retention time of the main

peak in the standard solution

Onpenesenne Mpocrarnanmmia A He Gonee 2 % 0.2 %
NMT2%
He 6onee 1.5 % He oBHapyxen
NMT 1.5 9 not detectable

OlpeaesieHHe MeTonom BAXX
HPLC determin ation



2\ Consort Megicar

Haspapye lponaykra © BA3AnN POCTAH

Product ngme \ VASAPROS TAN

Cepus Ne 5829101

Batch Np.

Npoaykr Ne : 1007637

Article No,

Koa N : PO10. Spz. RUSF/OI dated 01.08.2017
Code No,

TECT CHEHHOUKAIIg E3VJIbTAT
IEST sggcrﬂcdréy ;’_CZL/AL

Beauuuna pH

P valye

nu'rcuuunmerpmrccxoc 4.0-6.5 5.0

onpenenenye

Po!enn'omem’c examination

Konnyecrno yacTyig

JIEKTPOHHBI 4 CYeTYK He Gonee 6000 YacTui/amn. > | MK 2 HacTuL/amn
NMT 6000 part. famp, > 19 Hm pPart.famp

Particuiare matter He Gonee 600 HaCTHI/aMnT, > 2§ pyer 0 HacTHI/amn

Electronjc particle tesy ¢ If14 C) NMT 600 Part.famp. > 25 Hm part./amp

Cm{epxauue BO/IbI: He Gonee |.5 o 055

Water conteny NMT 159

I{onnwecraemu,m AHAIH3

S BEHHLIN ananug

dssay

Albtipocranyy (19.5-215 MKr/amnyna // He/ampoule)

Alprostadit

Olpesen. mertopom BoXXx 97.5-107.5 % 101.5 %

HPLC determ ination

OaHoposnocty, coaepxanpus B CoOTBeTCcTRBYY ¢ Egp. Qapmaxornces COOTReTCTRYET

Un{'}brmf{v of conteny to comply with py, Eur.2.9 49 complies




Assica Davelopment & Manulaciure API & Finished Dose

JL\ Consort Medical

Haasanuce nposyxra . BA3ATMPOCTAH
Product name : VASAPROSTAN
Cepus No : 5829101
Batch No.
ITpoaykr Ne : 1007637
Article Nao.
Kon Ne : P010. SPZ. RUSF/0] dated 01.08.2017
Code No.
TECT CINEITHPUKALINSA PE3YJ/ILTAT
TEST SPECIFICATION ACTUAL
Mukpobronoruseckan uncrora
Microbiological Purity
CTEPHALHOCTD B COOT-BETCTRUM C
Enp.@apma-koneeii CTEPHALHO COOTRETCTRYET
Sterility according to Ph. Eur. sterile complies
BakTepuantule H10TOKCH B MaKCUMAILHO JIOIYCTHMAnA
Bacterial Endotoxins KOHLEHTpalns
3HI0TOKCHHOB 350 ME/amn. < 5 ME/amn.
(coorsetcTuyer 47 KOE/Ma npu EU/ampoule

pacTBopeHuu B 7.5 Mn)

B cooTBeTcTBMM ¢ Ep. Mapmakoneeit maximum allowable endotoxin
concentration (MAEC)
according to Ph. Eur. 350 EUfampoule

(equivalent to 47 EU/mi
when reconstituted in 7.5 ml)

BA3ATIPOCTAH ykazaHuo#t CCPHH COOTBETCTRYIOT cneuudUKalMm
VASAPROSTAN of the above described batch meet the specification.

Ditcuxa PapmackioTukan IvMGX
Aesica Pharmaceuticals GmbH

fleoyr

Dr. Michael Schwéppe

YNONHOMO4EHHOE UL

Qualified Person
Monheim, ) 0KT. 2019

]
JAOKYMOHTAIUK

Henonuurens KOHTpPOJA COOTBETCTBHA

Quality Assurance Facilitator



