JEKJTAPAHT, HPHHUMATIOWHH JIEKJTAPAILHIO O COOTBETCTBUH

| 000 "KOCE Gapya Jlo2uemuke"”

5 Japecucmpuposano : Mexcpaionnas uncnesyus OHC Ne 46 no 2. Mockee OFPH 1107746610180 om
S 02.08.2010

| Adpec: 105082, o, Mockea, Hepesedenoseruit nepeyaok, o.13, emp. 21 Tenegpon:8(495)644-33-22

- Bauye:Tenepansuoiit dupexmop Hamoura JIyvoex

| | cepmughurayuu: 143581, Mockoecras odracme, Hem

Hoeepennoe njo: Apuaym E @., doeepennocms NoJl-HOD-2 om 10.01.2018

SASBJISIET, UTO

| erapemsennoe cpedcmeo. Bazanpocman Auoprauzam 0 npu2omosaenua pacmeopa 0s ungyzui 20 vke,
awnyani (10), nauxu xapmonnsie, PY No IT NOI3651/01 om 29.12.2011 (oama sasmens PY 29.03.2017) avidano
tOCE Dapya I'm6X, cepun 5728301, napmust 3570 ynaxosox, 20den oo 30.09.2021, npouzeodemea A Ju Tu

- buorocura I'voX, Tepyvianua, IDT Biologika GmbH, Am Pharmapark, 06861, Dessau-Rosslau, Germany, /

| Dicuxa dapyacviomurans Ivox, lepyanus, Aesica Pharmaceuticals GmbH, Alfred-Nobel-Strasse 10, 40789
| Monheim, Germany, koo OKILA2 21.20.10.144, koo TH B34 3004900002, konmparm Ne LOG/RU/SP/2011 om
14.01.2011, uneotie No 880012181 om 18.04. 2018

1

COOTBETCTBYET TPEBOBAHUSIM

[INOI36510]-140915

AEKJAPALIMS TIPHHATA HA OCHOBAHHH

apamoror uenvimanuit No H18-02505 om 25.04.2018 QOO "HIIC "Buomexnorocus”. ammecmant
axkpeoumayuu RARU.21DOMO4, Cepmucpuram POCC DE. OMI15.C56218 om 25.04.2018

JAATA HHPHUHSITHS AEKJTAPALIMM 25 042018
JAEKJTAPALMSI IEHCTBUTEJIBLHA J1O 30.09.202]

M1/, f

o o . ApsnyTE®.

z)(’!«;:ui_p; iHm MOANMKHCH DO.H.O

CBEJEHUSA O PETUCTPALIUU i
| OPTAH 10 CEPTUDHK AL, 3APETHCTPHPOBABLUHI AEKJAPALIHIO A
L POCC RU OO0, HDMI5 OPTAH ITO CEPTHOHKALIHH ITPOIVKLHH OBIIECTRO © H
OFPAHHYEHHOH OTBETCTBEHHOCTbIO "OKPYKHO HEHTP KOHTPOJIS KAYECTBA"

aopee opeanuzayuu: 115280, & Mocrea, ya Macmeproaa, 0. 4, am. 5. now. I, xov. 1., aopec opeana no

puncruil paiton, Oep. Jlewwoeo, o. 248, emp. 1, mea,

(495)640-96-69, (495)787-92-78 ge6-catim: OURK. P,

AEKJIAPALLNSE O COOTBETCTBUHN 3APETHCTPHMPOBAHA A POCC DE.&M15,756943 |
JMATA PENHOTPALIHH 2

3apbitoBekas H.A.
Pykoeoautent OC oo




2L, AESICA

Hassaiue npoayera
FProduct nane

Cepits Ne
Borch Ve
Mpoaykr Ne
Article No
Koa N3
Code Mo

IH3A

MKMM
CERTIFICATE OF ANALYSIS

BA3ATPOCTAH
VASAPROSTAN
5728301

1007637

POI0. SPZ. RUSF/01 dated 01.08.2017

Hara npontsoncraa 102017

Date o Manufocture

TECT COEUMDHKALIMS PE3VIILTAT
TEST SPECIFICATION ACTUAL
Caoiicrag

Lroperries

BHewHii s

Conepximoe amoynu

Appearance
Ampoule conrens

OcHOBKON vrakoso R

MaTepidn

Primary packaging marerial

PacTBopismocTs nodiiausara
U iD0TOHHNEC KM pacTrope

XRopuin HATD M3

Solubility of the tvophilisare
i isatonic soditm chioride

solution

Bress soccrancensis o
PACTBOpE WIOTOMIMECKOrD

XAOPIAA HATTHR
Reconstitutian time

e isotonic sodivm chloride

soluiion

Benwit anodunaar, COBPRN Ha ANe BMIVAR

white lvophilisate, stickine ar the bartom of the ampoule

Oecuserrpie 5 v OIITL AMTIYILL 113 CTeKNa Kaaccsl
I ¢ ronyGoi Toukoit Hag OTMETKOI OM% Hadmina Ha
FOPASUIRE GMTIYALL 11 C OAHHM KPACHLIM KON sLEA

colourless 3 ml OPC- -ampside of gluss gialiiy 1 with
a biug point ghove the scrarch mark of the neck and
one red code ring

Crofionuo pactaopiy & 5 aa 130TOHNNe KoTD
PACTEOPA XAORILIA HATPIA ¢ obpasosanen
NpeIpaYHero pactsopa

in Sl freely soluble praducing a clear solution

He Donee | syt

NMT I tiin

COOTBETCTHYET

complies

COOTBETCTAVED

complics

COOTBETCTRYET

complies

< T sy e

< Fmin



2\ AESiCA

Hassanme mponyKTa * BA3AMPOCTAH
Product name T VASAPROSTAN
Cepust Na . 3728301

Bateh No.

Mpoayxr Ne C007637

Article No.

Kon Ne

P010. 5Pz, RUSF/0! dated 01.08.2017
Code Mo,

IECT CHEUHDUEALLIA PEIVIBLTAT

TEST SPECIFICATION ACTUAL
Honamumocrs
ldentirs
Mpoctarsananm E|- Anvthagerce 3/97 Mccneavesimi pacTsop A: COOTBETCTOVET
PGE 1-Aipha-CD 3/97 OPHHAEHO-KEATOR OXPALIMBAINE camplies
peakis ¢ HI8G4 Test salution A: arange-yellow colour
reaction with sulphuric acid
Hecaeayvemum pacTaop B: COUTBEYCTRYET
OPIHHERO- KEATOrG OKPANINNAHIA conipiies

He Habnwoaaetcn
Test solution B: no crange-vellow coloyr

An BHPICTAMI N Bpeas YepIcueanst ocitsanosg HiKa
Alprostadit AABUPOCTRALND HE S0 Mamoy e
onpereneHite MeTaaonm BAOXX HEHBITYEMOTO pacnaapa dowsciio COOTBETCTRYET
Cihnhgemeasovan o u,’.‘;i\u!u:!_l.':)u[:.xc'lme’.lmm t‘m”p.’i&’f
BCHOEH 0 KA Ha Ry R MAMASPae
crasaapryorg pachsopu
HPLC determination fhe retention time of Alprostadil main peck in
the chromarogram af the iest solution s
corvespond to the retention 1ime of the mam
peck in the siandard solution
Purity
Mpenaykrer pacriana
Onpeaenetiie MpocTarnanmima Al He Gonee 7 9% 0,39
Degradation products PGA / NMT 29

MeTenom BIXKX
HPLC determination

13-xevo-Ipecrarnammim £

13-keta-PGE] He Bonee 1.5 9
onpencreHne Metotom BRXKX NMT 159
HPLC determingion

He obHapywe-
not defectabis




W}S AESICA

L

Haaparike nponyxra
Product name

Cepua Ne
Barch Na.
Mpoayxt Ne
Articte No

Koa N:
Code No.

BA3ATIPOCTAH
VASAPROSTAN

57281301

1007637

PC10. SPZ. RUSF/01 dated 01.08.2017

PEIVABTAT
ACTUAL

Beansista pH

pH vale
MOTCHIHOMETPHYELKDE
ONP2ECAEHNE
Potentiomerric exaniination

Kanuuectao nactiiu
AEKTPORIBIT CYETIHK
Particulate inarer

Elecirunic particle test (HIAC)

Couepiiniine sonbt:
Water comtent

Koaus SETREHMGIT aAMD )

Assay

AdisrnipocTajiie

Alprostadil

onpeacn. vetogom BIAX
HPLC determination

ORHOFoEHOCTL CONCPR G

Uniformicy of conren:

40-6.5

we Goace 6000 yacrfamn. - 10 MKl
NMT 6000 pari. famp. > 10 jm
ve Gonee 60C vactiu/onmn. - 25 mKr
NMT 660 pari famp. > 25 pm

e Gonee 1.5 %
NMT15%

{19.5 - 21.5 mxr/amnyna // uglompetile)

s coorsereruit ¢ Eep. Papmaronerii

to comply with Ph Eur 2 9 40

P vacTHi/amn
parl famp

0 yacring/amn
part. /amp

o

L
=

COOTBETCTRYET

complies



& AESICA

Hassanue nponyxra ¢ BA3AIMPOCTAH

Producr name : VASAPROSTAN

Cepua Nu : 5728301

Barch No.

HMponyxT Ne ¢ 1007637

Article No.

Koo N G10 SPZ. RUSF 0} dated 01 08,2017

Code No.

TECT CNELMOHKALIMA PEIVILTAT
TEST SPECIFICATION ACTUAL

MukpoGuoaornieckan 1nerots
Microbiological Puriry

CTEPHALHOCTL 8 CODI-BUTCTRINT ©

Eap. Mapma-goneeh CTEPIALHD COOTBETCTRYET
Sierility according to Ph Eur. sterile cemplies
bakTepitanbtble JHIOTOKCUHE] MAKCHMAIL O JOHYC T MAA
Bacierial Endotoxus KOHLEHTPALLIA
IHAoToKReHHOR 330 ME/amn. < 3 ME/ann
{cooTeerctayer 47 KOE st npi CUrampeule
pacisopeitini o 7.5 mi)
yeootuereism ¢ Eop @apaakoneeii maximum allowable endaroxin
conceniration (MAEC)
avcording fo Ph. Eur. 350 EU/amponte
{equivalens o 47 £Lm!
when reconstitured in 7.5 ml)
BA3ATIPOCTAH yrasankoi copin COOTBETCTBYIOT cricLindltkau i
VASAFROSTAN of the above described batch nieet the specification
Jienka Dapaacuiotiikan: TubX ‘ H
Aesica Pharmaceuticals GmbH Aesina Pharmacedicas Gmb
» Atred-Nobe-Strahe 10
s - 40789 Monheim
& (\EQLJ_.‘-J\R%U
Or. Ulrich Baumaister i\
My
YOOAHOMDYENHOe ANYO I"iL'ﬁD.'llllﬂfEﬂtu Ni’i}ETpOﬂﬂ COOTHETCTRUA HAORNYMESHTAWIN
Qualified Person & Quality Assurance Facilitaror
Monhein, '\%
o







