AEKJIAPAIIMSI O COOTBETCTBUHU |

AEKJAPAHT, TIPHHHMATOILHI AEKIAPALIMIO O COOTBETCTBUH [
000 "FOCE Dapua Joeucmue”

Japeuempuposano Mescpationnan uncnexyusn OHC No 46 no » Mockee OPH 1107746610180 om
02.08.2010

Aodpec:105082, 2. Mockea, Iepesedenoscruii nepeyiaox, 0.13, emp. 21 Tereqpon:8(495)644-33-22

B ruye:lenepansumii dupexmop Vwenuna C.A.

Hosepennoe ruyo: Apnaym E. ., aasepennocms No/l-FODII-2 om 10.01.2018

- 3ASIBJSIET. UTO
| AeRapemsennoe cpedeniso. Basanpocman avogunuzam oas npucomosienus pacmsopa oaa undghzul 60 vxe, {
avenyavt (10), nawku kapmousme, PY No JICP-00105 ] 08 om 26.02.2008 (dama savienw PY 04.05.2017) 6H10GHO
L fOCK Dapua IvéX, cepus 5739001, napmust 3790 ynaxosox, cooen oo 28.02,.2022. npauzeoocmea Ai [u Tu
| Buonoeuxa IvéX, [ epyanua, IDT Biologika GmbH, Am Pharmapark. 06861, Dessau-Rosslau, Germany. /
Dicura Dapyiacsiomuxars InéX. T epyanus, Aesica Pharmaceuticals GmbH, 4 lfred-Nobel-Sir. 10, 40789 \
| Monheim. Germany, koo OKITT2 21.20.10.} 44, ko0 TH B3I/ 3004900002, koumpaxm Ne LOG/RU/SP/20]] om ||
- 14.01.2011, unsoiic Ne 880024708 om 5. 07.2018 1

- COOTBETCTBYET TPEBOBAHHSIM
| ICP-001051/08-151015 uzv. Ao |
| JIEKJTAPALLASI IPHHSITA HA OCHOBAHWM
: npomokor ucnoimanui Nz H18-04352 om 02.08.2018 QOO0 "HLVIC "Buomexnonoeun”, ammecmam
arkpedumanun RARU.2 [DMOS. ¢ epmughuram POCC DE ®M15.C62182 om 02, 08.2018

AATA IIPHHSITHST IEKTAPALLIAH 02.08.20/5 K
AERJIAPAIMSA AEHCTBUTENBLHA 10 2802.2022 ||
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|| CBEJIEHUSI O PETUCTPALIUM

. OPTAH IO CEPTHOHKALWH, 3APETMCTPHPOBABILHI] AEKJIAPALLH IO J

- POCC RU.0O00L.11®DMIS OPIAH 1TO CEPTHOHKALIHH ITPOAVKLIITH OBHIECTBO © _
OF PAHHYEHHOI OTBETCTBEHHOCT bIO "OKPYKHOH HEHTP KOHTPOTS KA YECTBA", !
adpec opeanuzayuu; 115280, o Mockea, Y. Macmeprosa, 0. 4, sm. 5, now. I xo. 1. adpec opzana no |

- cepmuthurayun: 143581, Mocroscras o6xacme, Hempunerui pation, dep. lewxoso, o, 248, emp. | mea. 1
(495)640-96-69, (495,787-97. 78 6ed-canm: OURK. peh

. JAEKJIAPAIIMSA O COOTBETCTBHH 3APETHCTPUPOBAHA ¥ POCC DE, OMI5. 763036
AATA PEFMCTPALLHH 02082018
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A AESICA

2. Consart Medical

Hassanue npoaykra BA3ATIFOCTAH
Product name VASAPROSTAN
Cepusi No 5759001

Barcli No.

Mpoavkr Ne : 100763

Articie No.

Creundimranns
Specification

Xaparepuctukn kasecrsa
Quality Characteristics

PO12. SPZ RUSF/01 dated 03.08.2017

Tpedopanus kauecrna
Quality Requirements

Peiyawrar
Actual

HopmunocTe
Identity

Mpocraraanaun E1- Aspthaacke 3/97
FPGE I-Alpha-CD 3/97

peakums ¢ H2S04

reaction with sulphuric acid

AnsnpocTtaann
Alprostadil
onpeaciaeHne Metoaom BAOXKX

HPLC determination

Yucrora
Purity

Mpoaykrel pacnana

Onpenetenne Mpoctaraanunma Al
Degradation producis PGA !
sMeToaom BDXKX

HPLC determinarion

15-keto-lpoctarnanaun F|
13-keto-PGET

onpeneaerne Metoiom BRKN
HPLC determination

Heeneayvemmiii pacTeop A:
OPaHAKCBO-KENTOe OKPaLl HBAHHE
Test solution A: orange-yellow colour

Mcenenyemuiiy pactiop B:
OPAHAKEBO-KEATOrO OKPAILIMBAHNS

He Habawaaeres

Test solution B: no orange-yellow colowur

Bpewms Yaepxcusanis ocnogioco nKa
ATbHPOCTANILIA Ha XYposamaospae
HCNLITYEMOTO pacmeopu 0oy
LOOMBeIMCMaensgams GPEMeHU yaepcueanin
OCHOGHO O NIKA HA Aposamaospasae
craliaapruoro pacmeopa

the retention time of Alprostadil main peak in

the chromatogram of the test solution mus

correspond to the recention time of the main

peak in the standard solution

He Qojee 2%

NMT 2%

He Bosee 1.5 %
NMT 1.5%%

COOTBETCTHYET
complies

COOTBETCTHYET
complies

COOTBETCTBYET

complies

03%

He cBHapyxeH
not detectable
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2\ AESICA

Haspanue npoaykra . BA3ATIPOCTAH

Product name o VASAPROSTAN

Cepuit Ne : 3759001

Bareh No.

Mpoavkr Ne ¢ 1007639

Article No.

Cneunditkaumn : PO12.SPZ RUSF/01 dated 03.08.2017

Specification

Xapakrepuernkn kaueeraa TpeGoranns kauecrsa PesyvasTar
Quality Characteristics Quality Requirements Actual

Mukpodnoaorimieckan 4HCTOTA
Microbiological Puriry

CTEPHIBHOCTDL B COOT-BETCTHHM €

Esp.Papma-koneei CTCPILIBHO COOTBETCTBYET
Sterility according 1o Ph. Fur sierile complies
baxkrepuainhbie dHaOTOKCIH MAKCHMAIBHO 4OHYCTHAMAN
Bacierial Endotoxins KOHLEHTPALLM S
FHAOTOKCIHORB 350 ME /amn. <5 ME/amn.
{coorsetcrayer 47 KOE/mia npu EUsampoule
pacTsopenim 8 7.5 mn)
B coaTreteTiii ¢ Enp. (hapsmakoneeii maximum allowable endoroxin
concentration (MAEC)
according to Ph. Eur. 350 EUlampoule

tequivalent to 47 EU/ml
when reconstinged in 7.5 mil)

BASATTPOCTAH yxasanmoii CCPUH COOTBETCTBYIOT CetHd KALL it
VASAPROSTAN of the above described batch meer the specification.

Diicuka dapmackioTikats M'vex
Aesica Pharmaceuticals GinbH

i Lf@ﬁ@ﬁgéﬂ

Dr. Rebeca Monelis Pagés J |

YHOIHOMOUEHHOE AHUO

Qualifizd Person

Monhern,
T8 JUNt 2018
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HCHO.‘IHIR‘(CM: KOHTPOAS COOTBETCTRIA A0KYMEHTAIH

Quality Assurance Facilitator



