JEEPXJIIKCITYXBA YKPAIHU
JTEPXKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMHA
Y JHIITPONETPOBCHKINA OBJIACTI

Huinpo, nn.Co6opHa,4, k. 601-605, 49005, ten. (066)3454171
E-mail: dis.dp@dls.gov.ua, Kog €JIPTIOY 37070665

BHCHOBOK
Npo AKICTh BBE3eHOro B YKpaiHy JdikapcbKOro 3aco0y

01.03.2023 Ne 8848/23/04

BA3AIIPOCTAH® / Prostavasin®

(HalitMeHyBasHs JIKApCLKOro 3acofy 3riHo 3 peecTpaililinkM NOCBIIYEHHAM)
HOPOIIOK JJIsl PO34MHY Aas indys3i#, 20 mxr; 10 ammy (06'emom S M) 3 mopomkom y
KApPTOHHIH KopoOui

((bopma BHIYCKY, T03yBaHHS, BU] NaKyBaHHS JIKAPCLKOro 3ac06y)
Homep peectpauiiioro nocsizuenns UA/4517/01/01 crpox aii peectpauiittoro nocsinuenns 01.01.2099
Cepis mikapcekoro 3acoby Ne 5980401 KinskicTs BBE3eHOrO Jikapchkoro 3acoby 3473

E#cixa ®apmacerotakans ['M6X/Aesica Pharmaceuticals GmbH,

BupobtHuk .
P Himeuunna/Germany
(HatiMeHyBaHHs BHpoGHMKA Nikapcekoro 3acoly, KpaiHa MoXomKeHHs)
Bseseno B VkpaiHy TosapneTBo 3 06mMesxenow BianopizanasnicTio "baJIM", inenr. kon:

31816235

(ualiMeHyBanHs Ta ko 3a €JIPTIOY opuanuHoi ocoGu aGo Mpissume, iM'a, 1o Satekosi (izuunol
0co6H - NiAnpreMILs, il Miclie TpoXUBaHHA Ta peecTpaliHHKI HoMep 001iKOBOT KAPTKH NIATHUKA
noaatkis abo cepis Ta HOMEp NACIOPTA)

MpoTtoxkon BisyaasHoro koutpomo ein 28.02.2023 Ne 07-01/498/1.

3a pe3ynbTaTaMH [JEpKaBHOTO KOHTPOJIO BCTAHOBJIECHO, 1IN0 JNikapcekui 3aci0 BBeseHo B VYkpaiHy 3

AOTPHMAHHSAM BHMOT 3aKOHO/IABCTBA I10/I0 3a0€3MEYEHHA AKOCTI JIKapChKHX 3acobiB.

HauansHuk JlepxaBHol ciiyx0u 3

JiKapchKHX 3ac00iB Ta KOHTPOJIO 34 .
p . e 8 Onis OBYAPEHKO
HapKOTHKaMH y JIHinponeTpoBChKiH
obmacTi =g i
(mocagosa 0coGY Wk, R (nimlw (imiuiany Ta npisBuILE)



Recipkarm

CEPTHO®IKAT AKOCTI CERTIFICATE OF QUALITY
Haflmenyeaita npoayKili MPOCTABASIH ® ;I;';‘:c‘:f the PROSTAVASIN ®
Nepxapa-supobumnk: Himewna Country of the Germany

manufacture:
Howmep peccrpauifinoro noceinuenss: 4740.00.00 Registration 4740.00.00
certificate number:
Cuna git/ 1 amnoyna MicTaTe: 20 Mkr Strength / Potency: 1 ampoule contains: 20 pg Alprostadil
AKTHBHICTD! BNpPOCTAANLY
Hikapesxa dopMa: | [Topowmok ausg posunny aia indysif, | Pharmaceutical Powder for solution for infusion, 20 pg
20 Mkr form:
Poauip Ta THIl B aMmmynax Me 10 Size and type of in ampoules Nz 10
NaKyBaHHA:! package: '
Homep apruicyna: 1009095 Article number: 1009095
Homep cepil: 5980401 Batch number: 5980401
Posmip cepii (ym.):3473 Batch size (packs): 3473
Hera BupoGuuurea:04/2021 Date of manufacture: | 04/2021
Jlata sakintenu ctpoky npraatHocti:03/2025 Expiry date: 03/2025

Hemae ocoGMHBHX yMOB 30epiraHHA

Storage conditions:

No special storage conditions

HalisenysaHna, agpeca MicesHAX O KeHHS | HOMep JiMeH3Ii

Name, address

IDT Biologika- GmbH,

Ha BHpOOHHITAEO BHpoGHUEa (iH fank): location and number [Am  Pharmapark, 06861 Dessau-
of the Manufacturing | Rofllau, Germany
10T Bionorixa I'w6X, HiMeutuua Autherisation of
AM Papmanapk, 06861 Neccay-Poccnay, Himequnia manufacture {in Manufacturing Authorisation No:
_ bulk): DE_ST-01_MIA-2020_0014/504.4150
Jlitersis Ha BUPOBHALTRO Ne: 1.A.IR, dated Dec 22, 2020
DE_ST 0L _MIA_2020_(014/504.41501.A.18, sia 22 [pynenus
2020
HabimenyBanns, anpeca MiCLEIHAXOMKeHHS i Homep mueHsi Narne, address Aesica Pharmaceuticals GmbH
Ha BUPOGHHUTBO RHPOSHMKA FOTOBOTO IPOAYKTY! location and number | Mittelstr. 15, 40789 Monheim am
of the Manufacturing | Rhein, Germany

Eiicixa dapmactioTurany [M6X
Mitreastitp. 15, 40789 Mouxafim Ha Peftri, Himeyuura

Jivensia Ha supobunitrno Ne:
DE_NW _03_MIA_2022 0018 /24.05.05.01 (Aesica) pir 17
Tpasua 2022

Authorisation of
manufacture finished
product:

Manufacturing Authorisation No:
DE_NW_03_MIA 2022_0018/24.05.0
5.01 (Aesica) dated May 17, 2022

Hatimenysanms, anpeca MicLe2HAXOKEHHA | HOMED ninewsii
Ha supobHutTeo eUpofiHUKa {BUNYCK cepil):

Esicixa MapMacooTukam [M6X
Amvgpen-Hobens-Ultp. 10, MonxatiM 1a Peitui, Hopapaitn-
Becribanen, 40789 Himeuwna

Hiuessis Ha supoSHUUTao No:
DE_NW_03_MIA_2022_0018/24.05.05.01 (Aesica) six 17
Tparus 2022

Name, address
location and number
of the Manufacwuring
Authorisation of
manufacture (batch
release);

Aesica Pharmaceuticals GmbH
Alfred-Nobel-Str. 10, Monheim am
Rhein, Nordrhein-Westfalen, 40789
Germnany

Manufacturing Authorisation No:
DE _NW_03_MIA 2022 0018/24.05.0
5.01 (Aesica) dated May 17, 2022




ReciPharm

Peay/bTaTH aHanigy: cepTudikaT ananmisy A0JAETHCA

Results of analysis: atrached Certificate of Analysis

KoMertapi: He 3acTOCODRO

Caomments: nfa

3agea npo cepradyixamin;

kw 2 3aCBiTIYI0, Mo A3BEAsHA Buile indopMalin e TocTosipHOl0 T4
TouHoie, Jauws  cepin  pikapcskoro  3acoly, Oyma  mupobneua,
BERIOYAIONY  NAKYBAHARMADKYBAFHS - T4 KOHTPONE SKOCT  HA
BrUtesasnaseniii{ax) Ainpii{ax) y nosxi# sinoBinH0CT] 3 RHMOTaMA
GMP, BCTaHOBNEMHMH MICUSEHM DETYISTOPRMM OpPraHOM, 3 TakOX
piamosigro Ao cnemMdikaiill, M0 MICTATECH ¥ PEECTPALIRAOMY LOCHE
kpaiaw-iMnoprepa. [TpoTokony BHPOOKHITES, MAKYREHHR TA AHATISIE
6yRo TIEPEIIAHYTO T4 BCTARORAEKO BignoBimgHicTe GMP.

Declaration of certification:

I hereby certify that above information is suthentic and accurate, This
hatch of product has been manufactured, including packaging/labelling
and quality control at the above mentioned site{s) in full compliance
with the GMP requirements of the local Regulatory Authority and with
the specifications in the Marketing Authorisation of the importing
counity, The baich processing, packaging aed analysis records were
reviewed and found to be in compliance with GMP,

Buine 3a3HayeHa cepil BUOYILEHA BIANOE] 1aIbHOIO
YNOBHOBAKCHOW 006010,

The above mentioned batch is released by the responsible
qualified person.

Eiiciga thapmacsroturanz I'mwbX
Aesica Pharmaceuticals GmbH

22T

ITinnwc
Keranigikosaunit crentiamict

Janika Brunk

Qualified Person

Jara/Date :‘ 1 ]M w0

Jdr . udeb e

ITigniec

BHxoHABEUL KOHTPOMO Bignoeianocti pokymenTanil
Quality Assurance Facilitator




Recipkérm

Hazna npoayxty ¢ TIPOCTABA3TH® 20 Mxr, nOpomok 114 posasny Iae indryzifi (5 s), 10 ammyn {(recriTanena
VIIAKOBKR)

Product name i PROSTAVASING 20 ug, powder for solution for infusion (5 mi). 10 ampoules (hospital)

Cepin Mo + 5980401

Buatch No. .

pomysr MNa ;009695

Article No.

Coemsdrixanii : D010, 5PZ. 03F/02 dated 20.07.2011

Specification

Jlata anpobEHOTES . 0472021

Date of Manwfacture

Ioxa3HHKH SKOCTi Bumoru axocti PesyasTar

Quality Characteristics Quality Requirements Actual

QOnne

Appearance

Buicr ammyny Bimnii niodinizat, Jocepenxkednit Ha nui ) ‘
aMITY I BiAMOoBiKae

Ampoule content :
White lyophilisate, sticking at the bottom of complies
the ampoule

Mepauwnnuii naxysansrii mamepian Besbapeua, 5 Mn «OPCr» (cne-point-cut) : ;

BiEnoBizae

aMayna 3i crna tuny [ 3 6nakuTHOI TOYKOIC
HAR MHIEI0 PO3NIANY HA TOPIOBHHL TH GAHHM
YEPROHHM KOJOBHM KifbIEM

Colouriess § ml OPC-ampoule of glass
guality I with a blue point above the scratch complies
mark af the neck and one red code ring

Primary packaging material

Pozyunnicme aioghirizomy s Jlerke posunnuuii B 5 M 3 YTBOPSHHAM ) )
fromorivnamy posuuri Hampito NpO3OpOrs POIMKEY BLIMORIZRE
Xnopudy

Solubility of the lyophilisate in isotonic  [n 5 mi freely sotuble producing a clear

sadium chloride solution solution complies



ReciPharm

Hazsa npomysry

Product name

VYIIAKOEKA)

1 MMPOCTABAJIH® 20 ukr, NOpoMWox Ang pozanny nug indy:iit (5 mn), 10 amuyn (rocmitansna

. PROSTAVASING 20 ug, powder for solution for infusion (5 ml), 10 ampoules (hospital)

Cepig Ne : 5980401
Batch No.
TIpomyxr No ;1009095
Article No.
Crieupdixarii : PO10. 8PZ. 03F/02 dated 20.07.2011
Specification
Jara BepofHANTEA ¢ 472021
Date of Manufacture
Hoxa3HHKH AKOCTI Bumorn sxocti PesyawTar
Quality Characteristics Quality Requirements Actual
LaenTAdikauia
Identi, . ) .
BunpoBorypaHuit posqin A: KagBHICTh BigmoBinae
PGE,-Alpha-CD} 3/97 OPEHKEBO~ROBTOTO 3a6apRNEHHR
peaiiis 3 HaSO4 Test solution A: complies
reaction with sulfuric acid orange-yellow colour
Bunpo6Sogyearuii posuus B: pifcyTHICTS BiAnapifae
OpaKEBO-XOBTAro 3a0apsneKHs
Test solution B. complies
no orange-yellow colour
Annpocraadn Binnosipae craHABPTHOMY 3pa3Ky BlANIOBLAAE
Alprostadil
Busnavenna memodom BEPX Complies with reference substance complies
HPLC determination
Hpoaywry ferpanaui
Degradation products
PGA, He 6insize 2.0 %
NMT 20%
Busuauenna memodosm BEPX 0.4%

HPLC determination

13-keto-PGE;

Buznauenns memodom BEPX
HPLC determination

pH

He 6Gimrmue 1.5 %
NMT 1L.5%

40-6.5

nomen zp’ammpuwe BUIHAYEHHA

potentiometric examinagtion

HE BHABJETHCH
not detectable

4.9



ReciPlﬂ;rm

Hazea npomyxry

Product name

Cepir Ne
Batch No.

Tlpomgyrr Ne
Article No.

Creundixanii
Specitication

Hata BHpoOHHLTBA 1 04/202]

Date of Manufacture

Hoxazuuku aKocri
Quality Characteristics

: 5980401

: 1009095

:+ PO10. SPZ. 03F/02 dated 20.07.2011t

Bumorn sixocTi
Quality Requirements

: TIPOCTABA3IH® 20 mer, nopotook A pozunky and indgyzilt (5 mn), 10 axnyn (rocmitansea
yruakoska)
1 PROSTAVASING 20 pg, powder for solution for infusion (3 mi), 10 ampoules (hospital)

Pesynntar
Actual

Mexaniuni BgAYEHHA

Particulate matter
Bidnogidae Papm.CLIIA<TIE>

Ta comply with USP<788>

i

KinniicHe EMINAYEHHSA
Assap

Ammpocmader

Alprostadit
Busnavenns memodom BEPX
HPLC determination

OnxopianicTh BMicTY
Uniformity of content

Busnauenun memodom BEPX
HPLC determination

CTepUHAbHICTE

Sterility
Bionogidac Eap. Qapm 2.6.1. /

Dapm. CLIIA<T 1>
To comply with Ph.Eur.2.6.1/
Usp<ir>

BaxreplalbHi eHIOTOKCHHE
Bacterial endotoxins

Bioneeidac Fep. Papm 2.6.14. /
Dapm. CLUA<ES>

To comply with Ph.Eur.2.6.14/
USP<85>

Hacror 2 10 mrnt — ye Gineirre 6000/amnyny
Particles 2 10 um -~ NMT 6000/ampoule

Yactok = 25 Mks — He Ginsize 600/aMnyny
Particles > 25 ym — NMT 600/ampoule

He Ginkite 1.5 %
NMT 1.5%

[9.5 - 21.5 mKkr/ami.
(97.5-1075%)

19.5—21.5 uglamp.
(97.5— 107.5 %)

Bianosinae €sp.Dapnt. / Dapm.CILIA
To comply with Ph.Eur. / USP

[Ipemapar fonuHen 6yTH cTepUNLHIM
Product should be sterile

He Binprue 350 EQ/ammyny (exsisanent 47
EO/Mn micaa po3anHesHa B 7,5 M)

Not more than 350 EU/ampoule (equivalent
to 47 EU/mi when reconstituted in 7.5 mi)

1 wacTor/amnyny
1 particles/amporle

| yacTok/aMmyny
1 particles /ampoule

0.4%

105.5%

Biamosigae
complies

BianoBifae
compdies

< 5 EQ/aMnyny

<5 Elfampoule



Recif)harm

Hasea npoxykry ;. ITIPOCTABA3H® 20 vy, nopoiltok At poasyeEy ana indysiit {5 mn), 10 amoyn (rocritansra
VNAKCBKA)}

Product name 1 PROSTAVASING 20 pg. powder for solution for infusion {3 mi}, 10 ampoules thospital)

Cepis Ne : 5580401

Bach No.

TIpogykr Ne 1 1009095

Article No.

Creundixanil + PO1Q. SPZ. 03F/02 dated 20.07.2011

Specification

Hata suapoGusirrea : 0472021

Date af Manufacture

IToxazrakm Akocti Bumorn sikocti PesyanTar

QOuality Characteristics Quality Requirements Actual

TTPOCTABA3TH® sazuaqenoi cepil sinnosinae cnenudixkanil,
PROSTAVASIN® of the above described batch meets the specification.

Eitcixa PapmacsioTrrams I'M6X
Aesica Pharmaceuticals GmbH

08T N

MMiznuc ITiznue
Kranidixosannii cneniazict BrroraBeus XOHTPOIIO BiANOBIGHOCT! AOKYMEHTALLT
MonxaliM Quality Assurance Facilitator

Qualified persoryanika Brunk
Monkeim, 17, JAK. 2073
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