JEPXIIKCIYXXBA
JAEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM
Y JHIITPOIIETPOBCHKIN OBJIACTI

Juinpo, nn.CobopHa,4, k. 601-605, 49005, ren. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Koa € IPIIOY 37070665

BUCHOBOK
Npo SKiCTh BBe3€HOr0 B Y KpaiHy JiKapchbKoro 3acofy

13.11.2022 Ne 48462/22/04

BA3AIIPOCTAH® (Prostavasin®)

{HalimeHyBaHHa NikapcsKoro 3aco0y 3TilHO 3 peecTpaliftHuM NOCBiAYeHHAM)
IOPOIUOK AJISl PO3YMHY Aast indy3iit mo 60 mxr; mo 10 aMmyJ1 3 HOPOMIKOM ¥ KaPTOHHIi
Kopobui

(dopma BHNYCKY, I03YBAHHS, BHA TIAKYBAHHS MKAPCHKOTO 3aC00Y)
Homep peectpauiiiaoro nocsiguenns UA/4517/01/02 crpox aii peectpaniiinoro nocsizuenns 01.01,.2099
Cepis nmikapeskoro 3acoly Ne 5940102 Kinckicts seesenoro nikapeskoro saco6y 830

Bupo6auk Eiicika ®apMacprotukans I'M6X, HiMeuunna

(HaAMeHyBaHHA BHPOGHHKA NiKAPCHKOTO 3ac06y, KpdiHa MOXO0MIKEHHS )

BBeseHo B Ykpainy Tosapucrpo 3 o6me:xenor BignosinansHuicTio "BaJIM", izent. xox:
31816235

(naiimeHyBanns Ta koA 3a €JIPTIOY opuanynol ocobn afo npizeuile, iM's, 110 6aTLKOBI (i3HUHOT
ocoln - nianpuemuy, ii Micle NpoXKHBAHHA Ta peecTpauiinmi Homep 06iKOBOT KAPTKY NAATHHI
nozatkie abo cepis Ta HoMep macrnopra)

MpoToken Bisyaannoro kowrpomo sin 12.11.2022 Ne 07-01/2455/1.

3a  pesyibTaTaMd JEKABHOTO KOHTPOMIO BCTAHOBNIGHO, MO JiKAapChKui 3aci6 BBeleHo B Ypainy 3
AOTPHMAHHAM BHMOT 3aKOHOJABCTBA L1010 3a0€3IEYeHHA AKOCTI TiKapChkMX 33C00iB.

Hauansuuk JlepxapHoi ciryx0Om 3
JIIKApCHKUX 3ac00iB Ta KOHTPOJIIO 3 Omis OBUAPEHKO

HapKOTHKaMH4 v JIHINIDOIIeTPOBCEKIH ! é E?

obnacri
(nimM } (ininiamu Ta npissueLe)

{(nocanopa O

KoHtoputikopa Onia +38(066)345-41-71
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CEPTH®IKAT AKOCTI CERTIFICATE OF QUALITY
Narme of the
Haiimenysanny ipoagyruii: I[MPOCTABA3IH ® product: PROSTAVASIN ®
Hepxapa-supotuuk: HiMeuynsa Country of the Germany
manufacture:
Homep peectpanifinoro noceindenss: 4312 Registration 4312
certificate number:
Cuna gii/ 1 amnyna MicTuTe: 60 Micr Strength / Potency: I ampoule contains: 60 pg Alprostadil
AKTHBHICTH: AnnpocTagNTy
Jlikapceka dopma: | ITopomok 103 posunny ans iHgy3ifi, | Pharmaceutical Powder for solution for infusion, 60 jg
60 Mxr form:
PosMip Ta Tun B amryax Ne 10 Size and type of in ampoules Ne [0
NAKyBaHHA; package: :
Homep apruxyna:1009105 Article number; 1009105
Hosep cepii: 5940102 Batch number: 5940102
Poswmip cepii (ym.): 867 Batch size (packs): 867
Hara supobumrrsa; 03/2022 Date of manufacture: | 03/2022
JlaTd 3axinuenmHs crpoxy npuaarsocti: 02/2026 Expiry date: 02/2026

Hemae ocobnunx ymos 36¢piranma

Storage conditions;

No special storage conditions

Halimenysauns, anpecn MicuesHaxomKCHHA 1 HOMeEp nilteHaii
Ha BHPOOHHUTBO Brpoinika (i Gank):

LT Bionorika F'm6X, HiMewrmua
Am Dapmanapx, 0686] Heccay-Pocenay, HiMewunna

Hinenzin na supoSauurse N
DE_ST_01_MTA_2020_0014/504.41501.A.18, iz 22 I pyaens
2020

Name, address
location and number
of the Manufacturing
Authorisation of
manufacture (in
bulk):

'IDT Biologika GmbH,

Am  Pharmapark, 06861 Dessau-

RoBlau, Germany

Manufacturing Authorisation No:
DE ST 01_MIA_2020_0014/504.4150
1.A.18, dated Dec 22, 2020

HaitMeHyBaHHR, anpeca MiCIIE3HaX0HCHHS | HOMED Mineusii
Ha BHPOGHHUTEO BUPOGHHKA TOTOBOMO npogyKry:

Eiicika ®apmachroTuicars I'M6X
Mitrensurrp, 15, 40789 MouxaiiM na Peiini, HiMeyuuua

Jlinensin Ha BUpOBHHLITED No:
DE NW_03_MIA_2022_0018 /24.05.05.01 (Aesica) sin 17
Tpagka 2022

Name, address
location and number
of the Manufacturing
Authorisation of
manufacture finished
praduct:

Aesica Pharmaceuticals GmbH
Mittelstr, 15, 40789 Manhcim am
Rhein, Germany

Manufacturing Authorisation No;
DE _NW 03 MIA_2022 0018/24.05.0
5.01 (Aesica) dated May 17, 2022

HaliMerypanns, agpeca MicuesHaxoenss | HoMep TineHsii
Ha BHPOGHUUTEO BUpoGHIKA (BHNyCK copil):

Eifcika ®apMacpioTixam: [MEX
Anbdpen-Hobens-1lp. |10, Mouxaiim Ha Peimi, Hopapaiin—
Beerdanen, 40789 Himeuuuna

Jiuensis na supofumnreo Ne:
DE _NW_03_MIA_2022_0018/24.05.05.01 (Aesica) rin 17
TpaBHA 2022

Name, address
location and number
of the Manufacturing
Authorisation of
manufacture (batch
release):

Aesica Pharmaceuticals GmbH
Alffred-Nobel-Str. 10, Monheim am
Rhein, Nordrhein-Westfalen, 40789
Germany

Manufacturing Authorisation No:
DE _NW_03_MIA_2022 0018/24.05.0
3.01 (Aesica) dated May 17, 2022

-1-
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Hassa opomyxry » IIPOCTABA3IH® 60 mxr, nopowok mus posanHy 1 indysil (5 Ma), 10 aMnyn

Product name i PROSTAVASING 60 ug, powder for solution Jor infusion (5 mi), 10 ampoules

Cepix No 1 3940102

Batch Mo,

Mpomyxr No 1009105

Arricle No.

Crenudikauii : P012. SPZ. 03F/02 dated 15.09.2011

Specification

Hata pupobmnursa ¢ 0372022

Date of Manufacture

TToxasnukw axoecri Bumorn axocri Pesyarrar

Quality Characteristics Quality Requirements Actual

Onuc

Appearance

Buict ammyiu Binui niodimisar, socepemxennit a mui .

M amnyau BinnoBinae

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

Hepsurnuti naxpsaneomui mamepian BesGapsaua, 5 ma «OPC» {one-point-cut) sinmon:
ammyna 3i ckma mny [ 2 6maxurnoto Toukomn ‘aosiAae
HAA NHICHO POSITATY Ha TOPNCBHHI Ta 0gHUM
DAaKHTHUM KONOBHM Kintsuem

Primary packaging material Co!o?:riess .5 ml OPC-ampoule of glass
quality I with a blue point above the scratch complies
mark of the neck and one blye code ring

}"_ogisfz_mf‘fcmb Aioginizamy ¢ Jerko posunimuii B 5 pn 3 YTBODCHHM g :

Homonithomy posyuni Hampire HPO3OPOTe po3uHHY BIATIOBLNtAC

xnopuwdy

Solubility of the fyophilisate in isotonic In'S ml freely soluble producing a clear corﬁp lies

sodium chloride solution

solufion
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Pesynbratn amamisy: ceprudixar ananisy aomaerbea

Results of analysis: attached Certificate of Analysis

KoMeHTADI: He 3aCTOCOBRD

Comments: n/a

3agma npo ceprHdixarin:

1M A 3aciTuywo, mo Hanefena BHme indopwania ¢ JIOCTOBIPHOM Ta
TowHoto. Hama cepin nmikapeekoro 3acofy, Gyma  eupoBnena,
BICTH)WAIOMH NAKYBANFA/MaDKYBAHHA Ta KOHTPOMR SKOCTI  Ha
BHIIEIATHAYCHIN(HX ) DiNBHHI(AX) Y NOBRIN BIANOBIAHOCTI 9 BHMOTaMH
GMP, BCTaHOBACHMMHW MICHEBUM DETYMATOPHHM OpTaHUM, d TAKOX
BiANOBiAHO A0 cnenHiRanill, mo MicTaThea y peecTpaniiHoMy ocke
KpaiHu-iMrioprepa. 1Ipotokony sHpoGHHLTEA, MaKySaHAR T4 aHANNMIR
Gynu uepernaMyTo T BCTAROBMISHO BiAMOBiARICTS GMP.

Deciaration of cerification:

T hereby certify that above information is authentic and accurate. This
batch of product has been manufactured, inctuding 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
country. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP.

Buine sasnaucHa cepisl BUNYIICHA BIANOBIAANLHOK
NIOBHOBAXEHOK 0COODK),

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

Eiicika dapmacsroturais MMEX
Aesica Pharmaceuticals GmbH

9, %Janika Brunk

Mimmue
Keaniixosauuii cnerianicr

S budde

ITigauc

Brronraseus KOHTPOMIO BiANMOBiZHOCT] AoKyMeHTanii

Quality Assurance Facilitator

Qualified Person
Hara/Datc

04 0CT 202
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Ha3sa npomyrry : NIPOCTABA3IH® 60 mxr, nopowox a1a pozTHHy ans iHby3il (5 Mn), 10 aMnyn
Product ngme i PROSTAVASING 60 ug, powder for soution for infsion (5 mi}, 10 ampoules
Cepis Mo : 5940102
Batch No.
llponysr Ne : 1009105
Article No.
Crenudixamit ¢ PO12. 8PZ. 03F/02 dated {5.09.201 |
Specification
Hata supoBunmrea : 03/2022
Date of Manufacture
Mokazwuky Akocti Bumorn axoeri Pesynebrar
Quality Characteristics Quality Requirements Actual
Ineurndirauin
{dentification
BunpoboByrasuuii posuun A: Hagemicrs siamoRigae
PGE-Alpha-CD 3/97 OpIHKEBO-KOBTOTO 3a0apenenHs
peakutisn 3 Ha50, Test solution A: complies
reaction with sulfuric acid - orange-yellow colour
Bunpobosysanuii posann B: siacyryicts, BiAnoBifac
OPAHXERO-IKOBTOrO 3a62pBIEHHS
Test solution B: complies
no orange-yellow colour
Annpocraaun Bianosinae crannapriomy 3pazKy bizanceinac
Alprostadit
Busuauenna memodom BEFX Complies with reference substance complies
HPLC determination
Hpoayxry gerpaaanii
Degradation products
PGA, He innme 2.0 %
NMT 2.0 %
Busnavenns memodom BEPX 0.4 %

HPLC determingtion

{5-keto-PCGE;

Busnauenun memodom BEPX
HPLC determination

pH

HOmeRyloMempuure Susnavenns
putentiometric examinarion

He Gineme 1.5 %
NMT 1.5 %

4.0-6,5.

HE BHABMACTLCS
not detectahle

5.0
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Hassa npoayxry . NMPOCTABAS3IH® 60 Mkr, nopomok A1d PO3EHNY A indyil (5 M), 10 amnyn
Product name i PROSTAVASIN® 60 pg, powder for solution for infusion (5 mi), 10 ampoules

Cepis Me : 5940102

Batch No.,

Mlpogykt Ne 1009105

Article No.

Crewndrikanii : P12, SPZ. 03F/02 dated 15.09.2011

Specification

Harta pHpobHy TR : 0372022

Date of Munufacture

IToka3sHHKH AKOCTI BrMorn axocri Pesynwrat
Quality Characteristics Quality Requirements Actual
Bagrepiansui engorokcnun He 6umie 350 EO/amnyny (eksisanest 47 < 5 EOQ/amnyny

Bacterial endotoxins

EO/mn nicns posannenns & 7,5 M)

Bidnogidae Eap.dapw 2.6.14. /

Papu CLHA<Y5> Not more than 350 Eti/ampoule (equivalent
To comply with Ph.Eur.2.6.14 / 10 47 EU/ml when reconstituted in 7.5 ml) <5 EUampoule
UsP<85>

MPOCTABASIN® 3asnaucroi cepi Bianosinae cnenndixanii,
PROSTAVASIN® of the above described batch meets the specification.

Biicixa ®apmacsotirans TmMeX
Aesica Pharmacenticals GmbH

Q%anﬂtﬂ Brunk {l/ ‘ m«@‘"\

TTianc

Kranithixosanui cnerjanicr

Monxanm

lified P
Monherm, 0% 0CT 22

IMinnue

BHKOHaBeUs KOHTPOMIO BiMORi AHOCTI DOKyMeHTauji
Quality Assurance Facilitator
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ITasea nponykry
Product name

Cepiz Ne
Batch No.

Tipomykr Ne
Article No.

Creundrixanii
Specification

Hata eupoBunnTea ;0372022

Date of Manufacture

Hoxasznnkn axocri
Quality Characteristics

: TIPOCTABAJTH® 60 mxr, nop

1 PROSTAVASING 60 ug. powder for solution for in

1 5940102

1009165

: PO12. 8PZ. 03FA)2 dated 15.09.201)

BuMmorx srocti
Quality Requirements

QIIOK [T POIHHRY I8 iHY i {5 Ma), 10 amnyn
fusion (5 mi), 10 ampoules

PesynaeTar
Actual

Mexadiuni BrcTgenns
Particulate matter

Bidnosidae @apm. CLIA<788>
To comply with USP<788>

Kinpkicne nusaavenun
Assay

Annpocmadun

Alprostadit
Buznauenns memodom BEPX
HPLC determination

OasopiamicTs sMicTy
Unifprinity of content

Busuanenns semodom BEPX
HPLC determination

CrepunpHicrs

Sterility

Bidnosioae Eep.dapm 2.6.1. /
Dapm, CLIA<7 >

To comply with Ph.Eur.2.6.1 /
USP<71>

Hactok 2 10 MM — Ke Ginsue 6000/ammyny
Particles 2 10 um - NMT 6000/ampoule

Yacrox > 25 MxM ~ He Gitpime 600/amny my
Particles 2 25 ym — NMT 600/ampoule

He Ginbwie 1.5 %
NMT 1.5 2%

58.5 - 64.5 mxr/amun
(97.5-107.5%)

38.5-64.5 pglamp.
(97.5~ 107.5 %}

Bianosinae €sp.Dapm. / Dapm . CITA
?"r_ii’cbn_aply with Ph.Eur, / USP

ﬁpenapar MOBHHEH BYTH cTepUnsHIM
Product should be sterile

0 wactor/amuyny
9 particles/ampoule

0 vactor/amnymy
0 particles /ampoule

03%

61.8 muz

61.8 ug

BilIIOBinac
complies

Bianosinag
complies
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