AEPKABHA CHYXKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

npos. Hanil Caivnuunol, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyivi@dls.gov.ua, Koa €APTIOY 37079055

BMCHOBOK
npo sKICTL BBe3eloro B ¥ kpainy aikapenkoro zacoby

07.02.2024 Ne 5242/24/26

KIHAIHOPM H
(uaFsEHy BRI JiKkapebkoro 3acofy arinmo 1 peceTpalifinuM NocRinyeH M)
rpanyid, 0o 20 r rpanya y daakouni; ao 1 guakony B kapronuiit kopotui
(thopma sunycky, 03yBALEK, B NAKYBANIH JIKBPCRKOTO 3ac00Y)

Howmep peectpauiitnore noesinuenns UA/12080/01/01 erpox aif peecrpauisinoro nocaimenus HeoOMeXeHH il

Cepis sikapesxoro sacoby M 2307017 Kinngicrs viedenoro nikapeskoro sacoty 5000
BupoBux Hp. lyerar Knarin F'm6X & Ko, KT, HiMeusnna
(HafsicHyaniy BUPOGHHKE HTKAPCLROTO Sacoly, Kpalu noxoAmeins)
Boeseno n Vipaiuy Mpusarae akuionepue Tosapnerso "HATYPDAPM", iner. ko
24930169

{nainenysanis ra ko 38 EAPIOY ioprununol 0cobu 00 npisnwiie, is', no GaTLkoBl (isHaiiol
ocolH - nianpuemus, W sicue aposcmaniig va pecerpauidiimi HoMED OBIIKOBOT KAPTKH NAATHHKY
noaaTiin o cepin ra nosmep nacropra)

lpororon sizyansuoro xowrpomie sin 07.02.2024 N 402/2.

3a pesyneTarvamMu  NepRABHOIO  KOWTPOIO  BCTasoBieno, (o rikapopienit 3aciG smescnto w  Ypaiy 3

DOTPHMAHHIM sumor sakonozascTsa wWono sabenedchs gxoct nidadcurux 3acobis,

Havansuuk Miuxona XOJIOEHKO

(nijme) (irinians va npismuine)

by oy J674
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Dr. Willmar Schwabe

Pharrmaceulicals
Certificate of Analysis
Quality Control
Product Prostaplant 320 mg capsules 30 capsules in blister
Batch No. 31561123

T blisiers in cardboard box with labeling in Ukrainian and English languages.

(Ph. Eur., 5.1.8, 2.6.12/2.6,31)

TAMC max, 10%cfuin1g

TYMC max.10?cfuint g

Bile-tolerant gram-negative bacteria max.102cfuin g

Salmonelia Absence in25 g

£, coli Absencein 1 g
ASSAY

Number of registration document UA/I4372/01/02
Valid until unlimiled
Site / GMP information see Annex 1
Strength Extract of Sabal fruit (10-14.3:1) 320 mglcapsule
SPECIFICATION RESULT
APPEARANCE oval, dark green soft gelating capsules corresponds
with seam
IDENTIFICATION
Extract of Sabal fruit (10-14.3:1) Peak patten corresponds to extract corresponds
Extraction agent: ethanol 90 % (m/m) used for production
(GC in the framework of content determin,) | Retention fime & 6 %
Iron oxide yellow (E 172) (colour reaction) | blue precipitate positive
iron oxide black (E 172) (colour reaction)
Patent blue VE 131 (TLC) corresponds corresponds
TESTS
Nominal average mass of the p
capsule comemg 320 mg 318.3 mg
Uniformity of mass ( Ph.Eur. 2.9.5) +75% corresponds
Disintegration time { Ph.Eur, 2.9.1) < 30 min < 30 min
Microbial quality corresponds

Extract of Sabal fruit (10-14.3:1)
Extraction agent: ethanol 90 %
(Marker substance: Lauric acid methyl
ester) (GC)

320 mg/capsule [95 — 105 %]

316.5 mg/capsule

MANUFACTURING DATE 01/2023
EXPIRY DATE 0172028
BATCH RELEASE DATE 01.12.2023

BATCH SIZE

9,860 packs

The batch meels (he specification and is therefore released, see Ceriification statement in Annex 1

Date
16.01.2024/sf

Quality Control
U. Knoth

-
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Dr. Willmar Schwabe GmbH & Co. KG

Ukraing

Quality Control

Dr. Willmar Schwabe
CGimbH & Co. KG
Wilimar-Schwabe-Str. 4
76227 Karistuhe
Germany

P.O.Box 410925
76209 Karlsruhe
Gerrmany

Prone  +49(0)721 40 056-C

www.schwabe.de
www.schwabepharma.com

Annex 1

Certificate of GMP compliance DE BW 01 _GMP_ 2022 0124

Manufacturing Authorization No, | DE_BW_01_MIA 2022 0075/DE BW 01 _Schwabe

Manufacturing site Willmar-Schwabe-Strasse 4, D-76227 Karlstuhe, Germany

Certification statement:

| hereby certify that the above information is authentic and accurate. This batch 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 tecal 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.

U. Knoth

Qualified Person

Dr. Willmar Schwabe GmbH & Co. KG
Karlsruhe
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