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Dr. Gustav Klein GmbH & Co. KG
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i T,

Certificate of Analysis
Ceprudpinar ananisy
Qualify Control
KouTponk akocrtl

Product f Mpogyxr

Manufactarer/

Kindinorm N, granules, 20 g granules in vial, 1 vial In carton box with labsling in
Ukrainian / KinaiHopm H, rpatyrm, no 20 r rpadyn v dinakoni, 1o 1 donakony B
KEIDTOHHI Kopo6U] 2 MapryBaHHAM YKpaTHCLKOIO MOBOIO

Dr., Gustav Kleln GmbH & Co. K& Stelnenfeld 3, 77736 Zall am Hammersbach /

BupaGHuk Op. M'ycras Knatii [MBX & Ko. 1G7  Hivaiikenensy, 3, 77736 Llenns am XapmopeGax
Country of manufacturef Germany { Himeyuuna

lpaia-aupobHuk

Batch No. f Cepia No 2307018

Number of ihe Cerllficate / 00000012658 7 11257

Pescrpaulfinuii HoMep captudikarty

Number of the Regisiratiun Certlficate /
Homep peectpauifikoro nocsigyaHka

UA12080/01/01 from 27.04.2017 for unlimited term /
UA/2080/01/01 Big 27.04.2017 SescTporoso

Certificate GMP /
Cepmipizar GMP
Manufacturing License/
MMiueHsia Ha sMpoGHULITED

Ne DE_BW 01_GMP_2021_0021 from 02,02.2021 lill 16.10,2023

Ne DE BW 01_ GMF’ 2021 DOZ‘I sig 02,02.2021 po 16,10.2023

Ne DE_BW 01_MIA_2021 _0010/DE_BW, ' 01_Dr. Gustav Kisln @mbH & Co, KG
eig 02,02.2021

Adtive ingredients /
[lioui peyoruHy

In 10 g glohulas are worked up: Chamornilla D12 25 mg, Kalum phosphoricum
D6 25 mg, Staphisagria D12 25 mg, Valeriana D8 25 mg /

Ang 10 ¢ rpanyn sikoprcTao: Chamomilla D72 25 wr; Kallum phosphoncum D6
25 Mr; Staphisagrla D12 25 mr: Valerlana DB 25 wr

Shecification /CienarphiEuls Rasult / Dairiin.

Appearance / Onuc

white or almost white spheroids /7 &inl abo malixe

Ginl ecbepuusl rpaHynU, corresponds /zlancoinas

Solubilty f PoaynHHICT

freely soluble In water / nero posumnHatotTeen y soal | cerreaponds / signotinas

Slze No. 5 (HAB) / Poamlp Ne 5 (HI'®)

40 to 60 pillules welgh 1 g/ 40-50 rpadyn e i r corresponds / slgnosinae

Micreblological examinalion
(Ph. Eur,, 2,6,12113)
Mikpoblionorivia yucToTa
(€ap. Dapm., 2.6.12 18 2.6.13)

TAMC < 10° CFU/g

BaranbHe yucno depatuuy Mikpoopratdismia: S 102
KyOir

TYMC = 10' CFUlg

3argntHe HUCRo QpiXKOBNX T2 NNiceHsBuX
rpubie: < 101 KYOIr

Staphylococcus aureus not detectable in 1 g/
Staphylococcus aurets He AonyckasTsCAB 1T
Pseudomanas aerugitiosa not detectable in 1 g/
Pseudomonas aeruginosa He gonyckasTbGA B 1

corresponds / BignoBigac

Baleh size / KinbkicTe npettaparis s cepil

7095 pack. /yn.

Manufacturing date / Jara eupoGhuiivea

07.08.2023

Explry date { Nounaraui fo

06.2028

Date of release of finished produet / flara

31, ALz

loand
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JEPICABHA CIYIXBA 3 MIKAPCHXHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMH y m, KHEBI

rpos. Hagil Ceitnuaniof, 3, 02099, e, (044) 295-26-85
BE-mail: dls.kyiv@dis.gov.ua, Kon €PTIOY 37079055

BUCHOBOK

PO AKicTH BBe3e¢HOro B YEpalny JikapesKoro sacoGy "

06.12.2024 Ne 65532/24/2611
KIHIHOPM H

(ualimeirysanna nikapeskoro saceby sriltvo 2 peecTpanifunm noculyenimm)
rpanyne, nc 20 r rpanya y daaxoni; no 1 duaaxkony B kapronHiit kopo6ui

{(popma sHmYCKY, IOZYBAHYY, DI NAKYEAHHA NIKAPCLKOTC Jaco0y)

Homep peectpantiiinoto nocsintenus UA/12080/01/01 erpox ait peectpatditiora nocinueHus HE0OMEXEHHH

Cepia nikapesxoro saco6y Na 2307018 KinuricTe npesenoro mixapenkoro sacofy S000
BupoGunk Hp. yeras Kimiin I'm6X & Ko, KI', Hiveuunna
{uaitmenysanng sHpoGiKka AlKAPCEKOTO 3acofy, KPATHRE MOXOMKEHNT)
Bueseito 8 Yrpaliy Hpusarse axuionepse Topapucrso "HATYPOAPM", inenr. xon:
24930169

(nafiMertypanig Ta ko 32 €APIOY 1opuanviol ocobn afio npizsuuie, iM's, o Sarskon
disnyiod ocoln - nipnpuemug, it micue npokueaiizg Ta peectpauiiinuii nomep obnixonof
KapTKH NNAaTHHKR NOAATKIG A60 ¢epis Ta HoMEp MACTOpPTSE)

TpoToKoa Biayansuore kantposmo sig 06.12.2024 Ne 4196/1.

30 pesyNBTATAMM ACPIABHOrG KOHTPOMIO ECTAHOBNEGHO, o rikapenkull saci®G pmesemo B Vkpainy
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JAEPXKABHA CIHYKEBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hani Cairnuunol, 3, 02099, Ten. (044) 295-26-85
E-mail: dls. kyiv@dls.gov.ua, Koa €APTIOY 37079055

BHMCHOBOK
npo sKiCTL BBE3eloro B ¥ kpainy aixkapenkoro zacoby

(7.02.2024 Ne 5242/24/26

KIHAIHOPM H
(HafMCHY RS SkapehRoro 3acofy Mo 1 pecerpalliiuuM nochizYeH s
rpanyiu, 0o 20 r rpanyn y guakoni; oo 1 ¢gnaxony B apronuiii kopotui
(thopma sunycky, 203ysaiisd, BHA NAKYBIHEH JIKBPCRKOTO 3ac00y)

Homep pecerpauifinoro nocsinuenns UA/12080/01/01 crpok aii peccrpauisinore nocainvenus HeOOMEKeHH ]

Cepis nikapeskoro sacoBy Ne 2307017 Kinnkiets srezenoro nikapeskoro sacoSy 5000
Bupobik Ap. Tyerap Knain 'm6X & Ko. KI', Himeuunua
(Hafistcnysanus BrpoGHKa NiKapeskoro 3acoly, Kpalii nOX0ARE In)
Boeseno o Vipaiuy Npusarae aknionepue rosapuerso "HATYPOAPM", incir. kon:
24930169

{natimenysanis 1a kot 3a EAPIIOY joprununol ocobu-alio npissuie, iM's, no GaTLKOB] thizusor
ocolu - ninnpuemus, 1 siciie aposuraiis ra pecerpauifing i HOMED OBIIKOBOT KAPTKH ARATHHKY
noaaTin o cepis ra nosep nacropra)

Mperoxkon sisyansioro sowrposa sin 07,02.2024 N 402/2.

34 pedyanTATAMH  AEPRABNHOTO  KOWTPOMIO  BCTAHOBIEHO, WO nikapgukuit  3aciG  smeseno uw  Yipaiuy 3
DOTPHMAHHAM BIUMOT 3aKOHOZABCTE WONO 3a6e3nedchust wxocTi Tidhdcsrnx 3acobis.

Havansunk Muxona XOJIOAEHKO

(nijne) (iriniang va npisnuiue)

b oy /674
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Dr. Willmar Schwabe

Pharmaceuticals
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.

Number of registration document

UA/4372/01/02

Valid until unlimited
Site / GMP information see Annex 1
Strength Extract of Sabal fruit (10-14.3:1) 320 mg/capsule
SPECIFICATION RESULT
APPEARANCE oval, dark green soft gelating capsules’ corresponds
with seam
IDENTIFICATION
Extract of Sabal fruit (10-14.3:1) Peak patiern corresponds to extract corresponds
Extraction agent: ethanol 90 % (m/m) used for production
(GC in the framework of content determin,) | Retention fime £ 5%
Iron oxide yellow (€ 172) (colour reaction) | blue precipitate positive
Iron oxide black (E 172) (colour reaction)
Patent blue VE 131 (TLG) corresponds corresponds
TESTS
Nominal average mass of the .
capsule conten% 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

(Ph. Eur., 5.1.8, 2.6.12/2.6.31)
TAMC

TYMC

Bile-tolerant gram-negative bacteria
Salmonelia

£, coli

max. 10%¢cfuin1g
max.10?cfuint g
max.102 cfuin 1 g
Absence in 28 g
Absenge in 1 g

ASSAY

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

320 mgicapsule (85 - 105 %]

316.5 mg/capsule

MANUFACTURING DATE 01/2023
EXPIRY DATE 01/2028
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
15.01.2024/sf

Quality Control

U.

Knoth
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Dr. Willmar Schwabe GmbH & Co. KG

Ukraine Quality Control

Dr. Willmar Schwabe
CGmbH & Co. KG
Wilimar-Schwabe-Str. 4
76227 Katistuhe
Gerernany

P.O.Box 410925
76209 Karlsruhe
Germany

Phone  +49(0)721 40 056-0

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 _S$Schwabe .
Manufacturing siie Willmar-Schwabe-Strasse 4, D-76227 Karlsruhe, 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 controt 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,

U. Knoth

Qualified Person

Dr. Willmar Schwabe GmbH & Co. KG
Karisruhe
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