Aprecan Papma I'mBX enn Ko, KI'
{Artesan Pharma GmbH & Co. KG}
Benananmutpacee 1

{Jlororun: artesan]

29439 Mioxos
Ceprudircar sianonignecr
TipenapaT: Coaeayn® dopre
Cepis (Z-nomep): Z-1722 Hata npyxy: 18 Gepesns 2024 p. |
No apmaxyay: 224495 M cepil (neposdacoranoro npenapaty): 52223019
lapris: 164484 Hapria (nepozdacosanoro npenapary): 164484
06’eM nogrTanky; 10 060 wr Q6 em naprii {reposdacosanoro npenapaty): | 1 079,425 Ticay
Poasmip i tHn naxysausa: | 20 wr Kpaiua: Yepaina
Jara srpofuunTea; 24 tpaeua 2023 p. | Tepmin npumTaocti: 30 keiTHs 2028 p.
Teer Meron Crienndikanis Peaymsrar
3osriwkifi BurnAg BisyansHe pocaikenns | M'sxi  Apolopi  skenatuosi | sianosinac
KANCY/TH MOBTYBATOTO KOMLOPY,
poamipy 6
JopHimEIA BHEJIA )] BamicTy | Bisyambwe nocmimsenns | TIposopa onis, Gesdapspa abo | eianosimae
KAMCYau 3NETKA KOBTYBATOTO KONLOPY, 3
XAPEKTEPHAM FAAAROM
EBKANINTA
Hacrnug para Gasiancosuit MeTon 300 mr+ 7,5% (278 — 323 mr) 300 mr
Bymxunenns > & 7.5 % (min | €sp. Papm. 2.9.5 MaKe. 2 <2
CepeaHE0l HaCHIHO BRTH)
Bimxunenns > £ {50 % (mig| Csp. Dapm. 29.5 BIACYTHA 0
CepemHbOi HACHNHOI Baru)
Hac posnany - Hinynxoskii cik Cap. Qapm. 2.9.1 MiH. 120 xa {orifikui) BiIMOBifac
Posnan y wtydHoMy kuinkosomy | €sp. Gapm. 2.9.1 maxc, 60 xp 25 xB
cou (pH 6,8)
Inewrundixauia: unneon X NOHTHEHA slanosigae
Kinsricunil aHanis: nuneon I'X 200,0 (190,0-210,0) mr/ranc 187,6 mr/ranc
Hesimoma ROMILIKS, oiHz | TX make 0.2% 0.2%
NOB A33RA 3 HHHEOI0M)
Cyma mizomMux 1 #esigomux | ['X maxc. 1.0% 0.4%
JOMILIOK {nor’s3aHKNX 3
1HEonom) A
TAMC  (saramena  xinekicts | Esp. Dapm. 2,612 < 107 KYO/r Tecrysanuna ue
aepobaux MIKpoopraHiaMie} TIPOBOIHIIOCK,
TECTYBATH
KoY 5 napriro
TYMC - (3araneHa  kinskicts | €sp. Bapm. 2.6.12 < 12 KYOQir TeCTyBaHHA  He
OPURIKOBUX T3 UBLIEBHX rPHEIB) NPOBCELIOCE,
TRCTYBATH
NOXHY 5 naptio
Escherichia coli Cep. ®apwm. 2.613 BIACYTHA/T Tecrypanus  wHe
HPOBORHAOCS,
TECTYBATH
KOXHY 5 naprio

Certificate Tvpe; ZA83 Certificate Profile: 2-1722-UA Version: 1
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Aprecan Dapma F'ME6X enp Ko, KI© [floroTnn; artesan]
[Artesan Pharma GmbH & Co. KG]
Benananmurpacce 1

29439 hoxon

Mperapat: Coneaym® dopte

Ne apruxyay. o] 224495 i Tlapris: : . ] 164484
Hara npyky: F 18 Bepesns 2024 p.

Komenrapi: H/3

Bucnxosox: Yei nepepipeni rapamerpu sianosigaots cnenndikauii. lpenapat sigmonigae sumoram sxocTi.

3asBa npo RaNexHe NpoBeaeHHs TecTyranan: [penapaT nepeBipeHo BIANOBIANO B0 YHHOI NPOLUSAYPH TPOBEEHHS
TECTYBAHHA.

Hata: 18 Sepesns 2024 p.
Asvanym Lnaitdep (Almuth Schneider)
HauanbHuK BIANLEY KOHTPORIO AKOCT

Heit noxymenT mac enewrponnnii nianuc i mifcani 6es pykonucrore migmicy.

Certificate Type: ZAN3 Certificate Profile; Z-I722-UA Version:- 1
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HocmosipHicms nepexnady ridmsepdxyio,

Llupexmop 6ropo nepexknadis
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Led nepeknad aditicHero mHow, nepexknadadyem Cimsuerxom Onexciem Cepeiliosuvem 3

aHanitceKol MosU Ha yKpaiHchKy Mosy

18 Bepeana 2024 poky
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Artesan Pharma GmbH & Co. KG
Wendlandstrasse 1
29433 Lichow

Q artesan

Certificate of Analysis

Product: Soledum® forte

Formulation (Z-No.). Z-1722 Date of printing: March 18, 2024
Mat-No. | 2044095 Mat.-No. (Bulk): 52223019

Bétch: 164484 Batch (Bulk): 164484

Delivery Quantity; 10.000 Piece Batch size (Bulk); 1,.079.425 Thousands
Package size and type: 120 pieces Country: Ukraina
Manufactur_i_ng date: May 24, 2023 Expiry date: Apr 30, 2028

Test Method Specification Resuit
appearance visual soft transparent gelatine complies

capsules of yellowish
colour , size 6

appearance capsule content visual Clear, colourless or slightly complies
yellowish oil, with
characteristic scant
of eucalyptus
Filling weight balance 300 mg £ 7.5% (278 — 323 300 mg
mg) o i
Deviation >+ 7.5 % ERP 295 max. 2 <2
{from average filling mass)
Deviation> £ 15.0% EP285 aone 0
{from average filing mass)
Disintegration time - Gastric juice EP 291 min. 120 min {resistent) complies
disintegration in artifical intestine EP2.9.1 max. 60 min 25 min
fluid (pH 6,8)
identily cineole GC ~ positive plies
assay Cineole GC 200.0( 190.0 - 210.0 y mg/ .6 mg/caps
7 caps
Unknown impurity, single GC max. 0.2 % 0.2 %
(related to cineol)
Sum of known and unkniown GC max. 1.0 % 0.4 %
impurities
{related {0 cineol)
TAMC (total aerobic microbial EP26.12 = 10° CFUfg Not tested
count) test every 5lh
batch
TYMC (1otal combined yeasts / EP26.12 < 107 CFUig Not tested
mould count) test every 5th
B balch
Escherichia coli EP 26,13 absent/g Not tested
test every Sth

Certificate Typa: ZAOI Cerlificate Profile; Z-1722-UA

Version- 1
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Aresan Pharma GmbH & Co. KG

Wendlandst 1 ; t '
) artesan

Product: Soledum® forte
Mat.-No.: 224495 Batlch: 164484
‘Date of printing: March 18, 2024

Comments: N/A

Conclusion: All tested parameters are within specification. The product meets the requirec quality.

Declaration of correct testing: The product was checked according 1o the valid test procedure,

Date: March 18, 2024
Almuth Schneider

Head of Quality Control

This document is electronically signed and valid without 8 manual signature.

Cortilicate Type ZAOZ Cerlificate Profite. Z-1722-UA  Varsion' 1
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