CepTudikar SAxocri

Hasga :Ilucronibepin, 30 kancy

Cepia: 1180119

Hara Bupo6HunTRa: 04.02.2019

Tepmin npuaarHocTi: 01.2022

Grand Medical Poland Sp. Z 0.0.

ul. Faradaya 2

03-233 Warszawa

Kopo6ka:

HJocnimkenHs 6yno Bukonano: SPK/72, sepcis A

BUCHOBKMH

Nr /No: 091/19

. 090/19/PK
KNP: 028/19/19/pP
Bepcia K3/PY/AHIJI

30 xancyn

IMapamerpn diznko-ximMiunoro

Onnc
- Kamncyna
1. - ©Ornicrep
- KapToHHa KopoOka

e Kancyni TBepai, posmip “0”,
6inoro xonsopy.

e 3aBoichki THe3ma Gmictepa

TOBMHHI OYTH 33aMOBHEHHI.
Bruicrep Ta kancynu Ge3
YIIKOKEHB

e HasBricts 2-x OiictepiB Ta
JINCTKa-BKJIAJMINA.

Kancyni TtBepai, po3smip
“0”, 6imoro KoONILOPY.
3aBoackki rHe3aa Gnicrepa
MOBHMHHI 6yTH
33amoBHEHHI. Buicrep Ta
Kancynu 6e3 yIKomkeHb
Hasagnicts 2-x Gmicrepis Ta
JIHCTKa-BKJIaAMIIA.

Cepenns Maca

o Kanmiii
e Pryth

He 6inpwm 1,0 mr/xr
He 6inbm 0,10 mMr/xr

2. | Wunoi kancynm 576,0 mr + 7,5% 556,4 Mr
Bwict kancynau 456,0 Mr = 7,5% 438,3 mMr
Yac posnaganus He 6inbie 30 xBunun 7x830c

4. | Taxxi MeTanu

e Caunemp He 6inbim 3,0 Mr/kr 0,062 mr/xr®

<0,005 mr/xr®
<0,001 mr/xr®

5. | Honiuuknivni apomaTuyni Byriesoani

He 6insm 50 MKr/kr

1,30 mkr/xr'?

Mixkpo6iosoriuna yncrora

6. | MikpoGioaoriuna yncrora®

TAMC <10*KyOr 3,4x10° KYO/rp @

TYMC <10° KYOr <1,0x10' KYO/rp®

Escherichia coli BigcytHi B Ir Bincyrni B 1r®

Salmonella spp. BiacytHi B 25 Bincytsi B 25 r®
Komenrapii:

o Hocnimxenns 6ynu npoBeaeHH] B KoHTpakHil nabopatopii JARS Contract Laboratory, 3sit

No.1564/02/2019/ F/1,

@ Hocnikenns 6ynu nposeneHHi B KoHTpakHii a6opartopii JARS Contract Laboratory, 3sit

5010/02/2019/ F/3,

&Cw'/v’/ﬁ;?/? €(~7 2T 1A hopo (s—




@ Mocmimkenns Oynu npoBeieHHI B KOHTpakHii naboparopii JARS Contract Laboratory, 3siT
1143/04/2019/ M/1,

BICHOBOK: BIAIIOBIJA€E CITEII®IKALIT SPK/72, Bepcisa A
Jara: 19.04.2019

INIAIIICH YIIOBHOBAXKEHHUX OCIB




 fia Grand Medical Poland Sp. z o.0.
GM ul. Faradaya 2
e 03-233 Warszawa

Certificate of Analysis No: 091/19
Product: Cystoliberin 30 capsules
. 090/19/PK

Batch numer:1180119 KNP; 028/19/PP
Manufacturing date:04.02.2019 Version: KZ/RU/EN
Expiry date :01.2022 Unit box: 30 capsules

A BIEONY
Study was performed by: SPK/72, edition A L UL NN

RESULTS
No Test: Requirements: Result:

Physicochemical parameters

Appearance _
Hard capsules, size*“00”, white Hard capsules, size“00”, white
- capsules .
All slots must be filled. Blister and All slots are filled. Blisterand
- blister capsules should not be damaged capsules are not damaged
- box Presence of 2 blisters and leaflet Presence of 2 blisters and leaflet

Average mass

Capsule with filling 576,0 mg £ 7,5% 556,4 mg
Capsule Content 456,0 mgx7,5% 438,3 mg
Disintegration time NMT 30 minutes NMT 7min 30 s
Heavy metals ' ‘

Lead NMT 3,0 mg/kg 0,062 mg/kg®
Cadmium NMT 1,0 mg/kg ; 0,005 mg/kgt"
_Mercury NMT 0,10 mg/kg 0,001 mg/kg'V
bdrorarbons (PAFD NMT 50 pg/kg 1,30 pg/kg?

Microbiological purity
TAMC < 10* CFU/g 3,4 x 10° CFU/g®
TYMC <10° CFU/g <1,0x 10' CFU/g®
Escherichia coli Absentin 1g Abseﬁt w 1g®
Salmonella spp. Absent in 25g Absent w 25g®
Comments:

)" Test performed by third-party JARS, raport no: 1564/02/2019/F/1,
@ Test performed by third-party JARS, raport no: 5010/02/2019/F/3,
@ Test performed by third-party JARS, raport no: 1143/04/2019/M/1 ,

OPINION: MEETS THE REQUIREMENTS OF SPK/72, edition A
Date: 19.04.2019

\Y% iﬁed A 2 roved /{-f' as, M!

Date and signature Date and signature Quality Control Manager




