
Kel€hsmg'
Compounding ChemicalsYou Can Trust

lil Fqgfgn Certificate of Analysis
medlcine

Productname: Pentravan@ (2021)

lnspection No: K08687/11231536 Customer: FAGRON a.s'

Batchnumber: 23H09-X17-107658 Sample Unit: 0 x

Expiration date: 31.10.2026 Batch Size: 200x2kg
Analysedaccordingto: FSCE-SPEC-0316

Batchno.ofvendor: 23J05-F201573088

Requirement

Stiff, yellow cream.

Slight odour of lecithin.

Conform

Conform

conform

4,0 - 5,5

40 - 150

40000 - 150000

conform

<= 1 x 10'2

<= 1 x 10'1

tcH o3c
ICH Q3D

o,1g - 0,27

0,17 - 0,33

Result Unit Standard remark

CHARACTERS

Appearance

Odour

IDENTIFICATION

ldentificalion A

ldentiflcation B

ldentification C

TESTS

pH

Yield value

Viscosity

Microblology

TAMC

TYMC

Staphylococcus aureus

Candida albicans

TSE/BSE

Residual solvents

Metallic rosidues

ASSAY

Benzoic acid

Sorbic acld

Conform

Conform

Conform

Conform

conform

Benzoic acid, HPLC

Sorbic acid, HPLC

Lecithin

Pseudomonas aeruginosa Absence/1g

4,7

101 Pa

56900 mpa.s 2s+ _2.c

Conform

<10 CFU/g

<10 CFU/g

Conform

Conform

Conform

Absence/'19

Absence/19

No contamination with TSE/BSE+isk materials. Conform

Conform

conform

0,22 YO HPLC

0,26 % HPLC

Performed by: Jitkb Sp6dilovd

Responsible: Mgr. Zdeiika Sinclovd, QC
MVDr. Zdenka Borsk6, QP

Date: i's.tt.zozs

Conclusion: APPROVED

Name Fagron a.s. (Cz) Address Holick6 1098/31m, Olomouc Phone No. +420585222590

Konholnl laboratoF 6. 536 Post Code 779 OO Fax No' +420 585 226 521


