Productname:

Number of analysis/Inspection Code:

Batchnumber:

Reference code / No.:

Analysed according to:

Tests

Appearance
Relative density
Refractive index
Identification C
Identification D
Appearance
Alcaline impurities
Dynamic viscosity
Acid value
Hydroxyl value
Peroxide value
Composition of fatty acids
Caproic acid
Caprylic acid
Capric acid

Lauric acid
Myristic acid

Fatty acids >C16

Assay Saturated fatty acids 8 and 10 C

Water (Karl Fischer)
Sulphated ash
Metallic residues
Residual solvents
TSE/BSE-statement:
CEP

3 Fagron

Certificate of Analysis

Triglycerida saturata media

1/ KEUR-194499B

21C08-F03-380911
3271/210106

PH.EUR10.4

Requirement

Colourless or slightly yellow, oily liquid
About 0,95

About 1,446

Conform

Conform

Clear / colour <=Y3
Conform

25-33

<=0,2

<=10

<=1,0

Conform

<=2,0

50,0 - 80,0

20,0 - 50,0

<=3,0

<=1,0

<=1,0

>=95,0

<=0,2

<=0,1
CHMP/ICH/353369/2013
CHMP/ICH/82260/2006
No contamination with TSE/BSE-risk materials
CEP available

Result

Conform
0,94
1,446
Conform
Conform
Conform
Conform
31

0,1

5

<0,1
Conform
0,0

52,5
46,4

0,8

0,1

<1,0
98,9

0,0

0,1
Conform
Conform
Conform
Conform

Unit

mPa.s

%
%
%
%
%
%
%m/m
%
%

Standard remark

Composition of fatty acids
Viscosity

GC

Data producer
Data producer
Data producer
Data producer
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Analysis performed by the authorized laboratory Pharma Cosmetic Polen.
Release:

Anthony Amoureus

Qualified Person

05/11/22

Expiration: 01-2024

Conclusion: APPROVED

This document has been produced electronically from our quality system and is valid without signature.



