LABO

QUERCUS

CERTIFICATE OF ANALYSIS

Our Ref. : F20/0354-01

Our Sample Id. : 39964

Product : Cremor cerae Lanette
Lot number : 20B07/B05417
Customer product number : 0900-365

Customer reference : 20020051

pharmaceutical contract analysis
GMP certification 1843 H-V - IMP

CONFORMA nv

Zenderstraat 10
BE - 9070 Destelberaen
BELGIUM

Date of application :
Date of reception :
Date start of analysis :

Date of end of analysis :

06/02/2020
11/02/2020
11/02/2020
10/03/2020

Test Method : ANA-CON-015/3

0900-365 bulk

Spec Reference :

PERFORMED ANALYSIS AND RESULTS

Analysis Specification Result
Aspect

Appearance COMPLIES Complies
Identifications

Identification A Methyl-, propylparaben & POSITIVE POSITIVE

sorbic acid (HPLC)

Identification B (HPTLC) POSITIVE POSITIVE
Other tests

pH (Ph.Eur.2.2.3) 25-45 3.5
Assays

Assay Methylparaben (HPLC) 0,063 - 0,077 % 0.070 %

Assay Propylparaben (HPLC) 0,027 - 0,033 % 0.031 %

Assay Sorbic acid (HPLC) 0.13 %
Microbiology

TAMC (Ph.Eur.2.6.12) NMT 100 CFU/g <5 CFU/g

TYMC (Ph.Eur.2.6.12) NMT 10 CFU/g <5 CFU/g

Exclusion S. aureus (Ph.Eur.2.6.13) ABSENT Absent

Exclusion P. aeruginosa (Ph.Eur.2.6.13) ABSENT Absent

CONCLUSION : The sample complies with the specifications of the performed analysis.
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