pharmaceutical contract analysis

UERCUS GMP certification 1843 H -V - IMP

QUALITY BY COMNTRI
CERTIFICATE OF ANALYSIS
Our Ref. : F24/1337-01
Our Sample Id. : 88430
Hew pharma
Vaartkaai 52F
2170 Merksem
BELGIUM
Product : Aqua conservans TMF Date of application : 30/05/2024
Lot number : 24E29-H500524217 Date of reception : 31/05/2024
Customer product number : N/A Date start of analysis : 31/05/2024
Customer reference : N/A Date of end of analysis : 18/06/2024
Test Method : ANA-Q-129/2
Spec Reference : Customer
PERFORMED ANALYSIS AND RESULTS
Analysis Specification Result
Aspect
Appearance Clear and colourless liquid. Complies
Identifications
Identification Methyl paraben (HPLC) POSITIVE POSITIVE
Identification Propyl paraben (HPLC) POSITIVE POSITIVE
Other tests
pH (Ph.Eur.2.2.3) 5.0-7.0 54
Assays
Assay Methyl paraben (HPLC) 0.072 - 0.088 % 0.081 %
Assay Propyl paraben (HPLC) 0.018 - 0.022 % 0.019 %
Microbiology
TAMC (Ph.Eur.2.6.12) NMT 102 CFU/mL <10 CFU/mL
TYMC (Ph.Eur.2.6.12) NMT 10 CFU/mL <1 CFU/mL
Bile-tolerant gram negative bacteria (Ph.Eur. NMT 102 CFU/mL <10 CFU/mL
2.6.13)
Exclusion S. aureus (Ph.Eur.2.6.13) ABSENT Absent
Exclusion P. aeruginosa (Ph.Eur.2.6.13) ABSENT Absent
Exclusion E.coli (Ph.Eur.2.6.13) ABSENT Absent
Exclusion Salmonella (Ph.Eur.2.6.13) ABSENT Absent

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

CERTIFICATE OF ANALYSIS

Our Ref. : F24/1337-01
Our Sample Id. : 88430

Method not validated

Issued By: Olivier Deltombe Patsy Peeters
QC Manager Industrial Pharmacist, QP
Date of Issue: 18/06/2024

This is an electronic signature
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Analytical Report: ABK82835
Eurofins Sample Number: RF24AA1919-1

Version: 1
HeW Pharma Client Account Number: A01415441D1Q
Vaartkaai 52 F Eurofins Quote Number: HC3APH22001405
2170 Merksem
BE

Eurofins Sample Number RF24AA1919-1

Original Received Date: 31-May-2024
Description: Finished Product: 24E29-H500524217
Analysis Specification Result Unit

Microbiological contamination in containers
Microbiological <100 <1 CFU/mL
monitoring

Method: Ph. Eur. 0008
Analysis Date: 31-May-2024 to 03-Jun-2024

Sample Compliance Assessment
RF24AA1919-1 meets the requirement(s) for all listed test(s) where specifications were applied.

Contracted Company: Eurofins Pharmaceutical Product Testing (Brugge)

Venecoweg 5, Nazareth 9810 Belgium
customerservices-pharma@bpt.eurofinseu.com

Questions about this report should be directed to your project manager or the general email listed above.

Reviewed and electronically signed for Technical Supervisor Approval by
Thomas Roels, Employee
for Eurofins Pharmaceutical Product Testing Belgium NV, on 13-Jun-2024 11:13:03 UTC+02:00



