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23 September 2014

Dear Dr Hoogvliet,

WHO Prequalification Team
Prequalification of Quality Control Laboratories

Synergy Health Utrecht B.V., Pharmaceutical Laboratories (SHPL), The Netherlands

This is in reference to the letter dated 7.7.2014 expressing interest of the Synergy Health Utrecht
B.V., Pharmaceutical Laboratories (SHPL), The Netheriands to participate in the Procedure for assessing
the acceptability, in principle, of quality control laboratories for use by United Nations agencies.

Thank you for submitting the data and information requested during the procedure and further
cooperation.

We are pleased to inform you that the Synergy Health Utrecht B.V., Pharmaceutical Laboratories,
The Netherlands (Chemical-pharmaceutical laboratory, Reactorweg 47A, 3542 AD Utrecht and
Microbiological laboratory, Morsestraat 3, 6716 AH Ede) are considered to be operating at an acceptable
level of compliance with WHO Good Practices for Pharmaceutical Quality Control Laboratories (GPCL)
and will be included in the list of prequalified quality control laboratories together with the areas of
expertise inspected and considered prequalified (see Annex 1).

You can access the information on the prequalification procedure, General Notes and Disciaimer,
]

]
as well as the list of prequalified quality control laboratories, on the website www.who.int/pregual.

ENCLS: (2)
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According to the procedure, each prequalified Quality Control Laboratory shouid after its
prequalification, be re-evaluated on a routine, as well as a non-routine basis. Therefore, each laboratory
listed is requested to submit a brief annual report on its activities related to quality control of medicines -
within a calendar year by the end of March of the following year to the following address (your first
report should be submitted by the end of March 2015):

Dr Jitka Sabartova

World Health Organization
HIS/EMP/RHT

20 Avenue Appia

1211 Geneva 27

Switzerland

Email: prequallaboratories@who.int

Please find attached (Annex 2} the outline of the content of the above-mentioned report that is
required. Should any changes be implemented that may have significant impact on the prequalification of
the laboratory, WHO should be informed without delay.

We should like to take this opportunity to thank you for your cooperation.

Yours sincerely,

ﬁf;/Z‘/L,,QC

Dr Lembit Régo
Acting Coordinator, Prequalification Team
Regulation of Medicines and other Health Technologies
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Annex 2

Outline of the content of an annual report on activities of a prequalified laboratory

According to the "Procedure for assessing the acceptability, in principle, of quality control
laboratories for use by United Nations agencies" (published as Annex 12 to WHO
Technical Report Series No. 961, 2011), each prequalified Quality Control Laboratory
should, after its prequalification, be re-evaluated on a routine basis at regular intervals
(annually) or earlier, when information requiring re-evaluation is obtained by WHO. To
enable the WHO Prequalification team to perform the re-evaluation, all laboratories listed in
the WHO List of Prequalified Quality Control Laboratories are requested to submit a brief
annual report on their activities.

A report should cover activities related to quality control of medicines within a calendar
year and should be submitted by the end of March of the subsequent year. The following
items should be included in the report:

*  Summary of services provided to UN agencies, other public health organizations
procuring medicines and other customers.

*  Summary of number of samples analysed, differentiating between compliant and non-
compliant samples.

+ List of analytical methods used.

*  Summary of complaints concerning results of analysis performed by the laboratory
received from customers.

* Brief details of any proficiency testing schemes (organizing party, methods involved,
outcomes and, if appropriate, adopted corrective measures).

* Listing of inspections and audits performed by external parties, identifying the party
and scope of the inspection or audit.

* In the case that changes have been implemented, which have an impact on the content
of the LIF (such as changes to facility, equipment or key personnel), a summary of
these changes should be included in the report and an updated LIF should be attached.



