ANNEX “A”

R2TMC Accepted Testing Centers for Chemical Assay / Certificate of Independent Drug

Analysis
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Institute of Pharmaceutical Sciences, U.P. - N.1.H.

Interphil Laboratories

Center for Drug Research Evaluation and Studies (CeDRES)

Philippine Institute of Pure and Applied Chemistry (PIPAC), Ateneo de Manila
University

SentroTek

Association of Drug Industries of the Philippines

Drug Testing Laboratory, Angelo King Medical Research Center, De La Salle Health
Sciences Institute

Testing centers owned and operated by reputable local manufacturing companies that
fulfill the following criteria:

a. the manufacturing plant must be duly licensed/registered and fully operational
in the Philippines for at least the last 5 years with a Certificate of Good
Manufacturing Practice valid for the entire duration of the contract; and,

b. absence of any negative feedback from R2 TMC or other health facilities and
the FDA.

Approval of these testing centers is subject to further evaluation by the Technical
Working Group of the R2TMC.

Testing centers owned and operated by reputable foreign manufacturing companies
that fulfill the following criteria:

a. the manufacturing plant must be duly licensed/registered ad fully operational
in the country where it is located for at least the last five (5) years with a
Certificate of Good Manufacturing Practice valid for the entire duration of the
contract;

b. the plant must be recognized and accredited by any of the following
countries: United States of America, United Kingdom, Australia, Japan and
the European Union, with valid corresponding certificates awarded to it.
Examples of these certificates include the following:

e USA FDA certificate

¢ UK MHRA (Medicines and Healthcare Products Regulatory Agency)
certificate

e Australian GMP or HTA (Health Technology Assessment) certificate

e EU GMP or PICS (Pharmaceutical Inspection Cooperation Scheme)
certificate

e Japan PDNA certificate

c. absence of any negative feedback from the R2TMC or other health facilities
and the FDA.

Approval of these testing centers is subject to further evaluation by the Technical
Working Group of the R2TMC.




