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Acceptable GMP Evidence /

Gricss ) el

PHARMACEUTICAL INSPECTION
CO-OPERATION SCHEME

Pharmaceutical manufacturer ASEAN Sectoral MRA on GMP Inspection for Medicinal Products

|<?C<?t39| ,?n d sfite;r(i;c?sin For pharmaceutical manufacturer located in an
jurisdiction o Oh L ASEAN member country, GMP evidence issued by
Participating Authority the local NDRA is accepted if the NDRA is included

Acceptable as a Listed Inspection Service
Pharmaceutical manufacturer ASEAN Listed Inspection Service under the MRA:
not located on a site within "y /
jurisdiction of a PIC/S ‘\' !'IS'};AD \J @ FDAIII
. . . . IN AP RE 00d an rug ministration
PCII’tICIpCItIﬂg Authorlty, GMP Nt . NA-DFC  [ssssssscsiess oo DA LIPPINES
evidence issued the NDRA who Health Science Authority Ndi;anI National
. _ ationa Food and Drug Food and Drug
IS PlC/S PA - Acceptable (HSA), Singapore Phc;rmolc?utlcal Agency of Drug  Administration ~ Administration
iguegcory and Food of Thailand of the
Mir?istr | Control (FDA Philippines (FDA
yor (NADFC), Thailand), Philippines),

Health Malaysia Indonesia Thailand Philippines



Development & Implementation of the MRA \G'V'/P

st TF Meetin 3rd TF Meet|ng 4th TF Meetlng
(August Qoog (October (July 2007, 7th TF Meeting M8et;tT|ri 9th TF Meeting
singapore) 2006, gpecial (Adhoc)<Uol° Lumpur) 6t TF Meeting (May 2009, Outv 2 oiqo (June 201,
2nd TF Meeting Jakarta) Technical 5th TF Meeting  (July 2008, Manila) Yo équtq Singapore )
(March 20086, Meeting (February Brunei Ingz;nesm)
Hanoi) (April 2007 2008, Darussalam)
Hanoi) Vientianne)
Task performed includes: .
« ldentification of terms of reference, benchmark and Task performed includes:
framework of the MRA « Preparation of a set of
« Gap analysis Frequently Asked Question
 Preparation of the working draft of the MRA about the MRA .
- Discussion on the contents of the MRA * Preparation of Operating

- Discussion on the legal aspects and implications of the MRA Manual on
on all 10 ASEAN Member States Panel of Experts

ASEAN Sectoral MRA on GMP Inspection for Medicinal Products
Signed by the Economic Ministers of all 10 ASEAN Member States
on 10t April 2009 in Pattaya, Thailand
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