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DEVELOPMENT OF RE-EVALUATION GUIDANCE
FOR GERNERIC DRUGS TOWARDS
ASEAN STANDARD

A\
|

=~ . £
YNAN I1INENS
9 9
ITEAT YINa

o

A1UNNUANZNIIUNITOIMSUAZED

UnFnga
Uszinalnalasudennasendeusununinuinsgiunasyatenaisnisvunsideud suenunldlunis

Funzidoussueniieidundnusziuwiunmunine) Faenndeaiuulouiawimnfaiuen w.e. 2554 figsiuniu

o
M
M
w
F
c
=
F
n
o)
-
7

nzifewihiueiinansznuaseduilnauazdiny N173deildun1sieiTinunnlagn1snuUIsINTTNLAY

M3UsEYUNRY HAaNISANWINUINMIFINkazTafivualenaIszide Ui TugInuAMAINTALLANFAISTU

¥ = 1

R deY Feasvioutiinnuunniuazanulinsuiiurestoyaluiiugmvaiu Jassduanuuaneg

' [

LUSHURSINUBIIANSUTUNZL T URAIS U AR89DANA9RIWaUInYNYULialtiuN15YeTUNLL TeuAS UL
Fadnluspslsulsdermuslimunzavdmsumsmuniunzdeussuen msumunzdeusisuedunnnim

wa ¥

anunsausaradugmslatunisufiadedianunialuiunisuimsuasivinig Inedinsdndiduninusesiu

v
[

puANLERLarANUNS Ul UST I A ULAY SEUE e

ANEATY : NINUNIUNZITEUISULN, AMATN, UINTFIURTEY, enandlay

|
ABSTRACT

Thailand had adopted and implemented the ASEAN harmonization on Standard of Quality and
Common Technical Dossier for registration of drugs, aiming to ensure the drug’s quality. This adoption is also
in-line with National Drug Policy B.E.2554, in emphasizing a re-evaluation of drugs causing a great impact
on patients and public. This study was a qualitative research by two major methodologies, literature review
and focus group meetings. Results shown that the Standard and Requirement on Registration Dossier-
Quality part differed from the ASEAN Standard hence reflected differences and inadequacy of quality data in

those dossiers. The study also found that the differences were directly dependent on timeframe of the
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registration. Since ASEAN harmonization had designed for registration of drugs, it is essential to develop a

proper standard and requirement and for re-evaluation of existing drug dossiers. Re-evaluation of Generic

drugs towards ASEAN Standard, aiming at a practical achievement on its implementation, needs readiness

on both administrative and technical aspects, risk-based priority setting, as well as short and long term plans

in implementation.

Keywords: Re-evaluation of registered drugs, Quality, ASEAN Standard, Generic drug
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