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www. japta. or. jp/english

NSRBI 2 g SR UK R H ARG 5% 251 . (Japan Generic Medicines
Association) (JGA)
www. jga. gr. jp/english
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www. jpma. or. jp/english
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Data Required in Japan for Approval Application

Sections

Subsections

A Origin or background of discovery, . Origir] FII' baikgmupd of tj.iscuvery : reguired not regu!ret_i
conditons of use in foreign countries . Cund_ltlons of gse. ln. foreign co'untrles : requ!ﬁl not requ!ret_i
. Special characteristics, comparisons with other drugs, et|required not required
B. Manufacturing methods, standards and . Chemical st.ruc:ture and physicochemical properties, etc. required not require:!
test methods . Manufacturing methods required mostly required
. Specifcations and test methods required required
. Long—term storage tests required not required
C. Stability . Tests under severe conditions required not required
. Accelerated tests required required
. Test to support efficacy required not required
D. Pharmacological action . Secondary pharmacology, Safety pharmacology re quired not required
. Other _pharmacology depends not required
. Absorpotion required not required
. Distribution required not required
E Absorption, Distribution, Metabolism and . Metabolism required not required
Excretion . Excretion required not required
. Bioequivalence not required|required
. Other pharmacokinetics depends not required
. Single dose toxicity required not regquired
. Repeated dose toxicity required not required
F. Acute, Subacute, and Chronic Toxicity, - gzrc?iizxg:::city :: u':;: :gt :gz:zg
Teratogenicity, and other typs of Toxicity . Reproductive toxicity required not required
. Local irritation depends not required
. Other toxicity depends not required
G. Clinical Study lincal trial results required not required
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