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Aska 59

Yoshindo 58
Towa 46 B Innovative Drug Cos

Sawai 32 M Generic Drug Cos.
Nichiiko 28
Novartis 10

Eisai 9
KyowaHakko Kirin 8
TanabeMitsubishi 7

Chugai 6

Pfizer 5
Otsuka 4
DaiichSankyo 3
Astellas 2
Takeda 1

0 100000 200000 300000 400000 500000 600000 700000 800000 900000

==V V=Pl




X4

EEmmZEEDnET IV

Local Generic Drugs

ER> TR W D iR DEL  Bottom of
. Pyramid
Local Generic Drugs

B E. C

£
A E E. DE




2)ESRADiFHN




SIARVUYVIEREmR

X4

£

—

5| ETRID
gl

4) HmDOFHFE

mD ESRADFHN




EXmODHFEISHIZEFRTE T
1) DRI BEEMDRAENSHETET

D

ANAEIOEIN SIFIEE BT ED T EEE
2) e FKED HEEH HOREET

LEROELZDOTORREED-Y., SHNENTES,

1) KF73
) EH & SEREATING
3) JatRE




o EEAFZICHFT BBICAZRNIHTEDEER
PRSIV IRE T I B HAE T BUEN GBS,
ZD & SRIERIFRBDETIERY — EXBHH T
BATE3.

® Fi(CHhdFiLER EHFINDIHHBERICIEU
C. HEUESS E TEXKD6-7FrINSIREDRHFE
Zhlind d. FEthim rHELD 4 —-5SFRINS>TF
—H DUV IEA LIS

A CETDRDICT D,

W I A—=N—(IERLZENEEREEED
B U C2-3FEDS5RA =TS ED.

R CDIZOH(CEEMmMET. MIRODRVLERIE
CSENEARELETERIR FDODEDHRETHD.

I. 2U73—3al~¥3>

X548, HifdA®

- BEELE, hBRAEE
oo 8. YMEFFER

- ARUA S W

3,1} | POF W= | A

I R

- RERAO FHICL D85 R#E{L
FREEHXROE, BREES)
AR (BOBERA)

- BaEAO @t

£ikat

L 27 = 17v7. ERBE

- BEE 30w BHE ARFERE
- A PEARF KR

- WENHR
-BRBRRUCKRHEDRTE

- BBGH

- FAIEYIY) T -3y

—

l

RJFRRELES TRV Y DEDRFE

\ 4

BESF b

¥

RAITR

B0y B8 l
BREORLE

RE R
PRI SR

¥
ROERFCAGIPH

REBNT —yay  w— .,



AEDHEFNDEIH & [RERENDE %

FEZAXRCHLTIES. BN BEFREETEROFRETZEREIND :

> HAEEOEARAEEAZEEL. ERIDIIE

> REOREHEEMBZEEU. BRDGMPICH D=7 —S DEIREEAZEU TR

> RERE (DMF) 28935 &, (REDT—FTIHLARESADRINE. DMFOERITER
T&HD)

> REEEDRE (NHERSFERE) ZPMDADERICLDIBEIZ &,

> / RAUEZEZ2Z< OBEICIRT LI
>/ BEBRRUEREZELNZL EONZESEEHERIETE S,

EINEE AL a) DMFORBDATNDHERETH D, b) T—HDIELFHBRERDIEFINGD. c) &
BE LBNDERRERSE LOANDHNETHD. d)EAEEA (Xt S VLIEEREIHNS

MIZULIZEDEND,




4) RISTIE.

N’ N

9
1

EE
- S
/. \%%

11) RESE

Z1=)

M MHLW—PMDA

1) REFDBR

2) BISFhDBINE

3) RDKRUDE. XIEIEKREICET DIEHK

R TizEE. mEEHEHER

RIS U ER T

EMERER, BTEL AN OB RIHAR]

FEERPREIER (& U GRS

ZEE(CEH I DIEFR

BEEDFF A XD X (IHERIEEZDERE

0) REEDFFAIESHICINEREEEDREES
NUOEHH

NEEAK®Z. XOMEFR (9t

E

Sk EDE ke 518

X 53

RNSEFD



[REE#HIH & FSTDimn

BLRRIL— DB — BWm - (L
A) REMEE —B1t — (DMF) —M8M8M8M8M8 BHEARSTHS -
(EREEN\Y (MAH)
— S — BNEARSE
‘ (MAH)
B) REpta— B L
. (DMF) \ ________________ (MAH)
~(H W%ﬂ*): So—s :f:—::—_ _________________ REXRA :ﬂﬁﬂﬁ%ig
(AL TR (MAH)
) Ry - —————— A
(MAH)

BELEBEERMA—T—TTHIOTERNEIBAZIELD TRZE - S0 JJ\DHEREIT DD
DMFOEFNINE THD. FBHRET — L2 CEERLICHRT DHEND BRRSDMFOEERIFA
EHONEEINIRUN,



mNEC(CTASHFI heidh

JREFEDEABLIC DWW TODIERMNMR UITNIEEARZES R (CERZED EK0).  (Japan
Pharmaceutical Traders' Association) APHZ DWW TOHRXDBEHIDDiscHBERFEL TULVE T,
www.japta.or.jp/english
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E KU\ (Japan Generic Medicines Association) (JGA)
www.jga.gr.jp/english

FREERIEEE (CDVWTOBEBHRANZUITNE., BEREET ZEiHS JPMA (Japan
Pharmaceutical Manufacturers Association) (JPMA)ICEFEZERD & &KUY,
ww.jpma.or.jp/english
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Data Required in Japan for Approval Application
Sections Subsections _H_Eﬂd)gf
- oo
- . 1. Origin or background of discovery required not required .
A Or_lgln or hackgraund ?f dISGDVE!}F, 2. Cufditinnsu_fkﬁse in fore-ign countries required not reguiret-i ETEL\
conditons of use in foreign countries ] — . ; " — . T
3. Special characteristics, comparisons with other drugs, et|required not required
B. Manufacturing methods, standards and 1. Chemical st.ruc:ture and physicochemical properties, etc. required not requirer{
test methods 2. Manufacturing methods required mostly required
3. Specifcations and test methods required re quired
1. Long—term storage tests required not required
C. Stability 2. Tests under severe conditions required not required
3. Accelerated tests required required
1. Test to support efficacy required not required
D. Pharmacological action 2. Secondary pharmacology, Safety pharmacology re gquired not required
3. Other pharmacology depends not required
1. Absorpotion required not required
2. Distribution required not required
E Absorption, Distribution, Metabolism and |3. Metabolism required not required
Excretion 4. Excretion required not required
5. Bioequivalence not required|required
6. Other pharmacokinetics depends not required
1. Single dose toxicity required not required
2. Repeated dose toxicity required not required
F. Acute, Subacute, and Chronic Toxicity, 3. Genu_toxnclty : reguired not requ!red
Teratogenicity, and other type of Toxicity 3. Carcinogenecity ey not required
’ 5. Reproductive toxicity required not required
6. Local irritation depends not required
7. Other toxicity depends not required
(5. Clinical Study Clincal trial results required not required
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