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[l OB TS OB BEPSEN AR (KPTA) Al - WihikEiRRE 24~ - A -2 VR

BEOEXERTS (Unit:¥#100million)
Years Production Export Import ~ Market Size Import Share G,(',\Avj’{r'f%tate
2010 157,098 17,810 54,184 193,472 28.0 6.18
2011 155,968 19,585 55,263 191,646 288 -0.94
2012 157,140 23,409 58,535 192,266 304 032
2013 163,761 23,306 52,789 193,244 273 0.51
2014 164,194 25,442 54,952 193,704 284 0.24
Source:MFDS,KPTA

BEDEZMFTTASRRONRN

Non-

Approval/
Clinical

eview

Manufacture
(Import)

Safety
Management

Re-evaluation

Re-examination

Usage after

Distribution
approval

P

~

Patients
Animal Confirm Safet ;
( OQE%Tafyfy - Safety & Efficacy|| + Manufacture * Hospital » Consumer
+ Quality - Import + Pharmac + Doctor
+ Wholesaler « Pharmacist
Set Manufacture/
: Quality Standards _ . PN ) AN ) PN
\/ Research \\ Pc;st—agproval D;'scoltinue ] ProI/ide
\__ Development ) Change Manufacture/import ~ Recall/Discard Information
S S ualit (Safety Letters)
Clinical Trials, Approvals Manufacture(Import) Post-marketing
Distribution Management
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EXKOBE BEffis/N\1 EMsAE 500 KEU
RADER FTEESZP L3I LoEMs
D9FvE AXBER AEEOM
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875/ RS

b
M|ATR

ER i RE

2011 5 2012 5 2013 & 2014 5
1078 KRV 133{BFIL  146fEFIL  1493{EFIL

1) A FigHoRI 5 %, 5 FHOEEME TH
D, FEM 3 %DHTERT,

2) 55%LL FIFEH D Lnilitzicimti ST
Bo., FEHEI 36 = RV, 8HNZ 110 & R,

3) 220 r HLL FICERSDVEEEINTED, BTN TV 5,
150 yEIiCT 7 F >, MAD w720 #o
IRy IVEERTEMRRS U F T
vy Rit4 E3| 2014 mERR
1 Teva Pharmaceutical ARZI) 9TERIV -1
2 Novartis AAR 86 1= 4
3 Actavis TAIVZ VR - KE 661E 6
4 Mylan KE 66 1= 10
5 SunPharmalndia 17F 45 (Z 68
6 Aspen By 3018 13
7 Hospira KE 26 {& 12
8 Sanofi TR 2418 1
9 Fresenius TR 2312 =
10  Lupin India 1VF 20 {& 19
11  DrReddy’s India 1V F 18 12 10
12 Apotex Ve 17 & -2
13 STADA Arzneimittel N 16 & =l
14 Aurobindo India 17F 16 & 75
15 CiplaIndia 1VF 1412 17
16  Kirka Group Z2aN+7 13148 1
17  Valeant Pharmaceuticals VAR s 1212 17
18  Zydus Cadila India 1V F 1218 28
19  Par Pharmaceutical Companie  K[E 1212 20
20 Nichi-lko Pharmaceutical HA 122 12

14 AZXEELEGH=

Managing Director, Reva Pharmachem (P) Ltd
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JE 9 B 3HEEEN 32% EREWV, (HARZ 22%)

2) NEEEREDRE

GMP "D, BZICF ¥ v THEK LS, T
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LIgTOMEE BN A %,
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3) #RETNIER
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TN,
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344 Big
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- GMP DERED 5 DFE
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70% LA L. 2019 4~ 2020 FEERE THTE S
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EK

MF Y27 LI USREU EEZBELULTWY
HH, NEELEEENERT 55, BAEEA
ZEL TEMREFNTHD L, BHEMY
AT LDERZE > T 0D, BEEICOWTITHRE
MTONBEAT Yy — BT EHIRTOYAF—
D2 TUSREUICH B TR LN )id i
<. PMDA EEEBEMREL NS T LTI A —L
BDONEEDTEAY y—LYlid 2EmICH S,
AY [ B S VB R LTV B MF O [H Il L T
. HRE 22%, FE15%, A2 R 14%, 4207
12% TH b, HEHERBEZOHTIE 68% MEN
EMANEBZIT> T3, HEELEREGEREICD
WTCE, ERIEER TR, PE 28%. 2 R 17%.
WEE 11%, A ZV7 8% THO, HIEEZHS
DOHITIE 75% MHFEREEAZERZ1T> T\ 5,

Pharmaceutical Approval Reviews

In-country Care Taker

Provision of information

= Application M
® i PM DA Inquiries o
> a‘ Application for Office of (]
Q 5 | GMP compliance Inquiries OTC/Generic Replies Q
R — | inspection Drugs a
8 g Advice for change: a
o Advice of rg inregisted MFor| =
= 5‘ Documents 0% % =+ minorchangeas | =
Q g Replacement g o § needed *
B % . "g ,8_. [ Application for
T, ©» Inspection Replacement o ange in
&5 9‘ (‘tDj 8 registred MF
g N S = or submit
2] Compliance =28 minor change
2 g5
g Inspection
a. % PMDA .
a office of Review
w Administration
g MF Management Division
a. Request for clarification
E: Ministryo of Health, Notification of =
% Notification of results | Labour'and Welfare Review Results [Overseas
g‘fs(;lc\ﬁg;:mpha“w nmoduchon site
Approval & dation

DMF and In-Country Care-Taker

JAPAN PHARMACEUTICAL TRADERS" ASSOCIATION is
of importers of APIs and they on many occasions act as
In-Country Care-Takers, which is compulsory for DMF
registration by overseas API manufacturers. We will show you
the ratios among about 100 member companies:

1. Ratio of member

companies acting as
in-country care-taker

for MF .

68%

2. Ratio of MF registered APIs by country

(%)

USA3 Germany 5

Others 25

mrea 22

Taiwan 4

Respondents 65/102
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2. Notwithstanding the preceding Paragraph, the Recipient may disclose the Confidential Information

only to the extent necessary for the Consideration, to directors, executive officers, company auditors or
operating officers of the Recipient who need to know the Confidential Information for the Consideration
or essential and minimum employees for the Consideration (hereinafter collectively referred to as the
“Employees”) and lawyers, certified public accountants, tax accountants and any other persons who bear
confidentiality obligations by law. In this case, the Recipient shall inform Employees not to disclose the
Confidential Information to third parties and impose on the same obligations herein.
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3. Notwithstanding the preceding two (2) Paragraphs, if the Recipient is required to disclose the

Confidential Information by a governmental agency, judicial body and securities exchange in accordance
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with laws and regulations, the Recipient may disclose the Confidential Information to the minimum
extent necessary to comply with such laws and regulations, provided, however, that the Recipient shall
give a prior notice to the Discloser in relation to such requirements of the disclosure to make it possible

for the Discloser to state objections to the disclosure of the information or take countermeasures against

such requirements and shall have consultations with the Discloser in relation to such requirements.
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Article 4 (Prohibition of Use except for the purpose)
The Recipient shall use the Confidential Information disclosed by the Discloser only for the Consideration
and shall not use for any purpose except for the Consideration.

(HAS I OFR IR &5 2A )

1 25350 1 HOJM G =F\DR) FEik7E
JClE. ZEBEMNEOEFIM TORH X T
FiEHENEV, T ISR EE=ENDBR)
DRI INA. HISMIA 2 2819 % R
HBo

2 BUCARTze B0, Hle X D2 MRS
FEIE, N ROFIIZIAS . HAYERL,
M 72 BV IIC B LAS % 55 =8 OO i b
LN ERITH O, e &2 ZH
TEHUHEHR, TOWEED, THICHTIRD
WY FEOTIBIFR, MRS 2 Fiiks L 720
- BB N b2 T Llic kb, Wi

FINDA ICIFZ < DN Z—2 g VLS
3 LA THWFIHORIEZRIELIZWDTH

. HIAA TR LT3 T & DIAEDIN

BEMERABINCHA . RO K ST DD

HMEFTRIET RSV H S,

FO% CHERIb)

ZAF. ARTHIRERE H D S ARTHIRE T 1% 3EDEE
WS % E TORM, ABIHF| & [[— T FET % 8H
DWW, S XIEH =F LR LT, BiFe, 8hd,
M. BLEIRTERREE ORI OHSZ D fthi—1)
OHEI NS, HE VI =EZ L THhHhBH
PN ETETRESE,

B5% (BE - #ER)

1. Z&R, REDOEHMIC K 2 FAIOEHEND B G2 RE . FRED IR E NI
At 2R % FCRNRSREL RS 5N 5 M FIcEHEXIEHEE L TRES7E0,

Article 5 (Copy and Duplication)
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1. The Recipient shall not copy or duplicate the Confidential Information disclosed by the Discloser
beyond the minimum extent necessary for performing Consideration without a prior written consent of
the Discloser.

2. The copy or duplicate reproduced by the Recipient in accordance with the preceding Paragraph shall
be included in the Confidential Information.
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