TH785E XBE

&¥2-2

RarE ()

B:$fM7F 48 18
E.-SM8EI3IAITH

JRILATBUEA

PRI

A

o

ey T N




(HII#%)

A AL
BX1—1—1 SHBEESEEZIAN SENME F@EOMEHRK
1. P 2ICBET 2 FHIE
B4 PRNTATBCE NS 3R L R R S e B R A,
PR R EESE | R SRTHEE (FES5H)
i 3 Hh A B AR AR 6 ~SFN 10
2. Pl EMEE B9 5 FHIH
EHKE JEAE S48 K
ENPTE R = 3K )5 YR, BLE wEm BE OO
R AR S R BOR RS YR, BLE BORNE - iMiE Y S FEE=R 2FE OO
T KE
ENFTE R R YR, BE
R AR R YR, BLE

3. FMDFEMEIZEET 5 FIH

4. FOMEFAEIZEE 9 % EIEHEIE




HRX1—-1—-2 FHBEEEEN FEFE

wamEH

1. 2ROFFE

EE
(S\ A\ B\ C\
D)

(%) A BRI IST DIBAERE DM A EEE DRI
6 FE 7EE 8 FEJE 9 FEE 10 £

FEEICE -~ T-HH

2. BN 5 FHb

EANEROFHE

EROFEEIT O LT
FrZHB G~ & HIH

3. HHBIFHMEICBIT S FERMRE, WEFER Y

TH [ BIEEE CTHaf L 7c
PR, CHE I

T DS FIH

FHKREIC L A Em
TR & EHIE

4. FOfhEIE

BHEENDDER

T DR RLEH




X1 —1—-3 hEEREEEN FENME HBAFERERENX

A E (P EAE) A AT HER |5 A E (P EAR) A BEREA HER |5
6 7 8 9 10 TR ENo. 6 7 8 9 10 5 No.
EE |\ RE | BE | RE |5 EE | RE | FE | FE | FBE
. ERICH L TREAET 2V 2Z0MoOEBEOE Dm EICBEd4 2 HIE 0. EEEEONFLICE T 5FHE
1. R EROE AT RS AO |BO 1—1 5. MEORBE R OHEMNSEE | BO | AO 2—1
H i FRTT T AR OREFSE i Gl
2. AEUVEBEFEIIHT DM | B B 1—2 FRIERRE

e IR

3. BEEEK AO | SO 1—3
g i

4. BEXNREL AO |AO 1—4
g IS

. MWENEOUEICET 2 FIHE

6. REM. THE., B4iE%E B B 2—2 | fakERx

T IR
\\

\
\
IV. ZOfhoFEIE
\\

\

X1 HBEEZLZ [F] ERELTWLEBIZOWTR, #FiEEOMIC TO] 247,
X2 WNEEEAL &) ERELTWAIHBIZOWTIE, Filmlc THE51<,

%3 HAUEOXMRLE LTZHBIZOW T, BAEEORIC [EH] 219,

X4 THHEBFEE No. | #ICIX, &0 6 4FEE O B BIFEEHR O A BIFHE No. 2 5l#k,



BRX1—1—4—1

hHBEEEEEAN FEFM

IHEAFERE (BRICH L TRHEI DAY —ERZTOMEBOEDRLICEAYT 2FHE) #HX

1.

VR K OFEICET 5 ARG R

1

—1

R T RO AR 1 2655

e

S5\ B9 5 BOK - i

BOR B AR

it SR B A -

R AT SRS O BRI SUTFRF AT B R R 5 2/ LT

JERYLEZ K AR E O ELR KB XY . b o TEEK
RO m EICET A2 EABNET S,

ROGE T DN IERYEBEMEIZ Dy A3 B BRI RO 1T AR

DHIEEIZDNT, A < R M O BB S 8 21T 9
FO8HL L LbIc, PRI & OBREREEED T,

W IE D DOREREY 7R T EE (255D 5,

L% HE TR DR (A
BEZRI 72 E)

IIVARYESFYNESE SURES

AR O TEIEIET 16 SR 1 HE 1 5RO 2 5

RIS

. PR

(B2 .

oy 2 IEFEDOIGEITAT O BEDR B D,

5] EERLEORERSIC LV BEREICE DN D

[N - & ] SelERY R RS R 2 LAGE S, R E LD

TRELESTND, £o, mlMEOBERICHEN,
ZAIRA I L0 BIFE AR AL O &\ &g O

s RiAEND, Z0ke, E5 -
7= OFEEB NS E., BHA L.
BN —EEINT5Z LN THIEN D,

SREERH W D
R ok
SR DA

HEROFEREBEEZE b b — L35 Z L3
T & 2 W BOFT il O E E I B WD T RO
65%LL b2 6 H LIRIZALER 2 Z &3, tied CTHES)

FEDS I,

BEE S 5 BORRFL - 1TB 3%

LE=—

H1) BEAORRE LARWEBIZSOWTIE

IBEANOFEBEHITIEM LSS WAL L1, MEOEBZ £ LD TERT 5 Z L 25 AlHE

2. FERRET—H

OFELRTU NIy b (TU NHL) FHR

@FHEpA 7y Malh MBIEHREOABRICET H15H)

fetE%E ERERE | AR 6 7TEE 8 9 E 10 FEE 6 7TEE 8 9 FEJE 10 4
(AT P40 A0 P
AR BE (%)
RO s | REE LI | IREEZ L2 | REEZ L | REEZ L FTHEE (FH) 4,613,338 | 4,090,390
NZAGRE £ | BREMHE | REHB D 5 | mRRE | Bk E
TOEBGLIE | O > b, | H.65%ULEE | DS | 5D
HMH%E (FhE | 65% L |6 7 ALURNIZ| B, 66% | B, 70%
fiE) Z 6 4 HLL | ALE Ubk%6 | LLE%x6
I ALER, > AUW | » AUW
ALEE AT 703 (ZRLBR, | (ZALEE,
8 » Az RLBR I R | AL A
DY DEK N84+ H |87 H
" % o Mx5b | B2
10%LL T, D %t | O &Rt
BD 10% | D> 10%




LU, LI,

RO - 6 7 HLL| 67 AL wEzE (M) 3,901,401 |3,802,925

NXAEHRE E N:88.2% | N:73.6%

T O FH P 8, Al | 8 7 Al

% (K :3.5% 16.8%

fiED)
e H (FH) | 4,059,001 |5,301,276
REF R (M) 172,202 |A847,201
T2 Ak (FHM) | 4,059,001 | 5,311,945
(= IN=F"' 40 A 38 A

F2) HEOBMBEAYE LD THENT 256121, WETZBEML, HE ZLICEBERRET —F 2508

FE3) THAR. POARCCHEE R, AEEC oU TI GBI S £ R & A SRR U - 0 R xS
VEA) RRELSMCLE LB 2 HIEEA ST BN L TREE LT HELLZAL



3. FEXFEEOEBITMAD BEE, 5T, FHER. FEMHICRS B Sl & OB REIC X 5RHf

] H AR HH A R e FRERT Rl FE AR BN OG5 - H EaFil FHEREIZ K 2 FHifb
S H A
1 GEREMCERGE | 1 EEERCERGE | 1 ERESCERGE < TEp B FEE > <FEAE &R > FEE
LENE S LENE S LENE S FEE: B <FEEIZE > F= #H >
PERERH RO /AT | RS s R B
55 (LLT DR | Rl B R OVEY FHAWCOWT, DITOXEBZ | <FEMFH, HEHEE LOMS R OUES K>

Bl Lo, o
W, EEGLE
A A 5 R i 2
T OVAE W H fe 3
TR Y S 4 T R
B (LT TRk
El &wo,) &k
V%< DF I
ML, EFEMLEL
PR A R A Y
db D EIEH X34
Wk gL L <
IR E R
v M O e 3 Y
& D R E &
DSV (W s b3
L. i 1E 2ol
BRRFEEITH Z &
NEETH D,

ZDH, LLTO
Az ET D,

(1) Rl
B9~ % IR M OV
HARHEDHLIE

[ 3K 5 22 oD Bl VR
EC XD Y E

FH f St SR L S5
FROFHIE (LLF
DROEHIEE] &
Do) 1T FEMD
LREXMRE & HIC
A TT 4 T
AT T IND—F
Z 45 S Feh EAM E
OflETHY, H
B3, BEREGE L
U FFAE R S i
mn D EIE I 334
Wy R B A L <
XA E RS R
I LT YR
& D R E %
T BR ERIREE
FIRN & IZHR T D
T & CHEFEITHIE
DOFANAE DT
HEEblT, 5l&
o . 7R EE K
FREOWIE7 Ll
U7 M 24T O
LN S BN/
5, LTOHE %L
LHrZ T,

(1) Bl
(ZB8T D IR A O
CRG 7SI

(1) Bl
B3 % IR & OME
HARHE DL

<R DR >
Rl B9 %
JREREE IOV T, R
HZH T S5 TV 5 4%
T IR 23 75 212 i &
TS,

BREIZFEMLIZZ NG, B REE
&‘j—%)o

(7l P2 TR R B AR )

PR BAMRAE T L Tid, Rl
FE~O—fgOMF LRI 720, P
WRHESE ~ DRI 6 LT, FEi
Bk 5 E L biz, e T —=
YT ONTH, FAfTFE (R
HBoOEFLE OB EET) (ICB
TOWHEROER - KEELKD | W
T - ZAEOE 72 HIEHEICEY A
72,

—fRE R T, R R
DEWRHRa TV B L,
AT 4 T OFEZEEE 2 T2 IR %
TR B L C R il B ek
A NE~OFELK ST,

Flo, BFRBHEFRIZBIT S
ROFHERN OB S 5| Ehe 1T
L LbiT, EREE - KReY
3 TO C MKk EEHK G &l
AT DS 2 2 72 O BHRIC
DT HFEBIICAT - 72,

ZHLEERIC ko TleTd—=
v TR O R BEHE 27,025
A (BTAEEEIX 17,212 N) & 72572,

F o, RFHIEORRRA b~
DT 7 & A¥T 964,440 {1 (Fi4E
& 888,376 1) L 7pviEfm
ek L7,

0T A S i U 7= FR A E R
BEORBRTIL, —HERKOER
BELRE A2 T OFB N I TR L K

(TR DR M CUCE TR 722 E)

< F DO FIE >

7 & O LIS 21T > 1= 8 R 2 7

WD E)




WM AT 7,
RO DM BLIR IR
T 520 RO i BE &
FIHT Bz &8 T
XH LT HZ
D D R & FEARIT
W7o 2 &,

T R I EE O T
TR RO
% 728 O JRHIE
i o FE A 2 B

fEFERH 2%
F 72 7 D3 e SRR
Fil 2 F T &
L& 9. —REER.
ERRBARE BT
% vl EE DR
A - FRERE O — 8
o ExEfRL,
A E =3y bR
SNS.7LE#H
MEDAT 4T D
T S0 RO H 55
& DOHHEIZ K D%
RA7RJE N« IR
15 8 & R (2
B3 %,

R RE 23 52
i3 % EHE AL D%
2f D 7= b OF
EFIZBNT, K
HHEAE T —~ &
L 7= WHE 5 & &
[CTICE <Y T B Walis
12 Y BRI B 1
Lo e 7—
= VI A IS H
TLHE oML TV
<o

T RO O
FERFIHIZHEO
B 72O O JRIE
B D FE AR B

R Il EE LT B
THINETDIA
D FEHEOFE KN B
A D RE R A B E
R\ IRESFEETE
ML, AIE LR A &
b L7, K VRM
IRz RRET L, 3
Wi %,

R— b=
A E—F b,
T LB BT e,
RRAEZ— V=T L
v b RO ERBER
Fm /M ED
R VI RN S
NCIER L, £V &
< D Regs il
DJEFN %X 5,

EE. EFRER
FET T D A
D JE LB R 2 S
HITRIEST D720,
BALR A & D
o2 & 2 A o fg
ExZIZUDE LR
BEAF O Jiti 3R % #E i
T5HEEBHIT, HE
e 7 R ol E oD 3

e

T AVE T ORI EE TR O EAELRB AT
BOFER, IRESIED D OREZ FEmIIC
QI N RSION

i) BEBEEZIILOE LEREDY —F >
FEIZHITTIER, A MRT =< AR
i < DRI R RDFRE/RA  F —F > B
R A, EERBICAT TR, AT 4Tk
L CofEEERE < FRRBENT L E
CM T & B & B AR R

i) AHIEEIZ K 5 BEE DO E R BAR
FATMT T, BICEBOERIC AR T 720,
5| & fot = B NAFME % DR 1 PMDA S
2 K2 MAGEE A BRICERmT L b
2, e 7—=V ZFEEICB LI, B - 3K
¥ BERDRFOHE - FEZT T
JECERBARF IS T 72 PMDA A7 «
FTEBRUEIC R A EME (B 7HE T A~F
1 EIZEHICEE) 7285 % FEhi,

i) —xERICET ik, FERIEROFE W
R a2 T Y B o ThE & 7R IR THiL
M- BUEEAZITO & LB, Bl &I ERK
o 2 {3 2 s 2 3 2 7 B IR i A iRk
L., VAF—FT 4 v TOFIEIC L DER
PR - ERE~DRPE - RIEFITHT DA
HEE, FIHEBEOZWETBIEFIRT 7
~OFIERN O, ERERE - o
T g U TO CM kSE 2 54 5 7 & DL
MAEIT -T2,

D BT FES 7240, F4 AN
M L7e7 L ECMORBEZ T
EERT19.7% (Hi4FE 16.3%) &
ERoTRY, 4%, BEEOS]
& RFICHET D L9 CMOF]
HIFEIZOWTHRFILTWnE
v,

¥ WE R OB EIL 24.7% (FiFE
26.3%) . EFRBBRE ORMKIT 84.0% (Hi

I 82.4%),

(Gl R FER O LPRER)
fERIFERFERIZONT, BER
WA T — & ZE 0 D FHEBLRD
MR AATV, B - FE R 7 A -
HIBTIZHEERIFHRAANE L TV D
e id, EREREE ) & I8N
RBERORMEEZIT D7 ELCH
BE2 TN OWUNAT -T2, T2
P ZAT S T2 FRITONT, JER
PRI EE 3R Je OV A 3 2 ARk
L. EAEFEKE~DOHER HO
BRIZHEH L7,

O LT, FERFEROLM
D—J@ ORI A K D~ FEHFE
TR L OB Z 1TV, Z ORk
R RSRRE EAT o 124
FEDOIL, HERNPHILEETE
i A UNIZALER 24T - T H R OE
A, 73.6% (1,161 {4/1,577 1)
(AT 88.2%. (1,112 /1,261
) &, HHLHEOFE L LT
% T0% %R Uiz, F7-. AL
238 » HZE A5 b DO
x5 FIE 1L, 6.8% (RIAHEE
3.5%) & 10%LA T &4 2 A%
% L7z,

(% Dfh)

AR - ZARE OFUEER EIC
My, EREARKRRY FU—2
AT LOIEROFIH AT 6




M BEFEIZEAT S
BEED LD EL
DHLEE X TKRD
HAR & ik foe L C 32
fidsZEicky,
TN - BRARSE D[]
rER5, £, %
DRI DN T D
REEHAT 9o

O EFRBAREIC
3 % il BE o J& Fn
PR DT HE A B
RIZIERC LTz e 7
— =TI
WT, 3 - AR AE
FHNRET 5 1
FEOREZKDY | &
FHRoZ DFEME
B E1T-> T
WHERY —Ty
NY — D —%%E
W 77 g A [E R B
BFHE~D—JBDHE
L K - 2 a1
EEX-> TN, F
o, B, EE R
RO KR FEMRE
AT B AR - 3%
EEELTVL,

@ ERERENE
Jiti 9~ % G AR
TOERMDLEE
fifi i D 72 8 D WHE
TR T, Bl
ERERY EFbh
5 &0 BAFRIEBAIC
BT =179, %

O KEHED e 7—=2 T FHEEIZONT
[ER
i) BEARIZ OV TRFRAORS « %
GO & SNTFERF e EOERE HH -
FEIE L FWGEFK - ERMEEEE A
D&% CHBRS B0 JE Fn & FEhi L
7= (BFT7HE9 A 17 BAEEREEMN)
i) EFREMGE~GLFERIREZ B L,
9% (ATFE 21 F) CRAZ —%%4
~ LTz,
i) BEAM - AR - PRk AT A DR IR
WCRET AT 4T EYV =T Ly MZEN
Y LT,
v) REEFHRREERER CESY - ¥
5 - Bk ORRBEREAOWH 12 G TH KR
¥ FMOBBREICORFHEEBICB TS e
T ==V THHEOIERIZOWTH 72 T
KIET D2 F OB A I LT,
FFREOBHIZ LY e T7— = FEED
B8 - ZiEERFT 27,025 N (RI4EE X
17,212 N) 7Z-o7=,

@  EFEBEN ST D BENIHE ST W
C. PMDA B 73858 217 5 ARz IC -
W, X - AV T A e T ERER
FED D OEFEICHBAICHIGT D L &b
(. EAETTEE FTE OESIATFEB I AR
AAFE#S, AARTFHEZRRM L, b
1E55 TOMKEH 2K L7z,

RN 7 A EE DR T RIEUT 35 1 (R4

10 AN GBLA L=, &0 7 1T
1,165 1 (RITAEEE 1 F I BRAR > D 4F
JERETOHKI5 I AT 245 1)
DO TR E TIEH L7z,

<P & xS >

Gl TREEFERR I
BT Difeam & i E 2 7o MR & e =
W23 LT <,

B FE R F RO AL 2 T &)
OWENATVO D, IR LPR %
TR H720121F, EF -
B9 % 5 B Tl A O R & AR RS
PRSI D, REREAGRSE DR
HELUWERIDEIL T D8, 5l
XX, FHERFBOSMHITL - T,
O HRLPRIGFHZIR T D~ < i
BMEEREFEROFEZEIZY /> T
SHERD D,

WA - AR & b5 & e
THHEEL LT,

8




7o, HREHHEE~D
A Bl R I8 D BEEE I
FERRAGI REIE L, 1l
JE 5 BR B OVl EE F
AizoRF 57
D b AR F 24T
9. T DER, EFRE
B TR R 72
1l JEE JE) e S0 il 5 )
F O BUE B % #8 9r
T2,

© —RERED
[ % B AR A D R
il BE A k9~ % 780
FERERR DR,
Al YR 18 S [ 7% B B
(23X 9 B HHER O
ik D ZEAE S0 B
~DEE 2R
THEOOME%E
FEht L TRERERS D
SEICTEH T 5,

@ ERERY—T¥
NT—h—ErE
¥ 7o g TS [ B
FRFE VKR 2 il B
D JE Fn 0 BRAR % S
HITRET 5728,
AT EASIE N G A
il B TR R~ D 1 /)
AL, SO
fHEE T O Hil EEARR AT
R0, ERER - ik
T O i EE R B R0 R
HWE I DR - Bl A
%% U T, 2FEN
73 ISR TS B & R B
T2,

® KFEFR—F1NL

FE33M) THY, Eblle T—=V7 DN
&%k L7z DVD OFHHEHEIC O\ T |
50 2°FT T 13,964 A (RIEEE 24 7>, 9,445
N) gL,

(B%) AR 748 A 18 AMBEER R [ERM R RE
HEHEH DT ) HEEH T B ERBOREHERA O 0
OFHEIZOWT (B ARIE) ) %%,

@ —RERKOERRERE OB HIEIC
ST DR - BRESEOELZ B E L
oA GREERA) 2 FEMmTDH L &b,
e 7 — =V U EEOHERE - I LT
FEEARSCHMRREEICET 2T v — B
%M L. 6,801 A (HIEEE 4,676 N) 23E]
Bliz, ThOOMERREEZRE X, HIC
BRI MO ENS ¢ 7 —=2 THED
NAEDFRFEFIZRT TN,

@ BAAREMSAARELMS, AARER
ERiE (3HIR) BRITT DHEELT—F R
SR—= b F—R LW ERBRMERE R EI
BIEERRIT & e T —= 0 VRO % 3R
ERELEEEE L 2IE0, SRS, AA
EEY —vx VU — I —ahEE@EL
T, HAGREOENM, e 7—= JFHREDE
B Z O PMDA 2350 L T2 JAHRIEE)
ICOWTHERE~DFHEITo T2,

I 5T, AARREFEESSOWHIIC X
0. R EITRHREM & 54 (25 fE,
31,380 # (RAi4EEE 27 1. 38,000 £%)) L.
PEIRME MY E (MR) 2> 5 BERHSE AR
% Bk A fkfoe L TIT - 72,

® —ERICHBOFHIE Z D20 3 <

9




A FE~DNF
—IREEIZLD, A
~— K7 4 DAL
EE®RE AW E
T it % SR R S
DIRE « CMEE D
BoAE 7o EH e 70 i
HibiEH L TWE
BIA#AE (L L, —
i 1] B 1A U L R
HEE 2 D h Y F
< BB U 7= Bh e
ok AUk & il
FERERR YA h~D
FHEEX > TV,

® BHEFE~D
KBl EE D RN IA
HaBHT oL L
BT, BT BIEFMR

FLER L CRRA - BRAR L TV 72D, L
N DRz A Fhi L=,
i) TLECMIZHOWTIE, LY HEI%EE .
FRADDENE D LD LD FLNEES
T REMG D CM % 3L fEEOHEM] @
1EM, FERRBGRIIZTER LT 33 /T
kL, 30 RT/XT U T ¢ HER L,
Fio, RFHIEOREREY A MZb Y% CM
Bl 2 Bk L CHRIFEBEREE & L7,
i) A& —xy MTEDIEHMITOVWTIEL,
£ IR 2 s, RER—F LY A
kA =2 — AV A NME~DONF—RE
OELF, B - EESA~ORLE R SRR
KBTI U Tk & 7 iR A A U7 IR 25 O fid
{5, Av— M7+ ONEE®RE AW E
RS - FIREA~OKPE - KIEH KT 2D
NFf—IREDOEAE. RIERT 7 =A—T 3
EE A SNS S5 (Ros il B o FEar o
A MTHYBFIE A FR) 2TV, &G
U 72— IS 20 & R il BE D st 3 A
F~FET DT REIT T,
REFNEDORZ T A b~DT 7 & 2551%
FE[# T 964,440 {4 (R4S 888,376 1) &
720, WEREDOT Vv AR EFE LT,
i) REOERERE - FEROTTZ YA
=V THOCM (B0F (HIFEE 15 F)) it
WA 1 H R 9 L 7=,
iv) E O MR O P BhEREH 2R3 L,
T B R G A RO I L D AR — A=
2, BRI L BEEEEZZ T EHIC
= 3R S RIE B E RO HIEE 2 /8 LT
72 KD, Bk A bV vy DR R
L7z (K600 BIBRDAR— L= %
2. K 120 MFTICHREE) .

® PAREIRICBEFR~OHERANDE
WamEoT, AARERISOETBEF
MR P S vz,

Flafe, B OEBNEE L TWDLET

10




A AT FFIE D
*

>

NN
FIZBWT, kit
H=H, EHHEE
DRFRZATV, H
B, ERBERE &
O YE R 7 3555
WXL, gl&E ke
fafr RO PR &
R il BE oD JE i A
M5,

v HIECET S
gt - aE

H D&

A7 AVETEN
RO RFE 0%
B AVE =Ry
k%38 U 72 i e
PR D S

T TCOIREH Y
??50

@ LERoIFD, R
KT GICHE L7 A
AR AR L, R
il BE 0D 2 SR 72
IR % BT 5,

A FAEHEO
INF

>

AN A
FEIZBWT, HER,
ERBIRE . BUER
FEFEIIXLT
Loy Kt
=Y, EBR S
ARTHZ LITK
v | fafsERE o B
& Bk il EE o JE
M5, ¥, AFK
W2 72 o UL, B A
THEMICEE T 5,

v HECET S
TRt - AHmE N

EE

S

2 W &% D FC
HEFESE IOV T,
ERFERFROE
5 FEEH IR E
HOFA - FEI 2 B

BEFRICHERAB B ST,

@ FROKFEIZ, V=71 vy FE2FER
L7z (&E 687 JE&. 10 5 (RIFEEE 390
JEEE, 15 TLAER)),

Fio, EFRRHRE (636 (RIFEE 6355))
AR TN 2T A Y

BT, ERMEEEIC BN E RO
1KiEZ T HBE, A3 R A X — & [FE LiBr%
KIE L7 (5835 1),

X RERORMEIL 24.7% (A4 E
26.3%) . EERIRE DR ZIL 84.0% (Fi
R 82.4%)

RS OUWEICBE S 5 e (MR, 4
i, EHEGARGEA . RITERATR, oW
. AREHBEHE) ITHOWT, BAHREDE
AIZENERICEE LT PMDA A— A
— VBl - AFTH L L BT, PMDA 2
T4 T EICBW T HIEREME LT,

F2. e T—=U IO NTH., KB
(REIEOFEFIRE OHBE 2 ETe) (BT
HIEMOER « REEZM -7z,
FHREOEBHEITHONTY, MEEEEE
LEREHEHAHZDITBVTAETDI LD
1. PMDA HR—2_— 2 ~DH#EH HIT-
s

FHRDOFFNZONT, KV 5500 HWiE
WICH D 570 EDWET 21T - T,
Fo BN R E R ORHICHE O FERE DA
HZ BT 5 720 A ORI 2 B3
HIchORRE LT, TERM (HA) AkA

11




(2) W72 5
WVER D F2 fiw

©  Begtaft o
KERIZHOWNWT,
IEffE D> D 72 95
BUEE XD Z
L

@ FERTFEHOA
%I & 0 i
R[] 2 245 F 42
RS L. EFHD
MFELER D Z
L,

[FHfIC 31T 245
]

H g B AR IR o0 4%
R ICB W T2
FE$ D 65% L
6 ALUN (G
K s s - R
ok E £ T oM
i) [ZBi4 % 2

HHROZ T FICE
STOfENWG X -
TG Eno
T LR TG ARt
D FHEIFEIZ DN
TRELZTTI,

FHRR R DI
£ Ok B % il &
L. filEFIHICE
T D AHRCREIEH
fa PR YLAR AT D
FhexIZBT 54
R BN )i d
Do

(2) Rz
AR D E i

FHRFER DR
BRI A (X B 7=
oM CRE S F 2 PN
(ZE PR
HIZR3 2 HEx
R LMDICY -
V. FERABDOE
TR A TE KD
BT D,

boHEMEDOER
AEEZTREL -
BHE1T 9,

FHRAB NI H
EOME ZBlE L,
HlERIHICRET 5
R R0 BIE A5 A
R YL A5 A+ D F e
ZICET oHERE - R
PN 38 BT 5t s 3
Do

(2) HELRFEE
AVER D F2 i

JE A 55 1 R B
(ZES: - PRI
BT 5 HE L H
LHBIcY7=0 | &
EFBEEITE T D
R FROAH e
WBRIZET DT80,
ROXEFELZRET
Do
O #®’HIh2
W 45 IS
AELTWBLHEA
(2, EFRBERE IR
L. e EnhiziB
hn - il R
©® #®HIh2
WrEEIC DX K
FRAINZIR > THERK
U 72 JiE {51 0% i ARE 22
*

@ KFEAEA DR

<FHE O >

RO 72 R LB D
FERENZDUNT, HHA
BT o TnbH A
UM 723 45 SR B HE S
TWD D,

Wi £ 2B LTz, ERDN2HrEE
R D BRO A OB A X 5 72  THLE TR
IR L2 EEOLBREHEDOYUET 21T -
Too TAUT KV | ERIFERFERZOMAEIC LI
RIEMAIE L THIRMICHREZITS 2 &
MTEDHXHIThoT,

FHRRZR DI, BMEORRE 2B E L.
FERAICBET 2 W - RO ROF
BT 2R - HRRICKH LT, v ==
TACHED Z Y] - TEIIHIS LT, £,
RIS DT EZ K D20, WE~Y=2T
NDORELEIToT,

B, B TEEICBT SRS - fHE~D
SIS EOE 12,861 1 (RITAREE 13,704 4)
ThHol,

o

FEROZEEZAT O HYFRITBNT, B
TR L 72k B OR B NSRBI, —
REAOIC BB ALERRE I~ DN A U Tz,
Zhucxt L, ABEGIoEb, SEFIEE
DRELICLDEBE T mERDHRN,
PBRUWOFHEZK D & & BT, HNOE
AL L, BEICIS U TS ZHEES
XET HIRHI AR LT,

T ORER, FERZHEZWH Y 70 < oKz
THOWHZMHRTHENTE, 5FEED
B AEER R BAEE & 2R LT,

EREERERICOVT, BEERER
BT —FENOEEBAROERZITV., E
5o BRI T - T B E AN A
L TWAEGEITIE, EFREEE ~ BN
EERORMEZKAHT 5 (1,465 1 (RIAEEE
1,783 1)) 72 & L Ci&E A TE D@
1To7=,

Fio, AEEIToTZFRIZONT, JEFIRE
AR TR e O A 2 IEREICAERR L.

12




L (B4 EEE
& 90.2%),

[ B3 E KR,
KD 2 7]

AT 35 F AR ] A
DEMEZHE X
IR 2R ET D,

AR B X
e« AAGRIE
T OHF5 AL
IZ2OWTIE, 656%
LI EDGER %GR
M6 6 1 HEUWIZ
S5 (7272 L
5 - SRR T
DT FRA
B35 1E SRt o)
% BN - A E ok
DI 24 5 ]
2 fR<o) o

RAFICONT, 17
HEnh&rhz &
SE, FROME K
O L 611 45 % 7
2 - B L 7 AR

He
E

RS AR -
AEKEREETD
HE LM IZ
WT, &7 5HuE
BIZBH B &I
L0 EENITRE
L7 70%
k%6 »HUN
WZALER L DDA
WM™ 8 » A%
25 H D&M
D 10%LLTET S
(Jz72L, B - E
FHIHIWED T2 |
FHORAE . RIS
(23R 28 - i 2
R O®RHICET
LI 2 BR< o).

HH IR R
5 L BE A ERK
THEOEBDR)
FlrEHD L LD
2. BEIDIGE TR
Frae T 25 oW
R osRb 2 X 5,

< ERE RN IR >
BE/NEE 3 N
KHGIRIE £ TOFEHL
FHIRIC ST, RS
PIZIRIE LT gk o
70%LL % 6 72 A LA
WAL
<E DM OFERE >
BE/NEE 3 N
KHGIRIE £ TOFHL
FRHARIIZ DUV T, AR
PIZIRIE LT 4k o
26, LRI 8 &
A%z 5 D%EmE
D 10%LLF

JEAE T B R~ O EH H OBRICHRE L
e

R, B THEEICBW T, HER K
1% 1,636 1 (RIT4AEEE 1,220 ), X6 - AX
& DU EFENIATEEEE D D DRy 2 5 6
T 1,577 (AR 1,261 1) Thoiz,

SR ERONUE O —B ORE b & X 5
~<,
1) R - BB A2 MBICED 572, fEREH
R OJE IR EE R DVERL 22 1NN FE
it L7z,
i) ERERERICONT, HREFHOS
A - B OMIEMRE~OW#EE S
i0) MBBEAETBRE~OHERHE T,
HIERRZZE L TXH - FXEOWRTE -
BHIZIT O £ TOHBBIZEBWTHIE ST
HEALTA U EEEE R T EITE I A F
Liks
i) FEREFHESCEREEN RO H 7
BN REEHC O\ T, XEEZPDF1L
LCEBVAT AIEML, Y%ET7 7
ANV W T HEB AR 2 HEE LT,
iv) ANBAfloml, EFIEEDRLE L
IZXD¥EB T v RO%hFEM, EBRILO
AL EX D &L b, BN oEEE A L
L. MEIZE U TR R 4 KB T
DRI &S LT,

ZORER, HI0 T AP INE - ASHE
DIREEATOTZRERD I b, R LR
EFETO6 » AUNICAEZIT > T BHROE|
A1 73.6% (1,161 /1,577 1) CXRiHE
88.2% (1,112 4/1,261 14)) & 7p->7=, A
S S EERICHOVTTE - WYl
FHELEEZIT- - ETOERE T, BHELED
FREE L LTV 5 T0%% 53R L7z,

F7o, BN 8 r HEZHEZ D5 DD
AR 2 E G X, 6.8% (R

13




(3) FHRF KO
S fa o O AR
ARES )

AR AL = 2 i 5
O R ISR
HIEMT — 2 ~N—
AZ B - BREEH)
FIEriCiE A L,
EI O A o
BB ZIT 9,

(3) FEkREK
Oz faH DA HHE
JBR D FE i

FhoRE KO
fa o O AR
FIAE A 1) o> 7
W, FRE TR E
DA T4 Mk,

SHE « RIHETR
ENTfR D F PR
22O, dudfb %
X% 7D K%
JE AT A & Rt
T2,

BILE F Rk 46
MEBICET 5%
AR T R o f
R EICET 51F
WMDOT —F X—2R
~DERBEED D,

EMHsnkT
— X Z TR
fRHT 5 D BT D
WTIE, EL 6 O
REFMALT, &Y
HE %) B
R % &
T DEHIBDD,

(3) FEREFRD
55 CECAPK=EER 230
ARES )

17 BB BE AR AL
DRI L o
T, JER, HATBF
BB DUl &
HHOEM % FEBLT

<FHAG O >

B J0R=Fi
B IC DN T, FEHE
ZETFon TV DA
IR 23 25 F2 12 ol S
TWDD,

3.56%) & 10%LATF &9 BEAENKLT-.

JEAE G E SRS CRIEABEH
EDFBIHNDEED 5 B, PMDA 7> b2
I 288 EIEREEDOHERE., 2.
BeHEGEE, 2, RamptEEsR, B
RGN ESE, BN — R TERK
8 TH) 1THOWT, EBDORRITET D
£ O PDFL L= ET 7 7 A V& B4
T OIMEA N L— T L, AT E)
BHYEOCRHSTBLEETNCHAET D
Z L2 X v, PMDA TOBEMERIZIIT 52
— =L 2bEFEBRTLH L L BT, FES
BEEROR— =L 2RI B ERk LT,

JR R SRR E BT 2 REDT
—HR=ANDOE, 53T - AT 24TV, 7
REROREFITIEM T 25 2 & THE - 1
TR T AT o T,

W5 A SE AT > AT SE N EE
THEREARBERY NU—27 2T LD
BHREFHAT DV AT L 28HL, H5F6
F10 ADHMAZBRM LI, ZhickDy,
FEREOFRHX IRV T, FREORHIT

14




(4) BFfaltlE
B OB FAFOHE
1

(4)  BiFkaft
(B O - &
FEA O HEE

¥ T ok A
DEI & T 7
VAT LB D
i k0. Rgita
3% D=L -
BEEX S,

% & DB O J7 8
IZHESEFM 6 F
BB L ER
N = S )
— 7 VAT A (FEE
Z v b) OfF#REF
A4 52T LI
DNT, EAFE#RIC
BlRE L. 51 & fod = @
O7ERZX 5,
iHRE KU
fa B O FIE D 1a)
Eizrag T, R
RO I EE 0 E
WEFICET DM
ORI )
I E 2 | BUMEH
D<A FHR—F)
ZRIH U Bogfaft
DFER - mH A A
FTA AT TR,
XAGRE HAT D T2
DO AT LBHF
DD,

(4) BKFaaf#
Bogh#b - @mEAL
DHEME

KOG e T 25
BT 2D v
AT hEMAE LT
v AT LDEH
2RV EBFTD
R ELK D,

HRE. 2E
O BRE THE
XEZPDF{LL
TEBL AT LI
AL, BT 7 A
Jb % U T FEES AL
HrefET o5, £

<FHAG O >

S/ E LN A0k
BAVEZ DN T, PR
HIZB T 5TV D4
H R 23 25 9212 e =
NTWD D,

JRRIAREE & 72 572,

BT AEE ORI ERIL 1,165 {4 (Al
FERE IR ABRLGIN SAEERE TOR 5 B A
fT 245 1) ThoT,

Rgfaft ok - BHFEwRE 247
A TATZ D BREOREAFIZ AT T, BUE
RAO~AFHR—ZNVORRECL DA T
A NCDTeD D THEERER L, BRI
LHFHEEATVDOD, VAT LR EED T,
(FHET B I FN 9 4EJE)

Rt OFER - Bl FRE 247
A TATZ D BREOREAFIZ AT T, BUE
HO~AFTR—=FZNVOMHAFEIIL DA T
A NEDTD TRE R L, BIfRERE% &
Wi a2 TV oD, VAT AR EED T,
(FEHTEIT FE) (58)

FEREHESCERERE D SO H o 72
BN ERHCOWT, MXEZPDF1L
LCEBVAT AIEML, Y%ET 77
A NV E RO BBV A HEE S B A AT
o7z, (F58)

JE A 55 A8 KSR R s CRIE A pk )
EDFBIHNDEED 5 B, PMDA 7> b 12

15




(5) FAMMM K
OV 4k SRR Y &
D FEMRAY 722

RO Rk 2
BIZBIT D5k
BN T, fHA
THEMICEJE L 2
D, EFEE K
OFEFHIBLE N D
i Y e FF Al & 4T
W, B SN E#R
AL A
KEERERY &b

(5)  HFAHM
B OV 45t SR
& ORI 784

ﬁ%%ﬁ:‘

FHEoREFEHNZ D
wfi\@A%$
WZEE LoD, E
FHISEFHIBLA D
& 366 U 722 FEAM 2 AT
PANIECAS¥ aW et &
Z R A RO A
PR &I
595,

7. BAGBE IR
PRSIV P oS
HIZET 2 HED

DIZRET 2 H
BRERHOEE
IZoWThH, PDF
fbLicEF7 74
NaeHWLHZ ET
Gl & fE & ~—3—
L 2 HEET D,

(5) FFEAERM &
WX R ERFY &
DFERA 72 45

MEEB IR

% HRFEHNIZ O
W, EAEERIC
BLE LoD, EFH
R BLE D D
B2 F 21TV, 5
b tEH A HFA

%W%%éﬁ%%
9 & I 64T
60

<FHI O >
FHEBFT & O HE I

DN, FHEH T

DAL TN 5 45 Fl B 23
BERICEBEN TV
e

HI 2B HERNT W T, EBOR

bIZET DL 9 POFILLEEFT7 7 A L%

B EEIA OHNEBA B L — IR

L. BAGEHEHAESKESZBR L ET

MIcHkE T 252 L1k v, PMDA TOEEHE

AZBIT o= R— L 22 FEBT L L &
BT, FERISERREDON— =L 2K
LEBR L7, (F48)

BT AR 2 AICBAE L7 MR O
T A AT ONWT, LZE L CGER MK
for Lz GROKI 1 s/ A, BEEAK 17 77
M/ H % HiljE)

ANBEflosR{b, S FIEEO fLE

\Z & BB T v 2 DR, %%ﬁﬁ®
AR LR D & & bIT, BN OB A Rk
L. MBS U MRS ZHEL BT
HIRH ARG LTz, (7548)

s fa s F51 oD 1% 2l A IS B RE
L o0 RE S I @I iR 2 2
LTk h, BEMROEMIZHFS LT,

LRERTRERI & OBA&E & E A B
fe LT, RO - #HERIICRD
Bk e 5 & & biz, REFEHMH1 6
HEE TR HEOEOEREMEEZIT O
&, B EE A X o T2,

16




XEHEFTHZ L,

(6) PR aLg
KD K72 It

[EZE : &)

= 3K 5 O FIE
ST XD R E
(NS E oV AW WA F ¢
B % IE R DR
AT O MER &
Do

(AR &)
SeHERY 72 A 3
Wx LAKBS N,
S (A
WHEZE > TW
%, £z, mimbo
RV, A
AR % L 0 BIE
A B EE D
B A OHEING R
AEND, TDT
| B - FREEHH]
Wr o> 7= 0 DA ZE
BosmEln, B
B L. #7255 K
FHREN—JFHENS
HZERTHER
Do
2R o R
K OGE R % B
Sbay hu—9
HIZENTERN
R ) JBE 0D R 1T
BTG REE
D 65%LL % 6 7
HUNIZWET 5
T LiE, Med T
BERED R,

(6) fREEMEAL
FEORE LY
ASESY i}

= 3 5 o BIE
Mk oEETH
DI EFE I
1T 25QOLn L
RELZRET 57
D DGR A 15 2
B S E
fid 5.

Ko 72 2T
BII ok H¥EL
HRIZEmT D,

(6) frRbEEMLSE
FEOIFEFE L EY) 2
ES/ ]

= 3E 5 D Bl /B
MHick 2EHETH
D7l B T
T 5QO LWk
REERFT D7
DO EEE 5D
A8 3 & R
T 5,

Je RVE D5
DIEHEITEL L T
RRA 2 85 S,
CHIFS&R 7 A VA
W L7=ETH
- T, HiE (IFEL
NIFH»RA) TH D
FHIZXT5QO0L
] SR A Rt
%72 D& R &1
LA FEE
FEhit 5,

H 4o 1 % (B
T HHREHEIZD
T, AP OR AR AL
+ K OV A8 Akt
IZ kB EIFETOM
REH & M D,
Fo REFEEED
e R0 R R A Ak
F2E O T A ST
GF IR L TR
I % 2 B 5 HHER
BODENEIT,

Bt 0%
BED D LRDE

<FHAG O A >

Rt E kI
ANGNIL ¥ i T Rz 2 T
LT D A FEEGE 7Y &
FNZFHE STV DD,

IS ORIWERIC X 2 EHE TR 72 fd
FEREH T 5 QOL [f] ERS 2 Matd
LH720, A TAEEIZEWTIT 694 (Ri4E
JE 71 4) DR EE ) & 15 A
LR E EhE LT,

A6 FPERICEAR - B LA
DEFEITV, AP L Bl L <
SR 6FEEREEDOIY £ LHEIToT,

HERME DGR DIRFEIZER L T ik 44
RG-S CHFRD A NV AITEY LT=F
ThoT HETHLEIIXT D QOL 7 E
REERFIT D720, G/ 7THEEIZBNT
1% 142 4 (RIAEFE 142 4) OEFERESRIC
W71 %15 CIRARFJE S 34 F2h L 7z,

AN 6 R I EAR - [ L 7oA
DEFEITV, RIS A B L T
WMEEOWMD L OEIToT,

R e e o S O I Re (0 I g LT
L. Fthm o7 7 k OMEAk— e 223
HEE&1T O Kt 7e ISR 2 M %
¥ BEIEFHEEB LT, SMT7TEEICE
VWVTIE 106 1 (RIEREE 175 ) DAERRER
Wt LTz,

BIVE I ROF e A OB Z /6B 2 6 5
(2, BOFfaf OXZRGIREN AR 2 Y EEIC

17




I ES/AN
R il BE D 2 72
AP RO A 7 R
w4 % T2 D I7R
FERET 5.

(X LT, RIER @
JRREEB 2 BN D
XITHEE S B 3K
ih 2 R RIME R 0 4
& i# Lz
B#E S — K& B
T 5,

kB — K
IZHOWT, I— KD
FLEIE R & 22 0
DT R - F5
RFELEET S
7 EZEDH B H
Rk % & — L
—VTHREITT D &
EblTzIEHITH
L CEBICENT
Az lizky FH
DIEEE K 5,

IEMEIZIE R L. SR OIBRICTENED
X9, BWERDIRK & & 2 s IFHEE
SN D EIRMLAEEFOR LR ez
A XD H— RO E2IT- 72,

S TEECRWTIAES 758 4 (7l
EPE 616 4) ITXMEN— FEFIT LT

71— R OFLHEF R Z 2200 DU R
B - RERLFEREEGTHREDOT—FD
BRI HITEE PMDA R— A_— U0
ZHEE N — R a2 BT DO BT
L7,

HE5) HEOEAZE LD TERT 2581203, WEATZBML, HA ZLICHELFEICE -T2 B B 2P, =721,

4. FOMBEE®R

(PR ERFEOZERE SN, FHBARIFEEIIT2 & LIS U T Z T REH)

18

MERRHIEEEIR ] R TEHER] M W T, HEOHBICEZN > TE LD TREMT 2 Z LA




BRX1—1—4—1

hHBEEEEEAN FEFM

IHEAFERE (BRICH L TRHEI DAY —ERZTOMEBOEDRLICEAYT 2FHE) #HX

1. YHEBEROHEEICET 5 EARER

1—2

AT BB TN DA

e

S BT 5 BOR

- Ji

BOR B AR

MR A

R AT SRS O BRI SUTFRF AT B R R 5 2/ LT
JERGL ST & D R OE R BE 2D . b o THEER
RO EIZET D52 2R ET 5,
RO DINIERIER MR D A D3 P, BB RO I f%
DHIEEIZDNT, A < R M O BB S 8 21T 9
FO8HL L LbIc, PRI & OBREREEED T,

W IEORERRY R EHEE (LD D,

L% HE TR DR (A
BEZRI 72 E)

MSIATBOE NS S R A SR L IHRIEE 15 SR O 17 &%
Fee 7« 77V 7 7 o B4 R OVRR G I i et [ 25 IX TR - BRI L % C AT AR IS
Yt H 8 RO 37 2 720 DR & O S (2B 2 Rl E A

N

URZHE OB, KN

BAE 3 2 BOREEAN - 1T BE3E
L't =2—

H1) EREOFZEE LRWEHRBIZOW T, BADCEBERIGEN LT WAL Z LIS, HEOHEAZE LD TEKT 2 Z LS

2. FERRET—H

OFELRTU NIy b (TU NBHL) FHR

@FHEA 7y Malh (MBIEHREOABRICET H15H)

fetE%E ERERE | AR 6 7TEE 8 9 E 10 FEE 6 7TEE 8 9 FEJE 10 4
(RTeF 350 43830 T
SR ()
TEE (TH) 2,676,732 | 2,662,982
] REEE (TH) 2,354,673 | 1,912,812
e H (TH) | 2,344,909 | 1,916,013
REF R (M) 2,359 1,793
T2 A b (FH) | 2,344,909 | 1,916,013
TEFENEE 40 A 38 A

H2) HEBOEAZE LD THERT 2581013, WETZEBML, HA Z &I EERRET — ¥ Zit#ll

3) TR, IRERITSHEATE, ARV TIT@E R 7 & bR & 26055 (TRl L 72 % 0 @8 4 fT#
H4) ERRSMIBEEEZDHERPHTMEZBML TR L THELZZ 20

19




3. HEEFEOERGITMRDL AR, 5HE. EFFER, FEMEICMHR S B Ok k CFEBKREIZ L 25
H) E R CR i AEEE ST E SV B =y ENDERFERR - B il FHREIC L 27
EHFER H Rl
2 REVEEE | 2 AETUVEEE | 2 RAEUVBREE | <FHEoHEA> < FHEREBFERK > <FEE & AR > FEE
WX DR EE | IS oM EE | I ARMESE | - AT UBRESE FFE . B <FEEIZE - 7-#H >
DY) 72 FE i DY) 70 FE (2t B ka8
EHIZOWT, 1l ZE o BE R OB | <SERMEIE, EER RO L O R >
AEVERELOM |+ RAEUVBEFEKR | - AEVEFIC | FEICETONT | o ZEESIAER TR, B BRSPS L AT VB | ICX D HIV BGEEHICRT | (IS 2L Ok E TR 7R Y)
AN L Z2HT | KA LD | P 2% Eh¥E | WOHSFEEGANFE | FICk L, EEEFHEFYRONELH O EL Z1To | DX EBEIZON
VIR | H T VIEBEFRSIC | BAOMEREANC | BICEmBIATY | 72, T, FABHRICEE L, £ | <ZTOMFEE>
DEFESHNER | T AR | KAH I VIEEEE | 5 * X ARNVLBANZL D REDORAE BRI ONFICES X, M (BB 06 O REIEZIT > 2558 I E R
WNZEFEZ7 47 ) | BELQNCRE Y | I d o525tk X ALK CEIGAD ZRALZZEICEY, R | ONCER L, £70, FE | 238274 L)
BRI O | 0 7Y 2 B | A ER O EIITY PEFBERARRE (RE2) (LU, BHTHEE, SROESE | BEFEBITOWT, AN
TE MAREEE S IXA | MOV E MR EEE | 72> Tl EATE ) TR (FRELIC X AR K1 TN HWIZELE L, 8 2DiuE
FHRFNC LD CH | FXRFHANC K | HRITFHITEE L. BN T AR A WCHRMEBEEZITO LD
FTRIEIAEF IS | D CHIPTRIE G | ZRERHOANEIC Zhaa . (N) 624 2. WSO AZERIZHO
KT DR ERE | FEEICHT M | EOE MU X (FH) 484,729 WTHEUNCFEm L &
FHMUNCEMET S | EBEEOEMICY | BEITI, " TR E Y 371,555 2, B EHMliE 5,
g (SR ENE EUN | B () 88,252
RITAR D TR NS W e m (EHEs) 04022 | | <L x>
FRCHCE L. ZRE RSB I, MIERANCIEA Lz HIV ok | OIS AR HICALE
TAIE ORI 0 REREREE & 521 72 R L C R R A s et | Ly EPICSEME L T <
D&, WYNIER EBEITo T2,
179, *  MERENC X5 HIV Y

KETERM S A7 g 2 ek & L TG S i RN
PE D I e K 7 BH D 52521 7= 2 LT MATRIR
WHDOBEFEN, ZHIZIRAL TV HIV (ZRG

SER IS
ANE(N) | ka%E(T M)
R = 456 283,146
R E X IR E 118 209,550
% Gt e I F ¥ 3 10,573
& &t 577 503,269

INBLOEBEITONTIE, MABRICEEL, Eit
BRIONFICIESE | B EBETo 1,

BERE R Tk, B E ORISR RS LG FAHRE
RN o T C BIFFR Y A L ARYE SR L, A8

20




WEZ 47 HeDIHE T 12,

7 B R OVFF o TV A YMZEDHEEOITBWT, B4
TE L 7% U6 (] 55 X [A] T B3 2 AR & it LT,
TRz L A CHRY BT HEE SRR
FFA G =21 ziaEE (N) 37
SREALEINE S A (5 BIBNZHRER) 5
O):—'—- :\/ :

SIBESIES T aftg () 800,000
i AR Pe————
RS L. e (9 HLIBMFEAT%E) 116,000
W 2T FERRAE S (1) 1,092

DM EMHET D720, RIKEOREEE MO
S DZ ANEB 1T T2,
RN 7 AR R
ffEE () 2
L eanfrEE () 211,000

EeDMEZEET 5720, E) LB enx

ANEIT> T,
SER NS S
= AH T84 3 H 3H
BURF 2 A 3 N () 3,567,601

INBDOEZKIZONTIE, EAFRICEE L, #HY)
IZE g U7,

E5) HEOEBZELOTHERT 258103, WEATZBML, HA ZCICHE LFEEICE BB AR, 72720, [ERiHifetE) 2 EEEER MiconTid, BROHEBIZELR > TEL O TRMT D 2 LA AHE

4. ZOMBEEHR

(PR L IRFOER DT, FHIRIERINT 2 & BEITIE TR &2 R T REHED

21



BRX1—1—4—1

hHBEEEEEAN FEFM

IHEAFERE (BRICH L TRHEI DAY —ERZTOMEBOEDRLICEAYT 2FHE) #HX

1. YHEBEROHEEICET 5 EARER

1—3

B S

S5\ B9 5 BOK - i

e

HOR BAZ R - RS OME ., AL OEEMEOm R
ETLOEESEOEL LTV, b o CEHREREEOM LIZE
THZEXHWET D,

MR B AL - ERMREOM BICET 5 2 L2 B, BEATEE L O
BEA XD Do RIS - EREEREICET D EE LE
DR L U R T % SO FRI 72 RIS & A
DHISTICEHM L, ik 70 8 A 2 Ol 5> D2 R it
HEEHIT, EEN - EREREONE, AL
EHEOM FIZET 52 e RICE T 5 35 2 Rl
NIEIZERT 5,

L% HE TR DR (A
BEZRI 72 E)

IIVARYESFYNESE SURES

B0 N

A

BHRESS 16 555 1 1

%5

%

s

REIIS
st
W
m
>
i
o
15

. PR

[EEE : 5]

1 EIEN - ERESEORERBEEDEMIZOWT, /NEH - &
DR & O RAGRIEDMRIEC T 1 77 b ER s O EZ R AE
AN 72 3R E 20 oo, R GEH L~V OFEERM 2 BT 5
VEND D,

2 ZTIVE CTHIBIOMEWEFFRY R EIES - EEREEREIC OV T, &
ORI LA E 2 lx O OREICIS Uz 8, A
M OV M 25 il L B s 21T 5 720, V¥ 2T Y —H A T
VADHEENEETH D,

3 BAFOEIEN, EREREOEEREMOILKZ &I, B
UL TOEEHBAROREE - (b2 X572, T - e RICBT
5B RN 21T O S IC B W T L REMNE O BHI Y R & E B AR
AREET 5 L &b, BB EREREZIT O LERNH D,

[ IR &)

1 OB ELEHEOEON LAWY, SEH-0121E., #F#E %
BNERENITAT 5 ORI BT, BAFEEIED GIRBRAHR S 2 T L, WG
i H O BRI OHHRICEE O D = &0, FARMAO LI 72TE
LDV F 2T F) =Y A = ROHEENRLETH Y | REERE N
VY,

B2, a5 AEBBEICOW T, 2 E TOERBHEELE
AL R HMERIC I LN TG E RS TWNDTD, L OFF
ERMEIZ IS U7 FHER « ARSI 2B REEE L, B D IEERFE~D
ZOMMPIRTA ROV AR — MNEEITO T ENMETH Y | KEEREH
AN

2 FESME S EEHBR ALY D7D, 2 (I EE ORI S

BAE 3 2 BOREEAN - 1T BH3E
L't =2—

22




ROAFICHE LoD, EEOHEME L TORRT 1 v b L[FEEF
(2, FHFONRKT 4 v b bHERT D TWin-Win| OBMRZHEET 5
VERD D, &I, AR E O S/ & ORIz T
< WHDRTF v —ARZEHITHT D TRT v 7u 2] fFER I

[ T2 GRS SR D B A, INEERE DS i,

HE1) EALORGE LAVEBICOWTE, BAOEBEIICIEMN LT OHAL S Lo, SROEH% £ &b TERT S 2 LA ihE

2. FERRET—H

O FERTUNTy N (TU ML) B Q@FFEA 7y MR (MEFBREOCARIZET 21EH)
R ERCEAE | EYEE 6 7THE 8 4R 9 10 4R 6 fEHE TEE 8 4R 9 R 10 £
CIGETE £
P B #4 4 B M
)
S (B | 80% # A | 80% % A /v | 80% % A | 80% & A /v THAE (TH) | 21,339,722 | 18,600,734
JehhH) O | L TOMNH | T9MNA LT 9 | TINA
FEAWM Gt H
HfE) X1
BEHES (8| — — 8.9 /1A 9.0 7 H RHEE (TH) | 17,816,455 | 17,422,243
Jedn H) Ofk (ERE | (K F
FAWIM (F 101.1%) | 100.0%)
FEE)
B (B | 80% ¥ 1 | 80% & A /L | 80% # A | 80% % A /v xwdh B (T | 15,879,288 | 17,197,762
WenH) O | L T12 0| TI2A | A T120 | T1200A M)
FEEHM Gt | H H
EfE) %1
Brisstdn (@ | — - 12.0 721 | 11.7 2 RAEFIAE (F| 2,098,516 2,668,736
®ihE) Ok (FERHE | (3 pk F M)
FAWIM (F 100.0%) | 102.5%)
FEfE)
Jo BR Y [E 5 | 6 2 H 6 7 H 6 7 H 6 7 H 1782 2 b (T | 15,894,545 | 17,199,924
vn f5 2 il M)
(B4 ™ 4
B 5% &+
TEHIEE) (23
S< mE D
e el
(G fiE)
Jo B A = 3K | — — m B O | — GKEERALE EEANEEK 638 A 656 A\
in f5 2 il 4.8 7 H 72L)
QEEX N
B 5% & 1
TEHEE) (T2

23




b & R<)
D Hr HL S
D 1T B &
AWM G
) X2

70 % % A
JLTC 10
H

70% % A v
T 10 7 H

70 % Z A
JLC 10 >
H

70% % A v
T 10 7°H

D U
7 B ¥ in
(NA A&
AR <)
O Fr Hi S
D AT B A
EIH (FEE
fiE)

8.5 7" H
( 2 ff
115.0%)

7.0 72 H
(2 pl =
130.0%)

D SRR
7 &35 F
(A A=
AR <)
D —EEE
HEE (BEHE W
H) Okska
M (GHE
) X2

55 % % A
JLTC 10
H

55% % A v
T 10 7 H

55 % & A
JLC 10 >
H

55% X A IV
T 10 7 H

XU v
7 &K F
(A F &
L& FR<)
DO —HERE
FHEE (EH
H) Okska
MM (E&K
fiE)

8.3 " H
( 2 f%
117.0%)

4.9 7" H
(12 Bk *
151.0%)

A R
7 & 3K &
(N A A E
b A FR<)

55 % % A
JLT60H

55% % A v
T6M7H

55 % & A
LT 6 M
H

55% X A IV
T6M7H

24




D — R E
HIEE GEH
HLSL) Dfa
FAWM Gt
HfE) % 2

D SRR
7 &35 F
(A A&
AR <)
D —EEE
HEE (EHE W
HLAL) D
AWM (%
FEE)

5.4 72 H
( 2 f% %
110.0%)

4.5 7> H
(2 pk FE
125.0%)

XU v
7 &35 F
(A A=
AR <)
D —EEE
HEE (Ll
HiE) Ok
FAWIM G
HfE) %2

53 % % A
LT3 H

53% % A v
T3 H

53 % # A
LT 3 M
H

53% X A IV
T3 H

Vzxl vy
7 B ¥ in
(A A=
AR <)
D —EEE
HEE CRUlsE
HimE) Ok
AWM (%
FEE)

2.5 " H
( 2 ff
116.7%)

2.1 5 H
(3 K =2
130.0%)

FHE - — i
M E K5 o
X453 1025 6
K O Al
% (E3EM)
X7 1,2 D&
FAWIM G
HfE) %3

50% % A
JLTC 12 M
H

50% ¥ 1 IV
T 12 72 H

50% # A
JLTCT 12
H

50% # 1 )b
T 12 77 H

IR -

17.4 °H

7.9 72 H

25




M E K& o
X5 1715 6
K OV B Al
% (EXm)
X4y 1,2 D&
FAWIM (F
eI

(12 Bk %
55.0%)

(2% k&
134.2%)

FHEE - —fi%
M EHK 5 o
X577 KO8
DI
A E (EFE

70 % % A
LT H

70% % A v
TT7H0AH

70 % Z A
LT D
H

70% % A v
TT7H0AH

EHEE - —fi%
M E K5 o
X537 &8
DI
A E (EFE
i) X5 3 D
i 5% A R
(FEfEH )

7.5 12 H
(3 =
92.9%)

6.3 °H
(12 Bk *
110.0%)

= 58 4 ah
D 1T B &
AWM G
fE) ¥4

70 % % A
LT 4.5 )
H

70% % A v
T 4.5 H

70 % &% A
JLT4.570
H

70% % A v
T 4.5 H

= 5E H A% dn
D AT B 58
M (EAE
fiE)

3.8 77 H
( 2 f%
115.6%)

3.9 77 H
(12 Bk *
113.3%)

P BT B
AHEAEER RS
AR (1=
) (G
(V)

A B 4
iz > »
Txfhino

RS B&M&FH
WD H A
D9 H
80 % = >
ARG 1]
s kT

R OA A 4=
I DU T X%

L
LMo

HIA B EFIC OV TS, RS BRIEARFR O HFHIAZ D 5 5 80%1ZD
WT, B SR T %20~ b ALk OHEE £ T % 30 B)%5 H LI,

26




% b
kO H E
¥ T% 30
% B L
N,

S B TR A
FEAAHRR RS
BRI AR R (=
i) (FERK
fiE)

H A A 42 | HA 2 A
Az 2 W | IZ D0 T xRt
Txfhto | e RS HEME
RS BRWEAH | FHER D 9 6
D9 H1100.0% (60
100.0% 160 1) 12
(50 f4:/50 | DT, %I
) I o | B E#%& T 1%
T, xEd | b RO
ERTR|EEE T
2 B RCEk | 30 EhEs H LA
D fie E E | N,

T% 30 %)
wH LN,

B (E
o= 3t A 15 BR
Fate) (Bt
TE] fIFE)

A B &
iz > wn
Txfhte €
D HH
80 % = >
W, xFiE
BE®KT
% b
Fk O W E
¥ T% 30
BB H L
N,

A A2 A
[Z DWW T xf
IR DD
B, 80%IZ
DUNT G
By E# T 1%
B RLER D
EEE Tk
30 % A LA
Mo

HIAB B OV TS, €D D 5. 80%IZOWT, MHEhE#

T 0D R OHEE £ T % 30 B)#5 H LI,

B (E
B 3% 7 in BR
Fate) (%
HEAIE)

A A 4 | HA 2
Az 2 W | IZ D0 T xRt
THthSe & | oo D9 H
D 9 H|99.4% (477
99.5% :/480 1) |2
(442 | D\ T, xtm
1444 )12 | Bh S & T 1%
DWW, xtf | 2> B REdk D
mE®K | EE Tx
T % 5|30 #E AL

27




R g% O T | N

EFE Tx

30 #i% H

DA
B E R | 80% Z A | 80% % A /v | 80% % A | 80% & A /v
(GEESE) (L T14 | T1400H | AT 14| T14 0 H
DisFEEM| A H
M GrEfeE)
%5
BERES | — — 11.7 72H | 11.9 A
(EHmHE) (| (2 pk R
D e 5 A 116.4%) | 115.0%)
M (EAEE)
B EREE|60% ¥ 1 |60%% A/ |60% % A |60%H% A L
& (BRAKR | AT10H | TLO0H | LT10 2| T10 A
D) OKRELE | A H
HH (GHE
) %5
W RERE| — — 8.9 /1A 8.9 7 H
7w (HIK & (| (2 pk E
D) DOFRERE 111.0%) 111.0%)
MM (E&K
fiE)
B EREE|60% ¥ 1 |60%% A/ |60% % A |60%% A L
& (BIK 72| vT6emA | T6nA LT 6 | T6MNA
L) OkeskA H
M (GHE
) %5
W RERRE| — — 6.0 " A 5.8 71
7 (BR IR 72 (| (2 pk R
L) OREE 100.0%) | 103.3%)
MM (E&K
fiE)
BRIERE | 60% ¥ 1 |60%% AV |60% X A |60%H A /L
BDORBE | LVTANH | T4 H LT 4 | TAA
L G T H
) %5
"RERE| — — 3.8 M H 3.7 7 H
WOKREE (ZEpL | (2 pk E
M (FEE 105.0%) | 107.5%)

{[2Y)

28




It BiX /Y 1= R
% = 45 I il
E (IH 4
P B B A
FRAEMIEL) (2
AS5< M HE
D # A
A (G fiE)

6 22 H

6 " H

6 " H

6 " H

e B H = R
& &= 45 i il
(B4 #F
P BT 2R A&
FEERIE) 12
ES5< M H
D 8 3 2 H
[A] (i)

mm B O
5.8 A

il

— (KRB

L)

nH

O

AR I A AN
= % B A5 1B
BB E
m B DRE
AWM G
) %6

6 7~ H

6 7~ H

6 7~ H

6 7~ H

A=/ A AN
= % 1% 25 B
AR E
i B O
EHIH (FEE
fiE)

0

— (K
H7zL)

O

m)

— KR

L)

H

O
g

T E B A
C-SATAED
D i 7 2
A (G ifi)

10 7 H

80% & A )V
T 10 72 H

10 72 H

10 72 H

T E B A
C-SATAED
D 8 7 2
[A] (i)

fn B @
8.5 1A
fn B @
5.8 7"H

mEO : 8.9
ARVE!
mE@ 3.3
ARVE!

a7 7 A
=) i
DT, £H
A1 1 fife 7
foe il BE 1T A

B R EE
s (E&IR
72 L) 5.5
AN!

% 36 =

% B E
e (BRIR
72 L) 5.5
7> A

% F& =

o B R
ar (IR 72
L) 55704
1% 38 [ R 1K
#% 3.5 7 H

29




2 < FERR S
] (R fiE)
X5

s 3.5
H

s 3.5 7>
H

rar g A - — % R EE | & B E R
= % B A5 (2 s (BRR | #%  (ER IR 72
DNT, BH L) k| L) — (kR
a1 e 58 F HDO5.4 7> | B2 L)
fo il B T 2 H % A8 = R 1
S < R %% | g — (R
[ (EAEE) B . — | MmHERL)
(fife 78
H7a2L)
KA Z W H | 80% % A | 80% % A /v | 80% % A | 80% & A /v
KA (FEFH | LT 12 20| T120H | L TI12 0| TI12 04
Wik H) @ | H A
N |
(FHEfE) %
5
oz W | — — 11.7 72A | 11.7 A
A (B2 (| (2 pk R
Wik H) @ 102.5%) | 102.5%)
N |
(FEfH )
KA Z W H | 80% % A | 80% % A /v | 80% % A | 80% & A /v
RS GEE | Vv CTT0A | TT A VT T | TT A
i H) DOesE H
HWIF GHE
) %5
o2 WA | — — 6.7 A 6.6 1>
PRI A (| (2 pk E
B DRk 104.3%) | 105.7%)
EIH (FEE
fiE)
Je BE Y R 4 | 6 7~ H 6 A 6 A 6 A

72 Wr 1 E 3
n i E i EE
(B4 ™ %
BT 3 A+
TE I EE) (12K
S< A D
2 A

30




(R fiE)

S B A 1A 4t
72 Wr 1 E 3
wn i E i EE
(B4 ™ %
BR T % A fR
TE I EE) (2K
S< A D
2 A
(FEfH )

0

- (KR
H7zL)

O

m)

A IR R %
B (ST
H) oA
M (GHE
) *5

50% % A
JLT9MH

50% ¥ 1 v
T9 7 H

50% # A
LT 9 ;M
H

50% % 1 )
T9 7 H

A R
B (HESEAR
H) OfFEE
WM (R
i)

9.0 »H
(= Pl =
100.0%)

8.9 7 H
(12 Bk *
101.1%)

A IR R %
FLEL A S
H) O
M (GHE
) *%5

50% % A
JLTC 12 M
H

50% ¥ 1 IV
T 12 72 H

50% # A
JLTC 12
H

50% % 1 )
T 12 72 H

A R
B (G dh
H) OfFEE
W (R
i)

0

- (KR
H7zL)

O

m)

11.1 7°H
(2 pk F
107.5%)

VI N
EICET 5
HArEE G
1 FEfEH) @
17 B 1 A
(G )

60% % A
JLT6MH

50% ¥ 1 v
T6M7H

60% % A
LT 6 M

60% # A v
T6 MmN

VI N
EICET 5
HHIHEE G
1FEfEH) @
A7 B 1

3.5 7 H
(12 Bk %
141.7%)

2.4 7 A
(2% k&
160.0%)

31




(S E)

J v B~ F

EICET 5

HArEE G

2TEfEH) ©

17 B ) [H
(F )

60% % A
JLT20H

50% ¥ 1 IV
T2 H

60% % A
LT 2

60% % A v
T2M7H

VI N
EICET 5
HArEE G
2TEfEH) @
17 B ) [H
(FEfH )

0.9 7» H
(2 pk =
155.0%)

1.4 /»H
(3 k=2
130.0%)

SE BT R A
FEAAR RS RS
B ARRR (=
i) (B
B D)

A B 4
iz >
Txfhino
RS HRNEAH
WD H A
D9 H
80 % IZ
ARG 1i]
BE%T
%5
&k O e E
¥ T% 30
#E AL
8

R OA A 42
I DU T X%
}‘_.\L::o

HIA B EFIC OV TS, RS BRIEARFR O HFHIAZ D 5 5 80%1ZD
WT, B SR T %70~ b ALk OHEE £ T % 30 E)#5 H LI,

SE BT R A
FEAAR RS RS
B ARRR (=
i) (32
FEAE)

A B 42
H 1z >
T xf It o

RS HEHEAH
wo o bh
93.1% (27
/29 14)

(ZDOWT,
xf B E
& T %
5 EC#k D
e E £ T
% 30 #hi%
A LI,

HH A A 42
DU T Xt
i, RS g
MED > B
100.0% (15
/15 1) 1
DUV, X
B ST 1%
D B RLER D
eEx Tk
30 EjE5 H L
Mo

32




AT & K
o il B 1 AR
% B J& il AH
k (FHEE)

H A B 42
iz o
TR,

FH A F 4=
\Z DU T X%
Jitro

HHA B AR DUV TR,

= 0 1 A 5
AT & K
o il BE (AR
% B 38 il AH
ik (S E)

H A &
IZ DU T Xk
}‘_.\L::o

HA A 42
(R RA
TR Itno

S BT R A
FEAAH R RS
B ARRR (I
43 W =
i) (GHE
fiE)

H A B 4
iz > »
Txfhino
RS HRNEAH
WD H A
D9 H
80 % = >
ARG 1i]
BE T
%5
Bk O e E
¥ T% 30
¥ AL
8

H A A 42
I DU T X%
}‘_.\L::o

HIA B B OV TS, RS BRIEARFR O HIAZ D 5 5 80%1ZD
WT, B SR T %2> b ALk OHEE £ T % 30 B)#5 H LI,

S BT R A
FEAAH R RS
B ARRR (I
432 W IE
Fih) (FEE
fiE)

B A 1 72
Mo,

HA A 1
o T,

SE BT R A
FEAAE RS RS
B AERR (FF
fn)  (FHEE)

A B 4
iz > »
Txfhino

RS HRNEAH
WD H A
D9 H
80 % = >
ARG 1]
BE T
%5
Bk O B E

R OA A 42
I DU T X%
}‘_.\L::o

HIA B EFIC OV TS, RS BRIEARFR O HFHIAZ D 5 5 80%1ZD
WT, B SR T %720~ b ALk OHEE £ T % 30 E)#5 H LI,

33




ET% 30
% B L

M,
BT RAE | — — H A A 42 | 1A A A 1
FEEAEFR . RS iz W [ IZ oW T %t
HERE AR (FF Txf It o | Mro RS HEME
A E R E R RS HEWEAH | FHER D 9 6
bm)  (SEAETE) w9 B |97.8% (44 1

100.0% /145 ) 12>

(61 /61 | VW C., ki
) 2o | F T %
T, x| B Rk O
ERTH®|EETE 30
2 B L Bk | B B LA,
D fifg & F
T% 30 %)
w5 H LN,

TYTHE | T T T YTHE | T YTEZEMTICES R EO L —= TR L, BT
L O B 4 LT | FRTICHE | —ZEROT U — MO D iEE Ol R BN 5 BeMEREN T 3
Ji DY F | IZESEILL |2 FIELED | (Good) LA EOEIENIEN T5%LL % 2R,
F~DEI | OV FL—=V
TGO | — = 7| TERMEL,
e E (FhE | ZBfEL., | B —%
fiED) I —|EBROT
ZHEL O | r— B
T — | D% EE
N Z BT | O A
5% ik |5 B BEREAM
D i & | T3 (Good)
35 BEPERE | L E o FlA
fli T 3| DES T5%
(Good) | LA L% R,

oL B o El

B D IE R

75% LIk

%R,
T T E| — — TUT | T YT EE
0 H Y E & m | F TR
J& D Y WCHE 9 || 7HEO kL
FE~Dkt DhL—|—=v 7%
=% D =7 % | BfEL, B

34




Y= ES
(Y

Y=k

=

BAfE L. &
LS —%
B0
> — b
BT D
X i E D
i /& BE 723 5
B [ BF A
S 3
( Good )
DR
BT IE R
100%,

T — %%
DT v —
MZEBIT D
i D
REMN 5 Bk
b Rl T3
(Good) L&
FoHEE X
ZE~ 100%,

H2) HBOEALZE LD TERT 2581013, WETZEBML, HA Z IS EERRET — ¥ Zit#ll

XOEIEFICH DXL, EHELOKF

*1

%3

x4

%5
%6

R6.4 LI HGEMH 23t & L, #EFR%ED GMP
HOERHEHICHEL LI ZE L= b D220V Cid, BHFE RN KO HERL OARO T AR _ Eimi 72REEHE OB 2 FI2 o0 T (5T 74 6 H 30 BfHTEHEIEERH 0630 5 3 FEHRFERLBFEEFHREEM) ICEDDLIHOEHET,)
s B 2@ e L, #OERFIRSE D GMP S8 128 L -8 A2 %<,

H31.4 Lo

TR OFEGRICOWT, HEEEMERE THEMEL L (FAEERFERE @ LE) ICH-oTITINA) OBEHEMMMZZE L boxkkR<,

MERBHFEATICATE DA &2 32T T2 b DITIR D

35

L7=bD* % RS, (FH

H3) TR, IWEAIIHEY R, AMPERICOW TUIERE ) % & A E5 IR L 7% 088 % o#
H4) EFRRPIMIME L EX DIERPHAIVIIMA BN L TRRHE L THE L2 R0
FRICOWT (FRL 26 4211 A 21 H3EATE 1121 5 2 % EERLFRER, S 6 4F 10 A 9 BIATE 1009 55 1 52 LY —HE) ITEDLbDEET,

JEAEFBE BT A HEBEWRHIC L ) BERERICB T 2FENMTONZAOA RN LARE TCOMBMN 2 1A ZBZHLEAF. 2PARICEAREINZLOE LTRET 5,

¥ 2 IEEOFENMIC OV, BEEE AR CHEEL EOBEHEMBIMAE Lz b D &R,

FRAEICE LI, BB MAEE C 12 22 L EOBEEPEMBIM A2 L2 b O K OHRFEE NSRS - 22 RCES SCEBHEHICEUEL Lo Wi 4 2

ik IASEN IR & e



O  FrEHLEAS
BeR

<HTEE S A PR
>

<HTE I L A AR
>

A LA
W, IR ENZ BT

s GRESRASE) 130.0% & 72
. Ktgzm B L7,

. BEEFEOEBICHRD BIE, FHE. EBEEE. FEMMICR S B il & OFEBKREIC & 25
H) E R TR ARREFHE F 2R FEAn R AR ENDOFERFER - B il EBREIC X BFHM
ER=EZi]
3 EEEER 3 EEHEEY 3 EEEEG <EERE <FFRE & AR > FEE
BEEEBICON | BE=—XDE W FEE S I i
Tl ERSEEE | DEBEHEIES, /D
FIKHEIZH DI | WWHIEIRMSE, 5 HHEIZOWTHEK 2 ALICER » et it . .
%-2%%%;§ ;@;§@j~f% ﬁ\¢f%\uf;ifﬁﬁ%¢ <ﬁﬁ$@‘%gﬁgimﬁ%&0&§ﬁ%>
‘ o D (IO SRR O R R L)
ZOLLTHWD Z | FEosh~rF v — RERENRH-T2Z ED, S FE
i?;i;;Z\ %Kﬁ#é%%mﬁ Ei#él < ZOEES
i - TGRS S (A8 10 B> 0 8 LRI A7 T S5 1 1
EREmEE LD | L Eblo, BEEDS ERIEEICBW T, BN B 7 )
R RBECERB | O—BOE DM -, = S B C b 2 8 = HK L D 5 A
BZwiT oo, | mEIZEY iz MHEEICx LT, BB I
PSR - ERMRR | & A2l U T ERDS, 100.0%, @5 H I 102.5%D AL
SO HRA OB | R o E K BEpF- itk BEDK
b - 2hRA &Y | | A, EREE FAEE NERERMEETD, BERINTK
T RIRGE L~V o | RS0 BE A RO T RMEEZRED D Z LICHE
FEMME2 BT | LR, Lois 5 L7,
HELHIT, BE|ICRTDHZIENTE FrEFE S OIEBRAHFR I DWW T
DEOM EEEZX | 5 L5127 5, X, i A RO R & AT
Do Fle, Thvox | £, @U>MHE D 7e MW EMIZE S, RN
YO FE | REBEE Z1TO - fEE (80%) % klE1% 99.4 (477
Mg B, 51 | o, FEAMMANOME 4:/480 f2:) 12>\, fHEEEME A
for X JRAETHEE & | HER O R E L& D HRLEkTEE H £ T% 30 #% A
R T EE A I | B O T BRI D LNE LT,
oo, KfElKE | AL L&D BEI AL, E R & OV AR R
WD ENEE |12, JBETEE & B FHRIEIZHOWT, RS MAMHHKE
Th D, B A B Y O 95 . RS BEMEMHFRD 5 B, il
ok, LLFD | D, LUT Ok & i ik 352 I, <t = 81 % Elfii
HIEEZRRET D, WD, L. PMDA B3IV TH 5|
EHeE RS MEMK L RS B
M#EFEL TV D,
(1)  EHELEF| (1) EELFEE| (1) EELEAE VeV oy 7 EELEITON
EEHORED D | EBEOREN DY) | EBORE )DL T, & X5 OFAE WM BRI %
1Y) 70 FE it 752 E it 752 EHii 2 AL, HHLREE 130.0%, —4&
HIEE GBS HE) 151.0%, —&H
<P DR A > i GEF BN 125.0%, —&




7 R RE L
Jb D55 A 1] ] A BR
FiIose b,
R THE DWW
FEETH &

7R R L~
DA DR &
BRI TE OB
i

FAREE AR S
NI HTERS (B
fn H) DOHGEEN B K
BETORBEAELIM
(ZOWT, 80%% A
JET 9 A % Rk
95 (7272 L. I
ThsdH (BEREIC
X, BEATBEICE
T HKEEDAT Y

2—/VEBEZ . [
Bl L CRET
%.) OHFESE O
MO AT
WC EHAD 16 HEL
Nt R gW R =]
X, BHO 1A
HAELLTHET
%o 12 BT EE

BT HEBHH
5[ N " S S
AEFHRDICBIT D
FEMTONZA D
AR BIKFBEETO
MR 2 A %28z
HYEIE. 200 A%
WERRENT=bD L
LTHEET D),

7 R L
DM DB ff &
RS IRGETRTEA
#

AT AR
X FU 7 BT E
(BEMEB) OHEE
MO E TORE
HEHIRIZ oW T,
80% ¥ A /LA T 9
MR EENRTD (2
7ZL., EAGEEI
B2 EBR RN

XV IEERHESIC
BT DE#HEDP TR
72 A DA KB AGE
FTOHIMN 200A
EBZ DAL, 2
MARITER SN
LD LTHEHET
Bo B, Bl
TCH DA I AR
5»—»%%@%%
B4 UTERIC
ETEAEIC fé%
BEORT Y a—)b
wESE R, FAE L
HFLTRET D.),

53T U D 45 il BUHEL
MAERIZEm I NT
I/\ézj)o

< ERE BAFERE >
BrESE S (B

H) OfEALM

80% 4 A /LAE T 9

" H

RN T AR I ARGR S LT T E R (B
H) ORBFEEDIM (80%%F 1 /L) 1% 9.0 22 A
Thy, BEELER LT,
¥ BT REEOEKRMED S B LM E
25D 5 EARIL 30.0%TH - T,

FRE - — R EERIZ OV T,
X4 1705 6 O mAISE (3
i) XAy 1, 2 ORI 134.2%.
X5 7&08ﬁ0’“$§ (I
FEfh) X7 3 DRI 110.0% & 72
0. SF6EEIIRER THH-T-

AEAZER L2 ISR, BE
m KR O T RMEZED D Z
IZHFE5 LT,

E%%“@%E@WH%K%#
DRERIT, FriEEkss CaE S E)
115.0%. R E#ERR KD V)
111.0%. i REFHEE (BFR72 L)
103.3%. & T EHREFERR 107.5% &
BEDOREEES LT b 2 FEwHE
MOFEREEZED CTT R CHIELE
L, A6 EEICH & E iR
EERLIZZEICLY., ZEMIC
KR O RMEZ @D 5 2 LI
FhH Lz,

7'n 7T LEREEIT OV T,
ST AT BN TILZE W A e

for il B2 12 25D < B B 2372
75>o7‘:O Fi=. Tu s T AEFE

R U 7= B3 o Fr B R e
Aﬁ7$ﬁw%ﬁ L7z, EHIT
FBEORA b, MﬁﬁE&UL
HWRREFITE T HEEEITON
TH5MEAEL, 1 HF2BHEER
FURSEICILE LT,

TRHN2 7 = 3K D 3 A T E
Eioxt Uik, B B
102.5%. 8% &0 H 105.7% DRCR
ThHoT,

P AR R R R O AT B A
2R LTRSS H 101.1% Th
277,

TV B ~FIEIC T D HRTEA
[ZDOWT, 2 1 FEfE DY 160.0%,
%2R 130.0% 8-> TE
D, BiEEZKE < ERl>TH S

37




A Early
consideration (&
1) ORIEFEHD
BHER RIS
< ERIRFEMAT A R
TAVDORERE
A ) R— 3 0T
AR 6t s L 72 4R

FAEEITRRR &
M- BESE S GRE
i H) OHFED B
P E TOREA IR
\Z2WT, 80%% A
JVET 12 A & E
35 (7=72 L, BT
MThor A (BRI
Zix. BAETEE I
BT OEKRBEDA T
Va—NEERE X,
[F48 & hate L CIRE
T 5,) OHFEMLAD
FAWMOER A IZ
DOWNWT.FHD 16 H
PABEIZ HIFE S 7z
Hix. #AD1H%
AR L L CRET
Do £ AT A
2B T 2 FBH 7R
Mz L0 3EFE - B
AFERSICBITS
FEMTONT-AD
ARNBERBETO
AN 20A 2B 2
L%EIE. 20 A%
KRS NTZb D &
LTHEET D),

A Early
consideration @ &
(5Pl DR
ST B < B RFEA
HA KT DRE
A ) N— g
WL kI L 7248
R B OV A D FE i

BT BRI
I E K
(EHME) OHGE
M HEGRE TOMRE
HEHIRIZ oW T,
80% ¥ A LA T 12
MHEERT D (2
L. BESEAEIC
BT 2 EBRREE
IZ &0 EEFHRDIT
BT 5w TN
T H D H KD B A
F COHMD 27~ H
B LHmEIE. 2
MHBITAER I
LD LTHEHET
Do B, BiiltE
TCH O SR A R AR
B IL— VR TE DB
DAEUTERIZE, B
A T BT Bk
BEDRAF Y a—)b
EHSE X, A &
HLTRET 5.),

A Early
consideration ® &
1ECmHT DR AN
FAEES  BRPREFA
A KT A4 DEE
A I N—g
(ZHIBEIZ RIS L 72 4R
R e OV A 0D i

< ERE BAFERE >

FrEIES GERE
H) OfEASM
80% % A JVET 12 >
A

SR T IO S N EEER S (GE
H) OREFEEMIF (80%% A VE) 1% 11.
AThbv, BEZERL,

i
7

=]
(2]n]

o)

(RS Bi{%)

ESGES i NGk (oRP LI
FERD RS T ERSEE & DI K D
NS R OWHE . BEF 2% T
DOFEEIEE, AHERIEE D F EA b,
FSE BB P DO A, SR A
FHE BB & O x5 & 72 245
USRI & L CORE, MFSEREEE
BO AT ARGk, ARIFTE~
DB, FEEFER L DL, RS
HEHEZE DO AR RS #H7EE DB
%, LX¥a7 M) —Hh AR
DOHEEIT X 2B OE Ol BiZm
FIZHR Y A 2 AE R HE D | BR
BELNT,

([EIBRREEGR)
FEREMICEEERO B0, Beke
T T FEE & oSO E R R
%z PMDA 723380 H D FEFRIY
ICHEREL 7oL & hiT, RE LT 2
D DWEINFHS T % FERRA) I RE
. PMDA O EERRIR 7 LE R
] B 1A 72 Bk & e SE LS HE & T
=7,
TOTHEEH (24), Vb
v D.CHEEF CKE) b
W72 Z L%, PMDA O [E R %
—JBHERET D - O D HAE A AT
HZEIZER ST EEZTND,
(RZy7vaX] fFEICmT 7
& LT, EEFRE oty
¥oa R SIS A, WSO
AR F v — AR EGE A E R R & FE
i L, AR O FEERIEE & O PMDA
DEBITT D IHWmIE 2T
HZ LXK AKRHFEIZHTD
EAREER AT > T E T,
ZOWYMHBDO—ERE LT, U
T M D.CHEBHTICEWT, H

38




iR M OV A % S it
T5HZ L,

* Early
consideration & I3,
THEREE D T IR
ENTVRVEHET
b0, A7
N—a O I
&R TR R SR L A
D PAFAEE D S B 1
He LT, TORR
BT DBHFE D TT 1M
PEIZAR 2 A DB
X TR LTZb D,

FOFTH AT D 5
AL =2 & 3E dh D B
F -« Rl G 72 o T
DR EIZONT,
early consideration
LLTEDEEDT
NET D,

BT ORI N
RAEESE X, Hiire
ERREHI A A R 7 A
> DRESBEA D lifh
IREH AT A R Z A~
DUETEAT 9,

R S BRI AH R
B L, HiAZaft

* Early
consideration & (3,
TR D0 IR
EN TV BT
EHob0D, 1/
N—a rOEMME
b= % < DY P e
D BHREHE DS E R
Hme LT, TORR
(ZR T DB DI
PEICAR D F AR DS
ZFH e Lizb D,

VAR 0D [ K i B
I O B) 7] F A B E
AN % 1 RE 2Tk
ML 3R 5 o B
I - FHiIC S 7o T
D RFIZONT,
early consideration
ZOMDOILEL LT
EDELODTART
Do

T4 0D = 38 i B
H O AR OF
FHUH R 2B E 2
BT 7 B PR ETAM 7 A
RZ A v OFECRE
FFORGEIRFEAG AT A R
F A OWETIZ M
To BRSO 5 & AT
9. Flo, EORE
AiExrEEx 7o, &
MENZEIT D EFE
BRI OBm O &
ROERENEL,
NERT D,

R S HEMSAHRR %
(CBE L. HiAABEff

< T BAJFEEE >

H A Az D0
Txfhine F72. RS H

BT HEEICRBNT, BELEFEORZE I

HETDHDOEEFEHRE LT 20 14ED early
consideration & H| L 7=,

NUFI v I —BE LT, Hilr v

TN DT a NEZATT T F DR
BT AHA RT4 > OWETITIR AHFIEHEIC
ZW L, WETICMT-BEEEA LV ELELD

7’9—
—o

I D RS AT, RS HsAA

R (TR E ) (ISR L, HIABREIZOW

RIZHL R Z R T2 72O 2 b 5
& LT 18 Mg — itk & 52
ML, 9B 7 THYEET— A
& DFFRIZE D o T2,

IMDRF Tl 5 7 Ok EE
&L CHAR#EL O AARTO
=GR L. FEREOGEIEK
7O L LbIT, BHETLITKRE
415 Strategic Plan 2026-2030
LD FEEDLRE, ERESRD
BT I51T D 22 [E ) o0 [EI BRFR FniE &)
3L,

F BAETBEELHE L, =
A EFIZIBWT WHO 226 +57
IR I RE ) & A 9 D HE AR B
& . WHO Listed Authority
(WLA) & LTREZZITZ, &6
2, VI F U BB TREL
2T DTS ED T,

W7 V7 4 E &2 55, WHO
1 L C. Reliance OEHEIT 7]
T BRI 24T VA [EIC ) &
MFHZ LT, FMTEEETIC
AAZZMEICHRE L. ASEAN
DY A 5 A EITHEMS ¥,

PMDA-ATCIZ T, 7 7 ZH.0»
& L7 HE R T LY ASEAN O
FeE OE/ Ml it I —%
K T AT A TR L., 5
12 RE S ERIDHER Loz,

AV RRUTIREE DS ORM
WHE D= AL GRAT) ZiEE 2, Bt
LU & LT, BB & fafd L.
SR THEEICA L RV T, N
T LR O A LR E OHHE D%
FANEZEV H LT, ZhbiHE
AN D T2 D ORI # i &
7=

<FRE & xR >

39




v AR E
A, N ES
R EBRFE =X
DV EHSIZ D
W, ERDX
BERDZ &,

WZDOWTHGET 5,
F 72 RS BRBEAHFR D
HIAHZD 9B 80%
WZHOWT, xtEhE
T B RSk DT
EETH 30 #HFH
PURNET 5,

AFR D 2= 3 5 B
HICFIHCTE T4
KT A BFT= 0%
H BRI, =
DEz T A
Toitenm (ZFR D HHE &
. InBAEZICE
L HAB BRI DU
THIST D,

TRBRARER D HA
HDHH 80%IZD
W, REBERKT
% B RLER DO REE F
Tx 30 E)FHLWN
L35,

v AR E S
NNV EIVSE SURpAN
R = — XD E N
O\ T HEM
(A25%5

N

AR 99 FH 3
S OWT, FRED
R e EFr - et
KA KIS L, i)
(ZFFA K O R % -
fid %,

[ZDOWTHIET 5,
F£7-. R SHBEAHFR
DHIABD DB
80%IZDOVNT, X
BiE# TR btk
DREEE TH 30 #)
BHUAN LT 5,

ARFR D EE i B
HICFIHTE D0 A
R A U BFTATHE
HEn7BRicix, =
DEZFEIY A
Teiam PR DR &2
E, TR
L AR BARIZ D
THIET D,

TRBRFERR D B IA
HDHH 80%IZD
W, B ER T
% B RLER DR E F
T% 30 BB HLUN
LT 5,

v AR E S
fb /N ESK 72
THRE = — XOE W
EHLITHOWTER
D5

N

A/ DB gE A R 3K
I OWT, BEAY
a0 [RIZET) DR
b - ZEMAE DR
D72 D HEHH
DI Y IFICBET DK
R RONNEARE
s 5 3K
FRl B O
B E 2 e HRE DR

W& AR 25 0D FSA Ze D 5
5 80% 12U T, kit
By S TH%D 5Lk
DOWeEE T 30 Ehis
H LA,

< ERRE BT >

HIAZBEIT DO
TS, TRBRAHFR D H
ABD DB 80%IZD
W, KB ER T
DRI DOMEE £ T
Z 30 % H AN,

Txbii L7z (RS #AFH7 31 4, RS HRBEFH
(FRTHRET) 202 1), F7-. RS HBEFHER
DHIAZD H B 80%IZ-OV T 30 B)is H LLNIC
WHDZEEBAEL LWL ZA ST
FE1Z 60 {47 60 1 (100.0%) (22U TEERK L
e

TRBRFRFRICRE L, HIAH LI DOV THb
LiEs

TRBRAHER D HIAFZD H B 80%IZ-2V T 30
FHEALURNIZND D Z EEBEREE LTV &
T A, SN T AL 480 1 477 1 (99.4%)
(Z DWW TEERL LT,

AR A EIR AR E O Bk - JEK % B
BT 72, BR6 47 H 1 BIT/NR - A5
S SR S A S S = I
PR 9P FH 5 38 M S SR A O B R Y MEAR R & BR A
L7z, B0 7 FLECHRE ST A/ DR F = 3K
anld, 101 faH Th o7,

(AR
SHb. EEMRBEIZOWT
ETCOHBTERT LI 2B
FTLLbiz, FEEOEOM EICE
TR RBRIC OV T B BR A
1IToTW<,

(RS Bd£%)

ELFE L i TE AR B & oL |
R D WHE Fe IO ST RHE . SR
FARF R TG LT
DR’ &% S HIZHED . FEIRITY
7RI (T HL Y fHL T,

Flo. KF. WFIEHERISE & o
fer—@RIESE, L¥2T MY
— A AR RS ED L
&bz, SN & D[RR & FEhE
LT WEBRIRE 2325 2 i &
D, HA RTA EDREIZON
TIEHEE X%,

(EIBEBALR)

7T HEET, 7 b D.C
HH & U7 PMDA O#EZR 5
ERS R A 5,
WIS ~DT 7 N —FIE
4 PMDA WO & odiffs L
BNOHEEL, NT v 7o AxbR
(ZHGHE T,
ATCIEE Z8fik L, 7 V7 % [H
Z BRI BLHRIFRFNL ) 7 ik
EED D,

40




ANEVEIE St
DWT, BIF D
7o O OF T 7o A A
Wi L, @O s
A M OFHRR & a3
Do

FeBE T FAERE
(=B EEC RIS
m i E T EE 1T FE D <
HEETH - T, K4
FEVZ AR E NI E
HE D HFE D B KR
F TORFAEMIMIC
DWNWTC, 6/MnHEE
T 5HZ L& B
B

Vi bR e ]

k72 &= I A
(X L. Yl
R OFH#R % F2hE 5
50

/N E S
DN\, BB
D TRIFES Dok -
L TEMAS OMEREE D
72 8D D EEFHIH| D &
D ITICB T D RS
=1 FOEARFHE
e [ R R
il BE 2 D i A IS
F R TCBARIEED T2
oY% Ty kA nw iz N b
SN PN TRl [R5 5
K OVFH 3% 2 32064
Do

A/ DB gE A R 3K
fn /N ESE S I
%% BRI
THBGRIZ, /N
A/ DI P I L
WERRE L 2 —L
BEIFRA RN il L C
YN T 5,

SeBRIT FATE
il BE S SR = 3K
snFE E I BT FED <
HiETH- T, &0
TREITKRINT
BEHLORFENDS
KGR E TORFAEH
Iz HOWT, 67 H
ZERTDHLEH
87,

Pt AR S i

< FEREERIFEE >
S Bk AR E

JFE ST e BE Y [5= 34K

i 7 il BE LT D <

H Ofa 55 A1 M

6 " H

< E e BEIFEEE >
JeR T KA REANAE

/N S D BH 56 HE OO SR E & A 5%
M2 L, PMDA 233 2 %S 2Rtk 5 72
B, FR64ETH 1 BT/ - F b A RS
PR v —FEIC L 0 /N EK
it P G IR RRAH R & B L7, 5N 7 LT
/NRAEZRES OB ENRE S NL-DF 29
m B TH o7,

AN - T DB RS AR
H— L BARE TR B L. A F 3
1B SE R A i B RS PR FR R B OV N R [ 35 i B
FEFHEIRERRAHRR O AT DUV CHE IS
Ikt L7,

TN T EEFEI, SRR - SR A e E
JEZHES AR B 23 7270 T,

FeBF R BRI FRAR IR L. A A2

41




T S BH T AT
2F-%:iblrE Srite
D2WT, AARTO
BA%E - MAIZETF
LT RDBRER
DEAR &K WmIEAE
K ¥ (A N
&

FFRICEI L., HIAL
BT OWTRRT
60

T WESBEFE AT O
HHT R IZ O
THARTORM% - &
ACEFLROTLAR
% BRBE DOH A &
A5 DAk

(ZANok= e
BWT, O
Ty —EZEMITITSE
BRI S8 0 S5 44 7 T
JE oA D R IR 3K
oh R E I & AT
A AR 0 Sl B Oh
HE DR & MG
L. RS MEMHHE %
E S/ T I

IO~ Fx
— A FITH T D
o AROEO L2
DL LT, KE
R ZRET D,

[E B RITE BRI
B9 2 IBBRAR AR I d
WT, BRICBITS
KA KR AT 72 B
QT LS, AA
N 02 AR
(B Lo MIHE R
BIE%179,

FFRIZEE L., HIAR
Az ON TSRS
50

T BRFE ST O
FHTRIEIE IOV
THARTORM% - &
AZEFLOTL AR
% BR B D FEAif & T
A5 Db

WA DFEET
BWT, WO~
F ¥ —EZERITIZSE
B [ S i S
BERAT DR 3K
mE TR ERIE 2 & e
H AR D FE ] B OB
DR & HHIAE
L. R SHREMHRE
I 5,

WD F
— IR T D5
e XEOED LR
LUy hvD.C.
HHITOTES) & (2
L. BAMRSEBIIEZE
Wkt LT E Akt G
2179,

= BRI RTRER IS
B4 2 inBRAH# IC
WT, BRIZBIT S
SEEF AR AT 72 B
FEPET LS, AR
N D22 TR
ICEBE LoD, B4
s o TR O
st - 2 EfAG DO
PREED 723D D FRF I
HlodH v HIZEET 2

ARICB L, HAZ 2

WD TR,

DWW Lz, (12 1)

A7 HEEEIL, 6 DO EERFSE I
T I DR T — R ET I A AR I EH
FER° PMDA O ¥BZEMIEET 5 L & bIT,
HERIFHER S & S0 L 72,

7 v by D.CEBHTRRE CTHIALDH
o T2 IR T — DS OFRIEHR 7 1.
*HEB S 2 kS Lz,

NS CERRBAFE 23 64T U T2 BE 3R O [EI B
EERBRBHAGRT O A AN TS T AR D
FElZ B9 5 HEARME 2 FIZoWT) (54
12 H 25 FAST ERE G A HRR 55 EA%) &
(2D E | BARD L EHCMICEBEILFERRICS
MTED LS, WUNIBE IEE LT o7,

42




F RN TFIvs
G TE D
BRFE R K OV A
Rl zHE 5 2
Sl

(1) 1FHRFE»+

SIS TY
WEMTES D
bDOD, A ) N—
varDOEMLE
FOHT 75 [ K L
DOBRBEE DS
fF@e LT, 20
IR R 31T 5 B3
DI PRI AR D
BMDOE ZT7 %R
L7Zb D,

@ e S
IR A B

7 ERHER S
D 22 TE A e Pk~
Bigk3 5720 DR
70 5 A 0 FE i
KN—EoEom -
D&,

F R TI vk
(2T & 5 B AR

FRFE AR O
e

ICMRA To/X
YTIvIIIBITS
FAHEDE Z FIZHT
LHiEmlicsmL, %
EOFREYR & O
WD D L&
HIT, %%’EDT
BFZ T TR
H77A%%%L\
BH 72 N BBLE D
Al RE 70 AR A1
T D,

<Vxxl v rEHR
A AR >

7 EFEAEREGLO
7 TE PG e DR~ E R
T 5 7= OIGHE 2
BOFEN & —EDH
ok

= 9% 1= 3 oD
L TE A R DB

BEtE) O & B
F AT BE &
??50

T RUFI
ICHIIE T X B RARE

FRRR « TR O
’;";’é

ICMRA To~
YTIvIIIBITD
FBEDOE x T
DigmmcsimL, &
EOFEEY /L DfF
WA DD L L
HiT, M%’muf
BT ANT T AH#
m77A%%%L\
BRI 72 N BBLE DS
A HB 7R B A AT & 1
KT D, £l-. B4
i Lo L, K
YuiE ot 3R b oD B
DEWEFESIZDOU
CHARBHFHEN DT
BRIC IR I AT
Do

<V v EHR
R AR >

7 ERAEELD

ERAG TR ~E R
#étb@ﬂ@&%
HEOEN & —fEDE
Rl

LT EE & B
FTLEEE 2 Y 7278

<FHl DAL >

VxR v EHK
SAERATICOWT,
WIFHEC g b T
VN D A5 FE R 2% A5 52
WZHEHE S LTV DD,

M P FH B2 38 D i

CEPI o7 U7 il A1
2 v 7 FEORGERIRER O F ks R 72 5512
BIF2U 7 F D% - FEDEZFTITHOWN
T, PMDA »o®ETLEED
Y& B R AT T,

= 3 i D 22 FE AR

IZBNT, T

(. A AR

(T 7 E & LT,

MBS HE S RSk

43




WD, JEAETEE &
BB AT 72
/NS IR AL R e
ONHE 72 AR % e
T 5,

AR BE KR
Ny =xV v 7E
g (N FEHE
iz BR< ) OFHLH
FE O HFE D DA
TOATEASIFIIC D
WT, 70% % A VAl
T 10 M H ZEKT
% (72721, HEEAE
EE T 10 22 H L
BRI A
ELH O ER
<odo

B TR
AR SURE/8 S
L (N FERE
iz fR< ) DA
HHE (@ ME) O
HEED DIKRE TO
mEAELME IOV
T, B5% X A /VET
10 72" H &2 ERT %
(7z72L. WEsEEMm
NEBET 10 22 A LL
BRI A
LY O ER
<olo

BAEFE /KR &

5, WK
e 7o AR 2 FE 9
50

WA T AEPEIT K
BEINT =V v
7 EHME (A A
R Z RS ) DFT
HHREEDOHEFEN DK
B FE T OITBUAR
[Z2WNT, 70%% A
JVIET 10 72 &3
K95 (72720, B
EEMAEET 10
A LL_E D& B i
HHzZELEbD%E
Br<o)o

AT AT
wany =2V v
7 EELE (N F
EIMEFR,) D—
AT HEE GEE
H) O®HEED LA
F TOMRBEELIMIC
DWT, 55% X A v
T 10 22H &k
T5 (2L, HiE
FHRPBEHET 10 H»
A LA & B i 1
WEzELZLOER
<o)o

BT HEEEITAK

< ERE BAFERE >
TRy EHK

s (A A EK A

Br<) OFHIHGEE DT

AR 3 2 T )

70% % A WABET 10 7>

A

< FTpE BHOHRAT >
S WIRAURE S
i (A A&

Br<) O—EAE R g

GE% ) O
HA

55% % A JVAET 10 7>
H

< ERRE R >
Ve v EHK

HOEEFHIIR D FHOBRFIZ OV T
(50 742 H 14 AEZKIGEI 021455 2 5,
R 0214 556 5 EAGEEERE
EIMFEAEIRRR, B - B RRR
B EEN)  TE D B AT AE HE R S L [
1.5 MAZERTE D X 5., EBNIERHI DR K&
OB & OFRBE ATV, S F0 7 B ITRRE
&tz 24 fHBEIXAT 1.5 A U CTHBGLE
Rz,

SRTEEAREINEZY ) v I E
LA O F R W EE OITEARIAR (70% & A1 v
fill) 1700 ATHY, BEZERLT,

TMTEEIARB SN Y=Y v I E
b5 O —ERAFAGRHFED O B w@E bn H O
wEEMM (66%% 1 VHE) 1T 4.9 »ATH
V. BEEZERK LI,

s

TMTEEICARBIN Y=Y v I E

44




nievzxl v 7k
L (N FERE
iz fR< ) DA
HHEE (@& E L
SR E) OGS
DR E TOREA
IR SWT, 55%
HANET6 A%
BT D (2L, H
FEAIANEE T 6 2
A UL o & B
a2 LZH0E
<olo

BT KRE
nicevzxl v 7k
g (A FEHK
iz fR< ) DA
HHGEE GRS
H) OHFEN B KR
F TORFAEMIMIC
DT, 3% AV
fEC 372 A &R
L (272U WEEEM
NBEHET3INAME
D& BFRE A 1 [#] % 2
L7zt DEER<,),

B IE I L D
g - faRE o R A
ARRIZB T 57
. BRIEEH L DK
BEAICY 2o T,
AP A 2 b
%

&

Wt
2l

O
87

o

BINeT=xV v
7 BEHME (A A
EE G EERS ) D—
ERAE R HIEE (@ E
AU DGE) OH
RN DR E TOR
FEYMIZOWT,
55% % A /LA T 6
MR EERTD (2
72U, HEEE M@
BT6mALUEDE
BRI 2 22 L7
HDEERLS ),

AT AR
wEany=xrV v
7 EELE (N F
EIMEFR) D—
AR RS R
HLE) OHFEND
AR E TORBAE
BHZ 2V T, 53%%
A BT 3 H & E
5 (-l H
G AEE T3
A LA & B i 1
WEzELZLOER
<o)o

HBIEEIE S D
Z - (AR O3 E
AR IET 57
D, HIEEIG DK
PREAIC Y=o T,
AR A & s
Do

JE AT 8 3 e
D % 1hFEEHE S DR
ISR e AR & s
Tk R OFRER 7 1A D
FEREDEEE LR D
RO FEEIZ DT

oA

mnE (N FEHEME
<) O—FRAHEHEE
(@ B LU o
H) O
55% % A JVAE T 6 />
A

< ETpE EATERE >
T v EHK
i (N FEIESE
br<) O—HETE R
(REZEA M H) Ok
AT
53% % A VAT 3 )

A

HMED H L REBRIEE E 7p & O—HE HAAGR
HGE M B OMRBEIIM (55% % 1 /VH) (4.5
NATHY., BEEZERLE,

BRMTHEEZARIN V=R v I &
HMED I L HGEERO— A AR HGE D
HOREEM (53% % A VHE) (321 20AT
Hy. HEEZEK LT,

B T7THREIZAB SN =R v I [E
HWAEOFHPHE SN 2R BIZBWT FE
BHIxH T 2 A R & O FlIG 2 0 Ligfk &
X~ 7~

AT B DD 5 BEMERBRIZEB N T
ROONTAMHFICEAL T, RBEREL—F
A& SR (GFN) ] X MEFEERLER
JE HFATHERB R AR 722 EOMBRETEH L,
AREOHEZEDT,

45




A4 ERNSNOH T
RAALETA 2D
VERS ~D B ik & 1
R DG FEIR R
Mz 5z L,

A ERS DT 72
A RTA4 DR

~OERR & FRES
D F2 752 F i

FRFRER (T O
TiE, HLIAENT
2T ORI
%o FIo AHRA D=
—RAEWERTHT-
IRFHRR X 53 2 B E T
2o

EHNS D% RIE
IR D A KT
A~ DAEEIZ 2
L. Z0EbhELd
ICHEBRT D,

(Bfn644 H5H
EBEB T 0405
1T, EREIEER
0405 % 8 5, [EH
BERRRE 0405 2 1
IR R IR R PE 2 R
B - EPRIE R ER
R, EXEREELEF
BEHRE. EBEXRE
BEOLFRAE - BRIERTR
AEELAEE) (23
WTERS B LT M
LIZB LT, Sfn6
FEREITHTRR L 7o AHRk
DESS RARWA XA 5}
ISEHED, AREFED
wIE b A5,

4 EWNSOHTT= 7
HA KT A > DIERK

~DOH R EFHRESS
D5 F2 752 i

FHFRZEHIZ DOV
Tix, HLAENT
2T OMBITTHST
%o, Eio, HEED
=—REWE 2T
T IR R X 53 DX E
R %,

I3 FT B i 16 )
RUH| D% I EH S D
72 8 DAY [F %
MR T A NT A
¥ OWETIZ,R D
ZEHRZEIL, A
RZ A > OIERRICE
k4%, 7=, ICH-
M13 B (HfkctsRe n

B LA EN ST ERIC W TIT, &
TR LT, F72, MREO=—XZREELL |
BT R Xy DR E & fet L7z

SRR I o [E] R AR TS0 = 3K L O &2 E G
ERET L8NG, ICH HA K74 %%
FEEIBIZON T HHEISHRIZE D D 1R E
HhEA~D ICH HA K7 A Oz
T) (BM74 11 A 17 B EEREESR 1117 5
1 BIEA G B EERER L EE TR &
O BB EELE~D ICH A F7 A > Dii
FIZOWT ) 1T 2ERISESE (Q&A) I
DWT (HFT74 11 A 17 BEASBEESR

46




©® —fkHE K
AN SHIPA R
A BILR

7 == R A
L 7o —fix A = K 5
HEORIICHEBNT
572 DHFEX Sy
(E2) OB ZFHD
B {3l OV Tl
72 5 45 0D F i Je Y
—EDOHEDIM LA
X5z &,

< i E S G RO
= SEER S i AL B R
>

7T =—RZEAe L
Tz EE S
BARICEBRT D720
DHFEX Sy DB 2 7
OB feAL & RGE 7 5k
BEOFEM, —fBOH
omE (KEBIZE
(DR E S R e 7
IO KRB HFHEIZD
WT (CFRK 26 4F 11
A 21 AR 1121
2 FERAMNRER
WH) ICEDDHHD
ZHT.)

PR - —ikH
P23 DAL DU
T, 5l &kt FAW
MoORE L EZK 5,
I, HEEITKR
SNT-EEE - —fK
RERHOXS 7 &
8 A N R R
(EH 5 X430
HEE D B E TO
mEAELME IOV
T, 70%% A /VET
T AEERT D
(772 L, ¥Rk 31 4
4 AURBRICHEE SN
B ERRE L,

[ 2 84551 0D A= 1
[ MERER) 1IT23n
L. A RKTA4 D
TERICE /T 5.

< —fRHER LT
[ SEHR S it 7 A B AR
>

7 =—XZ#EE L
c— A EFEMED
BAFICEIRT 272
DHFEX Sy DE 2 F5
O B L &R 7R
HEOEM, —EDOH
o (REBICE
F5 X4 Lid,
=R S DGR FEIC
DNT (CERk 26 4
11 A 21 HERER
1121 2 5EHERE
fn A IZED
bDEHET,)

A7 R
RENT-EFE - —
fix HEHE S DX 55 1
D25 6 MO A%
(EHA) DXy 1,
2 DHFED B
TORBEIMIZS
WT, 50%% A JUAK
T 12 A& ENT
% (lz72L, &6
4 4 A LRI HEE
N B 234 &
L. #ENRED
GMP FAEICE L 7=
W, HEEFE D@
BT 12 2ALLED

<FEA O AL >

— A ER, &
A AT DO W
T, FHIFEICET S
TN D 45 Tl B 23
BEERICEMS T
VAYIEN

< ERE BWFERE >
PRE - — =
HHOXSI 10056 6
B OV A (3K
i) K1, 2 OfGE
A I
50% % A WABT 12 7>
A

Jy 1= 3 i A A PRAR S5 %) DERK - 8T
BHE LT,
F7z. ICH IcHMZE%IkiE L. ICH-M13B %
Stepd (HA K74 VROAK) £THZ LI
BHE LT,

BT KR I ERE - R AE
FMOX G 1205 6 KO BAISE (B3 X
531, 2 OREFAEWIM  (50% % A /LE) 137.9
MATHY, BEEEEMR LT,

47




HEFIREDOGMP
AT L7 I K
OHEEF A @ T
7 00 A Ll kD& B
YR ZZELZb D
ZR<o).

ZHRE - — A
[ 38 D I EE X 712
DWNT, HFFXS D
W7 25 BRI 451
EEEHR L, H

FRHE R IR 2 2 L
72 b OO HFEEM
DBRREEE - Efiz
FRICES BRHE
HUZELE DL E o
EELEZYLOER
<o 2k, BUEDH
FIZ DWW TITEA ST
B4 & ko ECF
W5, Fio, BfRE -
— X EE LR
D Fgr 1T H L7 ]
DO BN HNT
xS, BAESE
B Lo EoiREt
T %)

BT TR
WINTEEE - —
FAEIRL DX S 7
Je O 8 A QN 7% A
% (EFEML) oKXy
3 DHIFED H AR
TOREBEEYMIZS
WT, 70%% A ME
TT7T2HZERT D
(7272 LRk 31 4
4 ALREICHFEE S
B ERRE L,
BB RS D GM P
T L iR &
OHEEE I @R T
7 A UL L& R
fEHMEZE LD
ZhR<o),

ZHE - —fkH
58 i D B FE X431
ONT, HFFEXSD
W7 23 BB 72 1
ZhERB L. HEEXY

< TR E R FERE >
TR - —iRHE
DX 7T RS
MO R B (3
fl) X533 DA AL
h
70% % A JVAE T 7 )
A

BT HEEICAR SN ERE  —ikHE
I ORX Sy 7 B8 WO R Al (E3EA)
X553 3 DIRFAEMIM (70%% A /) 13 6.3 2>
HThY, BIEEZER LT,

TR - — % 3R O B EE X 53 0 B e b
(BT AE AL LCOBIMRER L LB ITH
L. BAGROEHEE - — iR HEE M OF LK
S04 R, RIE - ARICHOWT, BERAER
DERS D5y &, Rk - HEE Tl BiF5

48




A HT- IR AR
5y D% E M OBETF
RO FEFEEKD
NN

(T 2) EH S D&
RHFIZHOWT
ik 26 4= 11 A
21 HEERFE 1121
%25 EFEEMN
B ) IZE D
5HOEET,

@ (R REER
{2

i X5 DNA TR B AL
ZX5,

AR PE VAR
Tz EFEE S 5L D
AR E TOIT
gl R I L ANEN
70% % A VIET 4.5
MAEERT D (I
72U PR 3144 A
LIBRIZ S STz dh
Haxtgl L, 458
RS D GM P il
(B L= B A bR
<odo

A BRI Sy
DBE « BEFHHR D
PAES

G - —fikH
EHILICHOWT, BE
RO R FELHD
Ll TOoTCE
S 2 il Y AT
RS R
IR ET Do

= AR D
WT, HRED=—
R E 2 128778
FHRR X5 D B |2
DWTHET L. FH#R
FIEOFREZX D,

<ABAAMEMRAEBSR >

D E V& B e AL % X
50

BT BRI
S T EHEA
DHFENLEREET
DATBANHARIZ D
T, 70%% A MET
4.5 A & ERT D
(7272 LRk 31 4F
4 ALREIZHFE S
B ERSRE L,
BB IR D GM P
FHAECE LY %
Br<o)o

A BT TR AHRR K Sy
DEGE « BEFAHRRD
FoR

ERE - —i%H
EFKFIZONT, B
PR DO FRE A 5
EEBIZTOTCE
B 28 O L AT
RG] W
IZRRET DO DY
iz tED 5,

BEFEERA 2D
W, HHRED=—
REWEE 2 T2 8770
FRFRIX 45 D BT
DUVWTHRET L., HHRR
HIEOREEZR D,

<ABARMEPRAEBILR >

< ERE BAFERE >
RS L DT

] A5 11

70% % A JWAB T 4.5 0>

A

<FHAm O >
ERMERAEIZ DU
T, PHIEEICET S

BROBEZ AL Lo, FEEFRSERE -
—HRHERR IS O T R Z ST,

RN 7R ITKER S N7 E KA L AT
B (70% % A V) 1£3.90ATHD .,
HAZ & 2R LT,

FHRE - — A EIRMIC OV T, FEEM
D=—R%EEEFE 2 H72I2 5 DOMHEX S TR
A v F OTC FERHFEHMEARRR] [ 2 A »F OTC
PRI E AR RR ) TOTC A9 -0 [R) 2 AR
K1 A4 »F OTC HHEIRFE% 2 E B
) TAA T OTC SEBRFE 2 S MEARER ) AR IE
L7z, T, OTC EHFHE T E HFERifER
SR ERE L. (BM7HE5H),

E IR AT ON T, FHRE D =— X & [
Fx. TEIFEINGBIR LMK TBHBRA
G2 BRI AR AR ) AR E L7z (BN
THE9AH),

49




A EWNHBBROK
BEOU T VT —
NV RTF—42 (I 3)
S~ DY) 756 b
HHHZ &,

(1 3) FEEFRDOBR
BIZB W TIE X
Nzt - %

7 EEMERAE DR
R 72 FE i

S REPEPREEIZ Y
gD A A D0
T, K0 ZhRAg - 24
HINC2 % & 5 F1ED
RELZET 5,

ENA O -
T AT TEICH L
< GLP ./ GCP /
GPSP %23 5
RRA 22 1 HRIEAE & T2
fid %,

4 ERNERO X
KOV 7T —L R
T B D] 73
HFIE

E NIRRT
5Tt & %o
b - BHHER A 12

7 EAMERHEDR)
=R 75 FE i

FAMMAZILL
D BEAMRERE &
L. BrEESE DK
R B A R F
SRANALES i I hei =) [0
A E RS 5,

Ve v IE
S DR A MERE PR D
7esh, K HFEE R
DA PR AL D TR
o3 TAE RS

W IE7RTRBRSE D
FERiNHEE SN D &
NI e kS 1}
Zi#E L T GCP/
GLP,GPSP (284
DREFIEER 21T 9,

A4 EWNIRBROSHE
A EIRAVE A
T —H DY) 72
X his

ENTRERIZI T
RESS TR AN S
b - AR & g

LT B & FEBGHE 23
HEREICEBBSIN T
BN

BEEGFEORBRINCEEL XS
VD EHEIBIC  hERE DO RAY AR AR A & I
i L7z,

R A BHE L. HEEAlSUIERRER AT
® GLP 1 & MRS AR S D B/l 2 OV THRET
Z B L,

Yl v 7 EELE 13 i H O GCP #E
A 2 i L, (R OMRZ X - 72,

il 2 DFE - HHEREITBW T, EEHEE
A - GCP SEHIFHA, Fos A &I d &
O GLP & IZHB W THRA Z WHEAI, BN
SR ORI DFBITE HAT > 70

406 D GCP EHiFHE, GPSP i
A L O A M EERAO IR L E TR E
HEDOFFNZ OV T, R — 2=V E
1To7,

GLP e (BhEEMEH 2B L.
TR AT T VT 4 R T DT2DITE R
FNZER Y fTe R & HIHIZOW T, Efl &2 7
MNHERICEM LT,

BT o AT L& BIULT 5720, 1BER
T a VAT LEAHEEF IV T IR
PRI REC 1) 2 R A B HE LRI IR O f e

50




PED R 4R 5 4
M7 — 2,

® aEEHEA

7 GMP (i 4)
FHFAE 2 £ FEE
H5HZ L,

T DT DEREE A
1}%—3—60

U7 T —)L R
7 —% (RWD) %
Fe i 2 72 B S
AR SR T 5
728 DBREE & i+
2

< PRBEAR >

7 GMP FEHIFEA
DFEHE

REFTICRB T 5
REE A - EE
D H 72 DRE K O
TE RS DR & X 5
7ot BERE PR - S

WCHEELZET D
R, BEOFHAERE
. EBE RS 2
HHINZEE LoD,
B AT~ 0D S R A

TR FE it R A R
L DFERAZM DT
ETF N EET N
X IRBR I NE E oS
DFRPIZER Y fHTe,

LAY KD
T — 2 R—ZADIEHE
PEfERIC BT D AH%
(BTN R ST B,
7=, LUA MU
HE® L DE RATH
DHETETF bRE
FEVERERI R4 5 E
B L OBRE DRI
M0 fiEe,

<SnEEEERIMR >

7 GMP EHGHAE
PF/ES

= i D RO
XX mE BRI E
BB O2REDR
WELERT A 2RI
FhH 3 2 B4 FE D
BEEICE D, ABE
WoFERZ LD
D, 1@ U FEHIFR A
T FEMT D,

% O A& FE

<FHAME DR AL >

BB BRI O W
T, FHIFTEICHE T &
AL TN D 45 il UK 208
HEIZERI T

2 7%

DD L L bz, BRI & OB RRE L
1TV, GCP AnEDWEIC T CRATEE
g LT,

BB o v AT AEAHEEEEICET S
Wit L L THEEZELENERORBRE M
JOIFIREA % 2 BISEE L, il S v 7R
HRILO A %247 9 & & H12, ICH E6(R3)
DENEARL GCP AFHIEDRPLUZ DN T H
A EIT -T2,

VYA RY ROT — & _X— 2O
BT 2 HRCEATEBEDY T LY —L KT
—ZIERREFEETHONTMRAOF NS —
I TE DNELZIY £ & JZETBEND
®Q&A$&L@®% W2 Lz,

FRRR SO & M A D 2h 2 J OSSR A H]
Egﬁﬁ?§0)ﬂiﬁ¢ﬁﬂk_0)fi&5\,)77/VE7“—/V]‘7‘*‘
HTERREFEICSIML TORWE~DIHE
ELT U TNAY =L RT—FDOEEMEICEET

L EEEAREAR L, MRFLIEKR L
(FOAZHEBEIS - 20 B8E) o

JEAFBE DY T LU —)L KT — X5 H
REEEZICH L, LY b U RAEES I
L HRE N O RAs A Sl U7z,

BFNT T 121 4 (S 86 1. [EIN 35
fF) DA A S L7z,

AR ORI T, FHAFEZ O AR
EFRE IR D EFOMRIA X5 BRI T,
[GMP/GCTP SEBEEHR S AT L] 2L
L7z,

PIC/S Agreement (255 &, 6 4> GMP
AT RS 2 U] Y SRR L 723 B
JRERBOESEE TR D EBR 72 GMP &S
Hik7m 77 5 (API 72/ Z b)) FCEMT

51




ELYRERSED,

R AR GE
= K L A 22 [R) R %%
—AL (PI1C/S)
RO FE i SR B 3
F 2 EERR 72
GMP &G LT
nr775h (AP17
ns7h) ZELE
fEGMP 4[5
AFE LB RS
DIFHREEEE X, G
M P& D & S k%
X5, £z, MEG
MP Y Fh S OB
i U T, BT
> 7= GM P A3
HEERREET D,

2 S5 5 oD Sl R
TSR D GMP
FAEIZHONT, BE
B EE RIT
SRRV KD ITABRS
D79, FAEM L
DEHFEEH DL L L
2, w7 EE
9N L, D
B e A &2 AT
Do

GMPHERIZ
DNT, "ESEIC
WEST DY AT &
R LT-HEFELI
HTDDD L —
N A=A N
HGERIIC G T 5,
Fo. EESHESS.
PIC/S&EIJF—
~OFERREY 72 1% B Uk
BEIZLY, GMP
HEB DB K %E X
Do

LHEMEHEFICBOCHEREROFEIT-
7o F7z. PIC/S EHJRICIE 1 4 %2 URiE L,
PIC/S A4 JB# o GMP 4 ¥ & DA zhR
btz B E LT EYROA Y T4 AERIEH
TG L BINMGEL 295 Z L &I &
. EERZRFRAEES OmEEICER L,

GMP A 75 [ 3E 5L DA ERITAR D AR AT
M B E RIS 0 X 9 | &8 & EHIRIHT
BRHEITH 72 EEETM & oEERILE X -
i

GMP l&EEICK L, HMEE (F 3[H)
ZEhE L7z,

BT RIS USRS OTEE)IC
DWW TCIE, PIC/S Seminar 2025 (F#) 121
LOPHEEZH#E LCIRE L, £,
PIC/S % & X —TFE 1T IE~ 34 D
TREB 2 A L CURE LT,

PMDA-ATC (7 U7 =345 - EFEESR b
L—=27%r%—) GMPt&=I7}—2025I(C
54 OFA R Z AT & L CIRE L7,

PMDA 7 U7 HEHT (Nr=a7) THik
ENn7-%A FDA, ~L—37 NMPA, 7 ¢V
vy FDAXRO GMP L —=0 7T —7

52




4 HEEEESRAE
HIERICEMT D Z
Lo

7B LW LS
izt L CHORELS
RS THZ L,

B

MRS ER DR
VAgE S

_I\%

;o
=i

TEFFOGCMP
UL ofn Ex2 %
7o, EiEEG AR
HFEIZFERMT D,

U LW RGEH

ORI R IE
A EESE DT

L 58 £ i 12 B
L. AN & 0

TEEEBE D
TEH L, M
AR O A k& X
50

EANOGMP L
DM EDT=0,
MIEEHF K XD 7 F
IR ORERTIT S
L&Y, ZohoX
FLFF T ROERT (B
PEEIE L) 5
% Mm A AT
L. U784 5
W95, £z, ME
AT RERT D 9 B
RUEE LB
HICEEEET R
JE D@ LERTI kE
LClE, #BEMNRD
AR & AR T
EEREEwRT D7
. ERROFAE
KHlO TS BRE L
729 2T, FERH7e
GM P & DHEdE %
X%,

T LD RE R

D RIFETL X I
e L E S DT

L B H A 12 B
L. FAEMM &

3 v IS5 4DOFHER ZH#AE L TIRE LT,
PIC,/S &¥sh & 2 F—I2, IER 84 D
EENRSMLT-,

ST, 2 4 DIEEEBETRE A3 E 23
oA (GMP #EAEMHAES) 235 L
e

BERT D GMP L~V D#ERRA) LD 7= 8.,
AN 7RI EWNRERTIC T L BB O A
% 36 14 (PMDA |2 X % i 23 {4, #BE
R L DA TR 13 1) FhE L7z,

G AEFESE O LW ELE RN IR D GMP
FHIFHE ICBIT AIEEDE 2 I L., BfRH
TEFT % FTiE 4 2 B ERF IR 2> & OAHFR & i L

53




T HENREO
DRFIEEKDH Z
ko

F EEMLOMNE
IR D U X7 a3
a=—ga D
RELXDZ &,

(V£ 4) B S K O
[ S 4 i o Bl
R R OV R
B o A %
( Good
Manufacturing

Practice DH),

BEOHEMEZEIZ LD |
THWINE, TA T
A OVERL ) % AT
D 78 E B 7RIS &
K2EEblo, =—
RNZBN L 7= MR AR
ERFESED,

T HARIENT IR DR
INDHEE R DT

il

b

BT T UL S D Wi
Bo&ggm k& T
L7, BIRFHAS
DFEf72 EGMP #
BICRD B E FFE

¥ D,

RIS E AR
LHVR7aIa=r
— 3 U OELE

GM P & M
HIZB T D faHGHp)
DRRBREZE L,
=L BT AR D B
RFEWDOY X7 23
== a U ER
T 5,

LTI & i & R
£x2M5HLLEBIT,
TA BT A4 L HEDIE
R ) B V= — X\
HI L 72 R A D T
EzX5,

T HERFREORE
BNOHBEXEOT

b

BB E L D
A R A% 0 F2hfi &
RAHET 2 1E0>, HE
JF W D BEEE I KD
&, FBERTRDMT O
GMPF&EIZEEL T
PRI B L 2 Hiffr
B E %2175 2 &
0, kT m v s
BB I e DA FE
A SRR R A
JRETHZ EEITL
. GMPZHEIZLR
LIXBEREIL,
BB IRE DB D
HEEM EEX D,

Z EFEMNNEICR
AVRAR7aIa=
— g U OEEE

GMPHEIZH
D e HDO AR
(Frorvra—),
FEE P DIBGHYE
WZEDERAZH (G
MPZ Uy RTF—7

v E )

7. F£7-. PMDA OFEAEMNEE T 55
FAFRIZI T B, 8 LW BLER R B3~ 5 N
AR DFRFRIC RS LT,

HENTIRSE D GMP & B DB XEDT-
O, (1)FEMFHA DL, (2)PMDA WHE B
Ok, (QFEE S, ARERTIRIE & OFHR SRS
I8 U #E R B SR 5 GMP A
B9 2 BE 4B A s LTz,

BT R, S GMP JHEIZHEN 6
£ OFERRRAEB 2% Az, £7-, #hE
R EOAROEBEEELRZ 13 136 LT,
S 52, BEMED OFEFICH L. GMP #
BT S %I GRS L L CRE & E
16 4 URiE Lz, Mz T, HHYR2E 8%
FH OB - B RAHOS L UTHEL TV
%5 GMP 7 7 > KT — 7 V2EI ., BRERF IR
B DBINE & IEN 34 450 ATz,

GMP fafiiFpldH (@pr : ALy
—) ZE6WMAKRLI,

ERMLFEOMERMERICHITZY 27 a3
2= —varOREEX D=0, BfRE M
(RSEAZE YR, 77 I7) OfEfiE
H BRZHBOELE LT, GMP 77> R7—
TN abE L (BMTET AL 10 A,

54




—

E (S STPRSE =
1]

1 /I EIicH
FENDEARETO
AW O B AR
EEHIEO LR
RET D,

2 FHEEBOH
DO I LT,
PLF @ B % 4T
Do

(1) SEBrAyESE
mfEEsm B (1 5)
(BT DR, L
X277 b —HA
T A (VF6) Bk
FH#R (LT TRS Bk
WEAHR] &V D,)
HEDOHIAZTH L
T, BB
IG5 E (A Fn
4 4R RAE A
FE i) .

(2) BB K&
' RS H&IgAHFR D
HIAHZD 9 H 80%
(2T, % B
ERETHNG 30 #)
% H LLNIZRRER D
WEZITI Z &,

(1E 5) BHFE D ELEE
9 L o> BE B 2
B, KRR E
AR - B E A
% FEhite B SR
= 3K i S i T A
DG E L THRE
SN, —EDOHE
% 3 72 9 1 A

< F DAt >

7 EBOA T4
bSO HEE

FREHGE, MR
Ko OVt HH AR 2685
FHOE T - A~
7 A A& e
%o

GMP/GCTP 7 ==
TALR— b, ik
AEEBLT, ER
dhin B AR D BEMRE
DY A7 a3 o=
r—3a kAR
Zap

U IFUEER
BE R DR e %
it

[ ST Y FEF A
FrinbBE SN E
FRRE Hs % B
RIS T
i bHE LI,
B 5 B OB
5%, Bl&fEHy
HOEMREMND,

< F D>

7 ¥EHEOFTA
A O HEE

SE e e
L7 7k A B ¥
BRI E XD 7
W, BFEEAFE, MHK
e OV HH BAERZERS D
HHOBE L - A
T A b % e
Zap

SM8H3 A,

GMP/GCTP 7 == 7 /L LR— & 5F 7
F£7A (BARGER) . 98 CGEER) AL
72

BRI AR SE 23 Bl - 2 58 55 IS 7Rl &
HE 26 £ TRiE L, GMP 44 Oyl 7@
DWTCHEFEZEK - T,

JEAE BB A GRS 2 £ Sl L [EHK
HEEFEFICTR T 2 MEMEFROFHR 1L
Je OVZETE BEAR ORI 1T T, i 3 % D[
R S R ORI D) EREROSE Y Z
Jaa=k—3 g OEY FICET S
WZEMmLTz,

B0 T IR LT RE - REEBICER
W, U7 F 29 1y b RONLREA] 202 =
> b SLP &%, T b EENHEBLE
HEINIZZET L, Wb A Th o7,

AN 8 A LURE D [E 5Eh E 25 OB I
BT <, E LR G E B SRR~
PMDA FEDURIES %18 U TR AL B 5
L. HEEFOFHREZK T,

BAFREETITHIB LA T A 1T
LB EFHFELEOR BT OWNT, 5 X X i
S HESFIIBWTAML, ERITRLTE
YIA AR ORI R HEE LT,

55




TR,

(¥ 6) BHEH AT o
e TP NEE et
BT CHZE®EH
AT, AR HE D
< WO T, RF
fili Ko O] W & 4T
U BHR RN O AL
RrNettamlo
o ETRbE
FLWEICHIES
5= DR,

[BEORER D
KHEDZE 2 J57]

1 BT LoH
FHPBARETO
FAHEHPMICOWNWT
L AT A AR
[#1 Hr o> FEHE 5 A B
FERAEEZHET
%, BREEKHEIZS
WL, R R
L ~L O 55 A
RS DT720,
AT B A &
[ 4 D K % 3%
T2,

2 FEHEEBOE
DA kR OEA b
XD, HHER
EHEIZHONT
b HITH ] E A
[#1 H oD FEHE 5 A B
FERAEEEZHET
%, BREEKHEIZS
W, EHREMIC
BFs77 /0y
— D3 JE DN IE S
LT, R EAE
T3 [ D 7k HE % #E

5 5 IR 4 2 o
SN SN T
BT O 22
FAEIZIF T DX
EHEET 5.

A HESHLHIER &
D IEHE K O il R A
OGN

A 2 8 0D
RFEEATH 2 LI
SN A NG
& D 2R
Do

v BRI EBLR S

B5 55 O ) 70 It

2= 3 i % D 1 1E
IREE E R T DT
DIZHE 72 A AR
05 DOBCEZ AT 72 R

PN GV didie
5B FEHFEEF O
[ZOWTIE, Bl &
SRIAREEZ XS &
EBHIT, SHITEA
B 23T O AR
HED EE TR O
ZDOEFLOBFHT
DT, EHEEL T
Bkt tED 5,

A HEABIHISE R L
DA K O IR AN
OB IE

A AL B O 1
ZHEZB LT, 1
SRS R & O
DiEfe k4 %,

U B ILYERMRSE
B5 5% Dt Y1) 7 St

HHLBIE R A
R ITVRRREEATT &t
IZHEV, R aSED
1 1E 73 ' E 2 R4

F T4 R DFHTEAFEFEORMIC D
W, Bl & FIAMEEEZR S & & bic, &
O TBE 3T 5 AR O BT
AREDOBTLIZOWV T, B L THLERRR
DT,

R MR SR A O i - 2h=RAY 72 321
BT D20, 5lERERCKk GCP initiative (2
ZML . KE FDA & OBIN EMA & AT 7€ -
FERFIZOWTERLE - ERSHAEZITo 72,

GLP ([ZF89 2 EEMREMELZ WS RS
i L, PMDA OFREIZHEIY ANLHiLd &
9. OECD ~EDIRIE &IHENE & OfLH %
fkfoe L7z,

GLP EZEROMAFIHICHIT, B
BT 5 EHKG GLP HAENE s LT,

A7 AEREIZE 72 [Bl00 A AR 5 R
FNEESEMEL, FHILMUERARER (5
844 AERTE) IERE L LT, EREM
4 27 1 CGETBl 21 14, okiE 51, HIBR 1 1) .

56




FFLftlTHZ &R
HETHDLZ L
O, AT AR
i & [FAR D K HE %
RET D,

BT 5,

H SR 5 KO
s BB 2 D
[ B ) 7 BLAS FEHE D
VERK -+ [EIBR T /)2 H
A= R

DI DITWBE I A AR
T O IEIZ AT
TIRB OB 2D
50

SR 5 TN E R
2% (PDG) T8
DRAE 3= paAlEs| 5
1 & O A KEREILAS-
DI DA 73—
>y THERIZANT 72
BRitE1TH £ &b
2. BORSER 7 & 1
NREE (MOC) I
O EEE A HEET
D

RUHFR R B O— B IE 4 74 (SE 3 74, HIBR
1), 2o, EEMLEFOAERL, T4 K
WHARL R DEFEIZDONTHR— L=
IZHBE LT, Fo, BHILBUE B AR/ H—
B (A9 10 HE R TE) IGIREE L
T, EHELASL T3 GOl 744, oE 46 7,
HIER 20 1) . A3 AI, —ixBRIE R OS5
WO CBrEl 1 F, SUE 4 F) SIRERINFIHRIK
WARZ by 2 G2 i) . S RRIRIMRIL
AT VT GIEL L) IOV TAHR— AR
—VIicfe#E L, BREFEZIToT

IR FfERE S (PDG) OFRE#HET
RARNEBD, Fie?d PDG A 83— v 7k
KRR ICH Q4B TR Diima D £ &, F
JR3 757 5 Y D [E] B IR O HEME | FE AR IZ Bk L
72

PDG DFER=H. EMHICHEI D ¥
= 72, BMFREFESHERZICSIL., FHR
REAAT 9 2 & T RBRIER OEE LS FROH
FzEE U, B HILdaE LI B AR H ik
EfEXZED T,

PDG TIIETEDERKME S 2 4RO
BRiE LRI L C AR CTHRIERDOEREE S
1To7,

PDG (2B HiifnaRICESE, F+IU
BE A ASR R 7 ~ DG A T 5 4 Cirki 1
. SUE 4 1) DOINEUREE 2 AT B8 s
L7z, #d L RERITE HILBIE B AR I
INHL T E

RRMFER 7 (EP) & OFffn&E RIS X,
B ILE B AR 7~ DN [T T HHL
1 DUHER 2 % B A T B8 s LT, W
L7238 HLE B AR I T E,

KEFEFR S (USP) & OfIT, MOC (2%
D& RIERE LR OEAS S 1O RH
EHREZOWT S my R 7T AE5E
fiti L. 5 JUBE B AR 7 IR 22 & 7Rk L
T, BAFBEICHE L, #5 LEFRRIEE
+ IS B AR 5 I IH T ES

57




H AT 5 KO
JAN il & D ¥EH 7
Rt ADREL LE
FALZED S,

i S S R ik i
(v AX—7 74
V) R LA
FAENMFIZED D
nsko, MegEo
AR ASE R R e
AR L, EAaK

WHO 2 £
% MR R 77 23 )
W35 2 L CHE
BRE 72 3R T TR BN
HikL., AARERFRS
O E BRI AL D[
x5,

BIfRERE & D&
;2L EEHL—
k4 e (J AN)
DHIEEHE. KOW
H O DIEIBE— it 44 #r
(INN) OH#ZE
B T d,

J SR e
(v AX—T7 74
V) ZFIH LT Rk
OAGREA D IEIC
EOOLND LS,
EHRpCHAEEDE
WEMZ#E 2 LD

EP L DT, MOC |23 %, JF#K& %
1 R ORI S 1 AR D3R 7 FEHEIT S T
PR SA vy hTa s T LD,

EP ZBS~3E, A7 H—n"—L LT
ZHN L. 1EERINEE - BISIREFNC /) 7R 2 AT
-7z,

WCKFIZE R 7 & B L. PDG @D A 23—
¥y YR ANT T A 748 7 AICEESR)R
EERMSNE & LTI AR,

PDG B\ T, ICH ffFEHa L v A v
T AMEEEZ B &k EICH Q4B IZ 2\ T
X, BRBRUIAD ICH LX 2T h U — AN
—[E - MR T E2EDHND X5, BRI
JRGIENT ICH BHEE R L@ L 6 2
YT T AMEED S B DOHED TR R LT,

R 2% (IMWP) Tk, IMWP 0
AR E 2 R IC T 572012, IMWP Off
. B, ISEI R OFE AR L7 IMWP &
BEERERT AV T F -2, % 16 @
IMWP (45718 46 A B T &) IZHiTT
IMWP EZEROELFERZED T,

F 7o, BRI ORI T 5 30FEE
BT 5 7F—2i2bB ML, £ 16 [
IMWP (21 CXEROLFEER L ED T,

BRI & ORI K | EHES— N4
Fr (JAN) % E3ES OAGRIZERT 2 2 &72<
filE L7z, WHO TBRf# S L7z [EBE— k4
(INN) OIS L TEONZMR L EE
L. JAN #lIEICEV AT, £z, 1150
INN FEFRIZE TN s L7z,

JRIEEREREE | ENE B K& &R
EEELRBIZ VAT —T 7 A VT K DAER
Fe A D RIE AT O MERFE B ORI %
HE LT v A —T 7 A i8S %S T
412 AICBEL 72,

F 7o, RIEFREEER K OCENERANED
EDA—NVEIZLDMRITIE L. BE LR DH

58




(2) ERHkeR. M
AR ER T ED
A2 O HE )
D1 B 72 i

O  EREREA
R

QR — L= T
HMEMD,

= BATE I OTE H

B8 P SR 2 715
L7 GM P FEHiFH A
EHEMT DI LITE
v, HEOMRIE
X%,

e P SR 2 175
L. AN AR E
DES N ol Stk
(RIS B

(2) ERtds. i
A R R T DR
AR ORE DO
)70 5k

< [ERRB A BE AR
>

AR— A= TR A
R

T B ESOTE A

BAVE SR FTR
T 5 B O A%
EBICET 2 AF L
)N\ AOYN: DI -3/
DN 7215 A % HE
I D720, HED
FEhERI & E I
a8 LoD, MBI
JISCTHEHBEZEIT I,

B Va3 A
L. P8 B ARRRSST
U7 HUIRDOGMP
A & WS S
D

B 75 S C St
T 5 R S BRI AR
[ZDWTRBRE~D
Az & &b
(2. BEARER & D
X N FE
i ORI
(BTN RH ST B,

BAWESCE T L e
SEEATLIZLD
XS & M2 3
i 5.,

(2)  [EHHER.
AR R R L D
TR DORE DD
1) 72 FE i

< [ERE A RIR
>

<G DR >

R i ()
[ANGNILSF /i T Rt = Th
SY URQARSELE ™ §iid il
A FET T S 4T
W2 7D,

BN OWTIE, EESERNCRHE L, 0Bk
DAR—DL_X—=~DHEIC L 0 FH L,

BATE X DA B 2 WK cirbh b
(HZE ) (23 (3E) S8z,

BATE ZE OFRAE B 1L, 78 A A 43 78,
77 s 27 > GMP A& & Ehi L7,

A ARDAIFE M Bz @) 72 PMDA OB
SHAERSFOBAICONWTRET D & &
H 1T, RS ERIRAHRRDJE A X 572, BRI
AL L TR YT LA L (B 7
12 A, KB, 72, A FERHEDOE
FLREICE T 5729, RS MEFERR 10 £,
RS BEmEFRAR (FERTHER) 42 4 Fh LT,

EELBROT L ERFHEY X T LOFH
41 HH Y . WS RIS HER L7,

59




7 R RE L
Jb D55 A 1] ] A BR
R S Y e
RN TE OB
FEEITHZ L,

7R R L~
DA DR &
BRI TE OB
i

AR BT KRR
NICH ER R (B
HiB) OHRFEND
AR E TORBELN
IZoWT, 80%%
ANVIET 14 2H%
ERTD (F27E L H
FEEMIA 14 AL
o BN A
ELH O ER
<odo

FAEEITKRR &
oo B B B A
(R H V) OHFE
N HIKRE TORE
HH I oW T,
60% % 1 JLET 10
MAEERT D (T
72 L. HEFEMIA 10
2 H LU oo 8 R fi
HMEEL-bD%
BR<o)o

KA &
7o B B B e
(B2 L) O
N HIKRE TORE
B I oW T,
60% % A WA T 6 )
RA&EERT D (2
L. HEEEMA 6 H
A LA E & B i ]
MezELE-ZbOER
<olo

AR BT KR
TR R R O

7 ARERE L L
DA AR DB &
R THE DB
#

AT AR
R E NI E R
(@HE&HE) OHEE
M HEGRE TOMRE
HEHIRIZ oW T,
80% % A MET 14
MHEERT D (2
72 L., HEEEAS 14
7 A LL_E DB B
B ZELZbD%E
Br<o)o

AT AR K
RSN B EFR
# (BKHV) o
FEO DK E TORR
BAEHABIZOWT,
60% % A JVIET 10
MHEERT D (-
72 L. HEEEIS 10
7> LL_E DB B
B ZELZbD%E
BR<o)o

AT AT
RSN B EFR
8 O(FEpR7 L) o
FEO DK E TORR
BAEHABIZOWT,
60% % 1 LE T 6
MHEERT D (2
2L, HEEEM 6
7 A LL_E DB B
B ZELZbD%E
BR<o)o

AT AR K
T E T4 T

< ERE BAFERE >

BriE R (BE
i H) ORI
80% % A /VET 14 >
A

< ERE BFERE >

K R EREE (5
K1) ORFEAM
60%% A JVET 10 2>
A

< ERE BMFERE >

W R EREE (5
IR72 L) DFEA ]
60% % A /U T 67 A

< ERE EHFERE >
TR IE IR OB
A AL I

RN T AR AR ST T E RS GRS
s B OREA IR (80% Z A /UH) 1% 11.9 7>
AThbv, BEZERL,

BT FREEIKR S - R ERERE (B
Kb V) ORFEEIF (60% 2 A ViE) 1%8.9
MATHY, BEZERLL,

ST EE KR SN -t B E RS (B
K72 L) ORFEAEIL (60% 4% A /VfH) 145.8
MATHY, BEZERL:,

B TAEEIZAR SN B EREESD
REAEIM (60%% A VE) 1% 3.7 »ATH

60




A BERBGO =
— R R DA/
N— g 0 FH
F LR o5k
XDk,

HEEDBARE TO
AW I o
T, 60%% A /VET
4 AEERT D
(7e72L. HEEEMm
234 72 A UL E o g
BiEWMEZE LD
DEFRS ),

A ERBGO=—
RIIEA DA ) =
va r ORHEME
SR ORI

BRI RARRT
il B S e R g =
B AR E W I FE D
<HFETh- T, &
R %;éﬂtﬁ
R D HEED
%%i?@%%ﬁ%
iz >\WT, 62H
BIENTHZ EEH
SN

A=A N
G e S p il
FEICE S HFETH
ST, HHEEITKR
SNl B OHEFED
SR E TCORELE
HRICoOWT, 67
RAZENTHZ &%
EEi=aN

AR BT KER
B E R (B
S B) OHEEND
AR E TORFELEN
fz>W\WC, 10 2°A
HIENTHZ EEH
S

FROHFED DA

TOREBEEYMIZS
WT, 60% % A MVE
TADHAZERT D
(772 L., HEEEMA
N ADALL EOER
MM EZE LD
DEFRS )0

A BEREGO=—
R Z DA ) S—
Ta Y ORMFEML
F O

SeBRIT AT E
il B S SBR[ 5%
PEERTE E I LIS
HETHH-T, &
7 EEITERE N
T E RS DB S
MO E TORE
HEHIRNCOWT, 6
MAZERTDHZ L
ZH¥ET,

7' s T LER

Bk A E
E WZHESSHFETH
ST, 7 HREIC
KB SN B DR
FEO DK E TORR
BAEHABIZOWT,
6 HEZENTDZ
L& AT,

A7 R
I NI E R
(BESE) OHE
MO E TORE
HEHIFIZSWT, 10
MAZERTDHZ L
ZH¥ET,

60% ¥ A JVAE T4 A

< FEREERIFEE >
JeBR T AR E

JE U3 e B A = R

f f E Il EE I B S <

i H O A IR

6 7°H

< FE7RE mAVFEEE >
PASEA NI 37

PSSR A R E I

WZES M A ORE

A1

6 7°H

< FEREERIFEE >

ArEfR (B
i H) O A
10 7 H

< E i BEHIFEEE >

V. BEEZERK LI,

DN TR, JeBRT - FeBRA AR AR E
JEZHES KRB D3 2o T,

SMT7TEEIXIT 0V T LERKSELER
B EH I EES S AGRM B o T2,

SR T IR SN TR E R g (B
fnH) ORBEHMIILLTO@EY THYH | HIZE
R LTz,
mEO : 8.9 70°H
mE@ : 3.3 00 H

61




7ay T LERE
BEalz oW, BH
a1 1 e 5R o il R
(IDATEN) (235
KHERHFHE TH -
T, BEEIC
ht&EE%%“
(ERPR72 L) DR
Rz >WTIX 5.5
WA BIERES
DHEFBIARIZ SN T
I% 3.6 A ZEMT
LHZEexRABT (2
2L, MERSHRERIIC
Pt iE DFEER & 52 1T 7=
HDITRD,) .

SEBR T AR A A
FHRRIZEA L, HAZ
BTSN TR T
Do

= e S U
i E KRR IR D
BHRSRITAHRRIZRI L,
HOA B2 DN T
ST %o

RS B FH 55

IR L., HIAREAF
WZOWTHHNT 5,
F 72 RS BRBEAHFR D
HIAZD 9 H 80%
WZOWT, xS
BT %O
EETE 30 HKH
PURNET 5,

R S#GAHR
FH AR FH % 2 FE AR 12
Fhid %,

HERU—7
va y T OEMmI 7R
Bfee (4 [5],/4F) KO}

7a s T NEF
RSz oW T, AE
a1 ) e BR T i il B
(IDATEN) (25
HERHFFETH -
T, 7 EEICHE
SN RERE
7 (ERIR7Z2 L) o
FHIR I DWW T
5.5 7H., BRBEEHK
PEAR OMERRIIRIIC >
WX 8.5 A %iE
9D EBRET
(7272 L., e
AN FTE DFHFR & %
F=bDIZRD,).

SEBRIT AR A FEA
FHRRIZBEI L, HAR
BIRZHON TR
Do

RS R S
i & KGRI EEITAR D
BAZERIFHFRIZRE L.
AR BRI DN T
XIS 5,

R S BEIEAH AR S

ZBAL., HAL A
IZOWTHRIET D,
F72. R SHEEEF
DHIABLD I L
80% 2OV T, X
BiE T#H0 biisk
DfEEE T4 30 )
BHUANET 5,

R SHAHKD
HBRAR R 2 AR A 1
Fhid %,

HEERT—7
>a y T OREM 72
Bt (4B%) Kk

7'a 7T LERE
FRZOWNT, A
file 78 for il R
(IDATEN) (23-5<
TR IR
o R R A
L) 55m0H
% % [ P B e
A

(H PR

3.5 7

< FE7RE mAVFEEE >

SEBR T K G REAmAR
iR R TSR
& KR 4R S B
FERTFERRICEI L, HOA
AT DN TR,

< ERTE EFEIE >

HOA B RIZ DU
Txfhi, F72. RS H&
WEAH R D AT~ D 5
H 80% 1DV T X
By S TH%D 0Lk
O£ T% 30 BE5
H LA,

<ZE D OFEIE >

HEERLT—T v
a v 7 OFERAY) 72 B
e (48] 4F),

25 W G iR el £ (IDATEN) (235
HERHFED O b B0 7RIS Sk
REREHESE ERR2 L) 3o te, £, &
7 ARBEICHERR SN BB ERERR TR Do
77

SEBR TR FEIARRIZ DUV T, S 7 AR
WZBWTIEHIABR N 2o T2,

R s e S SR AR & KRR I BE LT AR 2 B 38
ATAERRICB L, HIAZEAEIZ OV THIS LTz

(1),

PR RS K OMARSNZIRIZ 0 D RS A

FH#R. RS HEBSFHRE (%Huﬁ REte) ZBAL,
HHAB B DOV CHRE LTz (RS $a A FHEE
. RS HRBEFHFR (FEaTmERETe) 64 14),
72 RS H&BEFEF @$ﬁﬁ@9%&m_owf
30 HEHUNITINO D Z Ex#HELE LTV
&2 AT T AERET 15 9 15 14 (100.0%)
(Z DWW TEERL LT,

RS &
Lize

AR D HARFEF L 4 7], 13 3

[ERR PR & B DO RE(LD 7= DD,
B (CESL T —ARAZT I Z, T
7T LEEEEICET 5 PMDA VA RY T A

62




v OKRETOE
3% T RAERESR &
TP E O
M5z &,

T~ TurIAE
PRAE B8 D BT
HPEA B £ 2 7o 4
R OV AR D
b zMD 2 &,

52255 00 M A 8
& JHT 5.

AMED D HE
HEZWT D,

v KR ETOHE R
DT AR DR &R R
A5 ORIk

PEER SRR E S
TeFHRR IR D HE T &
R A = = — D Hax
2179,

NREAT I,

T TulT LER
B O R e 0BT HLME
S E 2T - 5F
AR DAL,

7y LAER
18 25 5% A L AL AR
TAUNEPN It
sfbd 5,

O TOHAE
R Ei Y 5,

AMED % D #jf
FEEEADMT D,

v EKBETOER
DT AR &1 R
A5 DRk

PR R A &
TR RRARH DILFE &
FREE A = 2 —DHEk
(IS T E S BfR
MRS B R A T
ML, BrtEme%
RIET D,

FEREFEOME
RRAGPH OPLK & A
(IS T E SR BfR
FIASE L D R A #
R EREITH & &
HIT, WREFREDR
(R H V) DFA
Wt EOMEREAT
Do

T TurT AER
125 O RO R
N E X T FERE - &
A RH O5R(E

gl 7m s
7 LEPREE R A A
DRI DOFRIEIZHR Y
*HTe,

(Fr4 =) B L7z, £7. PMDA Channel
[ZRW T, ERRME ISR LS BE Xk O
17 T NEFREER BT 2 R S Bl 0 F R
BifE 2 BRgE L7,

(AR RRERR - FRAE RS RT)
FEREEEREEICZE L, [T arvBa—
B A B —T 2— A AT LOFMEE | DI
AR, ARFIZWH I L,

PEIEREERIC OV T MR D = — X% [
Fx.. B 4 SOMRK Sy [EREREY
PR EMERNARRR ) R R N % Y
FR#R ) TR aR FRTREMIAEGR ) [ et
SCESGTHR ARE L (S84 3 A),

ST EEHREOK BERKSE (BIRD
D) IZ2WT, I ER, FBEMELEZER, AFKL
s

FlEfix 2 F — LIKH CEBE2ZITT D
Ll HIT, AR EDELEDT- DD N B
EEIT-o 7,

63




F R TF Iy
TR TE D8
PR R M OV
(LN R e R
&

@ MWHZEHIE
H i 75 A BAAR

7 R A D

7' g T LEPE
FEERIZ L L 7= 4R R
Xy & Hixd 5,

FTAERA B,
FORIEFEYE K N 7
FAELEICE T D
SOERETTS (5
/),

T NTIvIE
(ZXHIE T & D BN

FR#E AR O
%

A ANV 35 T
DRI, & EH
DFRAEYF & OIEH
Rz EDLE LD
2, BEZRUTH
T T FEEE T =
7T NEREL,
IR 78 N BB E 2Y A
RE 7 35 AL (AT A AL
T 5,

<ARGR 2T 1= 3K
AR >

7 GRS

Tay T LERE
PERIT R b L7 AR
X535 DFTEXIZ AT T
& HER BRI &
AR AT,
BT 72 R B 2 BR
BT 5,

FBERA b,
FORIEFEYE K OGO 72
FBHEEFEICET HEA
HLDOEREITS (5
/),

F RN T I vk
(R T & 5 BRAR
FARR « BAARH] DA

,
s

VBT R A
ORIz, &E
DFFEY R L O H
RprtED D E LD
2, BB LTH
FIZANTIAERE 7 =
77 LEMEL, H
JIHy 72 N BBLIE DS W]
RE 70 28 A AT 2 1 2L
T 5,

<RS2l = i
FARIR>

7 R EAEDHE

<E DR >
WENEDVERR & 1T
9 (514,

<FHM DR >
RSB A 2 360

WA ZOUNT, HHIE

EIZHT LN TWVD

7T LEFEERC OV T, FRE RO
=—R%EE 2 BT 9 ODMHRXS [ a
77 LEFKE EERBRGSEE] [
77T LEREIREREERTER) [7'r 7 J A&
FMgR 7 0 b LR BB (e s
T LRGSR AR CEMEARR) (e s
7 LERBERRRHmAR RS IR AR RS [
B 7T LEFERR RSy - BENSERL S M
R 1 7a 7T AEFES (A 2T 5) B
FAMHHFR) [7'r 7T AERES RES AT
L) ZFa haVkER ) (7' a 7T AEFERE (R
H AT L) TR ZRRE L7z (B8 F
3A).

Ta T LAEEEIROFRRERA N, BE
HEER ORE L FEFICET 2EMEIZON
T, 5 EARKESL (OB IHHIRT 7 MRT
NFL, T axzEEx TERAROTIE)
ThY ., 2O, 1% ¥ERMAK L ARCB
WCHEFHFEHTH D,

NoT v 7 ORBRERE 2 oo, EHEE
WS ERHH YR 7 +—F & (IMDRF) 2k
T Reliance D& x 7 « 5{LIZ DV THE A #H
1T 7,

64




Eh & —fgoEH D
mEaEXLZ L,

A ERERYO =
— RIS A DA/
NX— g O BRH]
Fz b 38 o sk
XD b,

i —Eogom k-

AR BE KR
T RSN GL T [ K
NN AR T R
(=] ST Y SE T
2 K D AGR AR &
5 EEET,)
DOHFENHAGRE T
DFF AL IO
T, 80%% A M ET
12 H & #ERT 5
(772 L. HEgEHEMm
2N 12 AL EDOE
BHEHIM A2 2 L7
HDEFRS ),

AR BE KR
T RSN GE T [ K
fn B L E) OGS
N HIKRE TORE
HEHRMIZDOW T,
80% & A MET 7
RA%EERT D (2
L. HEEEMIA 7 D
A LA E & B i ]
a2 LZH0r
<olo

A ERBSO=—
RNEZ DA T —
g rOFEEME
X ;O

JeBR T AR E
il FE S e BR e RS
2 W7 FH 5 3 i E 1
FEICE S HFETH
2T, HHEEITER
Y AW LA TS

fiti & —JEDE D L

BT BRI
R E NN Z WA
= 38 5 D R A e i
B D HFE D 5 AR
TOREBEEYMIZS
WT, 80% % A ME
T 12 A% ERT
5 (lz72L, WiE
2y 12 AL ED
TR M 2 L
b DERS ),

BT TR
s S TS 2k
EE G (@EmE)
DHFENGERET
DOIRFFEAEHMIZ DU
T, 80%% A WMET
TR EBERT D
(7z72L. HFEEM
DT IR EDE R
BEHHEZELES
DEFRS )0

A BEREAGO=—
RZEZ DA S N—
Ta Y ORMFEML
B 0L

SeBRIT FATE
il FEE SIS BRI R4
26T A B 3 AL FE e
FICESHEETH
o>TC, S 7THEEIC
B SN ARSI L K

B FE B 2N A RICHE
i AT D Dy,

< ERE BAFERE >
N AN [ S

(REM Wi H) Of

AT

80% ¥ A VAT 12 H»

A

< ERE BFERE >
AN [ S

(GEE W E) ORER

it

80% % A MET T »»

A

< T BEJFEEE >

S AL
JBE SR SEBRAY (R A 32
T P[22 S o 4 R ol B
[ZHS < dh B OREF
A

RN 7RISR S N RSN o T E K
i (RS S H) OREELM (80% % 1 /v
i) IZ11.7ATHY, BEZERLT,

BT AR ARTR S T AR 2 I H = 3K
i CEH G E) OREFEADIM (80% & A /1H)
6.6 20ATHY, AEZEKLT,

AR T I TR, ZEBRIT - SEERAER
G E I FE IS < AR SN 52 i F 125 3K 5 oD 7K 3R
ARENERAY R Y

65




NS U A %
R A=A
I W AT A
DGR A FEE S
w5l

HE T D HFE D B KR
F TORFAEMIMIC
DWT, 61 H EE
Y HZ L& B
R
SEBR T AR A A
FHFE. R S HRMEAHAR
FIZRE L, HiAARE
I DWW TR
%, F£72. R SHERSHH
ROBIARD S L
80%IZOWT, kI
By E# TH# 0 b iek
DHEEE T%H 30 %)
BRHUNET 5,

v BRIV
TR Na =g
Wi AT L~D%t
Jis D Fe I

ayvR=F B
Wi A7 LD R
IZBWTiE, ER
FATR & LT
Bt 72 1T R BR A 5
TheEITH & LD
(2. BaE 5 REhEE
FOERFEIZ SN T
S P AR T Y 22 V5 B 2
W4 %,

AR T/ SRR
A O e BN &
HLUTT ) 22z
%2 W OFEA -
oI - ) % it
HHEEHIT, B
35 AR E O VERL
W T D,

FERLOHEFEND
AR E TORBA
BIZoWT, 62°H
BEMRTHZ AR
59,
SEBRIT R AR
FR#E. R S HRISFHFE
FIZEHL, HAhae
Bz DWW T RS
%, FT-. R SHHE
FHRRDHIAZD 5 6
80%IZ 2T, Xt
B SH T 40 btk
DREEE TH 30 #)
BRLUNET S,

v BTSRRIV
R R N=F
ZWr L 2T LDt
it D FEFE

ayR=F 2
Wr o A7 BEE DA
IZRBWTIE, EEM,
AT & EEE L
IR 72 AT B A B |
EREITOLELED
(2. B9 % R
FFOIERZEIZDONT
BB AR WY 22 TE B I
W4 %,

BRIV
AE D IEI N & i
H L7577 22Hnc
RO DA - M
RO EN - W%
WHEEHIT, B
% MRS DO VERL
W7 5,

6 7> H

< E7RE EFEIE >

HOA B RIZ DU
THPIG, F£72. RS #k
W& AR 25 0D FSA Ze D 5
5 80% 12DV T % ifi
By S TH%D 0Lk
O£ T% 30 BE5
H LA,

(RS2 F EE SR ST 2 D e BRI R A T
iFERR. RS BEBSFHERZEICBI L, HUIARALEIC
DWW L7z, (A2 EHER MDD %
SEBRIT IR A RRAMARRR O 1, B ihsan X OMAS 2
W EESK ST 200D RS BRI FR A 115 1),
FE 7. RS BEFHRR D HIAZD 5 B 80%IZDU>
T30EBE AN DD Z E#BELE LT
ol TA AT TEEIIRG L 7 D AR e
Noilz,

AL R=F B AT LA EOREICE

WO, EE R A R OVE AT B LoE
LW < BIRERBREZITO & & Hic, KGR
Nimar=F By AT LTSV TR
= D= I TR L,
- RS IR DHEM 70 P = 7 MCBE L [EHK
SRR 72 2 R = BT~ DRE S M
R DR E) (5 748 H 29 A 1B
WAL, AERLT,

ST SR RES O RREE, AT S
(2D EREHER R A & ) L TR L
fi

66




T KWETOHE
72 % T AR &
15 WIS Ok %
X5z &,

T N TFIvs
G TE D
BRFE R K OV A
Rl Z 5 2
&

® wHAEERER
i AR AL IR

7 R RE L
Jb D55 A 1 ] A B2
BF+aLibic,
NERH)TE DR
FEZITHZ L,

= A@BETOER
% T AR L
A5 DAk
FAREFOME
B, ARFEIZE D
TRA Y NMZBT 5
HHRIEEEIT I,

I

y

F R TFI v
XIS T & D B AN
FAFR - FBAIRH OHE

£

WL A AR
DOREPRICIANT . & EH
DEFAY R L OIEH
Rz EDL L LD
2, BEZETTH
T T FERE T =
7T NEREL,
IR 78 N BB E 2 A
RE 7 3 AL AT A& AL
T 5,

< FAEEFRER L
A FELR >

7 HREE L~
DR D ERE &
PR THE O RO E
2

B LT KRR
AT B R E R R
(BN E) OHEE
D HIKGRE TORSE
HHIM 12D W T,
50% & A VAT 9 M
AzEl+ 2 (2

T AWRETOEZR
% T RAEHERR & 1E
{5 DRk

FAMEZOME
RRAZ AT, S BIAR
FIfR% L 0 F RASH
AR Oy s A (1)
%o

F RNUTFIvI%E
IZXf ST & 5 BRak:
FRE - BT O
2

BRI A S
ORIz, &E
DFFAEY R L O H
RprtED D E LD
2, BB LTH
HT[ANT AR T |
77 LEMEL, H
JIHy 72 N BBLIE DS W]
RE 70 28 A AT 2 1 2L
T 5,

<FHAERBEERLE
AEIFR >

7 ARERE L L
DFRAEIAR DR L
R THEDOEE
&

A7 R
BINTHEEERSE
i (BEAE) O
HEENBEARETO
AWM I oW
T, 50% % A WMET
I9MHZEERT D

<FHl OB >
FRAE S L
IOV T, PHIEHE
ZETFohTno %
Tl kAL 708 25 21 FE
ENTNDM,

< ERE BWFEIE >
A R o S

(BfB) ORER

it

50% % A VETI9NH

RS2 W FH 12 35 5 0 B AW D VERR L2 1)
TR ORI W T B EER L W
Lize

NRUT v 7 ORREBE 250, HEEE
WA BHI M8 7 +—7 & (IMDRF) (kW
T Reliance ®& x J5 « M{LIC OV TE A H#H
1107,

BT EEICAR SN B AEERER
(i A) ORFEMR (50%5 1 V) %
89MHATHY, BELEKLT,

67




L. HEEFMIN 9 M
A UL E &g B i 1
M2 LZH0rk
<odo

(7=72 L. HgEHEM
29 A LL Eo&E R}
EiEWMALZE LD
DEFRS )0

BT BRI
BINTHAEERERSE
i (BELE) O
HEENOARETO
AWM IOV
T, 50% % A NMET
12 NHZERT D
(7=72 L. Hg5EHEM
29 A LL Eo&E R}
EiEWIMAZE LD
DEFRLS )0

i e ik e
W EDRERZEOH
HlC & DA DL
PEDOHEARIZBE T 51k
A (CFRE 15 FyEE
%97 5, LT T v
ZAFE] EVnD,)
(ZBEd 2 HRIF A
4 2 HEIZHoW
T, UToLkyizE
AT %,

X | Z |17

5 A | B

]

il |

]

% |60 | 6

1 % | D

| % | A
flE | A
H | v
il

% 160 | 2

2 | % |

| % | A
il | A

< ERE BAFERE >

A I o S
(GEE W E) ORER
it
50%% A VET 12 7>
A

< ERE BFERE >
IV B TR

T o FEATFEAICET

24T BRI

5 1 FE{E

60% ¥ A JLAE T 6 O

A

5 2 Tk ]

60% ¥ A JVAE T 2 )

A

ST AE AR SN AR E R A L
(GBH M E) OMEFEAIRK (50%% 1 /VHE) 1T
11.1HATHY, BEZERK LT,

R TR 2 S OB IC L, T
TR 2 A OEEOHSNC X 2 4EmD
ZRRMEDREMRICEIT 2B (IAZ~T 1)
IZED D H 1R OKR LS 2 MO
AU T 2 FRIEEIR DS 7 FE O FERE
TUTDEBY ThoTz,

91 R OKR (60% % A /UE) D FEREIT
2.4 77 H . ERGERIT 160.0%,
% 2 MO (60% % A M) OFEREIT
1.4 22 A, ERERIT 130.0%,

68




A R A
FIH U 7= B % 5
IS TE D A
EERT DI L,

S KA E
&R (E Ok
XD L,

A HFTRYE 2
A U 7ZPAZE b B S
JRTE D AN DOFERK

WHER S 2 H
FRIFZIE A LEEER
DD FEEE X
60

v FEAEDOE L
fHHIE(E DO5R(b

Vint LA DR e i
FIFE. R S HRBEAH
B L, HIAALA
Iz W TRES T
%o £72. R S HEMEAH
ROHIALD H B
80% 2>\ T, X
ByEM& TR0 6k
DOWeEE T% 30 #)
BRHUNET 5,

%%&Kf@ﬁ
BRFHERICR VT,
REIC ﬁ?éﬁ%l
ORI RIS
SHIBEZR B E 2 AT
Do

A |

A FEHIE AR
H U7z BH3E i B ISkt
I TE B ANM OB

HESSHE S 218
MREJIZIEH LR A
DMFHEDFEE X
%

v FEROEE
R #IE R o5k

SEBRT AR A R A
FHRR. R S HERSAHFR

WZEAL., HIAHLA
iz oW TSRS
%, F£7-. R SHEmE
FERR D HIAZLD 5 H
80%IZ DT, XA
B SH T 0 b ingk
DREEE T4 30 #)
BHUNET 5,

B BB T DR
ERAHRRICEHB W T, #H
AR % b
ORZH I FIZ LS
SHITERBE 21T
Do

< EREEMIEE >

HOA B REIZ DU
Txfhi, F72. RS H&
W& AH #E O HIA F2 D 9
H 80% 1DV T X
By S/ T %2 bRk
O£ T% 30 BE5
H LA,

FAERFRERS OO G R OWE - &
DHEREROFAE - HEE BRYE LT, EEHK
b B A A TR T~ O B N URIE HE & kit i
(ZEME L, S 7 FEEIX 24 BBINLT,

P AR R R A L T O BGE AT IC BT D e
Zogfb U, SF0 7 4RI X — AL RIE AN A A m
DU ARG hL—=1 2% %Z— (BCRET)
DHHEIZ 24035 LTz,

ﬁé[%@%%@ﬁ&@%%&ﬁm
DM EEST 720 ENY
[EBRF=IZ @a32%ﬁ§MLto

BE9
2D 384,

P AR R R T 20 D JE BT R A AT
FH#E. RS BEWSAHR # BIL., HEABEIEICD
WTxHIS Lz (GEBRI A FEMME#E 7 . RS
BEMSAHRRSE 200 1), F£7-. RS HEEHHZEOH
ABD D B 80%IZ DOV T 30 #hi% A LARNIZIN &
HZEEAELLTWEEZA, SRTHEE
45 {44 1 (97.8%) 1T DWW TEER LT,

AT BE L IR EHIFEEE & L
T, Ot b ([ iPS Hlfie Ak 5 A
(2B SRHifERE. @t b (FfE) iPS

R e P R A ISP B2 A L2 BE 9 2 REA R AR B OY
ONES D MR E I WS N BI85
A S 7 1PS HHRE H 3k ool S 5 D FEATHEAZE

69




THTFIT RN
F v —AREITHK L
T, BAFEDEE L2
D ERHOE H B
FAEIER L, A—24
R=VIZBWTHAR
FE L EETCIEWHARE
T2,

<ABAAMEIRAEBSR >

7 HAERED)
H 72K

B FENERAEIZ B
Y5 A IO
T, VE— MHAETF
LaiEHT 57 L,
£ VDAY - R
WD K5 FEDOR
B L& ET 5,

T AT I T RN
F o — I L
T, BAREDZE L
2 B RO H
HRERL L, B—A
R—=IZBWTHAR
PEE BERECIEHRE
T2,

<ABARMEPRAERILR >

7 EAMEREDR)
SR 7 FE i

FEIMEILL
D BRI E L
L. BrEFEERSE D
KRR B A K
E S e W FR A
RS D,

<FHl DAL >

B MERAELZ DU
T, THIEHEICHET S
T B 45 il R 23
XIS FEM ST
AR/AR

BAE LTI AR RS D S K OSIRR A
AGRDOBARNNZDOWT ) ZERL L, i &
T U 72 B 5 BR 2 O 0 2 0 i b % [X]
27,

AAEERSEMSOKEHRFE L RET L7
DR ERFT HE MR E LIz HiRER L
ERNEZE (4142 b, 5 56#) KOS
¥ (342 b, 23/) ~FEha L7,

P AR R S B D SR B T 5 1 )
FAZ DD | PR THREK ORIV T 4 AT
vla v EEN (DO~344) RO (D~
36 4) THElEL7-, 7=, BRI TOA X
Y MCCHBEBR ORIV T A Ay a sk
woh (FE - N KOEN (AR, KBk,
&, JETRO 71 7' 7 L) THEiL7,

HEBGNICREAT o EmBELZRILT O
B, FAERBREREO B IE RS-
T, BHRHEHE B Sl LTz,

[ =Rtk BaiR]

T & O HER 2 E HAIC FEhE 3
% Z TR ORI E A LoD, Fid 2 Ehi
L7z,

HEE T Edm B OMEFRZ RUICAFT
D& LI, FAEMEEE LN, WA
MM - GCP A 2 FWIC = L, 7K
BYERIICEEERITTZ L f{iEL K
T Lk,

[ FERIfR]
AR RS S O RGE R I B L KT
7\ KD FHEAIC R A 2 S L 7=,
FHARZ B L. BEEATU ISR AT
@ GLP & & MR FR S O EEIZ DUV THRET

70




ENA O -
T AT TEICH L
T GLP ./ GCP /
GPSP %23 54
RRAY 22 1 HRIEAE & T2
fid %,

UE— hili&iz
B AN T8O
BEFEZTEHL, 2
SRE 70 AL 2 SEHE 9
B

PR S Ot
FAERTAT A% B A
PEFRA IZ DOV TR,
TR EEZ A,
RN A MERAEIC
EFTDHELEDBIT,
AQUESIE S
EEwET 5,

1 1E 72 1R BRSE D
Fhi s HEES D &
PN ESS RS ]
@ L T GCP/
GLP,/GPSP (27
DIEHETEENZAT O,

Bt LTz,

[3tiE]
UE— F&ZIEH L. 2R R0
TR A FEhE LT,

(= hepk e B LR

TAAHFER ., HEOMNITH Y E Lk a &
v, WERRZHEE LT,

[ —HFEE b g S i EBoam A I
OUVNTIE, BERE I L TV D55 ITITIEA
ZRIFHIAT O 72 & bz -7z,

[ = epk2nBa4R]
FRECBWT, [FIEMEMRA GRIRER - B
IR) DFEARREIE, Kt O], U728 O
FEhi, U E— MREIZBIT 2R E R &L
L7z,

[ A= REfR]

ERFED TR T DHHE S, ERIEFE D
ZINT 5% - HESFIZB W T, EmatEEE
i - GCP FEHFRA, HFEAEEASMRAKR )
GLP FH&EIZHB W THRMAZWEHEFI, EHNA
DIRILDABITE 54T > T2,

B 8 FFED GCP FEHIFHA, GPSP Fih
AL, M ONE G EE R A D ER & BT &
FIHOEFNZ DWW T AT TAHR—LR—ITTH
HEAT> 7,

GLP wHE= (@EE(EE) 2Bk L,
T—=B AT T VT 4 R T DT2DICE R
FIZER D T R & FHIFIZOW T, B 225157

71




A EWNHBBROK
BEORY T NVT —
NV RT =B EA~D
ERIRA S PN PR
z&,

4 ERNERO K
KO 7T —L R
T BB~ DY) T
HFIE

EPBRERIZ BT
5 Fh & FEoMHK
b - AR & S 4E
T 512D DERET & &
i 2,

U7 T —)L R
7 —% (RWD) °Hr
Fe it 2 N 72 BR S
R SR T 5
728 DBREE & i+
2

A EWNIRBROSHE
EOY 7T —L R
T —H L~ DY) 72
X his

EPNTERICE T
5 FEfEFEOME
b+ BRI A (2
< T R R R
EDERZHAEIT
& e bz, BB
L OE DRI HY
Te, £7-. WHE
REITB UV TUEHIG
aiTo,

R AFIE T —
2, VLYVAR)T—
4 % DIFHRVERECR
B4 2 HHERIZ DN T
s L. BERAFFET
—&, VYR T
— & S E O TR
FI3E. o AR
F3E & s e
DEUNIHETTE S
& O AR K Ot
mBE THE. BE
Ex2{To, Flo. U
VA NVREEEL
DERAZWEZAT D
&L biz, EEMEHE
RICBET 28R Lo
ARRE DR Y HH

cr

o

BHEFUAm LT,

FAREBRERGICOVWTY, BEARER
(CEEEZHRTE 2 L) BEAESEMA
MRz BE L7,

[FERIfR]

BT o v 27 DG AHEERZEITIWT,
TR BRI i [ SRS B 8 ) 2 R A SRR MR
ROBEEZIT -, HoNBFRITONTIL,
EERMHELBOFRECTHT-Z LD FAEE
FERIZONWT S, BEAETEHEIC GCPE S
FEDYIEDRRF Z2 fH L7,

[ =Rtk BaiR]

VYRR TF—HDOFIEREEZEZTWD
{3 & fFER A I L B S I 7205
SO E1T ST,

ERERERR L A N UTERMRICB VT, U
VA MUTERIR SRR LIS, LY AN
RETZEBARBT 2L L bIC, BIE% T-
72

U7 NI =) RF—& Z{EH L7z SaMD
BIFEICER D v AR T K% A [EIBHE LTz,

[ A RE1R]

LU MY ROT —F N—Z2DEHEMIC
BT 2 HRCELEGBEDOY T VT — N T
— X ERREREECHONTEAROFND —
AL TEHANAZIMD L, BAFEEND
D QA FHEME DIERIT IS LTz,

FR 038 A M 2 D h =4k Je OVSEFHFI
BAfRE OBFEHEDT=D, VU TNV T — )L KT —
HIEFEEFEEICSML TRV GT~D X
ELT U TNAY =)L RT—FDOEEMEICEET

72




© SEEERAR

7 QMS (FET7) FE
A2 TS
5Tk,

< SWEE PRBEAR >

7 QM S FEHiFEA
DFEHE

QM S FEHIFH A
IR DIEFEZ K |
O HIZY 725
TOfEEORE,
ek BT
WCHEBEZHT -
FE i O R A
AEA®E (BIE
Tite,) . EBOEHEE
EREHICHEBE L.
RITEIR 7E 3 K OV
TEAT~ DA %
KV RESHE, Mg
23T 2 s
mEEEOEOM
\ZET D,

..\

< W ELBER >

7 QM S FEHFHA
DFEH

RER TR K
OISR~ D S HIEH
HEJLFRL, QMS
A ERCHIEE D E
B - AR AHE
T D70, BEE
R OB E R
EHIE IR @E LA
MZiERT 5,

QMSFH&EDH
D B 572D
QMS%EE:ﬂ
L. EBKHEIZAA
o T B 72 Sk A
BT 57O DOHHED
F, AEAFLO
mEo-Ho kv HE
B b —=27
ZEMET D,

= i e 0 s
HRFEAFITER D QM
SFTHEICHOWNT, #
FEEYMI L K
ES=TAIRN G R 1%
T D7D, FATM
L DEEER D L &
BT, WY HERE
PR SE L, dBad
ORI 72 A AT

<FHl OB >

o BB BRI D
T, HHIEEICET S
AU TN D 45 il IR 3
HREIZFEBEI N TH
VAYIRN

% S B & [RE
(HIAZA BB %L

REEHRICH O L. L2 N UIREES

AL, HRFEEGER LI

20 F&BE) .
JEEFBEDY T AT — L KT — X &R

=

DIRE R OE RAH & i L7,

E%% =)a) /\"\‘

2} St

HEONMEEHRDOE

@%%%%ﬁL&&mﬁﬁﬁﬂélz%ﬁ%

LiEs

QMS & EBIZx L., HMHEE

it L7,

AGRIZBEE L 72 QMS

(1) %=

FEIZHOWNTIT, &

AHERMY L dE L AR R RIT S 72

W9,

A 2 RN ORI T T2,

73




A H[EIfEH E R
B D 3 1S S

(ZxkF L CRORE L %t
ST 52 &,

QM S A DL
W72 FREDT= 0,
MD S A PR HG
EHEHET D,

A Hi[alflE  E R
ZR O FHRLE L H A~
HHE 72 % s

i 3 B R4 )
g tkRR (LT T
ESUDJ &WH,)
IR 2 dm BHIZDW
T, HiE S UD
flifAER (QM S A
PERERR) oA A % 3

Vo FTEMBEILT
T, 7ulJ LER
B, AT, &7
DA S ST -
SR 2 15 L 72
BTz 22 IR BRIkt
T HHE TR OH
BT OHEEEIZ AT
TeBHHA%14T 96

RUEFH XL
BEBICERYET
% BATERT 2 D HRAYIT
HhH 9 2 FHlFIE D
HEICED, A&
BROFNERZ LD
D, FEHIFHA 2 D)
(ZEHT D,

QM S FHEDZ)
7RI B &
LT, MDSAPH|
M HGEOHEE D T2
D, FBE RIS
F & & W L7 73
5. ERNORERE
FE R ORIEZEEF T
X5 E R H O
=% BT H
L. QMS#H#Eic>
WCEMER S,

A BA[R|fE A R
FROBERLE S H~D
IRt 72558 s

S B[k
Epsss (LT [
WESUD] &0
2,) D EiZLieH
A LT, QM
SHRAEB N HRIES
U D#HiifHER (QM

MG I MWEEHICEE R ET 5
JE D @ W BGE T 2 2D S AT T S AR TRk
ZUGE L HEB~OFEHFHEOE Y Y T A
Tz TV, AEREROANER Z M > 72,

R T (48], #EFRZEEE (2[E),
TATITFEE (1E) OFESFITBWTHE
{# L. MDSAP FI|H] OHEEIZ 1T QM S F# IS
DUWTCEH LT,

R PIEE % 50 U 7o [P B [m]
FH B Hebas O BOEFTICAR D A FIE 215 L
T, QMS Fi# % i L7z,

i B L[ e R i eR O KR G & T
ELTWAEIEDD O/ FHERF I 3
JIST DT, SRFHRR A 2 5N LT,

74




U EEERR A
AMESEIEICL
7o 2 Ak R O 8 52
D5 &,

T RERERGERE RS
2B DRBAE¥EDS
DE DM EEX 5
N

v ERESTES
W ET R LKL
XD FEFE

W‘%

%Aﬁ%hﬁﬁ
b ER R D
BEFR A AT
AT A Lo
L. YABRESLQM
SHHE % FERT 5 Z
LlZk, REdZR
ROEE R - EE A

WCERT 2 REED
FEAE - JER A ARIRIC
Bilkd %,

W>@

- }(ﬁﬂb NJ‘-E*&F%
j;Q FILA NJ‘-E%
DAk

] PR R i AR
SN ESIE DN A
HZ AL, K
L | wp=gEs] S AN
T BENS R E
fido5EEbIT, H
NAEEDBASE LTZIE
Petan 5 OG5

S G M) %
K. QM S
Z i@ UGl s
BHEOGWEER A
HETEL L), &K
E LT BB GRS
MRLFEFE, HERS
DT ZH D,

v ERESRANES
LT LR
KD FEFE

>

iéﬁ%h%ﬁ
LTz ERMEER O
BE%E iﬁ’i’k@]
A L. EA T
RBAFRHET & E i
HHE L OO A2 15
TN ABAEL QM S
A A ET D & &
HI1Z, QM S FEHlF
ETHONIEHRE
TR RS I
HAT&E5L5. #HH
DE R a==Y g
YE LD —EED
Do

T BREGSRERERIC
% IJLA HE%%%O)E
L=

[ B Skt RIEA
BT L TESIRYIC
Fh 3 5 S ARA
TR BE O AL
B 2% T1T 9
QMS A EEE/\

VR E x
B\M£%%®%

ﬁ?

TR 2 Rt 2 TR0 ) 5 ERERR 2
XPRER LTS U CIEA T8 R 3K 4t
RAR S ONBERRLFE 5 - RO SR AR & B I
B E2ATV, B PRGN & 2 sk e 3

TSGR IZ OV TIEL, QMS FAA D FEHI X
FEEROHEEIT O BRICEE LT,

[ N B SRR RERE R I % L CEF 10 B SEA
A A FREREEE OB 28 FEHLTIT 5 QMS
WA MEHE G 8 Bl & % 2 320 L | 58
AERERE DB EE ROF A - HAEDEIZ OV THL
PR ZAT > 72,

75




AND AR — X7 R

(M IR ES I B3 i

G I I N
MDSAP Gi#s R o
I B o ATRENE &
BRI 2,

%7& D
DUV TEHURITR

[ PN B Gk R
R FicFEs5
% PRAERESE D1
RHEDOH Y Hizo
WTHRRT 2,

MDSAP o
EIWZBS- L, L
TN DALY J&)
& O ClEHRR %
79,

MDSAP 8:F %
ST TSN O FE=F
PR AE % PSS 1T D
QMS FHE~DLE
BEEEZITV, BHO
[EBRAY 22 A A
SWTHEL, 556
T R A E N R ek
AR QMS 7
BEDEDOM EIZFS

PREHE OB EIZF 5T 2 1F Mg At %
DHY HFITHOWTIRE L, BHRaSIEERE &
PMDA (2 X 5 AMHEZ 2 8], HERiBIEKE
EDOEW L 2 Al PERES, BRGERERKEE &
O PMDA D84 2 B9 L 7=,

7 VT Hlk©o MDSAP {E ALK E B K
E LT, N7 aE—a ViGE % FEhE,
1 ) ASEAN-Japan Medical Devices
Regulatory Seminar 2025 (A1 > KR 7)
IZT.MDSAP © 7 1 & —3 3 o %4 - Fhfi,
~ L —37 ® MDSAP &% 328,
2)MDSAP V—2 v a v 7 (AL REXTT)
ZKEE & HICEM, T VT HE OB Y S
60 4 1F EDOBMET-,
3 )MDSAP OJ#EE 1248 5 RAC =F&IZ BV T,
2026 F£D MDSAP 7 +—7 LD A K EROE
B 215, MDSAP ~OBMART H D &4
<\ T VT HUEIE O TAE ) A S S,

BRI DR % Him T 5 SME &ilcikn
T, A EOMBE UM 7B, A
K ONHFHEREZEOIERICEAT IV —27 &
2 v I ~DOS, MDSAP BB 259~ 5 5
fili + ALEOFRERICEHT 2w E2ITo 7,

FROBREICE Y, 7w — 7 7 BEfR
HEE L7,

DI Y J&y & % L. MDSAP FRGEES
xR A TFER LT,

MDSAP FBFEHEEIIT 59 2 74l - &224 5

i U7-BR REA & 7o IR DR G&R L

ZEMIE L. ENBRERGEFEHR O QMS i

DE DM EIZFHEET OO FREHRF LT,

76




%+ GCTP (1% 8)
FEHFH AL D FEIE MK
OV e 15 8 0 L e
AR 2 A &
Fhi 52 &,

(I 7) EREH S &
[OXE ARG IE S
in D BUE AR FE KA
FIZB T o WEE
PR OV B B B D
& % ( Quality
Management
System D),
(IE 8) BAEERE
it oD B B M
N LoD S TE
( Good Gene,
Cellular, and
Tissue-based
Products
Manufacturing

Practice D),

[FEMfICE T B4R
1]

1 /I EIiTH
FHPDLARETO
FAMM OB EE
RO &YX
ET Do

2 HFE¥EBOH
O I L T,
LLF o BUfH & 4T
Do

(1) ZJeBRAYE R
e - 2 H
PRI - AR

4 GCTPEHMH
A O FE I O 55
BN THER KT 2
AL 0 FE it

AR
DRMEE S E 2. F
AHEL & Ol
F0 | BUEEH - WE
FHICEELXET D
FREE, @BEOPFHARE
. ERRERE S AR
B EE LoD,
RIYEFT ~ 0D F2 i 4
EE D HFESED,

e S e 0 T4
OEPEZEEE 2, Ml
e K 2 00 T Ji % 5k
I 2 A R i o AL YE
A PR AL & HOTE
(2R D,

< F DAt >

7 EBEOA T4
bSO HEE

ARG, MHR
Je OV HHBAFR S5 O

LD REH
RS

F EELSE G
CT P EHFHEDT
F2 Fe OS5 2800 T
MEER % 5 A D
ES

= 5

P AR R B
OREB I LY
BHICHEEEZET D
FREE, IBEORARE
A ERREEEE AR
AR EET DL L
Hio, ABEROH
L% LoD, i
N E R A A
T2,

GCTP®DEH
B LT, EESE
L, PIC/SEX
T — DB IRIEFIC
XVWGCTPHER
DERKEH S,

BAEERED L
M DOMEREFIZRE S
LiEE (CEE 25 4
EAE 85 B) ok
3 < kR I T
AR 5 HAEE &
PRHES DY Ok
ZM 5,

< F D>

7 ¥EBEOFTA
A O HEE

HEEE T
AT U Am L%

AT 7KL GCTP EHEEAE L LT,
S (st 31k, ENSME) FEhELiz,

+ PIC/S Seminar 2025 () ICHEER 3 4%
URIE L. IR 24 R D HcarEh m OfE U EE % %8
CTGCTP HEELL TCOBRKAZX 7=,

- BTHESA OFEAEERLZERRIEDBRIEIZ
LDXR G DOYLRABE F 2 | e & MR N T4 55
iRk OFEZBIA LT, F7=, KrE i T4y
D RERIFE O FEHRFOTAAIC Y 720 | Y i
OREEINZ AT BE OEFEICIF
NEEEDAERCR I AR T 52T, AEED
Hom kEX-oT,

BFAFEEFETICHBE LA T 14 1T
X A B FEEFESE DRI OWT, B X% X FiHA

77




HERILIEE M E I
BA9 2 MR, B
PRoR 5 S A & K
I (FE9) 12k
L PHFEHIFHR . RS
B I AH B8 5 0D HHIA
HITxRF LT, 2
WX s 35 2 &
(0 4 4 P 525K
EXLeSy T

(2) RS HRESFEFE
DHIAZD H B
80% =SV T, %f
B EH®THEND
30 #¥ HLANIZE
BROMEEZIT S Z
&

(E9) HETHD
IR ITEFENZ
LVVRBZ k5 &
D HHTH 7 R
PesR % CHRRHEE
(BRI BRIR T —
DU 73 A 732
HDIZDONT, H
FHATICAR BN DR
HITZERIRT — &
TIEHALNZR D
RN Y AT D%t
i E BEEICAT O 2
xR E LT,
YL ER R
N AT Sl
B,

[BEORER D
KHEDH 2 7]

1 pHIELOH
FENDEARBETO
FHEMMIZONT

FHOE T - A
74 b w #HeiET
60

A B ILHEBLR R
B DY) 72 F2 i

RREHLE . KGR
U KETART
A FEDJREIERIC
BT EER 225 E
AV R ORI
b, Bomm EFEIZF
535,

B 1 oD [E] B
RN % B 1) L HEIE
5, 1SS0/
I E CEDiEENICHE
WA SHET 5 & &
BT, HAFDER
e & FEARI) I HE 5
L. ENBFDER
HEER D 7 — 3L
Bl oRFH & & d

BRI E XD 7
W, HHEHEE, AHR
e OV HH BAERZE D
EHOETF - A
TA ML EHEET
Do
PN GV didi e
LB FEEF O
[ZOWTIE, Bl &
SRIAREEZ XS &
EBHIT, SHITEA
B 23T O AR
HED EE TR O
ZDOEFLOBFHT
DT, EHEEL T
ka2 tED 5,

A IR ALEBFRE
B DY) 72 Iz

JEAE G878 52
i3 2 E RS DR
AIEHLTE, KERILTE,
TENTA NTA %
DR E K OBIEIZ )
N¥25, arso s
R & & O T,
IR DR A DR
A > M IR
BREH - NKRT D,

H AT I3 A A
DEXFTE KWL
ISO/TEC%®D
[E BRI DR E &
RS A ICHE D D T2
O, JBAETEE D FE
9™ 2 BRI
a5 [E AR R ASHE
R LI IT
HEEbiz, BN

e

GHEESFICBWTEM L, ERICKLTA
VIA CREOFIHEHEE LT,

F T A R DHTEAFEFEORMIZ D
W, Bl & FIAMEEEZR S & & bic, &
IR BE 3T 5 AR O BT <0
AREDOBTIZOW T, B L THLERBRR
DT,

ERESRAREEEFREZRTEZES T 2
EIBAMEE L. 16 {FOFRREFEAEDLIEIZ DV TR
FEATV, BAGEEICHmE LT,

Ial T LEFRSBROFRERA Vb, R
HEER ORE L FEFICET HEMEIZON
T, 5 EARKESL (OB IHHEIRT 7 MRT
NFL, NTarzEEx TERAROTE)
ThY ., 2O, 1% E3ERMAK L ARCB
WCHEFFEHTH D,

[ AR B BT 2 EBRE B i k)
IZDOWT, BLFO®@Y s Lz,
1. ISONEC EEREHEE~ DM 22 S H
] B AZE 4 2 B () L HEE 9 2 BRI (A%
LR, YA N—EF 2T 1, VRS
<R Y A MEE) Buiic, ISONEC Ok #
HZEBST 299 Bl (ERE=H 38 B, ENZER
£ 123108, 7L H 138 [E) BE L, HAD
BRBKMREND LI OFELIL, £DOH, 6
Bk GREEEYESREIH JIS OxbiGEREHE

78




L AT A AR
[ H D e S A i
FERABEEZHET
%, BEEKHEIZS
WU, R
L UL 0D 5 2 1 R
EREFT D720,
AT B A &
[ 4 D K Y % 3%
T2,

2 FHEBOR
HAL K OVE Om k
X D=0, FHER
EHITONT Y,
AT B AR
DFEBEZRE 2
RIEEZRET D,
HAEEKHEIZ DN T
. EREAR
BFs77 /0y
— DFEINET
LT, R EAE
T 4 [ D 7k HE % #E
FFLirsZ en
BEETHDLZ En
SIRGIIRSEE i NER 8 1]
M & Ak D K%
RET Do

W, BREFEO L X
27 M) =P Az
A R T
60

D BEENASE & D%
SR 7L L AR D%
fifi - AL A HEET D,
£7-. ISO/1E
CHZITHLIAAR
DFBFEFEAEEDE 2
FIZOWT, FFITA
S E ANGEE%DRE
SME D K - TEFE
EHEET 5,

A AR D Hipk S v
DEZFiEMEE %,
KIEE OESNE & E
# L., HfBryc
H+51SO/1E
C % 0 E BN 2 H
T 5,

FEEEOEID
T2ODT —H_N— R
DFE. 1S h
7o BHEE D FER DA
HE R OB R AR —
LR—TE W2 E
AN 7= B

22 ETe) ITIRITICE ST,

2. ENEBEFIKRSE & O

MEERS R RSB 2B, 5§
R & oEEETR b A M o 7,

JE B T3 EIC I 54 % o [F B v 15
Mot (PRMERR D E) 280 AM B et 3
(BRIDGE #3¥) | 4R E & LT, 4%
DEFIEAEZ ) RE AMBEROTZ DD X
AR — N E LA % Bl U | [EIBE IS ik
RO 28— | & I@RE O 4 | SRR IR
HROMR,, F— L EAL L ToOEHERLZ X

7,

SRS R & O EBMRDOREEE - i
Gl
1. ASEAN EFRfE#HZ A= (AMDC) (Z&
L. [EEEERRAR —A—T) OXFER
B S VTV D IERDOABIT | £ R 2 e
HA B ZADRFE, ISONEC O Fiz 2 HHKIT
BT DIEHROABREZHRIAT D & &bz, BAR
ATV, R &K > 72, AMDC 7° 2026
FELED 5 FOIEBNFHEAERICEF L. £ D
EHZi > T AMDC & PMDA O/ 6 5] &
feEimd o2 L Lot
2 . ASEAN-Japan Medical Devices
Regulatory Symposium 2025 M 8 PMDA-
ATC Medical Devices Webinar 2025 for
AMDC (2T, KFOERBEIHGIT 5 E
B OIERZRENT 5 & &b ICEBREED
BRI OHEEIZ ) LTz,
3. IMDRF AI WG &' IMDRF SaMD WG
(ZEIN UYL S R & B AR LTz,

FOGIE KRR I J OV 44 FROD il iE B OY
BIEIZ G T, [EESEREMER — L —
V] OEFEER R AT (F—AX—VH
BriEgix, BAGE 39 8], ZERE 32 [\]),

79




(3) L¥=7 b

J—Hg A= AD
HeEIZ XD EBKD

E o

v S SR &
O, BLHFEA A~
DY) 725G

A 2 8 0D f
RHFEEATH 2 &I
£ 0. SELHIE R
& D 2R
24

= BATE G OTE H

(36 V5 S35 2 18
L. B, K52
W FH 5 3 o e OV AR
[ i S L oD AL
fRME L B g
Do

(3) RSOHEMHE
W LD EBOE DI
E

BaHES 5,

A s kTG R
D, BIHIFHF~
D Y 72 7T

A AL B O 1
ZHEZB LT, 1
SRS R & O
DiEfb ke d 5.

T B ESOTE A

B 75 S C S
T 5 R S BRI AR
[ZDOWTRBRE~D
Az & &b
(2. HOAER & o
2 X0 | EREER.
PRI 2 W7 F 12 35 5
OVFAE R SRS O
FEA Iz @I
X 2o

BVE ST LB
DEVATLZED
*FfBI S % [T E
i 5.

(3) R SOH#k
WX BEHEDE DM
E

<G DR >

N WAL Aide
[ANGNILF /i T Rt = Th
B AL T B 45 Fl BURH
MWERIZFERINT

[FARE1R]

GLP (ZB37 % EERH 2B a2 W B RS
Ban L, PMDA OFEIZHIY Anbid &
9. OECD ~JkB DJRiE & IGBNE S OHLH %
ke L 7=,

GLP EZEEROMAEFR AT, BBIC
B HEHES GLP fANE % el Lz,

A AROAIZE S M B2 72 PMDA O BGHR
REHAEERSFOBMICONVTHRETD L &
H1Z, RS EBAHFR O A% X572, BIFRE
REEEL T RY Yy A& L (57
12 A, KB, F72, ERERSEOEMAL
REEICET D7, RS RAFIRK 14 144, RS #&
WEAHER (FRTHRR) 65 {4 FEfi L7z,

EE R R . RSN T SR L M OV AR R
EZRSOTLVESE VAT LAOMBIZ 1S
V. FEIBIZER LT,

80




O A58

T AR R E
TERGREAERE 72 &
SRS & o N F
R EATEM L,
Bl R B 355 555 0D R
PR LT NM %
BRTHZ L,

4 VXTIV
—H A T AER
~DORA5%ELZE L
T 4 AHva
Y&V —FKT&2
ANFEBFRT 5 Z
&

VRN % WAL {4

O IS EEE W E i
FERERE 72 & D AR
B & DO NFERE A
15 H U 7o B R B35 5%
DR B L7 A
M OB

O FE I i
B DANERIERT & D
UNZ RN =N RS N
SMFHEEIZ L0 |
B PR B3 % D AR 2
FROWEDORFEE
M5,

@ v¥=27hU—
YA T REFA~D
G428 LT«
AHya ikl —
RTE D AMDOERK

L¥aT MY —
YA T ZEBITHE
T HWHESLE NN T
DEET LR, =
AT CORERL, SN
HHZ L DT 4 AT
v ¥ VEDTREER

7 Mok

@O  EIFEEEE
FERERE 7 & DAL ER
B & D NFR WS %
T U7 B R BG4
ORI % B LT A
M OERL

B EE i D
R e A Y RN G =N
R 72 BURE OD S fia | 2
A F 72 B Et & o
Zap

‘5 L T 2
BA%E DA & D
NS =SSN
SNTBHESIZ LD |
B PR B 55 D MR %
TR RT
HE bz, TOR
SED—BOFREDT-
D DR % % F2I i
HD,

@ vX=7hU—
P = REH~D
ME%Z2@UT ¢
AHvra il —
RT&E D AMDERK

L¥=27 k) —
P REBICHE
T HHHESLE NS T
DORET 5%, &
HE C O, SN
BHAFE DT 4 AT
v ¥ a VEORIRT

[AYSYAN

LIRS T E R SR R C & 2 [E S fatk
EEF TR K O AL K% & o T BRK 72
UL B 2 BET 2 o | 1 E O A 12D
WTHEE LT,

oL 15 B LS 1 E KRS AR B & D ARSI &
LT, PMDA 7bH 54 ZJkiE L., @EHEHEI M
5294 &I AT,

EIFE BE S 1 E R RS RS T OBHME & LT
SEAIE B OVRBRAE B C O RBIBHEIZ 4 4 |
IRB F.2, BRI REZE S - MR AL S
SR, TRREHEGRFIC 184, 77
—~ 3k kY7 REBOHHEIZ 9 44 DA A
SN UTe, £z, fEHEEEHERBIEEco
HRBLIG O R (6 1F) %% L7,

WO KRF L PMDA & Of¢. PMDA F¥%
BoHiiHEZ B E L7 MoU ICBIL T, &
1 8 AR JE DFEFEIZ AT TRt 2D 7=,

VX aZ M) —H A= AEDT 1 A
B v va Dz, PMDA BENFEE - i
RFEITIBUNT 434 H(EN 292 74 EBR 142 1)
DOBEIEE), KPR 5 803 HE(EN 779
. EBE 24 R OFERIEEN & i L7z,

81




@ BEHTEF
LV ADIE - Sl

7 MR~ T
+ — MM X
%, MfkE LTo
WEFEEATHE 1 D 78
kx5 &,

BEZom EIZE T
LS DRI E N
60

1 BT ET
ADFHE - L

O WE~DOTT
— MMz X 5, #
fik & L C ORI T
(EVALRL: |
VX277 MY —
A T AWFFEERI
A& 3 2§ B oA g
BLEER ~D T 7
—FEE<RET D
L bz, WHEEIT
(LB R BB i &
T2,

BEZomn LicET
LR TR T D &
EHiZ, VX =T b
J—H f =2 RO,
RE—@E#L T,
A4 DEBEIZHKITD
AR Z [FE - BT
5L THED
Dt tED 5,

WSR3 D
REEIZ AT T, BFSE
FEhi~D3H, HIE
72 M AR BE 5 2 il
W TR &
Db,

4 BT ET
ADFE -

O WFE~DTT
— hMEEINIC LB,
k& L COMIEE T
Re 1 DE(k

L¥=27 hJ—
A = ZRFFEERIC
A9 5§ B DOHF5E
BEEEH ~D T 7
— hMEmEL<RET D
&L BIT, WFEET
(BRI ST DT
R & EDEPITEE,
WFFEER P LS DA
& DEHESE, WF5E
B B D B A & D
Do

WHFERER & LT

<P D AR A >
Bz er oA
DFEFEEIZHONTC,
HEtEIC S LT
[ARGEEE VG i e
WZHEHE S LTV D0,

iEaE b e et AT I =B S i)
DS, PG ARBRGE /e & OBE | AFFERE
A TV A - OFH LR ERROUET S
1T 7,

PMDA WIZHREINTND 7 7 A VET
— & ORI DD SRS EE OME & ATRE & T2
TUE =TT AR —F AT LNEEAL
ZE B 3 D 2hHy e FEhE A e L7z,

L¥aZ b —H A IR
TOMEDT 7 r— MWL T 5 & & biT,
— TE D WHEAIFFEE DM lr 72 EWTIEER BE D B A
Zh| e & i U, SCHEFE OB 2R E o
X5 & 72 DWFFRRERE DR E %Mt L 72,

SCHE BB PR ~DORFEZITV,
X277 b —H A ZBFZEEE LT, 2140
WFGET —~ RER Sz,

L¥ a2 b —H A AT D EE
D RERME ) 70 FERE D 72 6 | PRI AN 72 5 % 1R
192 RS Mk s a2 4RI L, 5% D RS
TEENITAR )b 78 2 e U P FEBR B O H il
X o7,

JELAE G5 AT B e R A 2 E B A B &R

82




A A KON
oA RO
MFTFRE L LT
KL, EPREMTRY
(TR T & B IR
WL DT L,

@ HF&E - HEEO
ARz R L. FM
BEWrA ISR T & 2
AT DL

L¥a27 hJ—
YA A H—
BT DI
OHFEZE R TOM
fw DAEHE D 5 W EES
FHAR BT Y 72 it D it
WER O &%
WUT, KVEHER
IZRRFT T & DRl 2
WL 5,

LEMITEB TE 5
HAg L LT, SCERR
PRI B S
(ST 7oA FRER S
FRARR AR 2 D3 fi
DD,

@ A& - tHHK LD
AREZ R L. H#
BAWTHYICRRRI CT&E 5
AT DR

L¥27 hY—
YA AU H—
(BT D IE B &
OB%ZE R TOH
i DARHE D 2 U MTED
PRI R 22 i D e
WEHOMLR EE
WLT, XVEHER
IZIRATC & DRI %
WL B 7=, B
FE 5 D v 728
EHED B,

LB R AR e B BN A 2R, 14 AFSEEEIC T
B 15 478, AMED Zitifse g icid, 7 F2e8E
WCHRE 10 4 3B 5- L7z,

AT R YIE I W B 7 7 — DR
DB BT D EFEIC OV T, Feimfl#
Wi~ DTN AR DRI BT 2 Mg %
B L, W EAIY £ &0, BEASEEEER
EIRGLFEEEHRFHEES S L TRE ST
(B84 1H 15 H), £/, #aL LT, &
SCRMAHESE Front Pharmacol (2 #8# S v/ (45
Mm7412 A),

New Approach Methodologies (NAMs)
DOIERZHOWT, PMDA £ Ry 7 ATH
RAAMEE & F 2 E IR EFE S T~ DO H
727 7' AT T—NAMs OB RIZ2WT
FERH—] (BFTHEL0H) ZBfELT,

PMDA ¥%I2B 175 AL TEHOH Y X0
BREIZOWT, BB ICER T2 & & b
I MBI U THBAT — 7 R F— L b B
RAEWAEITHOZEHBRNE LT, TAL *HE
WG ZH-ICiE Lz (B 74 12 AnD
TEENBALR) o

INRAEEGL T —% 2 7 T A—TITB 0
T, TRLHF OB - FHER GHe ) iToun
TN ESES OB IR BE 9 2 FedA
BORE - BHEZIToT,

OTRR AN Z x5 & LIz ERE G O BRFEWIM AT
5 /N HEFE S ORISR O R EIZ DN T D
—HHEIZSWT (FF84 2 A 27 AfTES
KT 0227 %5 8 &)

@A Z x5 & Ul 3G OB MM AT

83




o /N EE S OB FEEE OREIZ OV TO
BRESEE (Q&A) DHIEIZHSWT (Ffn8
42 A 27 BAFERER)

A NR=F UBEE T —F T T N—T
IZBNWT, A =F BRI O IR D
BatatEs, [ERMMERa s =F @2
WS ~ DR Y MEIAR 2 AR 5 E ) (A7
8 A 29 B, MMNIATBUE N E KM ERAESR
AHEE) ZAERK - AR LT

PMDA X IHEE CGER. T HT
ITE) OB LY | REETRY S B I BE
LYURVT L BERAHES L LT, EICTTRE
ZETeRt 6 A B L. FEFE B CTOMBEERR
RED LA  fRR R DORREFEIZ OV TOER
A B R AT o 72,

@ Mo CHERRBAFS 234617 L 7 3K D [FEFR 4G
FVEBRBAAARAT O B AN TOE 1 FH7RER O i
(ZBAT 2 EARNE 2 FIZONWT BT 52
VURTY UL (BFTH8A)

@PMDA /NERERML T AR T A (BT
8 A)
@RIEMIFHRB<IBD>F v hU—7 L DER
s (BRTHE9A)

REEE 7 — & 215 LT2fETICEA L T
4F0 74 12 HIZ PMDA R— A — U (ZELH]
Web ~— % A8 LIMIB~ DI HIEIE % B bs
L s

REEE 7 — & 205 H L7 O iR %
UTFTOSETAKR LT,

OPMDA /NEHERML R T A (FF7
8 A, MEARE)

@ H ARBRRIEIR iR (BN 74 12 A |
RA B —FER)

@I EbDRANRIFIERTE S R T L (FH
841 H. HEAKR)

84




@ FEE O

V¥ 2T R —H
A 2 AWFGED L
& BRI, W
s L UCRE
THIE,

[FFic 31T 2 %8
1]

AR & D LA HR
RMWHEE D AH )
DIRAITE T 5
ZOFFEZKY |
V¥ 27 b —
A T ZADHERED
A 72 Br B2 2 A K
OMAT 2 #ENL T2
z&,

[BEORER D
KHEDFE 2 J57]
AHT) B VR 71
TVETF AL R
F b E 5 2
et NN 5
ROE O AL K
[OF = AREIE S (dia
M%7, HEEE
RET Do

(4) EERfboHE
i

O HEEHY—F
— 3w T DIYE

v EEHOEL

RS W5t D ¥H %
WU TR LT
. JEEREmLFE L L
THRE
L¥aT b —
P A = AR
EBORNR T, HEE
Ao, R EE CHE
FRINIZAFRTE D &
IR ARNT D L
EblT, AN EDE
AT b FRARAY
3T 5,

(4)
i

E b D HE

O EEKY —H—
ARY i

v EEHOEL

RS #HESE DX %
L THELNT AR
Zo, SRR L L
TR

L¥a27 hJ—
YA T ARG RS
EBORRR T, K
Fm S, A E . RS A
JER 5 CRMBAIZA
KITHLEHIT,
BEhoE 57551k
D72 8 DBRETE A |
SR~ DI IRFEAE T7
EFICET 26 %
DD,

(4)
i

FEEEoHE

O EBEHY—F—
Ty FORYE

<G DR >

L S EpAlRL: Y Aiae
WL IR R
B AL TV D 25l U
MERIZFEmBINT
WD D,

<P O AR A >

EREA Y — & —
v T ORFEIZDONT,
A E IS8T S
T D A& FE B 2Y
FIZEEINTWD
IR

PMDA BB Z v E TloAFE L7z HARGE
B OV RE AN Rm SC DR R S Al e 70 b8 B U AR o
U ZE AL, PMDA I&EB OFIH % Bi4h L7,
Fo. A~ OABRNIT I EEEE T LT,

MENEZCEEFEES)E LT, AARES
Tiram 3L 89 . EEFINGM L 47 A AR LT,

PMDA FkE 2B G- L 7= 5 dE=Eoliam S B
LT R— b= THA LY — IR E B
T 5 &L BT, PMDA BAER L o725
DNWTIE WA Z D2 03 < fifin L=l ©
DIFHRFAE % 3 15 HE L7z,

PMDA N EET 27 M R U L
TPMDA RS #M7E=] %z 2 BB L, &ENIC
g DT —~ ([TRS OS5 5 RWD,/RWE
DOFFERIZHONTE Z 5], TR IZRIT 5
M&S DO R[FEMEIZ DV T, RS OENLE %
21) Y B, F1E1 860 4. 569 4D
SINEERD 8> > 72,

LX2T ) —H A = ABEOEE) % |
AN DN T ERXDZEEZHME L
- IRSTEEHEE] £ HERTERLAR L
72

85




7 EBER R Y —
F—y T a R
THI L,

A [E R T LA
FEHED AR OHL
] G R0 T B 0D A A
H7eHEEZ X5 2
&

7 ZEMRE - &
i D BRI Y 7275 S
KO EBER R Y — &
— ¥y T OES

ZE MW - =
FHICBWTHANGE
wEV—K¥nrz L
T, B ERAD - E B
HZEBRT DL L%
WCEBRRREE T .
V== Tk
OHZ EEBET,

A EBRE 7
HEDIERR - BLHIFHA
TEB) ORI

5[ A b S
T, BARFEOEE
F) 7 JELRS L E 0D VR AR
DIE, MEFE
THRMICTH BHAN
FEMAIZ B2 2 &
(&0 EER 7B
& FEE DAERL K O

T ZEERW - =
e DRI Y 723 HT
L DEBERRY —F
— Y T ORER

[ 3 i LI R
EpEs# (1 CH)
ROEIBR B S B AR AL
BRH7+—F 5 (1
MDRF) %, %
Bl & FiFn4 5729
DIEC BT DR
LEORA % ATRER
PR Feff L. HfkE
B E E R R E
IZBET Dikiama AR
DERMIZED D =
LxBET, AT
f£EIXZ, IMDRF
R & LTHANE
i E ERICHED
D

A EIBRR 7 AR 5
HEDOIERK - BTN
{E B DR

[ CHR IMD
R F & OEFEHFE
HIZBWT, EEEST
A4 T4 > DIERKRIC
FRRICER Y #HTe &
EBHIZ, AEIN
EBETA RZA4 D
N AL A HEE T

ICH CTIIEHEBRDBER LB O,
ZFE WG IZBWTEBILDE D E & DEAT
D 72 & BUHIER AN 1) 1 7o i 2 BRI E D
s

ICMRA TIIRGEEEZHO721En, WG D
U— Rxfne, EES vy o7 MEOER &
HRkE TE L., EERE ) OHEEICEBK L 7,

IMDRF TiI & 7 H£0#HERE L L CE?
KEB L OIR o m G & B L.
Strategic Plan 2026-2030 DEEZILZ L &
T D BHIFAR I AT 72 E R OFR - B R
B FE LT,

APEC-SCSC-RHSC TIIFEEZH D,
FHLORAZ LD ELDD L LEBHIT, 3DODE
Jofesémri (MRCT, E#RHEA. GRM) (28
W, PMDA A3 EESEHHIFRM 2 3889128
2

T T KRR T AL T ST E
Foh O BLHI I 21T 5 Self- CARER (Self-
medication Collaborative ASIAN Regulatory
Expert Round table) {23\ T, HL[FER & L
T, ASEGOHMMEEIZET s@me FEL
2

ICH. IMDRF % O 0 ERRFRF#1C
BT, &R AR T RN—% — - BUHIHGEE
BEEBED EHETA K74 EOVERIZEY
AT,

ICH IZBWTREGE S Wi BB AT
A R A NZOWT EN TEEEIEZT -
e

IMDRF IZBWTHRMKE AR SN EEY A

86




HIFAANTEE) - ERE
HZE#T %,

HARIEKR Fizo
W, EEEXHSEO T
EibEX 5,

%o

I CMRAIZHE
W, EERIICE R
AL 7 R E L B
b5z LT, EHEWN
72 B RIS Eh AR
I E RS 5,

(7T =M.
B s LI A 27
FY KTV A 1 (F
Foc4E 6 A 20 H
FE + R RRHRB HEEA
HRE) ROZED3E
ITHENG (BFn 2 42 7
H 14 BIRRE) (LA
TINOERHLT
(7 v RTFY A
viknwo,) BEkE
Z. TYTREEIC LV
X2 h)—H1x
YA (LLF TR S
&V 9, ) ~DERE -
ERZRET D L L
BT, EEREEAED HY
VIABRTA H 2 A
H i 55 O I8 FE & AR
R

HAZEFFITo
W, EBESISO TR
Tk x X%,

B2 RIZDNT, £ DEEER A IMDRF 24
WEEL LTHRE LR,

AR DA, ICMRA 7 = 7 A bk OIRSF
EHAAARANPEYE T L LEZHEL T,
ICMRA TEEOFRENEE A FIZERR L7z,

W7 27 MU D E % 25612, FrE D
S HUs AT IR AN E L S DT —~
DI F—%5H4 B L, 72, ASEAN
Zxt LT, EREsER o' I F—2 4 &
FEA FAEERERLOREICHET 2T
T—% & 1, B4 4B LT,

IR FRfERE S (PDG) OFREHET
RA N &, BERER ZEmMSnE & LT
M2 ANDZEDPDG A v N—3 » THLRSPH
KBEREISAD ICH ¥ 2T R U — X L 3—[F -
HIRDOIKF I & EDH B D X 9 IZICH Q4B %%
(ZFR D A LY & &6 KR T R HED [FERER
FnOHEME (ZFEMRAYIZ B R L 7=,

F72. PDG THIETEDERMLE S 2K
ORRBRIE LRI L ¢ BN CTRIEROE 5
£21TV, PDG BT DFMAEICESE,
FHILYE B AR/ I~ DI [T T 5
GO 11, ciE 4 1F) OISR % 5458
BITHE Uiz, 5 L2 RR I HLsE B AR

87




© [EM o
g & T YT ESR
in o EEBERR N L
—=r Tk —
D Fe I

7Rk, TUT
HE S L R
fbzaX25z &,

@ _EEHEOE
b7 T EHEN -
ERESR N L — =
7 v 2 — DT I
1t

TOWCKk - T YT
[E]% & Rk

KEHL A O E
SR ~D A IRIE
7l XYk HE
FDA } O¥MN EMA
o< EE
DOHEHE K OME R D=
A RHET D,

B F AN oD
Iz E, TV
WA DOHRBESLT V7T
HLHY R S O EH
WHE D= A Ll
LT UTHEED
o ) A & Ak 9
Do

©@ ZERH WSRO
b7 T RS, -
R P L—=
T F—DFRFER
1t

7 OBk TUT
[E4% & O L

64 11 A
WICERE L7272 b
VD.C.HBHOE
BhaEFICERT
%o KEDORF ¥
—{EEFIZAET AR
D ENE W2 AR
L. *vy hU—7 %
HMETDHELBHIT,
KE FDA & DT
[ R Wbt DO HEME &
OEHMOZHIE &2
T 5,

A A% O [E %
R ORS B & 47
LT 572, KEE
DETEML TND
IR D B K[
3 - ARZDI L
7=/ (H
B D{E#E)) &k L

<FEA O AL >
“EmM ok
FEZOWT, IR
WZHEITFON TV D&
i UM 23 5 9212 S e
ENTVD D,

KR H I T E
- BRMEER T (EP) L OFfAEEICESX,
B ILEE B AR 7~ DN [T T HHL
1 DU R 22 % JE A S5 8 [ LT,
7=, KkEHEFS (USP) & o<, MOC
IZEEDE | REA S 1 R ORAIL SR L O3
JR 7 BEIZOWT  Fifn A 1y e 7T L
Z 0 L BB IUUOE B AR T IR R & E
R LT BAEGEEICHE Lo, Wt LIRS
TN G L IE B ARSI T E,

Uy v by D.CHEBHND, KENTH
feS D EELRAMTFERFICSIM L, A ADHK
FIEH A %5 L7=, DIA 2025 Global Annual
Meeting Cl3KEFDA L DARE Yy 3 v %
Bfe L. —ERIWBEICmT7258E 21707,

Uy by DCHEBHICEWNT, AAXIIC
WA AR RN EEF LR L LT 18 D3
FEBAREERL, 5 b 7T THYEET—
L& ORERIZER 5T,

EIRERERR D HOKRRIRFHGE - KB 2 O I LT
7nY =z & (HBD i&E#) 2B\ T, FLIRT
@ Think Tank % /& L, fH#@FE(E R RASH
AT o1z, Flo. BKROBRATHHIH E IS
W CKEDOREE Y & 8 LIE s SCa ER L
fi

88




FEERHY 2R HIFR A D
REZX 5,

R ~D A TR
B 72 ET X0 BRI
EMA Z L ¢
[ W s D HEE e Y
THEROZRIE (e
T2,

RICK B = &
DRFRERL Y P 6D 1T B
5 RHEMITEED
x| HOHN 2 Bk
A SN TIESRAL
ATV, BV
ERCI2E AR
¥z REEZXD,

TI64ET HIT
RE LT VT EE
T D 35 % & F2T 5
95, 7T B
LR E DERER T
2= —arEE
U, BURSEZE 440
L, BEATE b
W LT 2T K
Y & 0Btk A5k
T2,

TIT R R
6 Dkt L IR

PMDA VU =Y > %Kk EMA ([ZJRET 5
S LD BN EMA 2 & o —[EH ek D HEE
B OMERDOZFIE DT,

KE FDA. FN EMA % L HHY B
BEITV.IEABFEHREZ & OB ERE IS
W TTIEBRAHL ATV, Y R o W 2 D
e

- BREREW AL, T T EBANICB W T
GMPUV—7vavy7aBifeL. 14, vL—
VT 740 (T4 VDR F T A
2N © GMP BEZLEICH L THF ¥ 3T 4 —
LT 4 T B FE LT,

TUTEEINIBW T, M 7410 A
(ZESZ Al v & — | ENLAERE fabs i PRAT TRk
MEHME LI R T LIZBWT, 1, A
YRRV T L=y T OREINSFEE L BT
DT HIUIZ BT D ERIRRBRIZ OV TR %
tyaraEitol,

~ L— U7 ORI R & ORI T, A iE
OEFEEELBRB LI (A T4 V28 % T
THE9A, BMT7THEIL A, FM8E1 AICE
i) o
- 7. ASEANGEE (A, XF T4, v
—UTHE AL RRTT) OHEIY KR OKF
bt & OxtE S G & I L7130, T VT FE
TRV TEZE, K5, BN b DRI ST
s L7z,
SENA AT L — &R

A ¥ FRTTIREEE D6 DR HIHHE D%
ANZEE 27 27 B4 87 b ke A A

89




A4 T YT IER
i RS N L
—=r Tk —
ZiE U7 HARDHK
FHLH O FER K O
% Bk oD £ AL TR B oD
bz D 2 &,

4 TUTER -
A P L —=
T x—%E LT
H A 0 FEEHLHI O Fn
- RREROIRALILE)
Z At

T YT EE O
B4 J5 D FH Y |
it L. [EIBRAR v 4 B
F 272 AAROHLH O
bEELY g [ A R PR
IR,
2[5 D B K HE D)
FlizEKRT 2 (T
7R E A
IZHESEILLED N
—=v TR (E
i - ERERR D
W T xR
W LTI L
TIE~EL) . ok 2
TR DT
— MBI 2% HE
D DS 5 BERERT
fli 3 (Good) LA E
DENIG DIE~ T75%
PLbEZERT 5.,

WHE D= AU AT
T, PARIERI & b1
71 L TR EWHE D
F A HEELT D,
WHO-CRP % i@
U 7= B ARD B R
D& Iz m T T,
WHO 76 +43 724
REZ A3 2 HR L
YRThD L DRE
A ADRAY R YO I
D D,

A T UTEHK -
e b L —=
JerZ—%@LT
EENOE &= Fkillapsi
Ak - RRER O TR AL )
Z5RAk

7T HEOH
il 24 Ry DY T
xt L. [EIBRAREAE A
F X T2 AAROHIH D
Mg 2237, 4
hL—=27%3
TS &
T, EEELE B
DFA S Ok - A%
Bttt L, #EO
[E AR DR ECH
HKR DM EIZEH#R
T5 (7TUTHE%
BEALE T IS4 5 (A
UbkD b L—=27
it (EHHG - =
WA DT AT X
XA R ERS IR
L T3 L 72k~
8 okl F—
BT U — MT
BT 555k E O 2

< F 7 E BRI >

FS5ELLED M
—= 7 &, D
IS —ZHWBEOT
V= MEBT 5%
OO E Y BB
MEEEATC 3 (Good) LA
EOBIEGHIES 75%
PLE

BEzZ T AND 2O DEHIEmHIIEZD D & &
BT, BIREE & OFEZED T,

JEAETEESE L bE L, EELIEIC
BWT, WHO o+l 2 H 15
HEHFIY R E LTREE=Z T, £/, U
7 F U RBICB W TREZ T D 12D DXIG
DT,

T VT ik E S EE OBLE Y R O HE Y
TR LAERITEFE 7 | (EHS - ERERRO
FBERENLZENRET—~vET50b055ET)
DI FT—%A T A U XIFIREICTHEL.
FE~ 27 O E/HE D 180 4 DSIN%E 157,

YIS —ZHEBEOT L r— MBI DHE
A O R, 5 BREREET 3 (Good) PL L
DEIED 100 % TH - 7=,

ASEAN IEBE S D b L—= 1 7 Eik4%
WG CULVRARAFI AR D 55 7 —<1Z 20T
S DIES P b AT Ny N RV GV d = & ST T e
X5 EIF—% ML,

25 2[E[X, ASEAN IMEEMIFIC, #
EHLFAR OHEERE”NEEICRLE
2 S —%Ef L, ASEAN H:FIHFAHYE D
AL E A R LT,

90




v
U772 A ARDOEA
fES D= Ao HE
HEXDHZ &,

i E5 1551 g i
U7 B A OBH T
% BAROFEEER
Dz ANHEE

“HEHMoER Y
VART T A - B
RfSAZE LT,
H R DA G R O
FEBLHI~DH D A
A (TR EF AT B
THAZZREEE
TLHEOHEM kW
fEiE S AT A 2 0
FIALRT <3572
D O BB 2 HE D
Do

B 5 & o
CEE IS O HLHIC
B84 2 AR HHRR & L
#EEFoHLLEbic, H
ENGY T PESTE-YN
g, W - SR A

FEDN 5 B PEREA T 3
(Good) LA L&
MIE~ 75% LI %
ERT 50)

v _EMmEEE
U7 BARDOBREH F
% - BAROHEEER
Dz NHEE

_EHRO=E
MBS CT-AR Y
VIRTY T ADBEE
WLT, fHFEEOHE
BEIIRNxD EED
(2. B AR B EE
~DEHEEZED, H
KOFEAEEROMHEF
L ~DHEL Y A F
(fliMs A BN T
AAZZRIEEES
LEOHEM) KO
WAL 2 L v F
ALRTLT5720
D B B2 i 2 o 0D
D

WHO & 4
L. “Reliance (HiHl
YR DS KRR AR
LZoH T, oI
4 JR) D A A R A
- BEL, BES
fNZERT 22 L)
DEZ T OREET
VT REEIIRT B,

B4 R & o
TEIRKLFEDOHHNC
B9~ % FH AL ERfR A (L
HETHEEHIT, H
AROBIHI O FIEE AN
I, # - SR

“EMEAEZEU T, BAOKARELEH
E~OEEZED, HFEETOHAROERE
EAEROTERAICHT TR E 2 ED -,

A AR EDO I EA ORI FEE L B BT,
A FEAEICHE T 2EHRERET D220,
PMDA O U =7 Y%A b+ EIZH oo "— T &AE
i L7z,

ASEAN £ E OB Y /2 51T, & 2[5
Reliance =& A Bifie L, WHO & 3£(Z Reliance
TR AT 7oA OB & 548 D XIS D
<V ZtEDT,

ASEAN IEBE S D b L—= 1 7 k4%
WG U RARAFI AR O 55 7 —<12 20T
S DIES P b AT N RV GV d = & ST T e
K5EIF—%8EBAMK L, (Fi8)

25 2 [T, ASEAN I EMIFIC, #HiE
KRB EROBEEREFHRLERICHRLIER

91




T FAEERER
sl BT 5 AAH
HIE T L D= AN
ODHEEZK D Z
Sl

F  HARD GxP
(£ 10) FRARE R
DHFEIZEIT D
Z N OHEE % [X]

N

l
DY
o

T FAERSERS
W B9 5 B AR H]E
TV D= N HEE

ZE MW - =
we EM RS A
WL T, HEERSE
L2 B9 2 RAH
HE T L D% AT
F] ) 72 BR B B A % 1t
D5,

F AARD GxP i
TREROMETEICE
B ANUHELEE

21T 9,

T FEAERERBRESERE
\ZB89 % H A £
T D= N HEE

ZEMARY - &
e E I e A
LT, BEERE
LinIZBAT 2 RAR
HET L DZ AN
[ 7o BRET A 4 1
Db,

77 RTHA
VEREE X, WEE
GO HAEER
SR DT DT E
DL DL % S 4%
3%, £72., RSIZ
EOE, AIZHIT
% ‘MR R 72
EDEZRFETTT
FEENZRT 5,

Z HARD GxP
EREROHETFEICE
F B3 ANHELE

F—Z % L, ASEAN FLEFAH Y EH D 2 X
N bEERE L, (548)

“HERoE6FOMEERA. RADH
il 2 FEMRAYICABIT T o 2 L EaB U T, Bl
Hil2 R O AR A Y | A EREFR S
(2B % B ARDOHIHIET L OEAIZIT 2B
2 DT,

ICH @ Q5E. CGTDG (Cell and Gene
Therapy Discussion Group ) . IPRP O
CGTWG (Cell and Gene Therapy Working
Group) (Z PMDA &N+ 5 Z & T, BAEE
LS B D BimIER A 2 D 72,

7 7 U o B 2 /a2 B S v WHO
@ Implementation Workshop ( WHO

Considerations in developing a regulatory
framework for human cells and tissues and
for advanced therapy medicinal products) (Z
PMDA » 77 v U7 —Z—&L LTHIL, &
N0 15 o [ & 2 F AR B iR A B (S B3 2 B
W2 7o iEm 2 D T,

ASEAN JIEm I, & M T8
OSBRI AR OF AR D PMDA-
ATC EIF—0FEkiL E2@ LT, HAEER
LRI O T VT 5EE T ORE OMESTIZ E T 7
FEEEDT-,

92




5T &,

(7 10) [=Hdn5E
D IEERIRAER - B
PR B o 52 i 0
EEE - LEE R
FEIZBE T D AU
(Good x Practice
D),

@ HREDOEBN
7+ FRE DT~
DIAF

7 HARD
FE . FR R R S 0
HAE DIEF AT
B9 2 1w %
952 L,

£ L¥2T R
— A T A

GLP/GCP
/GMP,/QMS /
GCTPICEAT %M
HIZB LT, i@
SRR A R R D
THMRZHEAT I I L
Z3@ U, A FE LS
BRDOHARTOHAE
fE R AT T2
R 2 D 5,

@ HMmOEZTN
B BHOMRA~D

FM5

jlll

7 AAOKEHE
Ko OV R ] P S pets
DHEBHNEIZET D
EEE:E L Uld

KERLR D% E
E SN UNI %) NOF:
BN OL ST e )
RN F v —RHEEIC
*F9 % HARO S
JEE R OVFH e il JE 2 %
HOEBNEICHET
2 IG WIS 2 st
2o

4 PMDA V=
FhY—P AR

GLP/GCP
/GMP ./ QMS
GCTPICHET 5
HICEAL T, FEh@
HRH AR EFED
THEWMAZHEATO R E
ZiE U, HHFESH
B HARTOHRAE
FERZANIZWIT 72
BREEAR 2D 5,

® MM DKW
7 - FREOBRA~D
5

7 AAROIEEE
Ko OVFR A 2 55 At
DFEBHNEIZET D
IEEES SEE: e

SF64 11 A
WICERE L7272 b
¥D.C.HFBEHDOE
BaERIIE TS
LBz, FH -5
EEMEL LB L
T, HES ORI HRL
iz BT N T
¥ —EEFEIIHT D
H A D FEE | B K OF
FRER B SRR D 2
BAXICET 5 1E#
HIEZMbT 5,

4 PMDA V¥ =
FRY =g TR

<FHl DR >
B OB NS

DT ~DFEFIZD
WL IR R
5 AL T B 45 Fl BURE
MWERIZFERINT
WD D,

B E AT GMP & 2 —% B L7
E0, e T —=V T EBEMERIETHZ LT,
FATFEHHI BT o B ADOFHERFBRZ AN
M 7 REEFE 2 ED T,

OECD 23D 57 —# % AXbit a8 U T,
GLP fiS = NZ DT,

MDSAP %@ U 7= QMS &ZHEEDZ A
DT,

U by D.CEBFNG, KEWNTH
SN FBERFAMFRECSIML, AEARD
SEREH A %15 L7z, DIA 2025 Global
Annual Meeting TI3K[E FDA & D& [RtE v
varaBfel., ZEFBECm T REE
1To72, (F48)

7 b D.CEBITICEBWT, BAIC
WRZFFl R WEEFEESRE LT 181D
HEAEAHREER L, 5 b T CHYEA
F— b L OMRRICET -, (8

BIO [EFER#%. DIA KEFES - BINES
IR DER E & U T, PMDA O
FRFNZ U 72 BUREL R0 B AR D SE ] 2 |2 B 5

HIEMBEEETD L L BIC, BEHFEDOETH
Bk E Ef-T 52851k, BARTOHE

(1) T2 BB 21T o 72

93




HENZBT D 1R
RIEZ LT D Z
&

v BARDOHLEST
BUZ B4 % B %
IZDOWT, FEFE
PRBREEIZFE S <%
RV IEWIEME %
kg5 L,

[FEMfIC 3T 545
1]

TYTHERFEOHR
il R D B 3 B
ExT-AEEIS
—IZ K DR R
N —= s
Ze kAo L FR
LI, TUT G
E S E T
H5ELED L
—=r Tt
ZhAE (BEEEY

TEENZ B D H R
(CE:

FAREFOXR
FRIR DVERLSE 4 38 U
T, MBIV
Fag M) —P A=
> A BETEE) O 5
~DOIEMIEAE % o1k
75,

v HAROKFTE
(2R84 2 Bk & D1
HAE(E AL

EENOE =557kl
2R 2 BGRAF I D
WT, FERRORRE
(2R DAY - ZhER
172 15 I8 15 & b
T 5,

BN R 5 F s
(EE:

FHEMEFEOR
AR DR %18
T, WElcBITo L
X2 h)—HA1x
> A BEEE B o SR
~DIEHIEIE (b
T2, FEREED
FIFRICOWTIE, H
D CHIARED
L7 CIE R D
BEOEWD DL
FTHRT D,

AN ] e
Il B T DIE & &8
2, FERIRLET S
ARG F LY
BIRT 5,

v HARDOIFEITE
(2B 2 B O 1
AR TR

EENOE & vkl
(ZRB99 D B IC D
WT, FERROREER S
(2R D FEMRAY - 2R
W72 15 HRFEAE 2 51k
T 5,

EERT2FICRB
T AFEEFICOV
T, THHBEZRS
mWEBZ LD
i 3 A ON N
L. [FH3EEN %
b 5,

TRt OB BV VARG B 28 E
L. # 40 B OFEEREFEORREAKRL
7o (G 31, ERER 6 . FAAERER
3o

FREOEHR A 4,085 A (A E O BLH]
VEEEETe) I e-mail THUE L 7=,

WG A EBEREZICHOWNT, BAEH &
DFHENZ L0 EE ATV HEEICIER 2 F M L
i

THEOEARTY VAT T AOBEEIC
DWT, M RIEHRIEZ1T o7,

PR L 7o e B i@ a2 VG & % |
PMDA Updates %% U T, [ENIHDAT—
7 RV —IZ AT TR FAE LT,

HEHRIREDEN/E N EEZ BN D BIO
PRk, DIA KESS - BINESFOEEYS
TR &% U T, AARDIEFRHIFEEE IR
TOERBELERL LT,

[PMDA Updates] DOFi# & % EHNI D~
VFX—RESCTHTIT Y LY RALE
TR HREIZE > CRERERER/FE L
T, F4RBIOREEEDTZ,

40 7 4EE @ [PMDA Updates | 4712
%, PMDA DOJE#HT R A F—nb DR RS

94




NN RRTRER
R LCEEME L 72
E~E) L, ok
I OT
Y= hMIZBITD
A O 2
5 B REAH T 3
(Good) LI EDHE|
BIIER T5%LL E
HENRT DH I L
(0 4 4 P 525K
NL—=> 7B
¥ 20 [8] (=
J 9 El RrE E
11 [ED), ZEEE
O i 2 FE S 5 BB
ST 3 (Good)
ok o #4H
100%)

[BEORER D
KHEDFE 2 J57]

TYTHERFOHR
i) 24 JRFH 2 5 &
G-k )—
ZFEM L. ZEEE
O Yify J2 FEE e OVER figt
Erambdl iz
LV, AARDHESE
R~ o B R AL
H, AARDFEAR
ROz NN HEES
NORT DD,
IR 2R ET D,
HAEEKHEIZ DN T
L AT A AR
[ v D TR S A B
F A, B A R
IR &8 2 2 7k HE
ERRET Do

bESE DD, WA -l E R EITL > TH
&% Lo Et DT,

95




[EZE 5]
1 =N - B

DIRER T v 7

L EREERR O FEH
fBAR s I 72
o X APURSION
TS L~ Lo
A 2 B R
HMENRD D,

2 ZAUVE THIA
DN 7
i - EREEF
\ZOWT, JHD
BEF 0 %0 R, A i
Z. & DR
BEMEIZIS U2
B, AR OZ
AV % G Afh U g 1=
B AT O T
O, L¥=27 K
—H A ADHE
HEREETH D,

3 HAFEDEIK
i, ERESRE O
] 5% J& BR D JI K %
REHIC, Hr~v
TOEEHBER O
- b AKX S 7
W, A LR
(BT DB FEHIRE
il 247 5 BEHE 1T B
WThENE OB
il 24 J7y & A5 fH B AR
ERETLE LD
(2, FEMRE 7 E B
HERZAT O B
b5,

96




(ESEE

1 R
EEBOEON Lk
WA S D70
i, FEEEZE
HIZAT 9 DHIR 5
T PHREE
1R BRFR RS & E
L. H&EEam H OB
fifg <o R AR D44
25D 2 R,
FAH O L
RIEENC L D LF
27 Y=o x
¥ A DHERE DS T
Th by, KEEEN
EAANE e a=27
T LEREARIZO
WTCiE, ZhET
O [ 7 B e B 8 A
ERE YRR e
(2 & 2 B A iR
Lo TWATZ
. F ORI
IS U7 MR - B A
K il 2 B 38 i 5L
L. B E
HEE~D & Ol H
RHA RRLP AR —
NEZITH Z &N
VEETHY | [N
FEDS RN,

2 GESNEEEE
Bk AT 572
o) N = S - P
EERS NI NE P
FEFICEE L o
O, E LU &
LTORRT (v
~EFRIFRIZ, MHTF

97




DRXRT7 4w b
e & 9 % [ Win-
Win | D Bk 2 1 EE
TOHMENRD D,

SHIT, A%
EI2F N DS R
BRI 71T T
<, WO F
¥ —EEFIIXT
L5 ITRZyrmA
i 72 g 7=
BUH 23 3R 6D B4,

PRI FE DS E 0,

HE5) BMOEA & E L TERT 25AI0IE, BAEGFEEMN L, HH S L CHE LR E - BRI, 272 L, [EAE) S DB MIC>W T, BEOERICE 7> T Lo TrRitd 5 = & 1k

4. FOMBEE®R

(PR ERFEOZERE SN, FHBARIFEEIIT2 & BEIZE U T Z T REH)

98



BRX1—1—4—1

hHBEEEEEAN FEFM

IHEAFERE (BRICH L TRHEI DAY —ERZTOMEBOEDRLICEAYT 2FHE) #HX

1. YHEBEROHEEICET 5 EARER

1—4

LR

e

S5\ B9 5 BOK - i

BUOR B BN FOME., AL LM FICET %A
HOEBEZITWV, bo TEHREREOM LIZETHZ 2%
HiyL 95,

MR B AL - ERMREOM BICET 5 2 L2 B, BEATEE L O
BEA XD Do RIS - EREEREICET D EE LE
DR L U R T % SO FRI 72 RIS & A
DHISTICEHM L, ik 70 8 A 2 Ol 5> D2 R it
HEEHIT, EEN - EREREONE, AL
EMEOm FIZET 2L 23 RICE T 5 5 2 R )0
NIEIZERT 5,

L% HE TR DR (A
BEZRI 72 E)

IIVARYESFYNESE SURES

[EIER
[

AR

AL 16 R 1 1

%

s

[EEE : 5]

1 BEM - RESOIFEHINEE., FH & O 21O BB %~
DOHEDDIEFE R HTTTIRBR L BRI R OBE Th D, £z, Joli
A1 3K L S FE T ] EE S & RWIRGEHIEE O T | BrEFE SO E
PR OIGE 7 KGN HE D B AT RE R, TS E M ENZ SRS T
B 22 AR T 55— AbAZ TN ZATHY | Tk
BOLREREPEEL 25T D,

2 TIVE CTHIBIOMEWEFRY R EIES - EEREEREIC OV T, &
ORI LA E 2 lx O OREICIS Uz 8, A
M OV M 25 il L B s 21T 5 720, V¥ 2T Y —H A T
VADHEENEETH D,

3 BAFOEIEN, ERESREOEEREMOILKZ &I, B
UL TOEEHBAROREE - (b2 X 5728, B - B RICBT
5 BHERIRHN 21T 5 M IC B W T L REANE O L Y R &S EE R
AREET 5 L &b, BB EREREZIT O LERNH D,

[ R &)

1 E#ZRRER L, BEEREER, BERTRICERN I 5
PESKAL « BB AR NN L TR Y . 2> TN B Ml ENZ SeBR T
THERTHLDOLH D, —H T, 9 LIEHERN - FiiEREEGRS
2L DRERDFN L THEE SR WEIER « RESIZHHL L T 7=
DI, ENADIEROIEZRIZIESE | U CHRERHEMM 23
T DM mRD B, REEEE A E,

2 BMERZEEREZ X0 RNOBFEZRICDHIT D720, 5%
MID-NET®% D U 7L U —)b K5 — & &% F U 72 3850725 20 34T
L0 —REEmAITIERA L TS BER DD, VT VT —/L R T —
2 25 LT 3 R 2S5 720i2iE, V7 VY —u R

BAE 3 2 BOREEAN - 1T BH3E
L't =2—

99




T = ZZHED S BRERRE - AR 258 U) 722 T TREEY 2 2N
B BPPERRD S, INEEEE D &,

3 RESME L EHEBR A AT D72 ITIE, 8 2 (CEEOR DL B
ROMAFICHE LoD, EEOHEME L TORRT (v b LFEEF
(2, FHFONRKT 4 v b bHERT D TWin-Win| OBMRZHEET 5
VERD D, S HIT, S%ITAEOHKIY R & ORRRMRILIZIT T2
< WHDRTF v —ARZEHITHT D TRT v 7u 2] fFER I
[ T2 GRS SR D A, INEERE DS Lo,

HE1) HEAEORRL LRWHBIZOWTE, IEADEBEBISEN LT WHEAL T LIS, HEOEB 2 E L O TERT S 2 L2 AR

2. FERRET—H

OFERT Y T > b (T AL 1FH QFERA 7y MR (MBIFREARARIZET H1HHR)
feteE R B AR FLYE(E 6 7R 8 9 4 10 £ 6 7R 8 oF: Y3 10 FEJE

(T o 350 B 45530

BACAEE(1%)
I - R | WS D 4| MEDPD 4 7 | WEDPD 4 AUNIZT A D X R E LTAK, THEE (FH) 7,231,305 | 6,300,710
ROEWER - A | » ALUANIZ | AUNIZT A
BEBREFEDO | F4 VR | URMEL
PEEGUI GHmi | b & LT | TAEK,
fiE) #.
PR - R | — — WEND [ MEND wEzE (FM) 5,867,526 | 6,063,144
FRDEIWEM - 1 4 » HLL|4 » HLL
BEAFERED NIZT A |NIZT A
o] (FE4E YU AR YRR
fiE) ELTAlELTA

%, #.

E2ARE Le| 28 AL 285N | 2895 HNICER, A (TH) | 4,947,447 | 5,500,370
= 3 5 % O IR | NIZHe#, (ZHE
X ELFTO
BrREOKR—
A= ~D
PO Gl
fiED)
EAREMHLE| — — 2EIEH | 28K H REAEE (TH) 1,554,313 | 1,244,166
=3 F O DNz g | LN IZ 18
ft XELEFT D Ho Ho
BrEDOR—
LR—T~D
PRI (FhE
fiED)
TUOTHES | 7TOTHE| 7T HEL | T THEEMTICESRL EDO N —= 2 AR L. fTE = A b ((FM) | 4,947,447 | 5,503,222
DR YT O | E AT ICE | B 2 8] | B 2B OT U — MBI D%k O E N

100



HEYFE~D |5 FLUED | LLED L — | 5 BRI T 3 (Good) LA EDOHFIGIIEN T5%LL 452
I F—ZHEH | L —=r | = TR R
Oy erE Gl | 7 = B | L, B —
fiED) L, B | Z#E®OT
—Z o | r— MBI
T — | DR O
BT D | RED b B
O e | #F M T 3
s 5 B | (Good) VAL
FE M T 3| DEIE NI
(Good) LA | 75% LA | % 52
L OEIE D | .
FE T5%LL
AR,
TYUTHESE| — — TYTRE | T YT Gk (= YN=F"s 240 A 231 A
¥ Nl WS E) E & m T | E%EmiT
HYEFE~D (A9 [E] | I24E 7 [A]
I %Gk DL —|DFL—
D T (AR =T | =T
fiED) BAfE L. | BAfE L.
tIF— kIS
Stk D | ik O
T U= | T =
Moisid | Mok
LB | DX wE
O e | O e E
S5 BERE | % 5 BrRE
FEA T 3 | FEAH T 3
(Good) (Good)
LLEDE | LLEoF
AAITIE | BT IE A~
100%. 100%.,

H2) HBOEAZE LD THERT 2581013, WETZEBML, HA Z & ICEERRET — ¥ Zit#ll

101

3) TR, IRERITSHEA TE, AR OWTIT@E R 5 & bR & 26055 (TRl L 72 % 0 @8 4 fT
H4) ERRSMILEEEZDHERPHTMEZBML TR L THELZZ 20




3. HEXEFEDOEY

2R D B,

RPE, EBIEE. FEAHNICIR S B A& O EB KRR KD

B AR

oS

TR AT

EINRE S ES

[ A

1 LA

FHKRENT & 2 7Fm

4 REXIRER
LR REF IO
W, ERDSEER
WK B D[R
fh o RS 2L
DLTHWS Z &
MTEDH LD, B3
in - RS RS 2 K
DR REITER
RGICmT s L L
HIT, EFEm - EFR
& 5 55 0% 3 E | fE
AEhsZ bz
fr L. Prfdf s Eo
& ERAE OB IE K&
OVFS AR IRE 0D 3RV 7
D W e 75 %I & AT
IZENEETH
Do
FTo. S E R
HRERHIE . BRRUKER
HIE (7 11) S oE
i« RIS ED
RFHIAKREED D
il 3l S D
. BRALLLT
S 5 e i o 155 3R
fh o RS AR O L
BEZliohd X
T, BEXIREY
D—EDE DM
& AR A e
HWEN DD,
D, LLTOH
REHRET D,

(7 11) BARFIZE
W, ZRMEDOHERR

4 BEXRER
AT & RHIAR
il BRRRGR
7n EHBE ORI
RO Mg % [T 5 Hr
FE D RWARE
D 2 il B 7N i
SNHHT, Hilkik
DT RIT—E
EEMEAHE LT
Do

E R %20 LTt
S B He i D 5 3R
FOREZZTH
NHEH. RSITH
S& | BEXIREE
D —JEDE DI E
& AL A HEAE
HELEHIlT, BAET
B &l
LYoo LITOD
MR A2 HED D,

LR

< FHEp¥

<FEE & AR >
FEE A

FHBICOWTEBEERICE
L., B TH, AT D XD ek
TREREND T2, A
FEE LT D,

(22 2BEfR)

BIVE A S O b) 72 I - 5
oo FEHICHOWTIE, LT kD
REEB BT,

(EBIIE BRI CEESE A & Rl
E ) ORI R BA AR A A 2% PR 8 7 -1
[Z5W T, MID-NET® X% L&~
MEHR - FERZEFEH®RT — 2
— A (NDBIZ LV | BEEIZR %4
PEIE SR O ILE & SEHFIE LA fRMT I
K DR ARMFHI ATV, xR
& OREHIIEH L7,

B2 B INT 2 RIVE & 1
DUWNT, B < KR BIFR AL A5
ATV, BTG U TR R
BEORGEITH & & BT, FBIER-
REBIEG T A U & b ROVRR
LEOURTHETRRE ORI A RH
IZ PMDA R—A—JIZAFE L
Too IR 72 5 3K 5L O 2 At R
IZRWTIE, MEkOMATHE X
AVROVENER « REAITHL LT
W T2, ENA O RO INESE
(RS X U TR E R e
BRAtDSHE L 22 508, Wbt
RO YN 2 AR 2 ATV O
s Lz,

X0 BhERAG D> (2 22 4%t
REBEITZDE D VAT LOH
RS TREBET L, EEMLEIE

R

<FEEICE-T-Fih >

<fEMFIH, EBEE LOREROUES R >

(TR T DR M CUCE TR 72 E)

< F DO EFIE >

Rt 7 B> D J SUIBIRSS 217 > T A L B

LT o7 L)




AR, EHA
= B AR 5 O A 4D
PERHETE Sl b
EUT, SRFROIIRAT
DR & G 2 5t
i 73 FEH AR O il
¥,

(1) BIfEM - &
B 18 o Y 72 L
CoR S RS
i

O MID-NET® (&
12) LD EHFIEHT

— X RX— 2 &5
U 72 38 A% i A

(2D < R
fli DO HEHE 2 X 5 =
ko

(1) REIEH -+~
H A 15 o b 72
AR - BB - B
it

7 MID—-NE
T DEFRIGEHRT
— & X — R & EH
U 72 A 2 i A
IZHED LM
i > HE e

3R & mITEH
O [R5 BE AR BE A 23
PRl 3 72 1 S L2 D
WT, MID—NE
TeoR Lt 7 Mg
- R E RS
T == (LL'F
NDBJ] &1 9,)
FIZ X DREEIAY 7R
2NN oo AR
& A S W R AT
it R 0 22 A VEREAT
~OIERICEY | %
EXEEOE DM L
X5, Fio, EHK
wh 5 D MO FR
B LT, MI D
—NET® NDB
FITEE D < HEAE
LA O B ERE
LR ET D,

RUER e D=

(1)  EWEH -+~
H A 1% o B 72
IAE - BE - B O
ES/ ]

7 MID—-NE
TOEDEFRIERT
— X X — 2 &5
U 7o A 2 &
IZHED S LM
il > HE e

3 & RIVERA
o [R5 BE AR BE i 23
PRl 3 72 =1 25 L2 D
WT,MID—NE
TR Lt 7 g
- RS
T—F_—2 (LT
[NDB] &£\ 9,)
EIEA L CLeaet
FEAMG A S fE L, AT
Wi U T Rex R
B ZMEd %,

MID—NET
®K% (N D B %% H
U 7o A 2 &
IZ2WT 29 A%

<FHl DR >

gITEH - REA
T D B 72 4 -
P - FHIICHOW T,
HHIEHENC B B
T2 B FREGH DS A&
FIZFEHINLTND
ZARN

< DOFEIE>
MID—NET
® NDBZIFH L7
HE LT A O
T 29 FiA A S,

MID-NET®} () NDB %% L T4 MERE
fili 2 505 L, LA R Ot RHEE ORFHITE H
L7 2095 BOIETPMD A2 S O 1Ef
BREV ] DYERL - AR, @IFIMT CE T OF iz
it Lo 72 BUREY 2 2 et SRICE IR L 72,

O NDB %MWz U F 7 Ao i A B E 5

FEARBLUZ B3 2 A

(@ MID-NET (ZX-5< COVID-19 R DL 5

EHEL O T 4w b« RS

AT

@ MID-NET (25 < R AR I B2k
=} 7= COVID-19 BRI D LM T a7 v A )L

= D EAM

@ MID-NET ZH W& F = v 7 KA > ME
LR ST BB T RT D M MEM 9 D FE AR LD

FEAT

® vA4AI7UEYUEBEICXDEIEED Y

]

MID-NET®Z{E M L 7o Al A & LT
33 MALFE L, HMEHE COBR - AR

% CHIE M 2 Biks L7z,

F7-. NDB & A L 7= HAE L/ EICHOW

M BARIER G T AT LD
FAEZIZINT, RPA %25 CHkR
LB ESSHELT T S
., T IR D LE R o
L AOS 2N S (AR IYDFL:-
REOFHEZEBL LT,

EHBARE . BEFE~DORM
fFROBHIZHOWNTIE, LT X
PRANES /Yoty

PMDA 27 4 T, RMP
RFNIUTES S EM OB HL
BELEHERERGET 2L LD
(2. RMP ([ZF9 % EHRBEGRE A
e T —= T arT Y B
L. FITEF 2 HEE L7z,

[PMDA 7> 5 O EE D ¥
V) K O TPMDA [ 52 4 15 3
OFERK, WO 22 H O iR D
AW THE 6, E#E
BB ~ZRMEER R LT,

BEMEREL T A ROAES
JRRRME A, WA Z BB 729,
BT E L D Fa%
RiE L TR EITV., A% 058
E Ol TREMEIRLT AR
et E L] HFEARL,
BEIZLE S TR GNP T WA
A ROERR T8t &7~ LTz,

— B FE T A X M
—AHEL, V—7 Ly &R
+ 57L& L, PMDA 23 E M
DOLEEVERGHE R — Lh— U T
L TWpZ e EREmI LT,

B, PMDA R — L~i—
(ZHH S T — kAT D BEFE LG
WICBEGHIZT 7 BATED LI
H—2b_X— FIZ TPMDA < 7
DH—F | ORREZ BN LT,

iR D T ST IR
X#EE XML B TR 5729
(2. BERESE SRR 2T L0

103




L THRESND
22 A O FIE IR
LT, SEAIE A
D I F e & 4 %
e AMDF K
MR o s AT
Do

[ i e VR
fifi D v FEAE &2 X %
T2, Wi T — 4
Y — AR FIE
FIZOWTIEHRE
L, FIFEHOH
Mz BEd 5,

BRAL Mg H
o OVZE A i 3T
K0 HE R AR
RIEEZH L5
FITIL, ZDORRIC
DWTHRGEES D,

FEhti 9%,

L C. A A
DIEMRHEEZ X D
e, AMOERK
E NN NIk o
9,

= 3K 2 T
fili > & BE AL & X %
e, Hilcle T —X
Y o— 2R F 1B
HIZOWT, B
& AR ICERFEITEE
DEIFEHREMNEL
M om Ex X5
LBz, ¥EB~D
FIH 7T Re M & 1 5
T2,

R eMER
B OVZE A s RIS
X0 HEERL AN
REEZH L5
A2, MID—N
ET®X|INDB%
MAWTHED RO
T FIE 52 Jiti % A &
P

EIRIGE®RT —F
N—2%{EH L

H
=

L7z,

A PR A OTE AHEE A X D 72 FEHA
EFHLE TSN ELERmTDHE LD
(2, HEHEFREDOINTHE  (SAS BHESE) @
BaamEiR L, BEOERIZE DI,

Fio, FAEFHRA O FHEIZET D BEFO
FIEZFIZ OV THEILS U THEET LT,

SR 28 7 B 0D S A ST 0D R 7 M OB o
DTORA L —Fe3, U438 U, Hil
IRT— 8 — AR FIEEI DV TR HTONE
WNEILEDD L L biT, TORNEDOEZE~D
il ATREMELC DU TR L7,

ERERT — 2 _X— A DJEFARR L 7 B
[ERECAYI Y

NREINT-HTA T4 TREERFEST —
SR—APETHNDT U MO LEROASY F

BELZFET L, TORAMEXND &
& BT, ABRDOFRILRIZHONT
WeEtT 2 Bas Lz,

ple - EIHIZ BT 5 [E K 2
EPEEHROANTF - fni - IEHRG
FICHT oA ML, IR
CEE b ORI VS )
DATFARILR RUIP & Eo 3K 22
EPETFHOTE AARDUS DV TERR
BGOBRZEE L, 720 4+
HZERICEL M ZRE L TE
WEHLY; T VeG4 B I TE H
T LD REmFT L, AR
L IIZ PMDA AR—ARX—T TR
L., BhdEERLZEMEFHRO
FIIE e 2 5 LT,

2 3K 2 D [N B 5
(ZOWT, HIRIEHIZ DD A
T LDOBUEEATV, B 5 H
OPgsh 22— K (GTIN : Global
Trade Item Number) K O%% o
v N TEsLoIcTHL L
HIZ, YE#HE CSV A ctft
TAHZEEARERETHZLITK
V. EHRERICIT D EINE#RO
FERICEHS LT,

(RS Bd£R)
A L AR

(EIBEEIFR)
HA L FEE,

<FRE & xR >

(Z22F81%)

TS SEBIR T T Y 73 [ 4K
- [ERREERS - FHEERE R

104




@ RIEH - ~EA
G O H T -
Af Al 2 S D 2
ko

HWRT % RIME
M - REAGHE %2R
WUCHEE L B
D120, YL EB~
® 1T H &M
(DX DOHEE) 12k
HE DM L
LI DWW TR
s

1 BI) 7 B
BEOMIMEDT-D,
EEM CERET D
FEHNE SRR D
WTC, 79U bALTE
EONY F— 37
YICEATATAR
T4 v (BEREE
T —F N — 2
THWLT U %
LEZEDNY T —
g ERMICET
D EEARNE 2 F7) &
2D X I W
Nl ébic, #
TEOBBIZTEWT
EREHRT — &
— A &{EH L2
O FE i & RE T
% BEIZ & 80T
T 5%,

A ¥ERTDHEIME
M - REA®E DR
7R FEEE - BFAf oD%
it

B35 OFIE
H - REGEO#RSE
ZEENC AT, B
AT,

— g CEMICET 2 EARNE 2T ITEOX,
PP AHER S CER L BRI 28 E 21T o 7,
F7o. KREEAM BRI D ERERT —F
— A2 DIE A ATREMEIC OV TR L. A RIMRER
IIE I ett L7z,

EHRMLEIER « ZEXPRIEREG Y AT A
FEOMIBREMR 24TV, EIEMEIEM - BRI
FNZDOWTH) B8 Ik 2= T {17, Zh b D 9
LENOERMFEIER « RYYERS I 7 T
ThHol-,

EE R R EE  BYYEREIZ OV TH 33
T EZ TN T T2, b0 o HENO ERE
BARA - BYYERE TN 4 6 THETH T,

BAERERBORES « BYEREIZO
W K7 FEEZT T, 2R b0 9 BERN
OFAEREMRLOARLE « BYER S T
1500 - CThH o 7=,

NET®7x & D ERIGEHT — 2 ~—
ADITEAIER 2 L0 —EiED 5
Ml GlERE . REMKEEO
Bom ExK-o T,

2 BN 2 BIVE I A i 12
DNT, ARYEIREH LA O
WLERITIERRHI A & — A 2 a9
Do

RITEEREICOVWT, EHK
BEFRA (o6 LAE il 2 J5 . HE
5,

7 48 |2 B % SRl OB O
M EAEARE L —RERM T D
THHRFELR Z 2 ARAY - ARGEAIITAT 9
72912, PMDA R —LR—T DX
LIRBTEMZR L. L0 R iFdiz
HEFIEIZ DWW TRETT 5,

(RS Bd£R)
A L AR

(EBRBELR)
A L AR

105




EEE SRR -
LR RIS
VAT MTONT,
LR RE R EH DR
FAKIZET D LD,
VAT AR Y
HD 5,

EEE SRR -
LR RIS
VAT AEDOME
REREITO &L
Hic, ICHRI S
OF TR 5 HFt
Wb E x| ME
W2 CCL EFEM
B (1 DMP) Ol
a2 — NEDOARK
FAEIZ T T R
& FHEE S IS &
Do

FEHIESEIZ &
% [ FE i o 1R Bk Al
TER#®EDERIC
£ 5 i etk  BIE A
WiE L DEERE
22N, B E
B L EE LN
5. filHE BT,

REORIEA -
rEE®RET —#
Z R, BRI
FFAM - AR 2 51k
(IT AT OTE %)
22N, B E
B A0 78 O Bl R 72
EBIEH LD, 4
% O B 78R & B
HI5, £, K&
DIFe Y 1~y
N —42%A1%
WEH L CEMMd 2

EHEGEIER « RERRIBERE T AT A
IZOWT, & VAR OHIRIC L BT ES
FIT2HED VAT LAOBLEI S FE A KRE
L. VAT AFRBEIZHIT RPA 250 CTHEHE L
TeBICESE, SEEED T,

=3 haA (IDMP) OFIE 22— REDO AR
F4EZ M), IS0, Global IDMP Working Group
(GIDWG) ORFHRIUS DV T, EHRINE 21T

ST,

FEHVEWOEIC & 5 E3E G OIRBREIE
DAEFIZHE D HIRZBIER S & OEREBHAIZ
DOWNT, SRS LB L2 b | R
ERET LT,

MR TR RE & O LRIAFSEIC IV THEEE L
ERe YD oy NEBNSHD D ALFHEET
MIZEDBEFORT ) —=2 T 2FATHIEA
L. 3698 x Ko7, 5l &Hix AlFHEET
JNZ K BRATH R AT UV —= 0 T %Mk T 5,

106




AIfEM - ~EA
SR 2 E YIS R
fili L. WA SCEUGET

O 2 425k B
SRz HIRIZAT O,
P, BAEXIRATE
N D T B AR 7
Bk E £ T OB
DFEEHEZ XD,

a7 T LER
BaEOZKRRIE
A S MR AL 2
T Y 2= 5 5 o> B
B tE o U e B
AT,

FHEIZHOWT, =
ETOMFIHERE
BE . BATHOICEE
BIEAL, 5l &
&AM E AN DS
%ﬁﬁ?é

S EE -
ﬁmrﬁi =
FRAREG - RYE R
. AR ER R
NEA - RYYERE
D E N D 4 E B
DN, KIERBARFE
il <0 & N2 O e
R L OEEY, R
Hl & LTt = At
DB EHH P ITAT

%@T—&ﬁ%#
DHgRESE, o —
—DEREZEE 2
RMENE N o7
% O K RE L % D
Meat % 5l & fit 17
9,

P AR R A R
DEEZREKS AT
DIZOWNWTHLER
WI1%E17 9,

PA=EA NI
HERiz oW T, RE
A A B IS N E
QWA 0SB
BExiT 2%, ~&
AWMEEZHREHIC

EIR O ERE L EIVER < AER S, RS
ARG BYGERRE | o 2T =I5 ORI
e, FAEERERGARS  EYYER S ORI
BN HOWT, KA (RIRBIFRAHAM S I3 A O
W) &, FAIE UTEEE R PICE R L,

ERE A BAHRREOUWRICH DT
I TF—= b ETORE, FIHEISOMEEE
HESE R T, ERBEARSMEZ M AT A
DEENHEEATV, BE AT LB L OREET 5
— IV OIEIESE A S0 LTz,

NEEGHEBEOHEY RHEREREZITO 12
D, REEOREGHFENY RV TV AT L
HEELIT AT CBIRABE ST B & DRRET 2 £
L7z,

A EFRE RGO BE RS AT L OBE
E~OBE RN ENEMH LT,

7'r 7T AEFEEEZ L E O SRR
ﬁiﬁbti%A’%mf\fmﬁ?A@ﬁ%

ARG - SEFE RS - B (SE)
%W%%@L SINE DO L REAERED
B2 TNV TCiim e £l L7,

107




ERREERE > 5 D
I A, R

INEFT HIHDTT
REET D,
RS LT R 5
i 0 B it AR 2
FERTIERINEI
DT, BEtT %,

BIVER - REA
S F o2 8 B0 I FE
fili L. WA SCEET
& DR A R E
ZHRIEICAT S,

LR R EAL
28 O 1 AT A (2 1)
FIBRR O, B
HE 7 & B ik 50 2
FIZHRAMALEDOK
FTOERITHONWT
&L, oA
BE b oM H E
DL D YR 7R
B3 2 @A X
DA SCE O BT
IR LRI
DOWT, EHIRI A
T2,

kIS
B 2 & ORI
ER. REESEHE
IZ2OWT, BFHE
DZAF T AT BT
L0 LED, i
UNZxZ G, B
T2,

RS D D
= 3K 5 o @I VE A

RN Z W HEEROFRIEICEHL T, B
ETERI IS RSV ERE IR D24
XRDH Y HIZET 98] &b LT, 510
5 H T EDORWER#HRE b A EGHE ~DH]
EEEIZMT T, FEAGEREORAMSCAES
DF Z FTHOWTHERER & Fam 2 i L7z,

DS DU LELGETHRFITE L T,
3L 960 1 (9 BARSNEZIT HIES M 196 1)
B OV AR RS 10 FEOFERRIZ OV T A
AL, BURITHS LT,

SRR 1T DU T, I SCESGETAHRR 285
fE, ARZED B ENICREET 2 TR RE IR
HAHRR TLRC RN T, RAEZREE L, dusizx
& L7,

JEA GG D> & DEH L OER OWETHE R
BT 2BANZ XV IR SCEDOUET 246~ LT
AL 168 sy (9 BIRSAEZIT I ESR 1 14)
R OFA ERER G 7 5 DEFITONT, i
IR A 4R U IR O 70 N S CE DG T 217
> 7,

JEA GG D> & DEH EDOERE OSETHE R
2R3 28 A & O H FEABRB AN X0 R 3GE
DYET a7 LT BRI 3>\ T,
Wiz 48 U, ERREY) 2 I SCEYGT 21T -
72

W S T RIVE S oz @ O3 L.
AT SCEWRTE ORI R E & 00N U
72

B HE DA AT LB ERNIHEE S
HFEIFREICEID2LOLE DT, EFEEEND
DOEIWER ., N EEERE ZEUICZ T T, B
LiEs

BEIRFERE 2> B D B G O BIVE A 12D
TR T2 T HF. 5 B PMDA &R S1%

108




DEIEM. REA%
WEIHRD 7+ 1
—7 v TR
A EE L
nNoHEToOREIC
DWTENET D,

TR (I
23 FIEHES 68
) I X DEIOGEE
VR OO AR A
Z NG O Bk
WICEELRZ BT
EhgL, VI FD
LRMER D T2
(BB . A
1T

Y

o

SIRAFZEE (OF
B 29 FFIERR 16
) 1T & B REE R
R FERE S D
PEIR A IC o0
T, EEEE - G
BEEITI,

T

R Y R T4
HEHE (LN TRM
PlEuwno,)Iis
&, TEHESZ M
Bifiig®h) KO TV
A7 e/ METEED ] D

5. EREISROANE
BWMED O LA
DN LB & A LT
ETOHEIZOW
T7xua—7 v/
A 2 T D,

TRhEEREE (I
23 LT 68
) 12D EF
B2~ & @ RIS B
WERAEIZONWT, B
TFMEOZ A
TALICEDHDG
E, WYNTZ T
. BT S,

B %3 S NS
3 < Bl B BV
HIZONWT, AT
OB NI E
L7z ECHAMTAA
B L. BAETE
Bl 5,

BRIRBFZEIE (OF
B 29 VAR 16
) IS FER
IRAF 58 52 i & 2 &
D IR & &
UNZxZ G, B
L. BAEIEE )
HT Do

LY R 7 &
HEtE (LT TRM
Pl ewnd,) ITHE
ENTVD TEHEF
LRMEEERTEE) &
O Y 27 e/ MEiE

2,664 £ ThH o7z, ZIHD 9 HFRHES LI &K
Wr L7ciEIZoWT, 74 —7 v 7i& % E
it L7z,

SR 7> & D ERBEIR IR D5 A B G
Zinkg & LC, BB ROWESEZ1TV, AT
B LoEs LT, MBI E O EE I
ONWTCHRHINEED T, 7+ —T7 v TREICE
STERMI o T2,

U7 F VRIS EEWVIREIZOWT, B
FILED2 DB EDT, £ 1400 23217,
55 PMDA fRERNSIZ 7T CTH T, 2B D
D LA DS & H L 72 IZ oW T, T
v—7 v A I LT,

I SUS B\ WRAT O — & 423 K OV BIE B
e ER L. U7 F AR D EAERE SRS
(TBhgEfE- U 7 F o aRtes BIRUSREHRTS) K&
OEEFHRE CEEORSERDEZ 2R
REEXIRFAESR) OBRIE L TEHZ < EA
AR LT,

PR ERE 12 1 (B35 9, EFE 3
) 20 BATEE ICHE L7, PMDA
ARG, EEGO 1 (7 ra—T v 7HE
IREE SNTEER) Thotz,

BrEFE LS ORRFELBARICBWVTHREE
Wk L CHEEE LiEgm LoD, FAEKTE
TIZEEGS Y A7 EHEE (LT TRMP] &\
9.) HER LT, 7=, RMP IZBRESI LTV
% RIS ZEMEERIEB RO Y R 7 o METES)
MY FEM S D X O RE LT,

109




@ EHRERERE
DIFED 7= O
Ko T R AE By D HE e
HHHZ &,

YN R S h D
£ o, HHEk - feE%
ES A

v R R B S
DIEEDIZD DL
Ko TR B D

[ HRER BE K OV
REFAICXT LT =
P B i o0 H
PE R OVl i IS B L
TOFEBEFHIZO
WTH LK - T
fid o & Lbiz, B
Ty 7 & A
L 3 R 3 U 7 Ay
DM ZEH S,

g AU I S
nHES5, H- 45
BEIT9,

2= SRR B IR
FHY Ry EHEH
EARE SN DE
1% 2R O B KR
smEICOWT, T
IR % O 22 2B
& KON T =22
e/ METEE) ] 23 D)
ICEEIND XD,
FHER -« FEEZ1T 9,

RIVE &% %
HUNZRHE L, i
RFEFEZITX LT
RMP O]/ &
Bratigd o,

PR3 A - R
ZREDIRMCER
ERBALRE - BE A~
DIE RAZEY — v
DYVERL « BGET &2
2B EWINTAT ) B
DF I DV TR
IR T 5,

v E R B S
DREDZD DL
R A3 IR B D HEE

S BELRE 0
LT, EFREERE
DFEFE - HEINERET
7o, WO EEM
RHEICELTO
BEFHOBE W
mEEICEAT 2 A
WIEEEZIT . £
7o AN ONER
B Z Ve A
WS D720, BIfE

BT FEICIBNT, EREIR ORI &
ABmB ELTERRBINEERBIZ o7,
RMP 23R E STV 5D 1 BIZDWT, JEFE
RO A FAT & 46 L, ZeMERISE)
KOV A7 F/METEE S E NS E i & D K 5
B L,

BIVE s 2 2 NI 2EMh L, S ARE2E
F12% LT RMP 0@t gz aE LT,

EEES - [ERIEER S O IRAT SCESCE R EIfR
& BEA~DOEREEY —VOVERR - GT 2 A2
23 B EMNZIT 9 BEOFHFRIZ OV TR IS L
e

IR DO FEE - BEINA R 3 ER I D
WTRIETTOBERIE LT, A A > & xtii
TENEN6 BT Tz,

BrMEDOZM AT LADOEMEX ST
W, EEBEREICY—FT 47 Lz WEB &
WaEfT DL &b, EEBERERT D9 E
ST —AHE L, ®HETOREHRE FEh L7,

R DB R I Z 2B R OINEIZ S
VT, ENIHFSERRFEIE N B AR RIS BR A
RFEEE TR 3RBIfRE 12 X D RIER S O’k
WZANT 72 i aE R D & HFOMZE ] i E 2 T

110




@ BENDLOHE
VB 1 ) o 22 4 5t
R~OIEHZK 5
N

(T 12) B3 =
T LHERIGHRT —
HNR— A AT A
DL, W IIERRE
BBk 2%ET
[ 7 [ 9 15 i %2 X
. OV AT L%
L, LR~
DOFIER 2D %,

(2) EWRFBERAE
T BE RO — K
HEEH ~ DR
THEmOEt L5 T
T2 22 Ak RS E O
Zru—T v

T BEDND O
VB A% e D £ 4256t
TA~DIEH

BE NS OFIIE
0 5E oeiE % X
HE bz, EAE
WO BN A5y
HWEO L, LIS
CTCo74+0a8—7 v
TR ML, &
A VEREAR 2 VG
Do

(2) [EREARK
F, BEKO—KIH
B~ DREVENE
WO LT
LR R E D 7
Fr—=7 v

MksoEFom b
R4 % E LT
B F&IE N B AR =
AIF 72 BA & 1 A% T 5%
Bz L. BIVEA
W ORE AL E
RIZBEHFZTV,
B O & EE )
HOREEZK D,

=™ BEMNL DR
1E & i D & 4= %
RA~DIEH

BE D DORIE
BBz oW TIE,
815 ) D B
o ELREE
T, BAEIEE & E
#HLTER~DHE
HZEAT D,

BE D DORIE
sz @i
DRI 32

BEND ORIE
RREIZONT, 7
+a—=7 v B
ER#HEIZONT
A E L7
BT, BAERRITIE
M2,

(2) EHEER
F, BEKRO—MHE
B~ DREMENE
WO LFE L
LRXTREE D 7
Fua—7 7

<FEAMG DR A >
ERREELRE . &
F RO — M E A~
N e X R s
FZHOWT, G
EIZHIT BTN D
K FRBURH AN 5 F2 IR
il ATV D Dy,

Rt L7z,

BT IVT I DRI OB BB 72 EINE
PSS & M AT RE & 95 B OBEICE T 5
e, BAGBEI A E B4 TICT Hifix
I UTo Bl RS M S o SRS C g
BHHETE) 2 LTz,

BE D ORIERME O - Bmd 57k
DIZJEAETBE LW LT, BR5FEED TR
T LK (A~— N7 3N XD HEOF R
B OB . AN 6 R DO— I T & ONEHEE
BREMTORNEM, VAT L fE~v=2T 1
DAVERL I VARG DR 72 EITIEENI e =
BT HEEEIX, SNS BUEIC X 2 B RIEH SRS
DERA~DJRH, FHEE LT L THBIEE
~DIEHRZE AT 50O IMEKEEIT - 12,

BAEBIERASE & LTR 180 fh &3 1 i)
oo ENHDOI BT —7T v T NUERRE
2oV TCit, FAEDEM L7z EcaTo®EIc
DUVNVTEMIT L, xRS E 2 Rt 2 Bt
HOOESE LTIEH L,

111




O RHOBTE
S I IRA OB
e S 75 8 % 1
ZL

@ —RHEEES
BB LE R E W
0T W
THEETLRE Y
A a3 a=tr—
va romlikx KX
LTk,

7 T OET
SN CED
eI 74t

B RG>
AT DR EN TR
HEAZXY | ERRE
RE KR L FT o
B b S i hE
CE & e E IR
T2,

A4 VAZ7alaza
== a DR
it

EIEA - R
FEE LTI
L THZ 5 &
5. —RIHEE R
HoOMKERS
e ] T RN

—IH B AT
A2 B 2 Fn
ik <o BEAR O 1) | %
B E Ly R
AN § 3 TRl
FAfET 27 L, —fig
HEE T oE#
15 2T %,

7 EHOEFIL
SN XED
M2t

[25 356 o [ AR
H@REf s 27 A
FAF B AT
HEFEY AT LD
LEBEHZXY Bl
EHiE., PMDANR
— L= AT
F U ARETH o
THE LT
TS A S0 D3 ket L
TGS 12—z —
R2LHETE S
X227 %,

A4 VA7 al=z
=k — 3 DA
it

BE3E A - R
i E AR ND
i L TfEZ D &
5. B - EFRE
T D K
HEEHESLBEND
DR FER & E i
T2,

GBI 5
SRk o BEAR O 1) b
EHME L —
T 2 & 1 O g
SIS R IE ST 377
HIZAT S =iz, &~
VIR T U LD B
B — L= D

3 T RS AR IR AR i o R T L F D5 FE
VAT LOZEEMEZKY | PMDA AR— AR —
VAUTF AR ETHoTH, BT LI
To A SCED e L C GS1 N—a— R B RE
TED LI LTz,

BN DFEMEZR D & &bz, BN - E
AR IZBT 2 —IHBEE BB DD DR
Ban| EfpiE FEh L7,

FRFRAEEIT. EEFEMFRRR 10,6569 A (14,315
F) . EEFEFEERFEFR 193 A (233 1) ThHoTz,
(BFn 6 R ISR 10,853 A (16,049
fF) . EFREERFEER 179 A (218 1))

AT ANT DFRTY VR Y T A5 B
L. ERBURE DD BE I3 > IEME 1 3
AT 272D DT REIZ OV Cikam LT,

112




@ RMP (% 13)
TE T VR
DERBG BT
2 W72 5% M HE
ZHHZ L&,

(£ 13) BAFED &1

JEA Tl &
L, ERBHETF
M2 LC, B
BRI A
MR HET
L7 & TEHiRfkD
FFEEX D,

AR R T
A4 K. RMP |2}
< BEFMITHRAE
Mg &0 —fikiE
BT OEREM - =
AR S O &2k
BT 5 FHIzo
WT, IR— L=
~OfHE R L |
Mgt O TR K
ORI HHEEZ X 5,

AR L o
Ik D EHmiE %
DREZK D,

7 RMPZ&Ete
2R Ve R D IR
TR ZANS SED I UAN
21 FAHEE

ERERIRAE 12
T % VR o

S OLRLIEMRE,
X0 RBWIEREH
FHEIZOW T &=
fot  MEt&2AT 9,
B EH ST
A4 RlZoWT*FD
A SN RS ¥ )
EEIZOWTHRE
T2,
JEAETHEE & E
L, ETRBHEF
REE LT, B
BRI A Sy
20 RF < HEET
572 & gD
FFEZM D,
B EH ST
4 K. RMPIZ#S
< BEWITHIAE
Mrp L, BE&mT o
ZEMERE AR —
L= D THRAE L
TWbZ Ex—fi%
HWHEEICKLTH
L., HEZEROF
RHEEEZ XD,
AR B EER
EOBRE~DOEH
mEEOFTESLEK L
LT, &R L
L 7o G, 1
ISR~ D HL Y A A
1o L EblT, £
DILFEZEH D,

7 RMPZE
2RV R D =R
7R ANb SE DI UA
% FAHEE

EERERALRE 12
T % VR D

BEWMEEGTA FOMMED RS
ENEZ RET 720 A #RE I L DEs
WRBWTHHZITW. SO GT#E2F Lo TE
FREELTA FRFELEVELD] EE2AK
L7z,

—RTEEE BT DA X M CGERRSS T —
ZHEL, V—7 by MR L72IE
. EFBE AR - /BTS2 LT, PMDA
DBE AT OREMEFERE B — L — U TR
LTWBZ EREITOWTAmMmLT,

BEMERS T A K, RMP (2&-S< BEM
FEM. EEMTOERERIEREERIIS Y =
2 7 IVEIZONWT, 5l EHE PMDA RA— AR —
N LSRR 21T - 72, 7ok, BRE MR
s A RIZOWTIE, HrBifERL 66 {4, B8 372
fE (WTFhbBELEET), VI FUHA NI
DUNT, HTHUWERL 7 1, BT 17 OXIS 21T -
e

ART A VY — MR RERIES Whis &
LT, BESTEO Y RV T A2 PMDA B
BB LR RASHE 2 Feifi LTz,

F2. AART A YV — MFREZFRS W
DTN A B LT TR E IR E FITEE L
ANEER~FERE L FEOR] & & HiT, B
T EEGHOERIEMEM 2R L, PMDA ¥ =
THA MTBWTAR L,

XMLAKIZEET % 3 2T ABIEZIZ DWW Tk
O & GG T H TR 5720, TS

113




% E CTO—HD
U R 7 ERIZOWN
TEEOREE (&
ALY 2 o E R
B #  ( Risk
Management

Plan) O%),

MITE M 2 HEtE S 5
72, EE A
HhofEElL (XML
1E5) DXRITHO
T, BRSSO
JERZRRETT D0

[ 35E  [E JR AR
HWMEE Y — X
(PMDAXF 4
F ) 12onT, B
R o & 15
THRERAHEE L, T
oK AE BT,

EWRBLS 2T
DRV RO N
F - 1EHPIRIL & A
L. HHeft ¥R O
WEL M T D&
&Iz, EREE%
2B D ek
WD IE R % & 1
et 25,

FITEH & HetE 5 %
T2, ERELROE
BHEREHEEROE
k(XML b%) %
HDHELEHIT, 1H
WA AL D %F Gk
REwatd 5,

[25 356 o [ A
HFWMEEY—E R
(PMDAXF 4
TE) RO A EHK
mEER Y — B X
([= 9 1 = 3K L iR
HXxE-—FFV
o— Ry —E X%
EFp) 1ITHONWT, E
A 97 B O B R B
B oW )&/ TH
25 MEHD,

NPt « /IS
BT OEXKLELE
PHEEHROANTE - &
B IR AL
Y AN NS
BTk B ESR
R EEE RO A
FRUDOEASLE
B B O
& FIRBLIZ DV T,
= 5 B35 O BLR &
RS 5, £/, &
2 1 S = R B
B CHEUICIE &
D7D IERIC
DOWT, BEMRE
EHAHLTEER
FiEEZEITBIT D
L, DEREE~DH

BRFEEF AT VA b IS TRATE R & B# L7
E0, ERERD BT 25EE < T XML fkic
B L il &2 1T o 7, F72, BIIERRIT/R > TV
LE (7 7 AME 7 7 AIV) @ XML L D&
HEBE X T, SROBIERIZ OV TEARM
IR & a2 Bas L7z,

c ERZ A ON LIZ T e EE S - RS
DY DX OHEEIZE T 5720, EHEG - ER
AR R T — Z N — 2 DR HEN & Bl A L
s

PMDA A7 4 FEDEMER H7-H, U —
Ty NERFOBERICEST5 & L HITHE
ZVLE L, ER, EREERR, AR, B TP
T ORISR I EAR LTz,

A AREMSEOERERLTEEOM IO b
L. HBEEREMESIZE VT, PMDA A7 4
FTEDY—T7 Ly hORE, FHEATA FOB
B, Z#EE WA F~D Web IR A X — TN
—7 Ly hOBEEIToT,

SR 7THEERD PMDA A5 ¢ ) &Rt
%5 : 225,738 1 (450 6 FEEK © 222,907 1)

[pBE - LRI I 1T 2 RIS L RMEFHR DA
F o niE - IR A 2ERm L.
T SCEE L% D EIE S Z2VEF RO AFIR
UL RVP % & Te R 3K 22 VRG] OTE ARG
DOWTERBIGOBUIR Z e LT, 72, SN E
Bz X 2 MEtE 2 5%E L CIERBYE LM
WAEEINIERT 27200 REBRFTL, HE
B & 4T PMDA AR — L — U TAF LT,

114




JEA T . Tk
RE A2 D 1 ) %
#T., RMPX°RM
PIZESS<EMD
BAREY 7215 H 5 1k
RT IR L R
NSRRI ES
1 72 TS 2 HE e
T,

RIERS®E, &
R FHE O F RO
FEA A Rl B
HLDIZDONWT, [P
MD A H D E
i DBREV ], TP
M D A [E %20
W 2Rl AR—
LR —TNIZEBWNT
THImIEHE 21T 5,

WEICLDAME

N

<l
Y

ERRBL 20
TRMPXRRMP
IZHES < &M A
DIcER SN D X
9. RMP OfERE
DifH %, B E
TR A5 15 WAL Y
—ERX (PMD A A
TAFE) IR E
RIS D &
& BT, TRERTASE
EWMIH LG, e
T—=r 7 EEO
JEHSE. RMP OfL
& 3 1 o BRI i
W25l Ef & H v Al
i,

EEGLEOHE
[ESE IOV T,
& RZPLIZ D 5
VAT LEHREL,
EREEICBIT S
& M O F|E Pk
x5,

RITERS®E . &
R EDFRD
FHEICESE, TP
MD A6 D IE
R DBREV] KO
[PMD A E#ZL
W Ok, I
DN 2 28 Dl
JiE O B JE Fn & A
¥ CHEM 5 FILE
ToLEBiT, 2
HDEWRD IV
KB 72 Fn 7S
DVWTHHZIT I,

<Z DO OFERE >

[PMD AN
o 1AL o
W R OTPMD AE
WL NEHR ) OIERL.
M ONZ 22 28 O fiik
JE DR % A bt
CTHM 5 EILL B3
i

< E i BEHIFEEE >

RMP & ZHUc &5 < ERBRE L OBE M
TEM & Bl &kt & PMDA AR— A~— D2
L7z, 7 FBERBIIE, 685 D RMP &4
ZLTEBY, > LE&MFH® RMP i 400 4 TH
%o

PMDA A7 47 ET, RMP ®RZIZHED
SEMOBEEZEFHIEREELET D L & BT,
RMP (ZRH4 % ERERERT e T —= 7 =
T Y RN L RMP R OIS < BH
OFIE FAHEREZ X > 72,

EHGFDORIIZET 5 FRICHOWVT, 1§
BP0 D VAT AOYAEEATV, Bk
G4 B OPE i 22— K (GTIN : Global Trade Item
Number) KUY vy FE2B#HTE 5L 91
T2E&EHIT, YxlFHRE CSV X TRMT 2
TEmEREL LT,

[PMDA 7> & 0 [ 38 5 i (=45 FH D IS FEY Y
2 . [PMDA ERZ2EHR] 1 MEERL, &
— L=V HG# O . PMDA 27« E Tl
B Lize

ERMLFICETIEREFLCETYY - Ny
R EEFNZONT, Bl - RRE TE /| OBLED
OZAXIR OB ZRET L, Btk Rz mE
T5EEHIT, TN ETIC [PMDA EEZ2E
] CHEEBMELEZ LTV DICH b b T, [Fkk
DEBIPEY B LFESNTND HDIZONT
X ZEFAMEOHEEME LTRY LHDH
%. PMDA 27 ¢ 7 &C5#ifidfs L7,

M ZRE R #E A% T, [PMDA
IR MG R 72 & OERZ B HEN OV
BT WS K BmE LT,

115




(3) FFAHM L
R & o

@© Rtk Lk
IR D AT AR
DM - Y A
7 g PRE I O R E
HEITH L EBIT,
95 A F OO R % T
R 1% 2 4t SRS TE
NI LT, EAR
W& 7~ & B 3 Wi 58 14
FTCO—HLLER
EFTIC DR N D
£ 9. FAMED
BRI D Z L,

R - IR
FRORWER « REE
BRIz HONT, H
BB ADAUN
AU RNE
LT&R

—

i
oL
o

EWET DRI
DT, FEREDIE
M n 2 #E AL
WIZAR— L=
(ZH# %,

R S -
[ 7% 1% 28 5 D IR A
LEWET ORI &
IR TERIZR E | R
ER - REAGERNC
R 2516 W& 2t
Do

(3)  FFEEEMK
OB ER R & ot
#

PR, R
WEIHRD Y AT
v X=X — &%
25y B U CRd
BT 5 &EFEITEK
0. FAEM L o
1T K D 5k A B
b E R 5E % F
TO—-BLELZE
KR A KT 5,

BRI - R
- EA AR,
DEIWER - REAE
| ZHONT, Wi
MH 4 A LN
A4 U AREL
TAKT 5,

=8 SNy
2. PR R R
DA XEFELFT O
FERIZHOWT, 57
WERIOREND 2
B LUWNITA—
L= # T
Do

R E R -
[ % 1% 25 5 D IR A
CEYET ORI G
BEREE) IZONT
HEIAEKEITO,

(3) FFEMM K
OB ERF & o
#

FESTBFITG L
TEHELZY A7
S R
C T, FrEFKMHDHK
REEKT ETIZ,
BrIKEAM, RS
P & 22 2
EHEL CTHES &
Hwam TV, RMP
EHERT 5,

I RRICLR D
VA7 <wx—Tx
— %18 U T, JAEE

< ERRE BT >

=S N Oy
XEUETDHRIZD
W, FRTRIE RN D %
M5 2 8E H N
IZAR— LR— T
#,

<P DR A >
R & D
(22T, R
BT TnbH %
Tl BUHEL 708 7 21T FE it
SNTWBDD,

EHLORIERRE. ERESRIKOHARE
BEMLORNBSREFIIONT, ENENK
655 T, W4m2THEOKL T5EH%
WEPH 4, AURNIZTZ AU RXAMELT
PMDA 5 — AL _X—ITAFR LT,

AT SCESGET O R@m O HEFIC T, F
D 2 8 HUNICHA— A_—UZB# L,
PMDA 27 4> ETEAZ LTz,

[ 5% P I 288 i 5 D IR AN SCEET DRI
WTC, WETOFRRBEIOFH & [ BIAR LT,

FEBEBEDOEREF—LITHIE LT, 194DV
A7~ RX—T v —%EE L, HEREALM L
REAESE LT, ARBEEFOMBICET S
RMP {2 DWW TR L O BT
B RFT RO EE e IRSE, A 2R
THIAE - RE LY 27 R/ MEIEE &2 @i
BRE LT,

IR DEF — LIS LT, 34
DYV AT <%=V Y —ZEE L., BEIMALEZL
TR & OBHEEIAH] & 5k L=,

116




@ REEHITH
J % RFEHlIC o
W, EAERIC
SBCIE Lo, A
XRICIEHTE
£ 9. R L o
A D &,

[FEMiC B 548
1]

1 BEREREEND
DEIES - ER
LEOFRIWER - REA
WMEIHRDL 7+
—7 v THAEICD
W, AL L
HWrshs2To
AT LT E
T5HZ &,

2 RIS, EFE
FEONE, ARE
e OV A1 O HeE R
TR Sk (1
T 35 LA 145
75) %5 68 M 10 ®
BEICEK S EWE
SN EH - EF
BEREORIEH - A~
BAEERE L RE
M40 HENIC
SA4 U ZAREL
TRARTDHZ L,

3 EMNEHLE
B2 3R 0 2 O IR A X
ZUET O RFIZ
DNT, FEHND 2
HLAIZ AR — A2
— VIl 5 2
Bl

RO I BT
LEERFHIZ DN
T, EAFRIC2
Al LoD, L4t
REBIIEHT 5,

[ & o 5 1A il &
ik 5,

R e & e
() 73 B & 2% % BH (8
THZEEEEL,
18 A 1E i+ 47 Al
B LoD, HMEES
2B T DBk
BRI REBIC
EHT %,

A ERIIIC, Z4A - BFEkS 2B L,
LAY & RFEM & OEHRIEE XY . KE
FHRFEHNIZHONWT, 3HOMEH EOFEEDHET
WZIEM L7,

117




[ B % E KO
KHEDE % J7]

FE3E N - RS RS
DREIWER - R EA1E
W O WL N
REA K OV O fE R
D < LR KIR
O H5 18 23 o 2D
eI F M =D
THDfEEE LT
RET D, BIEKYE
[ZOWTIE, EHRY
R EAL, HE
IR, BT
CHEH S BT E
B - TR
DN 5T,
I B RE 39 ) oD K
WA MEFE LT 5
IENEETHD
ZEb, miREA
R & TR D K
WZFRET D,

(4) L¥=27 RV
— A = ADHE
EIZLDEBOE
Ol e

O Aok
T e EE R
TE i A B B 7 & oD
SRERRE B & o N
R EERTERN L, B
PR BLEG % O R %
HE LI AMEE
T 52 &,

A4 LVX¥=2F R
— YA = REH
~ORAEEZ@E L
T 4 Ay =
YEYV—FTED
ANMZEBERT S Z

(4) R SOHEHE
WEDEBOED
=

7 Aok
AL L [FRRDEL
M2 5.

(4) R SOHEHAE
WEDEBOED
G

7 AMAIoFEk
FHA L RO HL
M2 R 5.

MID-NET® LS D53 13 A5 0% S,

118




@ ®FEH=ET
Y ADFE - Gk
7 MR~ 7
4+ — MEMEIC X
%, Mk & LToHf
FEFATRE J) D R4k
ZHHZ L&,

A FAE KO R
o E g
MRFHRE & LT
L. PRI
B C & D4R &
Lt VA B N

® FEEFEHOMIE
VX7 ) —%
A = ARG DAY
% JERm L, W
L LCRET
HT L,

@ EHEEHROT
72 D15 ~DE R

7  MID-NET®»
T — Z B OIT
Je OFI A A oD B 732
L b2 &,

1 RS

L ADIE - SRl
et L [FIRE O

LEE AR

v EEHOEL
AL & AR D HL
M2 5.

= EEEHROT
7 HIEHA~E R

@O MID-NET D]
EPEDE 22 51w
R FEE LD
HR AR @ LT
FEREHE D =—2X
HiET L E LD
(2, FINE I &
2 FE M D Ak
T — Z HBEDO YL
FEAZ W T 7o A K&
OVEE TE 8B (2 A
7= LB L & R
3T 5,

14 BFEHN=ET

Y ADFEFE - ik
FA L [RRRDEL

#AE I D,

v EEHOEL
A L FERDHL
Mz R 5.

= EEEHROT
72 HIEHA~EER

@O MID-NET D]
EPEDE 22 5w E

USRI L
BRAZA#ZE LT
MID-NET O F i H
HDO=—% il &
EifET 5L L
BT, FIEHZE OF|
581 1) 13K A& B A
T2,

T — 2 B DL
FAK ST DT
WCMERT —Z D
EEHFERL R R
A% o IR 7

<G D>

AT D B 73
HIEHICHOWT,
HIFHEIZ T 5T
VN % 25l HGREL 23 A 5
WZEf STV D
73

MID-NET®®D iE U\ ERAR f OFIITE F % {2 i
4% 7= % MID-NET update (¥ 500 44) . MID-
NET (B3 55& (K 40 4), =2—¥—=
(K1204) ZBAMELT-, £/, TNHDORZE
LT, BEPEED=— 2R LT,

MID-NET OFIH faEMEZ MG 2 72D
HLEHERICOWT, FIEHE O ODEZ LB E
. FKERHFERTO BRI T 2 RAE R E DR
ICLER RO IRMEZG L, TOEDEME
Tot, £, EFHERIT OV TEHMABI 242 2 7
MWHED XD R ERPEUS FTRENE, AT
27,

ERERT —F N — AR FEIC X

119




[FEfiic 3T 545
1]
A& D R AR
ROMHE S D AN )
DRI E 5
DORFELXHKY |
X7 hU—HAa
T ADHERE T\
V72 BR B A e Y
T O HESE 24T O
z&,
FTo, BEEZFEND
D =— X DRI E
#417\ , MID-NET®
O FITE & o FI{E
PED A bR V2 E
A 7R
RELEZITS 2 &

[ BEEOHE KT
KHEDFE 2 J57]

N AR 3T
v v ALK&
OVE R ] 72

@ EEBEHOE
(b, EEHEIC
B3 o 1 wlE
MID-NET O+
G EHEREIE DL
TR L, B
(ZBEF 2 Eedli -
L % FE A8 0 12 1
FBIE5T 5.

TR %,
MID-NET %
TEEE AT,
7k RLE U %k
TEHIC KT 5,

@ EmREHROE
AL, SEE IS
B9 o fHsE(E
MID-NET O#5
- OEERIIRLONR
TR, B ER
(ZBE9 2 Bt - an
(2R D IR IEAE
e B R | 1%
(RN

Y. MID-NET B\ CTHEDBEEMICKIT
HREMBESEOT — X & A - f#T325
BERE A S LT,

VAT LADORMY T LA AT T, ME
LR DY NR—FBEOFE, TEEORFEE
1To7=,

MID-NET OEEER - EERT AT A
BOBFBIZOWT, FRIRAT Vo —MZESX
FHEICSEME L, &L CORRRE % 5 IR
L. Sf 74 12 HE AT 870 T ABOBRET
— X ERE5E T L, 390 HH L LKA
BEOERE o — NZOWT, LS CEHRNTE
TL7,

MID-NET DOHEEE « J# = RF 25 O A7 e
b, SWEEHEICET A - AR OV T,
A ITERBEET D701, YEFMCH Rz
FRIT9 B A R U, (ABEERBE & B0 L. AR
ZBAE U7z (15 ARk 2SHREE)

120




TN
CYES L1
AL B O
ERBID, I
BiET 5,

(5) EEbOHEE

O HEEMY —F
— 3w T DIE

7 OEHERRR Y —
F—y TS
THI L&,

A LI N E
D Fe Ak 1) 752 HE 1 &
5z &,

© _HEHED
g & T VT E K
mn e RIS N L—
A A ()]
Fe IRk

TRk, TYTRE
E % & o At
2D L,

A4 TIOTEKL -
Wi L —=
ISR — R A

(5) [EEEoHE
1

O HEEHY —%
— 3w T DOFYE

7 ZEMRE =
i O Wk WK 7Y 72 15
WK DEERRY
— =y D

7B
T

AL & AR D HL
M2 5.

A B % B
D FEMR A HEHE

AL & FRR D HL
M2 5.

©@ —HEHMwmED
gk & 7 U T E K
mn e ERRAERS B L —
A AV ()]
Fe IRk

7MWKk T VTR
[E%5 & Rk

AL & FRR D HL
M2 R 5.

A TITEIEL -
e L —=
N/ AV |

(5) [EE boH
1

O HEEHMY —F
—y TORHE

7 ZEMRE =
7 O B WK Y 72 15 H
WX DEERRY
— X =Ty T D

48
T

A L FERDHL
Mz R 5.

A B FE S B
D FEMRAYHELE

A L FERDOHL
Mz R 5.

© ZHEHMw#ED
Ak & 7 T R 3R
mh s ERREERS b L —
A AV ()
Fe IRk

7 WOk T U7
[E% & oEHEsR L

AL L FERDOHL
M2 R 5.

S( TIUTEIL -
EREEE L —=
N/ A B |

121




Cle BADKEH
il O Jn fe Mo OViRE R
D i fIE B 2 Ak
THZE,

v I
# U7z B A o B
FiEDZ NN HEE
2D L,

R D BN
FAE DT A~D

oD@

—_—
i

7 HARD RS
JE | AH R BE S DB
HEDEB A ITH
ERARGE: & A R
ft+5Z L,

A4 V¥=7 KV
— VA = A
HENIC B9 2 17
JEME &b d % 2
<

v HARDOIEELT
B B9 % Ui 5%
2DV T, FEHESOR
L7 At SO R ES
) 70 15 W3 15 % 7R
ftd25Z &,

U7 HARDEEH
il D ZEnGEk - BRER D2
HyEEh & 581k

B & R D HL
M2 R 5.

v _HEREE
# U7z B A B
FHEOZ AN HEE

AL & AR D HL
M2 R 5.

WO EBN
- FRADO TR A~D
f

BB @

haflls

7 HAROFE
JE Ko OMAH % il 2 45
BRSO B NI
B4 % 1% W g {5 5h
e

AL & FRR D HL
M2 5.

A4 PMDA L ¥=
TZhr)I =P A=
ZIEENIZ BT 5 1
WHRAE R

AL & R D HL
M2 5.

7 HAROIEELT
BUZBE 3 5 Bk 25
DIEHFIERIL

AL & B D HL
M2 5.

U7 HARDIEEH
il D ZEnGEk - BRER O
HyEEh & 581k

A L FERDHL
M2 R 5.

v _EREZ
U 7c B A o B
FHEOZ AN

A L FERDHL
M2 R 5.

@ HHEDOEBEN
B FHAOMFRA~D
F(5

7 HARDIEEH
JE Ko OVR 6 il £ %5
PR O B NI
B4 % 17 W g {5 5d
1t

A L FERDOHL
Mz R 5.

4 PMDA L¥=
ZrY)—H A
ZIGEENCE T 1%
WHRAE R

A L FERDOHL
M2 R 5.

7 HAROIEELT
BUZBE 3 % Bk %5
DIEHFIERIL

A L FERDHL
M2 £ 5.

122




—

A IZ 3 B
1]
TYUTHEEOH
Y SR o> B [
FXRTAHE IS
— 2 X DR
ML —= 7S
% fkAgE 0L A
DIz, TVTEE
EHEHEERTICE
WTAHE S EILL ED
L —=r 73
A b GEAZE
xR ¥
BB LT3 L
TIE~E) L, o
IS —ZHEO
Ty = b ieB
% %% il O e
73 5 BB FEAf T 3
(Good) LI Lo
BDIER T5%LL E
EERTHZ L,

[BEOBERVT
KHEDFE 2 J57]

TYUTHEEOH
24 R HH Y &
G Lt F—
ey AN =< ())
it 2 B K OVER iR
AEmHbH I Lizk
D HARDHEELH
~OMFEE, AR
DEEFEROZ A
NHEEFE ~D T
D120, FEE A RE
T, BEKHEIZDS
UNTE, AT B AR
B o ERES A
By E 2, A BAR
W % 8 2 % K

123




ERIET D,

[EZE &)

1 EWEH - REE
DIFHINEE, FAMh &
OV G D R
BL5 5~ O HH D>
O IE il 72 R gk 1T
W 1% 22 4 %F 3R O i
BThsb, £, %
IR PR = 3 o A R E
il B2 R0 S A A &
HIAGRHIEO T, #r
[25 34 5 R0 T 5 9% B
75 % O IE 72 AT
DHEED BT RER,
e/ ES RN N ES R
B C I A e Y
A KT D —
ZHRZTF6ND5
LEZATHY, ik
% ORI RN E
BlLipoTNA,

2 ZAUE THIH
O N FFT Y 7R IR
%DD [:7;5* Duk,r

DNT, mATDOFF
N L A S £ %L

il 2 o> B & oD Ry P

WIS Ui E . A2
P K OV Ve % 5
filh U it 1E 72 B &
T2, L¥ a7
) —H A2
DHEENHETH
Do

3 HARIFEODERE
mn. SRS OE
% J B oD 415 K %
BRI, E L~ To
EHEPIR O - 78
fbE2X57-0, %

l

124




2 - LExRICRT
% Bt REAf 2 1T
IRV TY
it A+ E o B 24 )R
EAR PR 2 A 2
T5 L LB, FHim
) 75 [E] B 1 K 2 4T
IMEND D,

(R - =]

1 EHE 2 h R
AL, HERE
B SR FEICE
M E 2 HEHE -
BT 25 IR B 2R S 2N K
mr <k, 1ok
25 [E 25 i (5] 12 S B
JTEBETDHHD
bbb, =T, %
o LTRSS <
EREIRFICLD
ek DI AL THAE
SHARVEITER -~
BAwTx L Ttwn
< F=dicix, Bk
D 1 O U F I
HEOE | B TR
RELME A T D
SRR B, A
HERE D E,

2 RIME S
Z XD RO
ERIZOHT DT
. A %I MID-
NET®% D U 710
— )V RT — X &g
AU 72 3R
REA A X0 — R
MR TE T L T
SERDHD, VT
VT — )L RF— X
ZiE R L A

125




A R A T
LTI, UV Tov
J— )L RF—H|Z
FoO S ARERRAE - iR
RE i TR % 3 6 72
BECHGET D 0%
230 | BMHEDNK
DB AV, R A R
Y,

3 FEANE LG
Btk a2 MES 57
oYt N [ P N 3=
AR P A L 7 2 FH
FIZEE LoD, [H
MO L LTo
NXT 4y bR
B2, FHFORR 7
4 v MbHERT D
['Win-Win | @ %
EHET HMEN
bb, IHIZ, 5%
A E o B Y TR
& o BRI 72T
T gk~
T v — B EF T
T5 I K7vrnm
A 7R Sl
T=EBUA R B,
RIBEERE DS E 0,

E5) BEOEAZE LD TENRT 2581203, WEATZBML, HA ZLICHELFEICE -T2 B B PR, =721,

MERRHIEFEIR ] R TEHER] M W TiE, HEOHEBICEZR > TE LD TREMT 2 Z L2 AR

4. FOMBEE®R

(PR ERFEOERE SN, FHBATRIFEEIIT 2 & LIS U T Z T REH)

126




HEX1—-1—-4—-2 HHEAREEZA FEFE HEMNFERE EHEEOMERLICETLIER. UHFEREOREICEHIIZFERVEOMEFREEICHT GIEEEEH) #HRX

1. YHEBEROHEEICET 5 EARER

2—1 P DEN S OB RINLIG B E R T ST 0 ZAKT OREEE, BT 72 N ORErR - BRROHELE, JE75 3588 D E IR 2R B7R & G B9 70 TS B, 485F o

BESRR 2 — T — D E | fFl AT LOREMLOVEHE, X = U7« Ok, ANFICBETLFHE, T Ol

WESZTHEH O EEE | NEE | B OB K O S HINT I 2 B E 2 72 3T o AR O R 2 BEE -2 BURFEM - 1TEE2E
E [EEE . &) L a—

FERE DYLRNZ RN LR U7k 2 IS EE 3 5 72 b D 8 F
ZARH 2 MR 2 2 LN & e o TN D, BRI T B AR A5 R
(CZEITL, A% bAESIICEBHIN LM TH D keld 57201213,
KL 0D A7 8T AR 2 5RE IC LTV 2 ERARFRTH D,

H1) EREDOFEE LRWERBIZOW T, BADOEBERIGEN LT WAL Z LIS, HEOHEAZE LD TEKRT 2 Z LS

2. FERRET—H

AR SR & 2 HFERE | Rk B A FLHE(E 6 4 TEE 8 HEJE 9 4ERE 10 4 (BB E#R)
(Al o 351 79 D B 4 WEAERE E CORMMESE, HE
) LR

FEREEDOIERD | 440 L H 40 fhH 4F 40 4h H £ 40 f4 H

Po#k (GHmifE)

FEEREEFEDOFERD | — — £ 40 S H £ 40 5 B

el (A1)

[PMDA Updates] @ | 4E[f] 200 ADHr | 4EH 100 A DF I | 4[] 200 ADOFH | £/ 200 A D Hr

B ek A (FHE | BB 53 Bk HHE Gk
fiED)
PMDA Updates] @ | — — [ 345 NDFTRL | FEH 239 AN DT
BaxE A (ER Bk Gk
fiED)
BRI [fma—L | 95%LL 1 95%LL 95%LL | 95% LA

H—], T —1#
—1. lFHiF o U 27
ZEOFHR]. M Lo
HEREOUGTHE =GR
Z A ARFEMR &R A IS
R AR— U~

(FHHEiiE)
WERLS fom—1L | — — 100 % (153/153 | 100% (208/208
Z— | [Tr—1 % ) )

—1. IFHiEF oY 27
EolEHR), EHA LD
EREOUGTHERIE®R]

127



Z HARGRER &R A
= b= Uil
(T fE)

H2) HBOEAZE LD THERT 2581013, WETZEBML, HA Z &I EERRET — ¥ Zit#ll

128



3. HEXEFEDOEY

1

(AR D HAR, R,

R, FRERHEICAR D B Rl e O =8 KIS X 5Tl

B AR

oS

R

LR AT AR

EINCE S ES

[ A

A LA

FHEREIZ K 2 FHifb

Ha4 EBEEOD
BhRAICE T 5 HE
H
WHIES 29 4:56 2
T 3 7 DFEH
B ORRIZEAT
LEHIT, kD& B
nET 5,

1 Bt o &E K
(ORI TRV i
FRTEEHTNF A
R DOREEE

2 EBEED
BRI T 5 A
EEERT LD
& DR EHE
MR, SFRE 16 4
4 HIZEEL, Zh
E G TN Al NG
x5 Z LT,
FHEICBITD KT
v 7T 7 DR
D 7= 8 O 5 A Bk
LR EE D F
Fp L OFEEIC
DNT, HRITHR
BEARTCET,

Stk maRITHER L
72 FEL ik KL AR A S
LW AR 2D
sifb & IT 72 CEEfq
N DR - BRLD
HEREIZHL D A,
BoOE DM ES—
JE DAY |
fEEr LIS
HEEN R T
LaEHET,

1 RO RE &
[OXSE=E:DAVA” Ry
FRTHNTF A
AT ITAT R

H2 EBEEOD
ZhER(LICEE+ % H
BEEZERT DD
2 & D REHE

1 HEHEoOKE K&
[OXSE: DA R g
FRTZHNF A -
AT ITAT A

<FHAM DR >

TNF AR ay

TIAT AR D

HEZLTHOWT, PG

EiZEITFonTWns

< EER¥

<FERE &R >
FEE A

FEEMOLHO LB, EEMW
A BAEA kRl-> TR0, Mk
TNF o ZEH O RE LY 27
EHICEAT 5 RiE L%, PMDA @
SEREE DM B, HEFEIC
EREHLTHWDZ EnD, A GF
ELT 5,

<PRRE & x>

At b Y 70 AR 2 AT,
HRF v A ablie S DX EDTE
RIC X v bz > T <,

U R 7 EHA@WUNATV, U R
ERIRIBES E LT, RIZU A
734 L2 & LChsylisshis
TEHMEME LT,

PR

<FEEIZE-ST-Hih >

<AROFRE >

IN4Y
(ERI T 2 i M NUE R 72 L)

< F DOfhEIE >

CE#E 7> b O RIS 217 - - B BT3B R %

T 57 L)

NjilleX: < il DHEEE 2 Tl IR 23 A SRR
i STV DD,
(1) FRYERSH | (1) FEERER | (1) BEERER
e OVZERB AT IR | ) B OV ZE 5 BT IR | il o OV 85 BT IR
DHEAL il DAL, il DAL,

129




O HERMNEHE
R TE % B Dy D 1)
MEIWZATH Z BT
EIRA I NN el SR
& BT, PRI
& % HL %k A 8012
T LD
PN AR % e
BRI D720, BEEES
Mz 2 &,

@ ke LT
55 D A E T B
7D T kT
B2, BEEEERRIC
T 72 3 O
BHAEMIKT 52
Bl

MOMFECAT O Z
ENRTEDHEIHIZ
TLHEEBIT, FD
PN 3 HEL i PR L Al
JE S D KO HfK
EEAITI, £,
JERAE I & 5
ik 2 38 )2 G
HimdD T NI
AR 2 RS %
7o b, BB % 58
b3 %,

BEREDSHHAR & L
TERB DO ELFIC
B Tife 7> D R RIS St
ST B 8, BAEE
FRAZ M T2 B O
WP E LA R L,
IR o T
A AT D,

TR AR R 22
sfb L. moci#ne
IEDHZELITLY,
HERNEERE
% B 2o B
ToZ2EMWTED
SO Ny SR
(2. ZDOWNED R
NIZHIE S 2 &
O FAROE R 21T 9,
F 7o SNSRI AR
IEMRT o, A
T AR D TR
fbxX 5%,

HEREMN, RE
FEEZERRE
T, EEE R
D ER R % R
L. BERIERELT
5 BRI & T
Hlc, BESIZE
WC, BIfE D MBCR
WL D Fe 780 3k D
FUAT, U AT E
EEH, FEEBKO
TE PR L D i 3R
RENEE 2RI
B9 Dakam. FHE
T Lo RMERED
B AEZ T CHRE
2179,

HERE S HRAE & L
TEREDOEFIC
HY e 70> D 2% RIS
T Bz, BAEE
FRAZ M 72 5 O
W EHE 2 RUS L.
FHENCIR o T
2 HEITAT D,

HEEN AR E L RIE ) OHIfRIC TE
5 X5, BEREEIZ oW TRE AR EE KO
BPR-DX #EfE= AR — L7, £z,
PMDA 025518 & @& TR 23 FIIE 24T 2
5 ETT D720 FRMRL B TR 5 N
Wl 2, FMTEELTI s, EHR (R
HIE 1[E) (ZhAfE L., HERTREINI-E
B B DS FE 2T o7,

SMBEEFIAM & LTt k0B E R
T 2B IRR B F IR L2 2Bl
L. AT 2K Hl o5z > T D,

FEFER D A ST AR & HESL T D T2,
HERLYR— M 2238 ATHLHERI
BWT, ¥EBEEOEARTH, MHkOUBE,
EBE R BT 2 EEFE, MBURIOMER
(&) . ANF LOEELRFH, KRR
TLABREBRMEZFELTHBY ., L0HHz
Rl sa@mke L EMZS S EITo
2

HEXICBWT, HH 1E, HfEE %
175 TV _ECEERERCAHM OB
Wz Ry MIEH LY — N THREZIT
W, R - BRER B DAL ER ARG
T5%LTZ,

130




@ FEkrEBRE I
K VMR S5
Eilma @ LT,
¥ O T W O T
RIZBDDHELEDL
. EBONEYED
%%&%ﬁM%L
OhHIE,

(2) Bited 255
DI

Bl W D 3
Bz, KkE—
N — NS iR oD 5L
AR, fharfmE
Bl K OB 5 1Y R A
DR & o> TIT
)} BRI

Rk T
K VMRS DE
s = STANEN
FEH T &
THZEICLDE
xR T 5 &
L bz, EEES
BT LREE LK
B I S
B Ltk %%
DN IEME O Mtk &
R EED D,

(2)  HifEdD D0
ZIRES)

[PMD A D
& KOV TPMDA
ITENVEEYE ) ITD o &
NN ORI N s
TkE 2, fhan it
Bl L RS offifa#lic
Eox{t&#h+5Z
L EIET 5,

EHEE DR
fbEX5 & & BI
RIE, RB O A%
Bilk 3278,
FICHNHEEE &2 %
M5, iz, BEA
BRIZHOWTAH
T2,

TR TR
KO EN D E
= b STANEN
E ES
THZEICELDE
HMEZ RIS &
& biT, EE S
BT HRRE XX
BEE I S
Btk K
DN IEME O LR &
R EED D,

HEE IR

BT, ENEH
O 3k I PRI B 5
% $§¢%‘f?ﬂ N
DINIEME, FMEE
WetR3 2,

(2) HfEd DM
ZIRESE)

[PMD A DH
&) KON TPMD A
ITENVEEYE | ITD o &
D, —ANOE YO
TkE 2, frfmeE
BlE RS OMEB
WCHEDSEITENT 5
L EIES D,

SCEEFRILO N & F DR EERIR L
— )LDESFIRILR E 9 DO B IZHOWTER
ZERML, BEARKREEZ PMDA HA—AR—V
TAR LT, £z, B¥EMEHEOBERIREL
— )L DOBESFIRBUZ DWW T, EEFTE#RS%EI
BWTHE L, X#EEL%Z PMDA AR— A
— U TRAKLT,

WAPEFE, THERERCRTEE DR
FAEFIZOWT KA O FHRT D720
TR ERBRE . BIREROREK,
HEE OREROERGLEIC L HEFEEEE
ST ORFIZ X VLT 2 [HEE S
&) ZFEIEBIMEL., O T E LTE
BRI 2 M FEHE A FE T D2 DITRE
Ihie BFEGERR) 2F20E, [FE -
RR¥EHEERS) FE2EABE L, EOH
T, ZENOLTAWVW - ZERE TETAERD
DIZHOWTIE, IS ZEIT27,

{3 & B O ZEIRBL K UL ERIBR L —
NDBESFRIUT DN T, EEREREICE
WTHE L, 2EEFE%Z PMDA F—A—

VTRAKRTHI LT, EBEONIENE, EME
R LTz,

FTHRE— ANO & 0 28+ fmERBL L RS
DOfEBICESZITEN T 52 &N TE D L
9. [PMDA OFLE | J O [PMDA 178 5L )
ZPBEICHE R L, BICEBE OB I b
Lokl Tns, 7. 'PMDA OHE] %
HREICEfT L, T TE 20— R&2{Ek L
PEBEICEMA L TVD

HERHL, BKE— A N & BN R %
TV, ERAZHZIT> T 5D,

FIRICHERRE 2 BEEE T 272 L
EHHRHEERE A v —OREZITV.
PMDA O 3558 0 S5 AP DWW TR % &

131




(3) VA~
A v b ok

U 27 ORIKY I
DIz, 5l & e Al
kBRI U 2 7
& o LA IT I
DEe L LB, A
B DR DR AN
B L CallE o
Ik T 5 2 &,

[EZE 5]
FRRDILRISHE,
PER U 7o ALk & g

LA 213 C
Lol NV ESEER
JL— DWW T, B
FRIES R
FRHL ik 0> e M A s
Z BTG U T
ELZIT 9,

(3) VRI=x
O IRNGL:Y S

U A7 OARIREE
D72, 5l &EHEE
HEL AR B L2 U R
s EmoEFIC
v fEe & & HIT,
AN O FHE D R A
WS L CHRLGR O B
Fax/MET 57
DT GE 7> B i
WK %,

BB DOFESC
FIERBAREEL D
B EHELZL
—JLIZOWTREE L
CEHT D EED
2, R IERFRD
BAEZEIET 58
SR B B 7R IR
2179,

R D R K Y
ELRMAEXESEO
i &g E 2 oo,
VB 72k BRI O
SR U S & R AT
Do

aryIIAT
ANESFIZ DWW T D
B o Eikm b x
X578, BT
ExEMTo&L
BT, PFERE ARSI EE
U EH TS,

(3) VAZ=x
DFIVANGL:d

FEABERE, th
R~ D BB
Wi U CEEE R
BWERBEIND
U R 7 ~DxtIHR
AREt - FEhT 5,

WE—AOLY
DY R T ERIZH
TOHMRETRD, Y
A7 e RINITHG Ik

X~ 7~

BB N HELIT O BRITIT, LEREE
fRHL, H4HE T TL— L ZESF LT
WOPER LTz, £z, FIFRAREELSE
REREE FICOWT, EE RS EICRE
T2 & &bz, FIFRREELSEOBIER
BLDOWNEEE A 2 ol U, R o RS
RS L, EREA R L TV D,

B 2 BT HME LT Y R 7 FEHE
WZBWT, a7 747 U RAJESFIZONTD
B o Ea Mo T,

P IE AR B DR D 7= 8 FHEEHE
(BM7THELAR)ICBVTHBATS L L BT,
P A — A= TP i) B S e
] ZHE#E L TVD,

Fro, WEGRRBIE, PEEEMRRSNT
A AV MERRIZOWT, A EMEIT> T
Do

VR EBROMBMENRENT AT ~DE
SHRTHNEEAT D T2, U A7 OFFHliZ1T
W, VR <y ORI - AHETST,

A — VIREEIC X B IR Ik D 7=
W, BlEFEREESIEY 7 b =T 2IGH
L CIERIRREL L A2 K57z,

WED Y AT RHHOMIENTHAE L
BARBIEG 2 & 2RI WD 72 & BRAF
DL ICEE L) 27 FHffELY, £
BB 2 RICER Lz, £/, VAZHERD

132




NCEE T 5720
D H 3T AR
EHEFET H N
ME L 2o TN D,
PR R H AR A
BHREIZETL, 4%
HAE M fEHE S
oM TH R
BT, MRk
D H 3T AR
ZRREIC LT
ZENRAHRTH
el

2 EHRAMO
TlEfR - RO HEE

(1) BEOKRE &
WEE DR T —
VADA E

O HBHEXBEORE
5 HE O LA X
D7t EMPERELR
(CHBLE LR D,

FRE¥EE 0t
A2 DIEHEAL & FIE
L~ D WAL &
HDHZ LITEY,
¥BT7nr—IlZU A
TR ALND
TS ARV AT,

2 EHFLAMO
Tt - B RO HERE &
(EBmEO—Eo
) -

(1) BE—AD
& DORE &Rk
DNNT F—~< A
D EEMD 720
PPN NPk L TE:DRAS
ML BLE & BRI
(O U5

B O U PE 1T
&E) ThHY ., B
MOXKMEEKOR
LB Om R

T 57D, mEkoFE
Bl 78 & & W= %)
R Y 27 EH
e % kA % %t
BT D,

U R 7 HEZRNF
B LTEGEITIR, B
FEIRKEZBIET S
72 & B (2 kST
BHEEHIT, BAER
(K] < 7 56 BA LR 3R 1S
DWTHREIL, £D
mREANT LG
L CREEDFERER
ExB<,

AR FIEE
WZDOWT, VR HE
ZRIEAR I DR
FERENEVIAE
NTWDITDOWN
THERB L, L2 h
DITHOWTEHEHT
Do

2 EHFRLAMO
etk - B RO HELE &
(EBMEO—Eo
f -

(1) ®BE—AO
&V ORE &R
DINT F—< A
X I o P RSN el 5)
D AK O F ) 72
ML BLE & B
(O U5

2R s b
LCRET &%
= & R 315
To5EL, [PM

<P DR A >

1B F5 70 NM O R
] « BRLOHEREZ 2D
W, IR T
B AL TV D 25l U
WA FENTFENE ST
WD,

KIPMAFRIFIZ I T B IREA I DUV TR,
FHEOBRIHIETED L IICT 5700, #=E
RO o BN O BRI B A 2 65 &
LT, REFEIGHHME 2 520 L7,

EAYEY e

FAELTFRII L, EEER. fmntk
B, SHSHEOWRER L, BHICKIST 5 &
& BT,V RV EREERITB W TRRER ST,
BRIERZME L, 2 OfE RIT OV THM
PICHREB A2 1T o 72,

FFFEBA IR D EFBIRPLUZ DN TIE 7 + =

—7 v 7 zATV, B ORI 21T > 72,

ALY A7 FR KOOI LR 2 B
F X, FMOREL FIREF ILERFEREAT

72,

PMDA 735E2125%F U C R 72958 % F
PICHRIET A7 & L, TPMDA OFE] %IC
HET HEH R AMZ BRI Lz, £
VBB A0 E DS ANFEICBET AL

133




BEREBEIOD D
Wk B & 3 ey o
FEMAOICER A L,
UICHEMRZIT O 2
Sl

@ HHKOEMK
Y 7> Tk, A
R4 DFEE~
DER £, B
fhe o ULTR
FTHREOEE ST
DV T b R IC
mzbZ &,

@ WE—A—A
DR &Rk o X
T F—< 2 ADMN
L&D -8, 5
MEEDDLHTHD
S EREEBE & o A2
Z 5 W HY D
AT ECE L 7
INCR Y AOYNZ )
BRAEITH Z &,

D72, BEMPERECR
WCHREE LR D,
BRKERIITDO B D
Tk B % 3 e 5>
FEMRAIZERH L, 1
NZET 5. BH
LOERIZYE =5
QS B N Vg
DRE~DEWR 2
L WS Tkt
LTRETHEE D
BEEIIZOWVWTYH
A2 D,
=5z, 'PMDA
DR ITHREET D
BT 72 N % B R
L. E—ADEDY
DR &AL fg o X
T =< ADK
KEIZHFET 252
L& RfET,
gk 28 2 DR
72 % v U TR
Z SR % T FHEY -
HR IS A 70 N B B E
#1795, £z, KA
DR T FIT
Ji C 7o iHE D=
eI E LD
(2 R WFFERERE
B3, EHIEEE S &
DOEHEIT L D HHE
FERMT DR E, K
BOMBEMIER - £
F_R— g Ak
M5, 61T,
BREESLa I 2=
r—varuwhx
fii 2. ERES#SE%
FEHTE S “EEEA
W OFREM S,

D A D] (23K
TOEFH I N &
FHEIRIZERHT 5,
¥ 7. CDP
( Career
Development
Program: A\ #4 B %&
AR IZEO X, B
B o &'k h
EZ2EY oo, Hfk
DINT F—< A
T UN | A IS IN
G ST RIRANYNE: 3T
BEBZITI,

Tk B D FH Y 72
B R K OV A 1 e
ILEEZH DT,
Wik B 723 3t ) B (A
Exzifbhd &
o R AHE &t 1 oD
REKROCREL %
o SY N =P
T &R L
ERA Y 2 — b
DIk B~ & %
X%,

B O&E D
FELT=DIZ, C
D PIZED & FHk
fEik = & OWHE 7
077 NEEEL,
WHE % 75 9212 FEh
T 5,

HWREZLH LT ¥ V7 — hzRHSE
LELBIT, BHENOAMICEAT =X
ZWEES 272 & L, CDP IZH-D X il - i)
IMANEREEIT T,

BB H OFFEIZHHEIC Ty Z & 28T
X LDRBEE BT D720, NEHHE AR — 4
N—VICEFHER B 2 B L7213, v T
NAZWEICERT D70, FEiid OFHERE
WEONEOHBZ B LTz,

RIEEEDT v — MNERE B E 2 724
ERRAM 2 52050 L. IRIBIFEHE D BR O UGER S
HHERNZR O B L 25| &kt &1 72,

CDP K OV U 7= 4F MWHE R D
& FHERBE K MRS OWHE 7 1 7
T L H W B & ot & A FITE NG LT,

HEHERBZRIT, 77—~ THERS
NIZET, SV — ZMUHHE & FEREEIC 5] & ft
TEM L7, £, RE - FHEFICETLE
FIRIZ2 N &2 BT 2 72 ORHE % F2hE L |
B TAEEILE 24 (0 6 REEBRLR) 3%
LT,

mE R HRARROERZ BN LT HEN
RFGWHE 2 WEEEL I G E e & i L, S0
THEEIXIAVSMLT,

HHEFLICET D2EMEOFRMZ A
(2 WESN DK FPE T OMHE 2 MEFREEIZH| & i
TEBL, 14DOWMENA L TA U TE#L
77

134




BRI I 1T
DGO BR
ABR D EH%EDE
15O BLG R & B
T 57, ENLE
FE S =R A5
VA — 5O R i
T O EHBHE &
HRIZEMT D, F
7o, HBE - BEXIR
EBoEm ExeX
L, EHLE
HE 28 % O B TE B
%5 T O EHMHE %
ERIZFEMT 5,

ICH, IMD
R F % 0 EHER W
REEREZ#EO S
BWTHEmr F8
T& % “EHEAM”
EHRKT D70, H
PR e E ) AR
WHE & D e FE L
JVIE D 7= 8 O
ExEMT 5, %

2B IT V7 7 —om Ex BHIZ,
IT NAR— FNEROFENEEZN—A L L
TeWHE ZWERRFEIC R S e & i L, A FEHT
721 250 HEBOMB FRZH Lic, £, ¥
2T ABARIARDL T 2 v AL b
2R B AR A R o T AM OB E B Y
ETOMHMEABTZICEM L, 33 AL
72

LA J O HEMEARFE P DRk B A E R EL
BT RN T L AMEE RO Bl M OTRRE B0
FREZERE L, LVBEORWEELYFEMT D
ZEEEME L BN S EE M ER
v 42— (NC) OHEHIFT K QNGB BT I
B OWHEZMEEEICH EHiE T L2, &
7T, FEREMCOMMEIZ 34, 1RER
EHEFACOMEIC 1AM LT,

B R S5 D FHE I DWW T, 3 fiiak
» NC TinprEAEZBS (IRB) A%, BIK
WRFEEZES (CRB) R 8 ZREEREC
FlEREEFERML, 521 40BMLT,

SRR D R B OME ) FERe 2 BRAR 9~ 5
72D R L —= U FHHEIC W T, FEE
BEIC ] & & AN 7 AL ITBIMIE ST 5
o7 v 7T KEEi Lz, SRHMiekORE
IZBWTIE, BEOEAMZHRT D729,
B BRI & il L 72203 BIBES &
RTS8 OO iRERE & Lz,

ERNIRENHEIC OV T, ERE S5
FHMEHIEEIZ 44 23BN LT,

ICH <° IMDRF %0 EEESHEE DL T
PMDA & L CoOFiE% G5 CRMATIZ IR~
LZTLENTED LT D0 DEESHES
FHRGEIHE Z RIS E i x R L, 25
HWBIN LTz,

PMDA &{KDHGE L~V LD 7=, Bk
BaxR e Ulc—MOEEETHE K OGB4
BOMEZWEEEICh & feE Eha L, & 11 4
VLI, £, MAEHIRE T EH K
L CiE, JREBITHENT B SRR 22 JEFERE ) % 17

135




(2) MBI 5
B A R—VF 4D
e

© MR, e, Tk
DR R
FIZh bbbt &
T DRk B 2 1 %
FETE, FE A
ZELbOND XD
(2T D720, TSGR
5L 0 B IS HRY
#TeZ &,

@ BHRESD
DFPALE L FE
AW L, BB &
LI oh D &
D 72 HUHE 2 52 9
52 &,

WE—ANOED
DHE SIS0 B AL E R
RV % F-4% 55 12 8
I k942 A Y
Y D& 5 HIER,
B R E L & &
2 TN D
HEED D,

(2) DEI (¥
ANRN=VT 4 2T
AT A AT I—
Tayv) OHEE

U—7 74 T
T U ADOHERER L
DOEFAZ B LT, M
GUNEESS N e i
MO BT, ATD
Tk B 73 i 1 % 38
TE, & A
Cohd Lok
o< &HED D,

7o, WSNRIE T EH
LT D xh AR E
P S FEAHE D 58
FEx2M D,

I T-DXAb%E
250, BED
I TV 7T 73 —D
M x5,

¥GhED—)E
D EFEEZR D T
O, T E O/
B FELEDD,

N FH % 35 1)
ATV, H
B0 A B A~
DB+ B E
L6, AU
Db HBEFT S,

(2) DEI (¥
AN—=2T 4 =T
AT A A TIV—
Var) OHEE

J—7 AT
T U ADOHEE, 13D
L XA DEERL T2 £
DOEFAZ®E LT, M
RIS N7 S
MO HT, BETD
Tk B 75 i 1 % 36 fe
TE, & AV E
Cohd & o2k
5o< 0 xiED 5,

b & 70 OMSMRIIIRES HFEEHE 2
Fhi L, 440k LT,

ERE O IT V7 7 > —ofh L& B,
IT NRAR— MERDOFENEEN—R L L
TeWHE ZWERRFEIC R S fe & i L, 4 FEHT
7212 250 LB OB F 3525k LTz, (F548)

FH M B OBLEWA X 2 L TRV,
A% b EMIR 2B X & T D,

AN 6 D NFRHlRE R A H G« Faa
FREAEON SR S E T, FEOROMBHERHZ
REBEBEH5 25 85 RBERIIRELTY
ROD, BlEREE AR ORI ZER L T
e

NIV BESNZBEICLD TU—
774 TNT UAWETES ) b BT,
LT OIEB 2170, BREDMB & 9 W EREE D
<V EEDT,

@ TWLB &5 ] ZB(E L. BB DEH ORI,
EVRAAFNLEIF—L LT Teams %
BUGEICH 7Y — L OERiE I F—% &
BB L7z,

QAT 4 AT =TI FOEBEZ—/ > ML
TR~ DB UGE AT 5 HMPE
DD, IHCEDEZY - BwmckE., 1EAR
72 E OB S INE O A 1T o 72,

NED 530k OBERICIANT T, & B
BT O SEHAHE 2 S0 L 72 1E 0>, DER R4
PEIZBET 27 7 — MREDHERE T 5

136




BRI/ #ER O
BTN EEFEY
[IDAPNE- VAR S 3
LT oinsd &9
72 B2 FEhE S 5,

=S DR %
HEME L, e oA 4
b b, B2
20 LT 57z
D D Nk B B A B
i 5,

(3) o
& A DONI~D

By

%1%

o

AIE A
FL - i % R

BRYOELE
DIEBEDOF v U
THEMEEELRL
W ) 7 £ B R OE K&
Ol 24T 5 2 &
W0 RN
by AEICE
PR~ B H %147
Do

BRSO
HEPEFEEREE
WISE L, HES) % F8 4
LT binsd Lo
72 BRI DWW TR
MEED D,

fEEHOREM %
RS D720, EE
DHEEIINDPD B
TENLZLLTE
T W B B DB
il >V TR %
D5,

(3) o
& E ORI A~D

A
R

o2

2B DRSO
B - A A RE Rk

EEBICEEICEME LT,

TR RO 5 12t U 7= P g BAHE Ic B W
T, NEAERIERD TEFABAERIT <X
VAT HFA N (BGETHR) | 215 L& B
TRAHME 2 WEAEBE I 5 & e & FEhi L7z, F725H-
B L ZRWVEHERE 15 412Nz, #iREH%
DOE PR 126 412k LT, DEMZEEDR
WIRIGERIE OB Z X D 72O DT — 27 v a v
T ETCEE LT,

BIREZ IR & U= F RS R A
FH DO NFFM 258 12T 9 72 O O Hkm
WHE B 2 7Rk « BlfE L7,

HIPE - BIRHIM & EE U723l 2 8 Ui
FhE L. HERNZ D 0 72 < E B~ DX
{17,

BRNERERICESE, BE~FEE
ELTTGET 2 BIURE - MEBIREZICET S
g 2 OERZ M LT,

PEFEEIC L DGR R A E 2, &
B EITRIT DR R OB E i & e
A ORHERIZERD FA T,

AN 6 AR FEIZ AR AR & H T NE L7
MEEHEMAEIF—) o&RZHNT, M
R B3 L CRkserIc B TR I3 5
B EAIELE E ~ DB A L T2,

[PMDA 238% 7 TWAFEEE) 2 U &
N7y 7L, EEFEREHOBEICEAR LT,
F7o. AAOFLEITIER U THLY AEHES &
B L, %O 7 v —{Kfloimibz X

>72,

IN=IRA&NY 2 —ADIRFEK & L
T, EHARICED TN 22—, N 22—

137




L. HREDIED 720
RKEBLDTEZD
ZEiZky, —ED
R E PEAE A X D
LEbliz, BIER
HAFAETE DA
k2 H¥E9

(4) FHH -
IS O s Ak &l U
TEBME D —
IS

W G IF

FE YL EF R
R FRSE & E HI)
(=87 RE X RN
EBITBRSED
mEEBHEO—
JEDm L5,

ER7ZeENLD
FH AR R0 35 1 ~ D xf
IS0k | E RN S
B D —Jg o
EEH5,

L. BEDEY 720
Rrhpd =R
2| EENERBLT
% 72 @ OAffi BB T
b5 INY)a—] &
EHE - A0 LD
WERR L, AT TE
L &0 mE D
Do

(4) ER-&
*F i D 584k % 8
TeEHBMED—
DAk

W C If

EEREEH
PR ERSE & E
IZERAZHZATV,
TORNREEFIC
RS ® 257 L ¥
¥ an'E D —Jg o m
EEX%,

ERZRENLD
R EFIZOW
TIEHAMHREDI
BT, MOFHFRAE
A M OBEREE &
DEH; - FREA &
M%7 L, RISk
LD REMT L.
Y22 %S Z21T 9,
e, FHRIZOW
T, BRicm&E &
W, HE¥EBNEY
1o & &b, 25
mE O —Eom Lk
X%,

EBIEXIIA L DEBEER DT TED L
INCHEEL T DOV TE RS 21T
) NV a—I—FT 7] %, BlEE, #
. BITRERMEOSEEICTER L, £
Te R LU DD R B 1012 Z SR DIREt 21T

7,

LEEEHEEMFEASS L PMDA #
I L 2B RZHSAEFE 1 EFERL TH
VBT EEICHOWTIE, FEICT 12 A
B L Ak x B RZTAL 7o Eilmm 21T o 72,

PMDA 2% BT FHER A~ D RIS 71k
ROFEEONTEBEREEBLEIORT 57
DORFIITIEEED T [— R RS TISE Y
EBFIEE] [TEOSx, —BMERENZEN
THELBIT, KFBEORRELZINEST DT
b, Bl &fiE ., PMDA ORAZMICT v r—
AR AERRE LT, Zofth, #EiE - PMDA ¥
=7 A P CHERELZITMT. BEES
EEREBMWEDO—Bom Bz ki, £
7oy —HBARRE DOV TIL, HkE OFIE
PEom L2570, 5l&kiE. BIkAEE
itz E L, A7 EEICFE LN
FHRRSE1E 2,198 1 T o 72,

B IR E SN TV AMHRE N & b
B L., FMREIH LT, @ISR Lz,

Rk 22 426 A5, PMDA IZFHE B
< TEROF] Zz—EMRmICETL, v
THA FTARL, (EBEEOUEITIEHAL

138




3 EBEMOE
B 72 B & ER
) 7 SR

(1) EBFEEOE
722 B

B O ¥R T
(2D T R R
RATHE L, AFKT
5Tk,

(2) HEMEH 72 KR
G

P O B R &
[OXENE 'S It
W, EERICHT D
IR IR &Y
DIFIEERFI L, IR
WIEE) A E i D
z&,

3 EBEMOE
B 72 B 7R & H g
FR) 732 LR

(1) EBEHO
FEHIHY 72 B

B DG FE
oW TEHH
HEAZERL, EE
ARSI T D
Evic, /aRT

il

(2)
HIEE

LAISDIAVIN

Bt Ot potR
F R0 1 D s Rk
RN % 2 AR
B WMIEE O TR
[ZOWTHRESL, 32
s %,

TEHRABESIC
KSR RE
SE LB, @A
BB EOHE
15 5512 145 R R
L. HEZG LU TE
AT A AN
BIERESE & L
WY e AT 5,

3 EBEWMOE
B 72 B 7R & HR
FR) 732 LR

(1) EHERD
TEHARY 72 B

BEEDERE
BIZHOWTEBH
HEZERL, EE
FEERICHRET D
bz, /KT
R

(2)
HIEE)

BRI Y 72 s

A DA
) ME Bl D S Bk
BizonT, ERS
ERRGEEE ., B
BRE. THTIT%
WCEfRSND X9,
R DHHE—F >
&I L 722
YT U RER
G FEIZ OV T
Rt L. BRRRY 2D
N SRR T

<FHl DR >

s FHE O E I
IRBAREIZ W T,
HEtEIC S bl T
VN 2 A5 FE UL A3 A SR

WZFfE STV DDy,

TW5,

TN T EEDIENICE O BRE R BT
1,076 . fRAMEANFROBRFRAEIT 10
HCTh o7, ENEROMEFEDOHE T WEIZ
ToBUE L7 BT, EAESEE S PMDA W
BISRERE . SMTBIGRE LA L. BAMRIETIC
B E BRI AL LT,

BT 6 FEEEEBREITOVNTIL, 6
HoOEEFRERICHE L, 7 A PMDA &
— AR—UNIZHEFHLAFEL TS,

P F = SR B OV AR R 2 R L O FR
MER T A RENPRBETE D —RDOIFmT
Feax A & TPMDA < 970 ¥—F ] ZHe%
Lics

—ERIZxT 5 PMDA K ONE DR
NEDOBEE R LDy —n & LT,
PMDA #@Jr & (—fxmid K OFEmis) &
ORI (FBEmg) ZdHIfEL 7=,

ML fEEOBEM) IChbd, ABEMR
FEANAN 08 B AR EEL BRI TEE haF &
L. BFHERN A7 Ly FRTD
R D/ EFEEESRRER A 2R T2 Y —

139




(3) M DR E
RO MR~DRE(F

O HHEOEEN
R &R R
WZHRETDHZ &,

(3)  FEHEDZES
RO SR~ D%

7 IEERNE O
Fo~ O Feihi 9 72 56

[EIBRA) 725815 7
ZE D, MR DTG S)
IO W T EH & X
60

(3) H&HE DR
FAR O R~ D 3

7 OIEEBRNA O
S~ DO FE MR 72 58

EIBRA 725815 77
s, HEHEOTES)
WO W T JEFn % X
60

7Ly NMEZRM L, —RERRT OERE
B2 Fefi U7 (fd RRA 5 R il B B i A
103,660 1., <970 - EREFEERAHRA O B
EH 83,940 Bt AT 4 FEU—T L vk
5,570 ¥, T —=a %7 b L v R EM A
R 7Ly b 18,480 . BEEIVEA SR
HERS 94.94019,600 #, W= ff A Y
—7 L v b 6,1509,000 £

W RCEFREFEZFITR LT, Hk
MR Z F D, FRE~T —AHBEITV,
PMDA D5 %48 LTz,

HERAOGICLDAHEE L LT, EN
ST T, PMDA O¥EICE4 D, —
AR Z B ie AT 4 T ~DA X 2 — k55
AT o7, KR, WBHA~DBERREEIZONT
ERT v - m AR EBER L, WSS TF
Y —FIRT DFEHE AN A N RO T
4T DA TA AR FEEELTITHo
e

HERE A 72 SIS B & T B 720, &E6
FBIZEHRIA—T 4 2 —F —5EE L, K=
D IRERIBEHES D IEROINEZIT o 7o, Fiz.
WELAES 2B $ 2. [PMDA Updates| ~Dg
fomE, FHEICx L CGHEEBEREEZIC
DD RREEIT ST,

U v b D.CEBHND, KENTH
SN2 FBERFINFREICSML, BARD
N A %5 L7z, DIA 2025 Global
Annual Meeting TIZK[E FDA & D& FE
vy¥a xRl ZEMBEICm T ZRE
EiTo0m, (F#)

7 b D.CEBITNICEBWT, BARID

140




[ PMDA

H AR S TH)
wfﬂﬂﬁéE%
b
%%u%ﬁ%&®
ROV HE O
A E O RGR
A RESRICHE N L (5
] 40 dh B) | GESME
TOTE Mz #HEE§

Do

U7 LU —)L R
T—HDOIERR L
OB ESLA
R— g VERE,
A RE R ~TE
T2 B % FE A
IZHIET D,

I ED
Tmﬁ%\ﬁﬁ&<
PFEFE TR 2 &
[FIRFIC, MIE RO
88k & v A B 4
RIClZET 5 2 &
(&0 EHERRY R
4250 D TR R 7R

ZEBNT D,

A PMD A

TR EDR
FRIZOWVWTiX, BAR
#ﬁﬁf@b Z:S
Yo E
WBLOBREOS
Wb D & il IR
AR5 (£ 40 dn
H)o

TP ANY] S
HECTCOFEREZ &
BHIT, JERRRR & T
LEAEREEF L E
BB 5,

U7 VT —)L R
T—HDIERR L,
RO FERA
N— g VERE,
R R~ H
T 5 UM % A8 A 1)
WZHET 5,

EHELFEDORE
PG A . Bz <
JEFE TR 5 &
[FIRFIC, YZIE RO
e 2 Mg S B Y
RICimET S L
(el S/ INES | N: b 7g
42550 D TR R M 7R
FhEIZE BT D,

A 'PMD A

< FE7RE mAVFEEE >
A O IR
IZDOWT, HARDMHR
THIER OB g7 &
RO ERZOE
Wb O % il S S i
(40 H)

< ERREREMIEE >

f o —1L ¥
— . Fr—rx—],
[FEfh oD U 2 7 %
DIFHR) KO TMEH -
DEE DOLETHE R 1E
W DIEFRHOWT,
95% LL b % B ARGE
ERIBIZAHA— L —
D ~Fesl,

WR AR W REEEZRIRE LT 18 oD
HEARMHRAEER L, b 74 THYEA
F— L & ORI 72, (FF48)

BIO EE4<. DIA KESES - BRINE
REICR T HHEER E 2@ T, PMDA ©
B TR 01 72 BURHLAR0 B AR D SE I 12
BT 2EMRBEELTH L LB, FRHEDOY
CERE#RAE FEHET 5212k, BRTO
HEE I 72 BAREER 21T - 72, (F34B)

HEEfO R ﬁxmu\ﬁk% i

L. &t 40 M B OFEREED BN

t(@%%qu$%%6\ﬁ$@ﬁ%@m
3). (H48)

EFREOE#R A 4,085 N (HHREE OB

YREEETe) |2 ermail THUE L7c, (F548)

K]¥

eI
*®

g_\llju

i
L
=]

WERT A EEREEICONT, B
EDOFEEIZ L VBREZITV, MEFRITHEFREFHE
i L7z, (F5-48)

TR Lo 0B et Edie L
% . PMDA Updates %% 18 U C, [ENFD A
T — 7 R F =W CTRERBAIC R LTz,
(f548)

LARRIRIZE T 5 555 T OfF iR dkic
WT, BAGEIRE M HAIZ PMDA FA—A—
VI T D EEEY 5% Ll EE LTS &
Z A, 100% (208/208 1) OEIG THFA—
LR—VICE#T D L L bic, YHERE
A E O H Y /7 BRE ITRE LT,

141




Updates] (1F 14)
D B Gk A HE N
SHHZ L,

(1E 14) B D5
W2 2 g4t D HiL
U FEITE A
THEOD= 2 —
A LA —,

4 EEORE SR
RO — T — D E

FEE O JEE L H AN
~ D B % R o £t
ORI E =D D
ZEEEMELT,
WEE RO RR %
1795 THE ORE S
RA—T—] A RRE
L. WYNZE 35
e,

6 THHT AT A
DA o OVE HE

TV ENVITRE
L7z TE#HR > AT L
DA e VB

Updates| DX
o

Bt D [EIFRTEE)
. I'PMDA
Updates| & L TH
V¥ &, EB IR
HRICHET D
(4E[# 200 AN D#
Bigdka HHE9.).

4 HEORELE
RO —F—DEE

SKE DR
A~ D B % D
2 O A =
HZExHAMEL
T, FEHEEE O R
21T HEEDOMES
JBRa—F— &k
&L, WY
Do

6 |
DEX

T

W AT L
i X OViE B

@[i

F R IFNEE
L7z MG AT A
D H i e NV B D

Updates] DXk
o

B o El RIS )
Z%., TPMD A
Updates| & L TH
DE Lo, EBIHK
ZHRICHET D

(45fH 200 AD#
Bigdka 7.,
[PMD A
Updates] D& D
J& 7% i S8 B 24 )R
DH TR, KVIK
WBILRE 1T IR T
WiF % & RAEIC
DVWTHHZIT I,

4 FEOR DR
Ra—F—DEE

FEDRE LSO
A~ D IR % LR D
OB E & O
HZExHAMEL
T, BT EE &
gL, KEFROR
REAT O HEFEDORE
SRR —F— %
WY EE T 5,

6 HHRI AT A
DFE J OVE B

FURANLVTEREE
L7z MEHT AT A
D B A f NVEE D

< FEREERIFEE >

P MD A
Updates] (22T,
200 A L% Gk &
BERY,

<A DR AL >

FEE DL RR =
—F—DEEIT DN
T, FHIFTEICHE T &
AL TN 5 45 Tl HGIE 723
AHRERICERS LTV
D03

<G DR >

fEH Y AT LD
fiFE 1z HOWT, FHIE
EZIT 6N TWD
A Tl U 23 75 R
M S AVTUWND D,

PMDA @ [ B 1% 812 B 3 5 B %
[PMDA Updates | (2 L., 44 [a] A —/L
CTIASEME Lz, (BFn 7 FE 1% 239 ADHr
HBGN D -oTe, ZhEaEH T, BRRATO
ek $T 4,085 N)

[PMDA Updates] D& & % [EHNID
RUFr—ERLTAHTIT, FXEHXIU X
NETIAT, IREFICL > THIERIERE FF
H LR T HE4AEOREZED -, ()

4 74EE D TPMDA Updates] J1TIC
D&, PMDA OJRHT RAAL =0 b DOE R
HELHEX DD, WA - BRERREICE -
THMERD X OMmEt 2D, (F8)

ST 24 3 AICBARR Lz THREDRELE
TR | IZHOWT, w7 EE &Mk I2AT -
Too BN 7 HEEDER DO AGZEEIL 454 £ T
HoT,

SE%OFPEN AT ARG E %
lm—KR<wv 7] LLTHERY L, HES
TEOEEZHER L TWS, F-, BHEST

142




FEARW 58t (B
f34F 12 A 24 H
T UKV KEIRTE)
IRV |-+
AT DY) 7
i B OVEHL A 4T 9
LEBiZ, PMO T
& o 1F AL S HE
HEHEIZBNT, &
EHBAT LB
W TAT D B - 2
&, ERRTEDT
27 MIxFL,
TROMEE, HIfy
7RBE . BRI
TR — Mg
ZwUNIIT O 2 &,

e ToMmER
EHICHYT 2 EH
IH

i

WAL 29 448
2HEDL HDOED
i, 3 75 3 2 (B S
L EEFHT, RO
LBV ET5,

1 XU T g
DREPR

BN ENFEOE R
iz MET 27
W, EHFEHEOEX
2 V7 4 ZRERT
LEEHITIHERE
i NN ' e R
&

[ BT % B 55 oD
AN—tFx=2)F
S XRDO =D DK
—JEYERE) (BN 5

KRN T8t (4
34 12 A 24 H
F VKV KEERIE)
iZDo &b fHEH
AT LD ) 70
R OVERE1T 9,
£7-. PMODHE%
R T % 1E WAL
EHEER B 2B W
T, BEHBVAT A
(B TAT 9 B -
e, EHRTFED
Ta Y7 Mt
L. THOmE, £
i 72 B S, AREEfE
ricte R —
N &2 WIS,

W8 FOMER
EEICET s EE
TH

4

X2 VT 4 DOk
{ES
B30 R OV R
FEOT-DICHEE=E
D N B 5 PR ER i
R, B A D
TANIBRERIRDE
HeMEd 57k
PN B I oD 5l
bxHX 2%,
BT BE S D
A NRN—FF=2
T ARKDOIZ DD
M YERE ] (N

BRI 58t (B
34 12 A 24 H
FIHNVKERE)
(IR -+ %
AT b DY) 7 HE
R OVEBETT S,
£7-. PMODE%
J& T o 5 1E ALK
FRHEEER B 12 B W
T, BEBVAT L
2BV TIT 9 B -
e, EHRTED
7a Y=/ MTxt
L. THROEE,
T 72 B E | PSR
Ficte iR —
N EZEENIIT I,

B8 FOMER
T A EE
TH

4

XU T 4 DRk
(ES
B30 K OV O
FOLHITEB=
PP NSEE Y=g 3
v, B & o
T ABEIRLE
HeMEd sk L
PN B 8 BRI D TR
fbxX %,
BT B 5 oD
A NRN—tF=
TAREDIZDD
MR (A

<FHl DR >

HIEHEC T &
T B 45 il R 23
AP FEM STV
AR/AR

W2 FEME L= 3 AT AEEE ROV T
BBt RO 2 . BEE LRI E G T
DY AT BRI HOWTCHAMERE, <
NENREGE L TIToTW5, &b, &7
D DITRILOFHBAF - SUETER %
e LTRY REICR A L, B
HEZRT OB ARRMG L, VAT 2 EBE
\Zf% % PDCA YA 7 /v%a LV @EyicEHT
ETHEOWMVAMATND,

AT Al O ENORRA 0¥
BIERCET 2 58t% AL TERATEIR R & L
TRE L., [FFEICESEEGEEDN
EEBEE LU TAAER AT — R &2 28
R ETHEA LAREHZ1T > T\ 5,

ID 71— NIiZ &5 ABREEHEOGEY) 728
RAZEXY ., WMAFEONEEEFIRTLE LD
2, EWEFIZOWTHT U THEHIZABREX
NERTDE BISHEEHEZMEL TV D,
T, INDH VAT AEGDT ANBREEHIC
DUNT, IEMEER FIRE 2 B 0H L, FEEr
ERHIEH A — L N— V2R LT, &
BAOEMER-> TV 5,

BATO TBUHERASEOEHREX 2V 7 ¢
KR DT= DO —FE) (2F-5% [PMDA #
AN—EX2 VT 4R >—| OREEITH
TWa,

143




FETH 4BV AN
—tF VT (i
BEAT) ZHE x|
o B 7 i SR A A
72 FEhi L, EF#RO
XU T 4 DO
TRIZH EHEE WY
MieZ &y

A EOKEE
B E 2 7 S rEE
IRl 2 B = e = ik
T DZ L,

5 7H4HYA
N—tFxalT g
HRRE AT 2 N— A
TA vl L, BER
it SR A 3 T e < 5
fi L. HHROEF 2
U7 1 O %X
5.

RA SCE DO RFME
S E 2T CEE
HAEHET D,

59 7TH4B8YA
Nt ¥zl T4
BEIEAT) &2 N— R
FAvEL, HTT
£ Fz—2URT
RREFIUD &L
7o o B 70 Jifi 3R % 3
W< FEhL, F#
DEF=2lT 4D
Rz X%,

B ~DfF#R '
X2 U7 1 WHE K
OV f B 72 1 42
il k0 R 72
*F I BE 7 1A b & X
Do

KBRS AT A
DETHEHRON
v I T TEITU,
1 B 1~ o 3 Y1) 73
R - B % FEh
L. ¥EBkfeEOmE
x5,

VAT LA L
LT, AT LBH3E
Tav=s NEE
O IR, 25
VAT A AL L
U 7 M 55 1 2 W &2
T 1 EIRRERIT,
ARBRIE RO
X UT 4 X ED
b &M 5,

CEEER - RE
AT LADIERIC
L0, XEOET
OHeE, FL—HE
UT 4 O %
AN 1l Nek B
B 72 CEE B & HE
T 5,

% 2GSOC - BT A 2 b DIEE Mk
(R A — Vi) HF2BIfRE L, &
FIG U7X 2 U7 o /R A EmL TV
oW T TAF =Y AT FRIZONTY,
¥BOBFELAESEA - FIRTEORSS -
—EREXRE L TCHEREI T TV,

SIEEMTICEREX 2V T 4 HEE K
B U7 1E Dy, BNV A N —Z NI E
EFEHER NCO ENET 2Ex=2 T «
WHEIZSI L, % 2 CH7 R 2 kIR
B L7,

Ha Sy 77 FIRGLAE#E2 U, AL
TRy 77T v 7 OEBHMRE 2 5 LT
Do

SF0 5 FFEIZ/Thi 7= 1B NISC (31 NCO)
B4 DFERI S IEIC OV TN 6 4RBEIT 5| X f%
ExfIS - BEEA FER L, £DE% NCO [Z#H
& Uiz, Mz T, AMBOFAZER I L 2 1F R
VAT LEREZT, VAT LOEMR
BLOtEFx =27 ¢ xBRERIC OV TRE
PRMEFMEE R 2N T L R LT,

XEO N =YY T 1 OfRERS &
&I U R CEE LRI A R T 2720,
CEEBHOMEY HICHTLL— LAY F&
Dic CEEBROHEEIRD FE] DM
WMEEZX > T\ 5,

X2 VT 4 BIEDTZOIEAN LA
PRI AR OV T, Bl X o X w bl 728 M
REFIZES DT,

SCEER - REF AT A RITBWT, K&

144




2 ANFEIZET 2
HIH

P 0 20 7S K
S L OREY)
nEREEDNLD
ZEMpNE S
SEVE I Ay B E
L7 BT, B D
PRHIL BCIE., RIS
D BRI L

9 FOMmERE
BHETEDDLEE
=4

MSEAT BUE N I K
i (25 0 1 g R 6 B
WOEGES, WH
PYEOE N AON PN
FEHICET LA
4 CFRk 16 454
S EE TR 55 =)
B A S DERER
R 5 FIHEIZ
ONTIE, RO LB
nE35,

1 i B OV
(ZBE9 5

L

2 BB ANFIZ
BE9~2 &t

FEENT IR DREGEE
K O3B 1k o 72
D D [E AT BL D
b hTmEEAS
¥ 3 3= AN
2 Fil Pl Gl R B DO N
KEME Z, HME
D E WA RE R A

MSEAT BUE N B 3
o (25 1 2 R 5 B
WOEGES, WH
RO I AONPN
FEHICET A
o (GFRk 16 =4
A TH 55 &)
FAFOELEE
W 2 FHFIZ
DNTIE, kD EB
DE35,

1 % e OV
(B3 5

2 BB ANFEIZ
B89~ % &t

A oD Hh 2R
W HoEdE L. B
DR WA A
MatiT 5,

<FHl DR >

HIEHEC T &
T B 45 il Uk 23
HFICFEM ST
AR/AR

LEEZBTERICEBRLZLOEZERE LT
EET D1I0, BAXLEOBTHEARIC L D%
BRI & BT X B SCEEHOHEE
X o> TWB,

B R BRIV TR, ERR A BE
IZBWT4s AL, D5 b, 541X
5% B UIBS RIATH 5,

HRSE (EWkiEt. BtE. BRETE)
b LT B SR A R TV, 94 &R
Litcs

T = L DB SBICBWTHRER AM %
MR T DMERH D Z L0 D, Web TERHAG

145




IREEE AT
&

B2 H A o R I
%t T & B AM %
el LT 72,
SRS & oD A2
Ha bR & LT
RN =PALEEE R ]
() 72 B Bk % JE Bt 5
5HZk,

gk B o #a 5K HE 12
DNTIE, EH A
M % 22 T8 BT R
T5ETOBSN
LB LoD, #MIE
DO RN 78 A
KL 72D X5 5%
OhHIE,

1Y)
52

7 I ARSI AS N
BRI Y 72 - T,
G AR RVA i Y
o3 BTS2 L
LT 5,

HIROH %R
X, 1,315 A% L&
RET D, o,
HEZEWE o A
R IT 62,275
B (RaAA) &
T 5, ek, AMERE
IERIL, 1% Bl
TR B EEAAG, Tk
Bk F Y K ORH
SR F 2 ITH Y
T AHHHEOE T
»Hb,

N DR E LD
BlLRIZEE LoD,
Tk B o & E S he
D Ea X 57280,
(A SEAT BUE N O
T FEOREL
DEARTE CER
22412 H 7 H Mk
RIE) W E 2 H-
WFFERERE - Ry L
DAY & Bl fie &
Feh L, WIERNT
YVAIZEE LoD
[E 2> 5 O Bl H
F O F G O HIEIC
B, L OIRPLUZD
WTHEFEART D,

N DFREN LD
Bluoo, H - 5%
BRI - RFEL DR
EEdE LoD,
2B OB W E
25 8 5 EIA B
FELYVELIRD
o WESHE
BT 5, &bz, &
M 2 A 3 2 Bl
R B S OMR &
Ok ) & 2% Bk 35 -
SRR )
ZATVN, ATREZR & D
MmHEITTLH, F
7=, HHEZ2 AN O
ROHY FHFIZoON
THRETE1T 9,

S 2B T 2 & & BIC RIFEEICS &,
PMDA 75— A_— U0tk iE Y1 &%
EH LERES 21T o7z, 72, REOX A
VI NIV IN—TFT 4 7 —ERXEER L,
BNER ) & 720 5 DA LR DA T b &AT
ol

IREEE R A LT 20, BRERLL EORE
BRRFREEFEZE L TSSEE FEUNT
s

BIMTHEAA 1 ABIE, BV,
REFIRBEZED S 101 A Fi4FEE R 106 A)
D EEZIFTAND & & 12, PMDA 75 [EH
ROWFTHERE . KFIRBEEIC 45 N (R4 [FIRE
H38 NEHmEEsZLicky, HR2A
MA % Fhi Uiz, 728, B o3& M
FITHOWTIE, ATFEEEFRF & 0 HRAvE <
RBIRNE D ITELE LT,

[2E] E)6 0Bk timE RO ERIC
5 5EIE
SRTHE4HA1H
2N E# 1,063 A
B M A £ 47 A
theR 4.5%
et RITAFEE b 0.6% )50
G644 1H
2N E# 1,058 A

B mEE 54 A
e 5.1%

GRERITAEFE B 0.1%70)

B FPE 2 A9 5 BRI B 55 ORI 1A

146




4 Zofth
BEAE o Pl 3 IR 8 25
2R T BUR J7
FHTH S < AL
DU T R E i
T5HZ &,

R FEE L D
AN B 72 B AR & B
Lihvd Z &Enen
Ko, ®EE O
L BiE M OB %
D R R L
—E DRI AT T
RIRANNE A Ry
1T9,

B B DFR 51T
DNTIE, BERAH
BB 5 kiU
ZHE LoD, BFH
IR NM 2% 22 TE YT
W95 EToOR
G EZE LT,
ED DBy 72 kG
HKHEET %,

kBRI E DR
BRARHREICES
&, BHRIZEBIT D
LREOHRHS, AL
i K& ORI O F
AER S T BT B
9D BLIE % Ak 1T
WH L., #@ie A F

T B D#5-12
DONTIE, EFEAHE
BRORMFELZD
o 5K HEE & B 2R
THEEBIT, BES
2 ANM % 22 TERIIZ
WR9 5 EToO®H
G HEE L, MIE
DA HHY 72 L AG
KAEL 72D L5 | i
Blzxbis 4%,

F. RFEE~DERBELIT T,

DEI (FANRX—=VT 4 «IAT 1 +
A I N—Tay) OHEZBELE T, M1H
DRGS0 DT,

HRE72 ANM OFER DIE Y J7 DT 24T
VY, BRI RO LT,

RIS L OBRR DD Z L D7
WE O, YR NFEHEIT S o, AR
DERZEOSRH, IRk O PRk B3 5 il
5, BERGESOMEELH T 2HOWM% 5
T 0D BEIEE 35 0D (6 = SR By OVEE R 703 B A
FEEITIER L TV 5358 OIEFEEB DOFIRRIC
DUNT, BEEEHRI AR B BRIC D & i
BNz 3 L7,

BN T EOBRIERTFEIZONTIT, &
BHRSRVEE - REEBTERITBNT
WEEITWAR Lz, £, IREBEEES
D QEAEEF LNV RT v 7 B
L. B WHE O EHERECNETH A — A —
T~ ek A U CRk B E AR & B -
72

BEREICOWT, BEFABEORS
KUEZ R E 2 | W EASRAKEEICT D& 4
2. BB RANMEHRT2-DERFLOR
BLEZ{To7,

PMDA D#4 5 /KAEIZ >\ CHEE O FLfiE 2
578, 4806 FE DK E GOV T,
EFABEDKE & OWESEDORIEEZTT,
ZDfEHR 2 PMDA R— A —J 2B LA
# L7,

E3) HEBOEALZE LD THERT 2581013, WETZEBEML, HA ZEICHPE LRPEICE BB Z R, 72720, TERFHIEE] L EEBER MiconTid, BEOHBICELR > TELOTRIT 5 2 &2 AJHE

4. FOMBEE®R

147



Gl

B

L R D FEAFSHT

[MBENEOWBEICHTL2HE] O

AR U CHT 9 MBS i 72 & & RiHl)

148




HBRX1—-1-4—-2 HhHREEHEZEIN FETE

HRANFERE (XBHEZEOMELICEHTLIFER. UBABROREICEHI IFERVEOMEBEEICHTHIEEFEH) H#X

1. MEBMEOFEEICET 2 EARER
2—9 REH, THE. B4t
WELTHH ORI B3 5 BURGEM - 1T
E L =—
H1) EAEOMRE LRWEBIZOW T, BEAOEBEBRITIEH LT WHEAN Z L2, BEOEBZFE LD TERT D Z L3 HE
2. FERRET—X
Al xS & 72 D FRAE EEAK H R FEUEME 6 tFJE TEE S FEE 9 10 £ (ZE1EH)
(AT e300 B 00 R 4 YEEEETO
JHE %) RHEES, LE
154
—E S (FFEEGH | i) BRI 24,513 28,839 28,839 25,115
mifE) ()
—fixE e (FEEE) | — — 17,924 17,266
(M)
EREHEER (%) vh 1A B R R B R A P IE A& 5 — — 40.1%
6 EE T RAED S 15%HIE
EEAKE AEFESHE O BITEER T % T D FEAE — — 100%
HIER
OB SR L 72D —REHEE L, IMEREEO A REHEOMIEED S L, EEERZ M T D,
Al S & 72 D FRAE 2ERK B A% FEUEME 6 tFJE TEE S FEE 9 10 £ (ZE1EH)
(AT e300 B 00 R 4 YEEEETO
JHE %) RHEES, LE
154
FEL (FREFHEE) | P B R 415,597 437,471 437,471 388,971
(M)
FEE (EHEE) (F| — — 263,595 293,964
M)
EREHIEEER (%) vh 1A B R R B R A P IE A& 4 — — 32.8%
6 HFE TR D 5% HITK
EEAKE AR FESH B O BITEER T 3T 5 FEAE — — 100%
HIER
¥ OB R L e AT, ERGEEZOEBRED YL, EEEATEMESTH S,

149




REAR G & 72 2 TR

EERK H AR

YL & O FEER

HAEE
(i = 390 458 40 D O
FHENSE)

10 4EJE

(& 1H )
MELFEEE TOREME
T, MERIER

AL 4 DI
(M) (%)

WA, AL
& O IR
99%LL -

Bl

100.0%

100.0%

100.0%

KA OMAMEEILT
REDOEBY,
64 423,858 FH D D
b, 3,858 #F
THE 423,645 85D
b, 3,645

100.0%

100.0%

100.0%

BAEEOMAMEEILT
REDOEBY,

6AEE 4 120 HD D
5, 120 &

THEE: 2123 E5 DO B,
123 &

100.0%

100.0%

99.9%

KA OMAMEEILT
REDOEBY,
6FE  £6,7T17TEHDH
b, 6,717 #
THE 46,501 FD 9
B, 6,500 F

XA (R 13UNVECE 2 (LA T 2B BT BIECH 5,
HE2) BMOEAZE LD TERT YA, EET2EML, A L EERRET — 2 2l

150




3. HEXEFEDOEY

1

(AR D HAR, R,

R, FRERHEICAR D B Rl e O =8 KIS X 5Tl

H) E R TR AREEF F 2R FEAm R AR ENDERFERR - B il EHREIC X 2 EHM
¥ FER ERE2 i
a4 EBFEEO|F2 EFEEO|F2 EBEEOD < FEREHEF > <FEE & AR > FEE
BEAICET 5 F | RICETSH | FEICET LA FEE B <FEEIZE - 7-BRH >
H BEEZERT D720 | BEEERT D720
& DR & D EHE UTDERDEROBEIZOWN | <A%OFRE>
<FHAm DR A > THEEZER L, EMEMRIEREICS | (IR 2R O E SR L)
5 MBS |65 WMETAAF| 5 MBI ANV W8T 2D WTH, FERREEETNDLZ &b

A DL

(1) FEck - Lt
GwERERM L
L CIEE ¥ 5 Mk
(ZHHIG LN T
INF U A DWEST.

O HEFESLE
B NN R TARIN
DL RLiE L & B
(ZHE L. B AR
TEETDHZ L,

@ HWEIETD
1% = IR A B KR
BRER L, BEAFD
FEOBF & FEHLH
U D %A
W IRIZ K 2 A B
Z X Dm0 E
EREt L. EORER
HSE 2 B
[ERA A RSN

@ R 72 T R
ITREPRZ S0 L, #%
B OPATIR DL & B
MelZHET 2 & L
HIZ, WADHEBEL
AT, S

ADRIE

(1)  FHck -
M4 % 32 2 e R
ELTERET 5
MACHH IS LW B
T 78F o A DHESE

FEE I HCC RS
w5 D T 85 DRI
O RGE L & L
R & LB,
HEE R 305E & i
' UNOY RS
[ZDWT, Ak
ToOEEM 5,

BREN T D%
B A R RIRA
PER L. BEfEOF
BB & L <
LIS D % 4 1) 72 i
PRI X 2 A B A&
X270 0RE %
BatL., ZofER%
B E 2 e f
i D,

SR 22 TR T
WHLA M L, R
D AT R % 7 fife
WCHET L E LD
2L MADOREL &
AT, K

AD5R{E

(1) FHEck -
&% E 2R R
LLTEET LM
MAZHH IS LW B
HS8F o X DT

R O 3R
mh 5 O T 55 D AR DL
D RIE L &L
i 25L& Bz,
FA R R B0 & i
ZT=WAD @ L
2T, MR
TOHFEEHS,

HEREDH T D%
HEIR A & KRA
EA L. BEfFOF
BB A& R L HY 4
LLo D % 4 0 72
BIZ K DU &
X5 7= D HE &
BatL., TORR%E
B E 2 B
s D,

JRHE 72 T AT
BRI L, RE
D HAT IR 2 B e
WCHET L E LD
2. IMADREL &
HOE T, LA

sRAGIZ OV, H I

EiZEITFonTWnd

Al I 28 7 AT HE

i STV DD,

54 5 o0 Bl 1) oL HH 42 25 o I A Bl A2
OWTHEALVELD BERICHRETD L L
H1Z, PMDA A CEHRZILAF L=,

LR 7R HRGEE 21T 5 720, EH Lo
EHSERNS OEAZ B E 2 72 LB TR
DFERIZOWNTH EFEERFTEIT > TV D,

DU 2 L TR B 2B T D & & b
2. A REOHITRIUZ DWW THIE L,
F 72, AR EEHE I O M B A BRI
Ty 7T— ML, HESICHE LREE L ILE
Lizs

BAFE LT 5.

(W5 EAER)

TR SCEHE R OVE A Et ) & R
R L DERIRD ERERZ A
ETHNL TR, & TEH R
HIZESWZbD Lo TnND, 72
B, BT EEREOTHE L EH L
DFEFITEI 10 F TR/ TH -
776

(L4 BALR)

HLH I RIZOWT S, B
99%LL LD & Z A RIER#ALIE 4
DUVNT 100%., FEGHLH 4D\ T
100%. ZaXREMLEIZONT
99.9% DULHIHZE A /L L T2,

<FRE & x>

(A ERIR)

Stk o5 W BARMIM (BN
THEENND 10 FEE (B 6 4FEEIE
FLYERED) ) O A FERHCL Bl SR
SR A R E — B PR 16% 3
5 %D E FEET L2LERH
Do BIEREE, FEIH - T,
—H AL O S FE T T T B K O
THEEIZBE T 2 H N v RORIEIZ
BoHZ T 5,

< F DO EFIE >
(B#BREPOOERAMENE 21T 25813 E
REfiT 572 L)

151




(NI RO~k
DR & R T D
zk,

@ FEAERIE DO
KOS DR
ZESE R BT
A RIS D
ZEMTEDL LD,
HE 0 E AR
TE AR o K BE O 18]
FEHLZE,

(2) RHIRICLE
U 7o M B = & ]
RELZ 92 TH AL

O FEEOEM
% YRR O IR
NG CIANEES S o)
oo THRfEM TR
W& E LT M B
HE OS2 H R
T,

@ HWIEHFHESE
B O DR
PLo> G L & Y fife
(ZHAE L EE 7Ry
ARFEY 2179 =
&

@ kDT F
—~ U RAEERD
RN T, B
. TR LR
FrsE L TH
v— U v Tk EE
T5HZ &,

DL e BHEAE D
LIRS (it B

YN NDI'E 3
N OB AE ORI %
B E 2, B E
R ICHET S 2
EMTEDL XD, &
Bxa R ERE
Al O #rE O 1)k
wX 5,

(2) RHNZLE
L 72 B =~ D
kL

BRI OB A
AR JE 0D IR 4
TRV SR DT
> THHEN T R
\C 22 U B
BT 5,

HRA A 3R
i 55 O 1T 55 O AR
O Rl L & g
o L g
R 2179,

R D X7 4 —
~ A EER DR
UAY i QNI T E YN
XHTHEO LR
ERELETHEY
— V7R
5HEEHIT, HiRR
TRPITER AT
Do

SRR 72 PR T
EELA R L, IS

DU Je BHEAE D
Rz Ed 5,

ENERDOI S
K OB & ORI %
B E 2, MBI RE
EREICHT DS Z
EMTEDHLO, &
BEEUOREEARE
Al OB RE O 1) E
wX 5,

(2) EHICZE
L 7= M BE =~ D
Jipg il

HEEOE Mz
AR B D I Ak 5
THEW, FRRIZHT
> THrfe I T & B
22 E LT W B
BEMENLT D,

FER PR 5
wh S O T 5 DR
O RIE L & R
e L., @EE7e A
RFEED %2179,

KGR DN T —
v~ ARERDR
VVHIPH T, AR,
X FTEDO ERAE
ERELETHEY
— VTR
5HEEHIT, kR
THRPITER LT
Do

HHEXITIBWTHKRDIRGL A 5 H iR L.
HRI - FPTRI OB A F Lokt - L &0 HEEFHO
WGRAR DL OS54 72 & DA 534 DA
RERM B D R L oG /e L 21T -7,

- HUTE R CHERREEZBEHA L LT
B bdaLlbic, @UNIIAZ RFED ., 4
HEEOERAZNRETHOINAE L Lz,

FTE TR O RFERMCE A OEIR
Wi EONAE AT HEFEZEIE L LT,
I RFE D 2@ T -7,

© BRI S| SRt E PR # 2 ED,. B
S EeREER 2R BT S 2 L TTRBUTRIC
BOTREMERDE I V=) T E2RE
ToL L LI RPITE R 21T > 7,

(L4 BaE%R)

PAEE LI S 99% LA D IR

HERTED LD, Bl SRS MR
BEIT L, BIFEHILH 4, R
HE 4B R OVEE 4 3R A L 1 48 7l EE oD
g - a5,
Fo, BE GO F T A bD
Az | RETLHZ LTk,
W72 2 A 3 O AR K O
EBEONFILEHED TN,

152




@ fHEWM AT A
BIERIEE (DWW T
KEVATLDTA
T ARk
EEHL, VAT A
% EE 1% 120 K 72
HAW LD 0
SNREHT DL L
HiT, Fl=py AT
LG W 21T 9
DT ak A0
RELEITO 2 &,
® & 7R TR
AT B2 S0 L, UX
s S DOFHA T O
THRBAT & 725 X
INCBFEDHZ &k,

(3) EBERORE
OB AL K O
WAL D HEE

O ORI
732 TR D R )
T, AEEBICR
JHEB TR R
DRELZXD &
Eblc, 7YX B
TUARAT F— A—
va v (DX) #hh®
ET LT UHNE
firoiE HIZBE T 2
Bk 2 #HetE 42 2
&

LEOHHANTOT
HEdrL72b L)
B 5,

T A7 LB
R EIZHOWNT, £
AT IEDTA T
A7 VaR N
BHL, VAT L
EROBEREIZE
WTE KRB A
b )
HEHM R AT
LG MR A R
THEELBIT, F
Ry AT ARG
Wrazit 5720~
ot 2ADORHEL%
79,

(3) EBKOWE
o %A K&
OB b D HEE

FHER T
LEHBTREAD
RELZXSBP
R ( Business
Process Re-
engineering) % . #i
i A5 AT ) 7> > %0 5
A FEfE L, Bt
5 ok 1Y 73 GRS O i
PRAZ T D AE
te, TOBE, DX %
B LTLHT7TH
S BT o I B
5 BUME 2 HEE 5

B 27 L
BRBIZHONT, &
AT LEADTA T
WA 2= S
BHL, VAT L
KBROBEEILE
WTERBRMBA
HEebonk o
PR AT
DGR R
T 5 &L BIT, JERT
MHAIT> TCWT= v
AT BRI A
Tokvn 7ok
ANZXk4 %5 PDCA
P A 7V % ki &
Mg 5.

(3) EBEKROR
X H D% FAL K
OB b D HEHE

FHEFITIRIT
L¥EKE T EZAD
RELZX%BP
R ( Business
Process Re-
engineering) % . K
B T Y A D % B
HOLZ 2k L, B oD
TR 1Y 70 3R & O iR
RAT AT YA
te, TOBE, DX %
BT HT7U4
I BT O I B
5 BUM % HE 5

SHOPEMN VAT MGG EZ (2
—F~vy 7] ELTHRYD LD, BHEXTED
EHEZHERL TS, £z, RS TIREEIC
Fhiti L2 v AT LB RIFIZ OV THREXZ)
ROFHMZ BB TR T ED T AT L
FE ROV TR 2. T E ke L
TIT>TWD, SHIT, B 7HEEN ST
DOFHIBAFE - WETERFZ IR E L TED R
Rz U, EARmEL2 T 200
ZHEL, AT LEEITHRD PDCA $1 7
N XD EUNCGEHRTE 5 XM AT
Do

B 7TEEIRBNTHE ERE, 2572
T ADRE L %X 2% BPR O FEEH A % i
Lics

T, AaUYNT 4 VT BHOTED T,
FREFIR IS S REEREsRIL 2 B ¥5 3 Gl
H, IT HEEIEALDTZDOD T L — LT — 7R
AMEBER R — v v 75RE KR AL FTEHIZm
T HEE 2 320 LT,

S HIT, MREDEBYEESEG S AT LD
AL FEOEBRICOWT, HERZED
TR BICKR L CEMANICHRE L, #RE
PMDA AN EFEHIE IOV CHERI 2 {48
TELLO5UR— LT

b T ITLOERSCEE RO E

153




@ ZEIZHONT
X, FHIE LT
BAANFLEIZ LD
bDETHT L,

@  AREBHE, A5
D — G AN FL
PIAMZ L0 2K %
ToHBAETHH-T
b, BEA OB I
ENF MRS N
HEIITEMT D
e,

@ AL - Iz
WT, BRERZER
eI NN
FoE LIz, BEHE
KO EHEEA NI
Lo+ nhF=y
7 szt WIEIZSE
M35z &,

(4) EE=EEZ
TEUREIZEBIT D
ey B

AN D 35 E M
OV h =R A i B (255

FHH B B R D
2 5.

BNz HONWT
X, FHIE LT
BANFLFEIZ LD
LOET D,

A K OV
SEO—RBSH AN
FLEAAMIZ £ 0 225
ZITHOBETh o
Th., BirE AW
PR S o R &
DL DITEmT
Do

AFL - 2K %
EIZFERT D720,
REEREZERRIC
£ 2 EHTARE L
ZIFHEEbIT, B
FHROSFHEA A
WD t+mkTF =
v I HZT D,

Y

(4) HEEELAN
B FEH IR
% L F Hi ek

FEH Ek B D
22X 5.

ZHINT DN T
. FRATE LT
BAAFLEIZ L D
bDET 5,

AR A S OV
5O — BN
FLEAAMIZ K0 25K
ZITHOBETh -
Th., Bk, &Y
P& DS+ o R &
DKL DITHEmT
Do

NI OF ]
EIZFEmT D720,
ZREHREZERERIC
£ 2 FEHT A RE A
L EbIT B
FHROSFHEA A
Lo+ meTF =
v I EZT D,

(4) HEEARN
BT H RIS
% e Fe Hiek

R A A %
YT D —fkE

< Z DO OFERE >

A A T
W35 - E %
DEIIEE,

BEE Z, BREORE LG A— A DHFZ
LT, A7 4 ARAR—=ZADNRN 7275 H K
EEmEmMAEDEE\LE X -7,

ST HEEOIEFERE O EB IO
C. PMDA &P D375 - A B B E R4 % 1
Fx. IHlEE -T2,

BRI DFEREIT G 7= > TiE, HMT4E6 A
RE LT TS S LEE] (2o, JHAl
— A AU L 0 FEhu L7, £, HEICEk
BB R R T D20 OB E LT, (TR
FEORELEORNEMME +7 IR T 572
EDBRAZAT o 72,

HIET ERMED 5 B AR AL ST LA
HOFEIZHOWT, BREHEZRS ONER
#F 34 KON PMDA B4 2 412 K 0 #pk, AFn
7AEEE 1L 5 EIBRME, ) ITB W TR R O
GPERELR DT D DBGETTR D H B PEIZ DN T
RRE=ZT T,

fe={111}

Il

FIEZ Y 7z o T, AR B AL T7 L4
DRFBIZOWVWTENEREZBERITE W TERY
7 R OB R D 7= 8 D FE TR DO FZY
PEICOW TR (5Fn 7 51T 141 ) 23217
7o Elo. BREREZEB R OHFME %L PMDA
R L= U TARE LIZIED, % ORKEM:
DERIZHONTHAE LT,

ZHEHEZES CHAREOERZME D
O BERELORFHEENCEI LD R Ty
2,

EERRMN &2 TET 5 B RD
BB OHNRIC OV T, VY AT 2D

154




WHLZ LIz, E#H
[ SN
T —MEEE K
OEBRE (N Th
b NE# | prEsER!
R (G 15) KO
Feak iR (1 16) %
BR< o) IToWTIE,
X DHE DRI
HMELDSD, Ih—
J& D 35 38 D %)
gAEHEE L, S
10 BB N T &
e FpEE L T
—REBEIL 15%
R, EBREIX
5 % 2 O %8 % fi
WIsZ &,

(V£ 15) KA - 1
PRARFEEE, kD
W K K V& 12 £
Lk, AT LB
BRSSP R
B3 A% A I NS
TR,

(1 16) VA dES:
WZEWRBE LR D
B SO B R T
T AR ATHE 72 F
L VRAETDE

A 2

omE
o
=

S O
. MM

fil Tk

P oA OB om
(e
i3
i
5k
B o

AW
e

I

N,

i

5 B

S
i

R OEBRE ()
ERARUNGE: NIT
R BB (E1)
OV R B R (1
2) ZR<) ITHon
TlE, EBOHE DR
RICEE LSO, &
0 —J& D K EE
DEhFA A HEE L |
A 10 FEEIZB D
T, o6 L
AT — iR E BRI
15%FRHE, EBRE
X5 %IRE D%
Hi T %,

(E1) A -H
JEIRARFHOBE, i
D K Je &I
ROME, VAT L
By | SRS AT
B BE R J VA
FHAFE,

(E2) BEA%E
E NN E ARV R AN
2 F B ST B AR
T T HIAN AT RE 72
HIZ LY BAETD

e

B R OEBRE (D
ERARYNGE N
R B (1)
BOEHRER (&
2) &< Lo
TIE, (BOEOMK
RICEE LSO, &
D —J8 D EREE
DN EHEE L |
A 10 FEIZB
T, D6 4EE L
NT— iR E BB
16%FREE, EGRE
X5 %RREDOHEE
Hi T %,

(E1) #HwA-H
VEIRARFHOBE, Fak
D& K Je &I
ROBE, VAT A
By | SFR AT
B BE R e VA
FHAFE,

(E2) EAWE
E AR E ARV A
% B T B R
TTHEIANATRE 22
MKV BAET S
EemE,

W, EE BT
B R m D% L

RMBLHIIR OB 7 & B ORIz D D
& & bIT, BIEEEIZ A1 & foe & SRR — AR AL
ZFEMT DI L THEI R N OHIBICE DT,

155




O EFELHKOE
T % 2 B 0 g e
FEEIzx L, BIWEH
U4 RRYSLH 4
Fe OVEE 42t SR HY
GHIEDERSE R
AL, ) A
IR LB PNV (W)
INTEF D AL
A D 22 TE B 78 18U
R D Z L,

Kb EELE
b TE#SICAT O

(6) WHEDZL
TE 72150

= R QOIS
‘“%Lﬁim%%

I L. BIERL
mé\@%mm@&
OV 250 3R L
Q%E®%%%®
EmERLD Z &I
L0, LR HE -
WA nshd &
2558, FHLH 4
D 2 TE 1) 72 (U &
¥ 2,

R E AL 4

RICHLBEELE
b CE#SICAT O

(6) WHEDZE
TE P 72 150U

RIVE 3L 4
R BL H & ] V&2
2 kh 3R AL 4 D
B E TR L .
NENE R -
TR, HEEER
EMOBEORNE
Dk % ot & 12
R\ ML EE D
BRAE - JEAZRY |
W EZR B - V7R
A% 8 CCRE
T — &@ﬁ@ﬁ

@W%mm@\
BB H &} V22
ERERFIH & D
AT 2 5 # o | fE
Y | WA DM

WWETsELEh
W2, TR OIS
AN 4R L % it 3R
LHTch, FEHYTS
1T & N 2 FE R A
ZRERE T DI1ED, 3K
J B4 1 i 78 = 3K
IERFEEE DL
BB MALTHD
(&ﬁ)ﬁﬁ%ﬁ
2T, YRRERITK
6%&@@@&%
BaZEitT 5,

RIIVE 3L 4

<ZF DO DOFEE>
B 412D

RIVEF LI 4 BRI H 48 R V22 Ak SR 5
HLHH A D Z B 721U & ek 3 % 7=, PMDA
BR— L=V RO BEE R~ D LSy &
1T9 & & BT, RMZER TR L TILEDOEAT
FIZE VR ZITo T,

RIVERSL R BG4 B OVZ2 At SR A%
LA DI S & — oIS B9 5 L 4
WEBS AT LDEIEHT 52 LIk v BulE
B A NFIIAT o 72,

BIERIHLE &, YL H & J OV 2 SR 5%
PLH A DT SN T, FEIRIT 51T L 51 &
SN EFESRRR & ARG L T 288558 ORI E
PEefERd 5 L &bz, Mt ShicllHenE
SR 2 EONNIT o7, Fo. FRRERE
= 38 i & AR 78 2 70> D DHLH &I ZEFS 1T
DNTIE, BIEHE, &ﬁﬁl%AHK%ﬁ%
= L HIDCEBRFERM &G L, &L
7R UM 2 e R L 72,

BIVEABLH 41229 T 100%., %

o
=
B
2

156




@ H¥E747Y
VE/AVE SN QN
i I ¥ ek [ 2R IX A
THRAFN L D CHY
JF 2% R Yt A
PIRE RAR RN R N =2
5 BREEEE O
L HY & D 1IN % e
FIATH Z &,

(7) MBRIDOE
722 B

O A A =
B & %
Af R = 5 T Y
(R DL & s
T5HZ L,

@ MMNATBUEAN
il B 12 JE 5 < AR
B AL DRI A

TG L 4 e V22
A %f RAE L H 4
%A 99% Lk
LT %,

WEZ747Y
T BN Je OVEE E
i 7% % [ 55 IX (K] 7
A X B CHRUFF
RG>t
T DR EICRD
B £ B it 25 O L
HH 4 D 1IN A e 52
2179,

(7)  WMBRHILO
FEHIRY 72 B

SIS R A 1
BB &7 5 e T
maESEHIC
W5 IR & s
Do

MSTATBUE N
FEIZ D < A
TOERMIZIMZ, 7

BRI H  Je VA2
ERPRFIH 4 D
FKmFEEICR L, E
X EICL D
RZATV, IR %
99% LI ELT %,
RIVE AL &
BRI H  Je VA2
KRR FE I 4 D
BUNE B EE O
ALK W RE
FHOFEBEAH O
WD, HEEF
ot T4
b B L. M 2%
BEICEORNMH %
B3 & &bz, FlfE
PEom EEX 5,

BEZ7470 7
T B Je OV RE
1. 5 % [ 2 IX (K] -
A X B CHRIFF
RBEY R EE TR
SRR X B g N =
B4R B 1 2 O L
4B o> 8O % ffe 52
21T 9,

(7)  WMEBRHILO
TEHARY 72 B

SMRA A 1
B &5 EE R
B~ E RIS
WMEBRI 2 Wl
Do

MRSEATEE N
B HE S AL
BOFERITIMA., =7

T, WH=R 99% L1 L,

IZ2WT 100%., ZEXRERHEIZHONT
99.9% (BIEIX 99%LL E) DULIN=RE 2 2Rk L
s

RIVE L 4, RRYLHLI 6 B OV 4t SR 4%
LB S - W PR E IOV T, M RS
FOFMENER E & FBEABEOBRBEZND & &
12, PMDA O¥EBICHOWT b f#% - Dbz
M5, B -t Fc ot 74 bz
HEE L7-, AN 7 AEEIZR VT, BUEIRGEE
EDOHEDK 20% 03474 VHETH
ST, Flo, AV TA v REEFLE LRGSR
FHRFIZHLTT 7 — MREZITV, W27
WEBREEREZ VAT ARESCE T
A VHEDTEDD~ = 2 T IIVEDOREE 24TV,
B sFEEOM L2 -7,

ReE 7 4 70 7 7 o B K OVR E I iR e
[E 5B IX A T RANC £ 5 C AU R B4 1
%3 % A fH AT 1R D BRI E S A S UL 4
DN 2 Fa A+ 4B SRR I M SRS FEHE L 72,

EEES T, 56 FEERRE, 47 4F
EMBCRILE HE L, 5 8 £ THEIZHOWT
A 1T o 72,

DEEE N L DA MR R L7, %
7o, Bl TAE, BREEK OBESHIITEE &% O
BELRILEIZ B 5 TR & e f L, B

157




BB T2 N
BEAESCSFHER L
L., EOERE
NEKTDHI &,

@ I oEN
P2 R T D720,
ANEX NYEY B RN
L, BER KO 7
A v RO MK
MEIZONWTAR
T5HZ &,

5 MBEAEOD
BB 5 HIH
WHVES 29 456 2
HE 4 5 OMBEN
BOWFEICET D
HIRIZ, RO EBD
&1 5,

(554 XBEE D
RIS 2 FE
H| CED-HEE
W E 2 PRE DO
ZRAA AT E
BEERT DD
OFFHE (H )
DOTHEEER L, #
O rREA L
CTHETHERANT
O 4 T S A AT

bt >
— o

B A LT PN S
EORFHEA L FE
i L. ZOREREN
KT 5,

X H T OB
TR T D20, 1k
PNEXENDYLR L2 VRITN
By e kO 7 A
> RO S R
EZOWTART
Do

3 TR, GG
JER Ko TN 4 ]

1 T &
BHEK1 O LRy

2 I 32 & m
BHL2 D LRy

3 & 4 oM
B3 D LR

B4 mEHE AN
DR EERE

1 AR JE %
35 {5

2 EE AR
HEINDHFMR

G S NEN
B4, ZREBEED
= N AL D IR RE 2 |
L EEDORE

FESN ORI
DI E D BT
& DK

Z DA D
BIZEXVAELREE

] 11 N B B
EOXEALY FE
i L. & OfEFRE A
KT %,

S i OB
R T D7D, 1k
NEROAERDL,
B E Rl & Ok 7 R
VYYD
EIZOWTART
Do

H3 TR WG
JE Ko NS 4 -]

1 ¥ &
Bk 1 LBy

2 X % & &
B2 D LRy

3 & & & m
M3 DEEY

4 EHIE AL
DR XA

1 EARE %
35 {5

2 EHE AR
TEINDHFMR

EE BT e,
B4, ZAEEED
= NI D RE 2% |2
LD EEDORE

T ES DB
DFEAAEITAE 5 BRI
SO

£ DMAE DOF
BICEVALREE

<FHl DR >

G4 S
T B 45 il Uk 23
HFICFEM STV
AR/AR

B2 PMDA " — AL_X—TAFE LT,

ENEEROMBORGL, #BER], B A K
BIOM BRI Z PMDA 78— AX—TRAFE L
e

FEREEHE T, MEK 16.3 (EH & LTV
Tl ZA, RETIE, MFIEIX 305 EHTH

72,

(FRED) PHE. GG R V& it & 5
M EDFERILR D ERBEBICOWT, #ERIT
IFRD LR THY | ZRHFAIRD R R
I, 2 THEN2EBIZE SN DL 72> T
W5,

RIVE R R B E OIAIZ BT, BN e e
S TWDERERT, L& RiAL % EF-
el LFILEDbDTHD, £72, ZIHITBW
TARABAELC TV D ERERIL, &b
MREVRIABZ TRl EHFIZLDHD
Thd,

JRYERIE N E DO ZHIZB W TARHANAET
TV ERERNL, (RMEEILFEEN RIALE
TE-7-ZEEEITLDA LD TH D,

FBESHEDOIAIZEBNT, e 7o T
WD ERBERIT, FEFROBEMEICLD D
ThHD, T2, KHITBWTRABMEL TS
FERERIL, FEEFEED RIAL L TR
ZEHEIZEDHDTH D,

FEERA I E D X HICB W TAABA L
TV D ERERNT, M40 AR 53E 3 RIA

158




EAOKN

5  NEMEX
IREMEL 2D
ZEBAREND
WMEND DHEIZ
(3. MRE EOILSY
(2B % Rt

L

6 H5OME
LA o 5 2 7 B
ZAEE L, UM
L ko235
L&, oGt

L
HT ORReOM

FEEHEIZEN
T, UTFICRTHZ
LB TED,

EBYCEITRD
FHOZO DA

H I ADHEIC
BT HHEEDD
D

kB D&EE KO
¥BGOEoOm Lo
78O DAHE -« W55
D
IRk, B R
T R OV Rk e ROk B
TENZ DN TIE, JNT
1TBOE NEHE M IE
T 2 8 O B A 1L
CERL 14 FIEHEE
192 75, LUK THEHE

EAQKN

%5 AEMPEX
IAREMEL R D
ZEDBRAEND
MEND DHEI
X, MM PEDLSy
(ZRE 2 EthE

L

#6 H5DME
LA o H 2 7 B
ZREE L, ST
L k2725
L&, Z o5

L

FEEEHEICED
T, UTIRKETEHZ
LB TED,

EBLEITRD
FHOEZODRE

H CUXA DI
BT DHHEEDRED
D R

B DEE KD
(BoEomED
7o DHHE - WFFE5%
D R
¥, BIVER R
TE e OV e ROk i)
TENZ DN TIE, JSE
1TBUE N EHK W E
1 TR O B A 1R
(R 14 AR
192 5, DAF [HEmE

Ha FESTZZEHEICEDBDTH D,

Z3F - B EICB W T, B0 G
RBENRIALZ T2 LEICE D | IRAD
WO EOEXHORAREL =D TH S,

ZEERR T ENE IV T, Al @5 D3k %t
RENRIASZ THESTZ EFIZLY | IAD
WO ROZHOARHABECTZ D TH D,

159




e ToMmER
EHICHYT 2 EH
IH

i

3 FENL A DLy

(29 % I

AT E AR o 1) R
DIt O F 3L AEJE
2B\, BHNES
44 FOBIE DR
ZATo T, 72BN
& (MSZATBOEANIE
B ERERRE
BerEE PRk 14 4
HEAEE 192 5) 5 31
4 1 DN 4
ST 5 e %
W) BhHbHEE
(TR R U )
z&,

9
B TED DK
i

HoEWno,) 31
FHEAHOBIEIC
L0 BAOFIIME
SNAEE LT

DO EH

3 FENLA DUy

el pVAR:

FEEEEICR
VT, R E A
W D i t% O F R
FENZ AR D MANLAT B
ENBRINES 44 5
DO BLE DO FEIR A AT
> ThRBHE A (%
IR 31 5 11
DFENL AT FE Y 5
HAERE VD) B
bbEXIT, FO
WY T 25D
PRSYEREE AL DN
DR & Z T =&
KEIC OV T, HE
%15 RICHET S
FEEGROLE
xR ¥ O M
FKTHZ LTS,

HEl Eno,) &3l
FHEAHOBIEIC
L0 BROFIIHE
MAEE L CEET
Do

o TOMEH
AT D B KT
B

%
%\
EE B 5 HIH

3 MM EeDLsy

et Sl pVAR:

FEEEEEICR
VT, R B
M D B 16 D F AR
JEZ R B A NLAT B
ENBRNESE 44 S
D HLE DI & AT
> TR (%
R 31 S 11H
DFENLANTF Y 3
HEEEND ) B
bbHEXIT, EOH
YT 25D
5 b REA B R E
DERBEZ T T-&
FEIZOWT, gL
%15 RITHIET S
FEEEGROLE
PR EH ORI
KTHZEET S,

HE3) BEOHEALZE LOTHERT 2581213, WEITZ

BAIL, HE ZEICRPE LREEICE > BB 2 AR, 72721,

ME2RHIldERR ) R TEHER] MoV TiE, HEROBBICEZR > TE LD TRET 5 2 LA ATHE

4. FOMBEE®R

B IFE NS ORI OV T, REOL BV TH 5,

(B T G i E)

(BAZ: 5L %)

T 6FEE (W) SR T RS BFN 8 BFN 9 AR 10 R (BiAR )
AT 31 B AR P A R N 16,963 16,963
B B4 — - —
Ui RVA - 138
2 Bk ESS ) REF E R

160




LEE B 2R (b+a)

¥ BN OB OW TR, AFEITEIY BT,

(RGBT )

N LU LA L CREE L TV 5,

(BAZ: 5L %)

A6 (KRR

0TS

N

08 A

N

09

A0 I (R L)

AT P40 B A IO T M AR N 4

7,484

7,484

H AR L4

FeNLA:

33

O HREE SR ER S8

T DM OFESNT 4%

I E A

YO E A ST ()

o HFEEARFERS (b)

L A2 2R (b+a)

¥ BRI ORI OV TR, AFEITUIY T,

BRI LA L TRHE L TV D,

(A7 - 5, %)

TG AR (FIEEED)

SR010 T (RRAESE)

AT 01 B A0 ] AR 7 4

23,660

19,239

H AR L4

10,731

0

2,466

2,509

YR BT IR AR (b+a)

0.0%

0.0%

¥ BNCRTEOMEBIZ W T, AFEITEIY BT,

(ke E R I E)

N LU IR LA L CREE L TV 5,

(BAZ - 5L %)

A6 (HIAEEE)

A0 I (R EL)

AT 01 B A0 ] AR 7 4

H AR L4

FeNLA:

O HREE SR ER S8

T DM OFENT 4%

I E A

161




LEE B 2R (b+a)

X HACR OB OV TR, @RI T NIRRT AL T

(35t - BAT#hE)

L TnD,

(A7 - 5. %)

TG AR (FIAEED)

SR010 T (RRAESE)

AT 490 B AR IO T AR 7 4

14

14

H AR L4

FNLE

o HFEEARFERS (b)

YR BT R R (b+a)

¥ AR OB W TR, @8I0 T MR FIREE LA L T

(Rt T EE)

FLHE LTV D,

(BAZ: 5L %)

TG AR (FIAEED)

SR010 T (RRAESE)

AITP 01 B AR IO ] A R 7 4

14

13

H AR L4

FeNLA:

O HREE SR ER S8

T DM OFENT 4%

I E AT

YO E A ST ()

) BEERIE (b)

LEE B 2R (b+a)

X BRI OB DWW T, &BIFE Y T MR A L TRER L TV %,




