HAEERO 221818
TRk 2 422 H2 1A

HHEBNREEEER R & B

- BEZBRERERREEETHER

BOWRBEEERLL D & T L AEMITBRAIBBROMHED
JRHESEICET BRIV OWT ,

BRI DWW T, TR R O J Okl > A B R O —H & 3 iE
HIEFEO—BORTIZOWT) (CFE1 545 H 1 5 BFHTESERES 0515017
SEAGFBEEERRBHM, BT HREM &), ) K TE LIGREE
FL &5 ETBHICK MR BIRBROFE O E M T3 2 iV icoun
T) (FHE2 04E8 A1 5 ARTITEEFAZESE 0815001 FEAFEBEERES
- RETEEREEN, T BREEM] LI ) BRIV BHEoTERED
AT, |

S, FEE0PRERLTw, BOBREERLL S LTHFMTI—
DIERFEEHEFICE S E | O EHEFMEICS O THRRTEET 558
(LLF T&5Em4ERmiEsR) v, ) OFEOBHEICET 3 BHEWIz o T,
TREUHROEEY b4 22w LELE, F=, 8T TELIRES:.
ERL &5 &TBEICEDEYCHRDIRBROFHE OB HEICET ARV
W (PEk2 24128 2 7 RN EERELRE 1221 B SEATBEEES
dBEETHEREEM, DT EFEERM] L), ) o0 T, —BEE
279 & LB, MEBEMICHESG LE LEOT, B THRES R CERHE
Fiok LBV EE T L S HE BV ET, |

A, ARAMOEAICHEY, RERAROEFEEBRMERIEWE LET,

2
1. EROHESOBHITONT

(1) BOWRESENL K> k5 5% 5, KH% (B3 5 E5EES 14 5%,



T T 209, ) BR0ED2E2ERVES 05D 35 4N
EEEREITHRE (BEf3 6 EEAREFE LS, BT THA Lo, ) B
26 SKROBREIT LY, BATEIEAEERIEFHGREHE CIT #
B W, ) KEOHEZBTHRTAERL2VWIERIX, REEMNT
D (2) OF ORI HEBIERICRIIRBRTH DL T L,

(2) SRMRERSRICEOTIL, FAL 14ADBRRBEEMAAELT, &
ERERASE L WA T o, A CEETAIERELES L #L T—
DGR EEES L SRR ET S RS T TRHRRE L
Wa, ) LLTERITHEAZE, Z0BA. BEREEUINOE OTAFH
EIAECH S, BB, BREEEMNRE L CRRHEEEL T L
BTEARVEEROFEN D HEICIE., FRRETEMS, SHRitEE
BCHhDILRNbhD LS IEERCERE L TERTRETES Z &,

(3) {EBrOHEOEHE L&, #HEIFE2 7 0&O#FICLY £ (1)
ORHIARASEELEF L2 I ER (1) OEHICRABRERT
LB USIEFIE L & &3, £ ONERUEHSZ#EICRITHS 2 &,

(4) BBROFEEORHIZOWTHE, AFRICEL, BEEDOEFEA L 7
b4 SITABHORNFER LI XV BIFHES = &,

¥, BECNL, BHOREEZAN LECD -RFDVD—-R (L
T ME-FEE) ST 5, ) IEIFRETRETIZEREELNI L,

(5) IERIHERESOBHFEICOVTHBIR L, BrAEEOATRREC
OV 2 . XMLXEOHEEESR (A% —=) WOV TR
LBz k, | | | |

B, XMLIFOEEEE (A%—<) FOEBETF 7 71 M2V T,
HAB DR —A2— (http://wew. pnda. go. jp/) P HAFARETHSL = &

(6) BHEEIC>WTCHE, BRE LCRICE D Z &,
© RBRAERE |
7 BHES 040 2EIERBROEEICLSEE (LT (300
s, ) Bl A RBRHEREOCSS
BE. FA2L, TAOEL 3IM, BEICHEMTEEE 5,
4 30 AEAENBAOLRIEREOSES |
EEE, EAW (BB s88id1%) | FEA0R
L1, BECHEMATLEER 25,
@ EHRIMZEERE, BHRTYLEE, WRETHEERCHR PSS

it

A



B, EA2E ETEERRET ST |,

(7) FBHEFICOWTE, BHOBEEICR T, KAl LTRIZEAZ &,
O FRHEERE BREBHOFHER1)

T SHBHICRAEROHES 3 0 AEEOME L RE LOIZONT
L, BERRERME D b ORBREAF T ER ISR OER TER
DA b3 1 ALERNICRITHA - &, B, YHEEL N
ZHLZ-APOEEL T3 0 BE2ER LR CRiThiZigkERs

LIGRREZ AT L, MITSBHBREERE L Tk b &,

A ERTLUAOEFRFEEZIC OV TIEL, IBREREE NS DRI
AFTFERXITEZBROFERTFEB ORI &S 2B ERENEH
ZELTRTHES = &,

@ %%%E%EE%(EE@%@%%%KZ) :

7 ORBRHEEECERERE TSRS ﬁﬁktf TEEEtE &
at%%&ﬁ&ﬁ%m_ﬁﬁmé%®f%5# %Hé%@;o
WTHL, ZEZ6DPAUNICE LD TRITHS Z kT%Lizt%:
L '

T, REOERHEEFERELZRBTHETHD 6 228 BN BT 55
IR T EEXIERP EREZBITHAHE, ThETIIHAL
CTEERFEEICOW T, %%%TF%R@%%@&E%ﬁK%ﬁL\
JETHAZ ETELZ AN,

%E@E%%&b&w%ﬁﬁﬁia%f@%ﬁ&@ﬁ&ﬁio

EEa2—RFOER
- BERERFOREICED HERTOEFERV ] ANRELEDE

BOEFLHEDLRVERDECOEOEF
- ﬁk%@@%L%%wzﬁwﬁwﬁﬁﬁoﬁA%@f@%AZ@

&E%Q%% EE DB FHEOER '

RFRTEREN (BHAREZR, )&O/%ﬁﬁé 2 DIERY,
= Bifi @ B BRall TN %%ﬁ%t%&oﬁ%ﬁ%é%x®%&cﬁ®&

4. Frigild, TRR UL OERE
© PROFEEOEFE R EBIMRIEEDO—HEZETSE (B3

EBZIEE (CRO) ) DIK4, E%&U%%?é%ﬁﬁ@@w

EAF OB B OVEI B :
- REBRBEHBOREZLUVYFETIOEE

- EHBEYEORYL, FTBERUER - FAXBEOEFICHTIEM

KUOHIE (EEEOEYF L EEN LD L2 EEEEBE L TEBL

&)

SMEREREORSL (EROET2HEDRVEEAL OEE RO

[



REDET) ROEFOEE
EHEEEE O YIBRE IR - Bl %ﬂ&mf&ﬂ REE
HEERDER
IRREEERO KL R BL OERE
TRER TR T 0> Fo O 22 A NGB K THHIBR

- EHESRERECRBIT S RBEOTERM (AF) BERUTER
BB OER :

- BEBOEBIRAIESO P ERERESENSEETLE U
B s TR (SMO) ) ORA, E%&U%%?é%%%@@
FEHFNBMEUHEIRE

- EBREEEBAOHREEOLHROFTEMOE T CNENE T

EIES

A %%% R T b U T, % OB 0 LI 0 4 A FERR
5t \Emaibﬁﬁ_a WCERRICRE LA ) ZENEEL
o &, )

v BHAEE . 8B SN UIRSEBOEE Y, EBEIEARE TR
CHHOBHEETAZ &,
7rks. SHEBRIERBRRICBVL CEHBREE N REETT > &I, 185
BEEM BN IEFE T 3R BHEAEEREEREHEEREEY
BB ZETRELEZ RN, 2L, EEERITHAE 2 6 9%
1 ETHE SN EE CYRIARE L R G EICRREO W FIHICR
B. ) DS, ﬁ IR SR T D YRS ERIEETRBR OISR OF A L [F—
THLHESICIRY YR EEEEEORIC X v IRREIEO B
m@éﬂt&@&éﬂé BT E,

* ERUICEBITAEEDADOFEDEH . %E%%%%%mb$o
LTABERELRITHIIETELIZARNI &,
%ﬁ$¢@ﬁ(ﬁﬁﬁﬁ®%ﬁ%ﬁ3)

BRI EREEIEERNTIE SNEHEREERBITHLZ &,
REBKTESE (%ELﬁw%ﬁ%T4)

TEBEHEEE Z LI, RBRART LR CERREITHS 2L,
BEBEMIO (2) OTOQUEHEST L BSUCERT SIRRIZBWVT

JEEARAAET2 3 O ALLPNCIB R BIOBHEIT > BT, IRBREERET

. FREBEOMEERLARFL, EEXALEEEEERICE RO

HEEEETHI b,

k. BEREHEOREUFICEENHAHEE., MIEET LI &,

(8) THEHI T, BHOMEICH L, FRIE LTRICE 2 &,
O EREFEY



7 BIEOBFICRAMATREEENT, RO LBYTHBEZ L,
P%%ﬁééxwaﬁi %ﬁ[ﬁ%%@%@%ma%
RIRROEREZ R FHICEY L H LB sR L E
%ﬁ%ﬁﬁ@%

A Ta—b R 2y MERAWLN AR TER RS CE

(ZhEdsERIRERICB VT, TN OEREREBE TR CNED
HORAWLNSHEIT 2R FDIHL—2FRMNTHILTELE
2Nz E, )
FEFIREEORAE (FBREMFTE RV T, EASEEICDS
Tf\%$1,§7§>—i‘ Ln}h%‘ﬁlﬂé%Ai %Eﬁji?%f%é <‘i )
L BRHRORBEHSEE WBROERSICBWCSERHIEN A AH
TENIATHS bORRFRM S TWIUT, EXTHA)
A 2EHLUEOEBIRMTAEERI., o LtBv TthA )k,
- REELZESOBRRLE. EBEEEBEOROKEES
© HREBROEREZFFOICES S HI UEERLRE L XE (6
@E&MV@%h&%%F%&U%%@%% T AEREET S
DTHLHIE, ) -
TR e T H]
4V7j—AF-:VkVFK%PEhéﬁ%K%&Uﬁ%K%
(ZRERLRTERICBWN T, TR0 EEEFREE CRUNED
HOBHANCLRDERIIE, £0b—2FRMTH L TELY
IRV, ) ‘
- ERFEREEORAK (BREEHEESICBWT, EARERICRS
¢A%$@%+“:ﬁa@hé%Ai BIIIFRETCHAZ &, )
© EEHTORHREMEE (BBROEFEREICBWTHEREIE B ASE
f%ﬁénfwé%wmﬁﬁéhfwni WL H )
BRI EE
BT, ﬁE%@E%#%%ﬂ
BT IEEE
VBTG U, FIUEEHIZET S ER (FIECEA F TCoRSEFICE
THRBEZELHOTHLZ &, )
(9) ERESTEAEET 284101, BH OB SRR 0BRSS T
EEFIORBREATEECRIMON-B/EHEZMNERS. EEONEL 2
HIEERETHREOBHEM AR L -Emd 1 35RETAZ &,

I\~

TRROFEIZRDREEILDONWT |
30 BREDOREL ROEMCOVWTL, BREHLIO (2) OAlTXD
BRISNL ZAHATHLD, ROKCHET DL,



(1) 30 BFEOLERE LD LD, KICTRTHBEICERDIEBROIE O 7
b, EEHEMEREAEICBN TS CTAIREETLEHDTHDL I &,
D BAEBFICID LA TNAEERRUBECEERFRR GHERE
RFEEGRE R ST, UTREL, ) 25250 TWAERES (BT B
CRERLSE] LI, ) LAV DEROEY
@ %ﬂﬁEiméaﬁ@& S ISEl—DEEY Th - TEHERERERD b
o
@ PARERRES L APRSORE H%ﬁ%&é%%(@&@®;ﬁf
O, BPAFERBEAHR & L THEREERAFLITI I L2TE
LTS DN ERFA DA D EZE R &LT%ﬁﬁﬁjhﬁ( EEIT D
SEERFELTHWALOEZERLS, )

(2) BEOHWBBRAPEHLES ETHFICEABRIZEH - Tk, IBROKEEZ L
1 L3 AREICL o TIRICER SRR & Fks KO SRR 23 A —
DIEERTH - Th, YEEICERISNIRBROERES L 4%E bIgREHE
ML LD T AFI L AEBRORRERREEBH-DOF THLIHBEZIRE,
30 EBEONEBELERDLT L,

3. MFFILEE (RamohliRE1)
TRBR DRI A BT B B ER O BIRIZ DWW TR T A Z E A RIE LI
Cid, REHERL, EEAGESETHRES TRITHOZ & E&%
ﬁhomfi Bk 1 2 2W4 Ao &, Fio, BsPIRED 2 AT
THZ L,

A, ASEHDE AR SVT

(1) BlFE1. 2. (7) OFBEBCOWTHE, E24F48 L HEBIZ BT H
BIRREI B SICHEA L, L2 4629 A 3 0 BETOMIL, FERTOFIC
EBLLENTED, 2B, HWRTOAT 2 — FiZ ;Uﬁﬁ%ﬁokﬁﬁ($
2 A4 R 1A KD ENCHBRHERELRELELOEEY, ) Tho
T, FEL2 441 0 A 1 BUB GRS T 5 B4, ERICH, &
THOFF - FADEEIZOWTIER24E9 A3 0 HETIIEITHES
&,

(2) k2 (1) DAOHEIZ-DWTI, $ﬁ24$4ﬂlauVLEHM6ﬁ
BE BT ONCER 2 454 A 1 AR T BB EG IR 5108k
HELFE., BBRETRE. BRTLEBEUERERIEREICOWTEATSZ
L. EF2 44FE3 A 3 1 HEARNCE T H /- 188 E s s 1o fR A TR ERE B
EHEE. RBRETE. BBRPIEERCERERIERICOWTIE, ZBRERT0



Bz AR, BREmcESWEFEICLYBIOIHA - sR3ELE 20w
&, ,




(Bl 1)
ERHEEESEOBEHEER

RRHERE, HBRHELERE, FRETEERORERPLEBEZICONT
ir, BABIE LTCR—#REATHEIHE 2 & & L, #3487 A2HEIZ DWW TREH L
A%(quﬂﬁ#J&wo Y#é:aowé#5W&@ﬁw%ém 254
ETBIE,

S FE =T OWTIE, RS T A EEOL A ERE LR TE 2,

BHEED 5 L4 B %2 /E Hﬁé%m_owfi WEEREWALEEL,
YA M TRl EdT A &

BRHBEEREEICOVWTIE, BEERORNREZEESTLH L2 bic, EEX
Ay UC LB . TEFE) . THIE ol £FFAA8, Tﬁﬁm(#ﬁi
T2 00N, &f3FETL 0 0FHRN) #RE#%T5 & Ea WE
PN OEEIZOWTHTNCREET L,

Wﬁﬁﬂagomfi\$M%%%&\mﬁkﬁﬁg\%ﬁ%%wowfﬁ
EEARELEAE., BREAEMOBL I OWTHETESA A2 RHET
HT &, ' :

1. MREDEEEE

(1) 1BBREESTRE
O ERUERESE I DIERPERL L9 LT 2 ENED ISR
ﬁ(7»77&/F&U&$®E#Abﬁf%2O%HW)%#ﬁi%
TEEMET Lk,
@ WEEHEEC S NIRRT A AT E T 2B AE, BEL R
B REICT, BEXS, BE£EAR, TEEE%%B#K?%:EO ‘
B BEEENERLAWRIRICE, POTEEERWA D &, BB Eﬂ:?ﬁ%ﬁ
S OB HA T RE (UUF TRHEAL 205 ,) oBEDRD
E&%ﬁ&ﬂ 5%, %ﬁ#é&@%%@&@é%m%mwf%%&ﬁa
ETH-> T, YZERAOBRREITIBERBAWESICH - TiE, Mkl
ﬂ@ﬁ%m YO B Hi A & R — kbﬁﬁﬁ%ﬂwn@@kLT%%
HEERITHED 2L TELIX AV, JOBAITH- T, nFEMH
TRBHBER, 30 ABREORNBLRLZ D, ABEO 3 0 HEEOR
HLRABEOTHRVICELTEHETI D, |
Fim, BERBERE—Th> THREEH S THER A ENER
AEFOBEEL. MOBBRELSTEL LTELI LAV L,
@ BERHESDEE—EHOBRIBELT—DETE L,



(2) TREROFEEE _
BT ERANC 2] LEEFETLHI L,

(3) #FEEHSZAES -
Bl — BRSO B  R A ORBRHEEELOZMEFERLRETS
Z &, ZOEE TFEOOC—0000%] 1k, TO0—-0000) Xt TOO
OO—0O000Q] @RS ¥EAEELREMANA 7 ERWTREETS
= : , ' ,
B, BEBEMONEKELEAWT, B EORNEEH N LEERE
ACTICBHZT )BT, HIEEHEA B) WICERKTHZ
L. : : ,
LRI SR ORSRETEE ECRY T A EGITE, BT o 2L,

(4) HIEEHAEA B |
RGBS B BT 5 I OISR BB BB & B o4 A B 2 T
B,

(5) JEHMEK
AR LA IR DIRBREIERE (EEREFEFER, ) OB
AORHERZETHEET DL,
ek, BEAGREIRSICOWTHIRESUIR R OBME O AR HFHEO—HE
TAGEHEODITIRREIT I HE Th >, DINCHRIBREIE DR
BEEEELRIH LU EBH 50T, EETERE WIRIL. U
RICER L OEIDBHZIT > TWAHBEITIIE 1 LEETE%) +5 I8,

(6) YRR ERENZHES
BRAEREORSIE, EMETH L,
BRHELATRE, BRETEEROERTILBEDESE. YRIEHR
SHE R E DS EER EANEROEANL 7 2N TRHEET S 2L,
i, BEEMOIEERE AV T, BHREORSE ) LBEE
HOPIBEHZIT Y B h-Tik, NEBRHERHNELS B - BHER)
RNZEEE T D & | :

(7) TRERFTEUE HI4R B
RRIERE. WRHEATERE, MRS TRELCRRTLEREC,
LB EORAMES A% RS T5 8, '



2. BRHEE

(1) BH4FA R
HiEHOBENER B ERRET S I L,

(2) o
PR EE, WRHEEEE. WBRET B, BBPibE. REFILEBO
MemdETH L, '

(3) EEIEHK
BRHEAEEBEZFICOVWT, MBRHEREZ LICMEEOERT |ilhiz
SYIEN %@Eﬁ@ﬁ%#ﬁﬁ%fﬁﬁ%? :

(4) 3 0 HE ) SHRIEIK Sy
WEZR IR ATRBROEHEN 3 0 HEORHR L 2 ABAIC é % Jeh
IR AIRRICEBWTHER E ShABREDIK S Jﬁjfﬁﬁﬁ&

[T SRR T THEEARESA) ¢R#EEs s 8,

i $&9E4ﬁ1Euwﬁt_ﬁmmﬁ%&éht%%uMéﬁé
HODHE, FMIHTOBEHThH- T, BRICHFEEWIZOWTIEE (%
DOEFEE L XD & T 5/ A1RBEE T, )%%mbf%b U EY)
ZOWTHHD TARRET A LD TRWVEBAIIEME L. TEE] Wiz
A REETH &,

(5)¢¢%ﬁ '
REP ik EE g EHABRITIE. IBROFIERY (P2 RELEER
) . HrIEEE (BRI | %@%®ﬁﬁhﬁ(*¢%&mbtﬁ
ORI E BARRICE®) CoVTRHST 5 - &,

(6) TRERIEFRALE 0L MR OFTER
C RBRERMEOAKRN CHERARE TS Dk, |
Eio, EREa—F (9#) 13, FARFTREESETA L, BB, =—
R ENTWARWER TR S NESIT, BFELFLOFAEFELT
WAEEILHoTIEF3#% 1999 &L, EEELOFTEALTY
IRNWEEICH-oTIE 1999999999 L9282 L,)
HBRERME P AEREER CHAEE T, AEREEEOKE (BA
ICho T, AHRROREFEFOREL) . F5T GEALD- TR, TEHEH
BETOMEM) 2HE TR VELCEHET AL, '



(7) B RUSE

ROy, — M4 (JANMIZINN) 258510 CEARTHESA) |
—MRBBRPHE > THBRWERITIIEFESL 54) FEHE%ET/Z &,
Gyt BIBIN Y oFSRsOEE (15F00&L L TO0m) %7
WETAHI L, _
7o, AEERIRY . AR o— N [BHARWERAERTOREIA
5o FElzonWC) (CPRR2 344 8 6 B EENBEERALRES
BHERERER) O 1LITRENE T4FHESE2—F] @3 HLOK
o — R 2dr (B, ERITHhIE (AL, ERFITHIT (C1) ) %
M EE T CREET AL,

(8) BLEHIE
| FREDBEEHVETOWTIE, [bAER., M, 5%, B HHBRLED
KRR LHCTH b,

BANZOWTIE, AREHRECERE ( MEFEHRL7=000% A F
Rl HIgER OBEICE U CRIT 5] %) 7522 & L. REIEAISER/HRA
BOBEIIRE A2 Z &,

o, Bl MAORERSESETL L L L, ARSI
ADBFOBMADPEHLMNIC L, MASLOES, HEEEOLRS T4
RUOEGNIIZRB 2R E&METH L,

(9) FIESNAHEIE |
SNEREFRA s 5 B S LA SIRE U Rl oW, A R E IS
THIL, |
Eie, AIBERIRY . FPSE - FES (34 2¥EAETCRESET
Bk,

(10) PEESNAIHERUVHEZ
FESNABAELECARZIHS T2,
Fio, RIRERRRY ., BERBEo—F (2#) Z¥AEEFETEHST5

n | o

(11) REREHEDOWE
O EEsrEEEsETS \
LR ERHEEORIE SN hITRERET L 2 &,
@ BRFEOMH
URBBREORBERMIZONT, THEEEBRO—KESHNZ>WT (F
Al 04 A2 1 AMHTEESES 380 SRARERZLREETHERR



BHE, T [—fEshesm) & »vwo, ) LT, TSI 1, 5
O] 132, FEIHD X3EEEARFCEERETLZ E,

® HEBofEE |
WHIEBROBEHEICOWT, —REsHEmIc e 0T, TEEREEERE) |
TRRFAORER) . THSFMORER) SLEE T L,

@ B/

HAZ EEAICEEHE L, BREEHEEBCESRINZENEESE
5T &,

R, MEOREZRLEEROBWNERITLHEIE, HEoEE L
WEBRARIATS I L, o
® TEHREL , _

BB RS SN FTEORRER LTSS T I &, 7

B, AEHEICI. MRBES L WIESITIIBREN R E IS TED
WHE Y, MEEAD HAZBAICITHTREL SO AHOBRER
BEETEHSE T L,
® BB ,

B REBLR2REETH L, BEARZGRETIEENE. 20
BEEEEEETAI L, ' |
O HiEERCHE

Ruvwohns QERCHELFHERICRIEFT LI L,

Eie, FEERED., BERE=—F (2#) 2PAfETcRas%Eds
N .

® FTHEHIRG _ :

IEERBRALE L0 IRBREL AF U AL, EREREEICBT L8
EZRTTERD I LR LEBVWAEETEZERMMZEAD B TRELETL D
&

@ FEOHES

EEOESIZIX. EHETHIE,

IRBROBHAAEE '

B FAEERREQZ YO TREE TS 2 L,

ERAREN UIBERPRESSREEN O K4 R UORL

ERREEM X IEBREZER BB OMBIC YW TRET 2 %5
FRETAEAICE BRAEEN UIRBRAEERESEREN D K4
FROWBA& P REHRETLZ L, B, SERERERICBVNT, SEHE
BB OIRBRELIEM & EL O L, IBRREEMPIRELTRITRES S
&, BHBRREEN A BHIARE L LCRET2 2 b,

@ BROEMOWEROCEBEICRIEZO-HEZHTIE (BRES
ZFEHE (CRO) ) DRA. EFMRUETET 5 EH O



%%®%%®ﬁﬁ&@%ﬁﬁ%6%%@*W%%%T59A -
HEBEZHTOIREDORA, FRTRUEEENT 2EE @%@%ﬁﬁ%
TAHIE,

(12) W= B
O LB HFEHEIZOWTIE. EE BioTE%s+so L,
7 EERILERR ‘
l@ﬁﬂ%%%%%?éi ’ﬁxfﬁﬁiﬁﬁﬁjkﬁﬁ%%é
Z &, '

BB LTV A EEH T, Mk E%AH%%hﬁM?éﬁzximmﬁ
. UREELRRRO FEHBRELL CHZERLRERO T W
BRE ST LR OWREEN SO 5B > TREET s - L,

ek, EREEREBIZETAFEEIC W TIL, YHEEOLEE DR
DIEBHELEEOTH AT LEZRL . MOBRBEIC LY | (SR
EREORBHEITOBENHAH L EITHETCEET AL TELE LR
W ok,

A &/A@E%% TeTRER

ERELOERICEET 37 ) ARESE (BFEOBGFICHNT I Z
T EDMDT ) b OFEBREFCEE LA, A —H R R R
LIZBEZETe, LTRUC, ) #F A Lt EmT 38410k, 17
S ABEEEFERRTCHD ] BERHET L L,

7 BAENTFTEORR LY T B D IR

BB AYEOFERSEORBIC L 249 0L EEORERIZE
TAHOER (FRL1 8FIEEE I 7H, DT ¥~ FE 20, )
@ﬁ%k@é%%%mwfﬁ%%%%féﬁﬂ X AN E~TESRL
BEIEISHEROFE ( TERBHE ) . H#RE GERIMEROE
s . [RE] ) &U%méhéf’ﬁ%w\ﬂ/ (TGLIPS;. ¥
CFEY—1 . [E0f) ) REEETACL,

T AYBFEREICEENRAThAEDE FAV 5155

AR e BLR %ﬁﬂs%ﬁiﬁ’bé (31 HIEEShE) Y2 BTk
AT A%k, TEoBEEERICREENSRATNS CUIEE.
éht)}ﬂifﬁméwm%j Q%E%Eﬂiné(Ri? EXR
71:_) J =] %nﬂ%‘z%—é—é — _&o

Z w7 F— XK

<A 7o R—XRRRBE T 3BT, Tv17n F—XE

PRERER ] LEEHET DL,
1 FOH
B EEN HNITERESS TS 2,



@ BEBTERORAEZHALEERZHVT., BEEDORERE Hy
TEHZITIBEICh> Tk, BHEEDS L, TEEEE] 30H
FAERINERER Sy THBEHEESSRNE G THBOM] TREBROME
1) TEHEBRAER) HABROEMIZIR S EHE O % i E RS
NOFZHTAHE (RRERCEHE (SMO) ) k4, FFMEVER
THEBOS®HE NEREEZEESOREHROLFLOFER] I2on
T, MES) fliciesETszZ s,
ek, MEE] ficEE#H T ~ZEEB Wik, TEEES 30
HIHASNSERIERKSy EEHMERNGE S (B0 THEo
) TEEXENER] 17 2mEEEZ TR I d~T %o
W ERHENERNDIER] [EHBERRICEERRGATND B
FRWAER] T4 70 F—XEERAR] TRBHERAEE) 5%
DR LEFO 2 REEFIEEN LR TAE (FHERKE
#E (SMO) ) ORA. FRTRUERET 2EF O] UEREES
BEOWER DATKOFTER] OIECRETH 2 &,

(13) JRHERAER :
 EECELEERE FRRET S L,

(14) J5SREHE B 5 IES | - -
BOIEBREERL LD L7535 (BREEER & 45~ & EM UL R
EER) OFET 5 ERERMSEOMEITEONCEL, FFBEOESE - FAX
BERITRETH L, |
HOBHPEBLLD 355280, BHEYESNIEECHS
Tit. BHHYEORSL . FiBRUSES - FAXBRESRTHET5 DL,
B, BRERORE SN LEEREA T, RERDOMHERE
FBUTRHEIT S BEITho Tk, ALBREERL LS L+ A& 0T
HIERITEHEOEFTRCRL ¥ ERT 2EFC, BHEMECET A1
SRt TiE] MICERT 5oL, | |

3. EMEREESEOFE
(1) EFERHE D% R OFHE
EHERE 0T, PR RS ESEE RS T 5 b,
¥, AFHICOVTH, TOOKEESBHBOOKEOOR ] & L L
BRI RSB T b

(2) RERE(LEO K4 RO



ot R UV R SR Té%ﬁ k%%ﬁ%%ﬁ4%%)\$%ﬁx
R LHDREREEFETDHI L, :

(3) BB HEEMO KA
| KA R ORE Lo dlET LI &,

(4) BBEOTEZMS (AF) BE

S E RSB T AR (MRERUHRE) oTFEATRELYHE
(I S8 MIRSET s L, 2B, AERCHARLCIC T ERY
BRER BB THLAREEATTE L,

R T BE AR R RS BT, BRI AE, EE. BIE
OEEEE LT oRE2EE FE., &8 PlicEsgisoy,

TE S R R | U O TR AT S AT, 1YY
DL 2 53 CHMARRETA T L THELIT IRV L,

(5) TrEWBEK
TREREERE AR EEERFICR VLTI, REEFREEICEST S
FREWREY (WEIERHR U RERE S, ) ZadFI sl e,

(6) BBEK S
R TR E TR LB 30 T, SR 3 SRR
BRI R UL BT, ) FRRFTHL.

(7)%%wﬁm_%é%fm—%%%hiﬁﬁﬁ#% T AE (R
THEME (SMO) ) OR4, FFIRUERT 2 EEOHH
EhEE AR }aﬁéﬁ*@@&éﬁ’rﬁ AR A OB BT A B G,
EHERGE T LU EEE T T TABORA A UEERFET OF
FRBEAGERE T L,

(8) MBREEZBSORBEE OLMEKOFEH
BREERBEORELOLH (BEALKRUOREFRS) KOHTERE E
. EI@E%?%F% éf ;nE?ﬁ?E%%“ﬁ"é <1: fcﬁjb %uﬁ%ﬁﬁ[ﬁ%&ﬁa)%ﬁ)‘mﬁbfp
IeEEREE S (UREEEREEORESMOEFREEORE LERITRE L
FLOERL, ) KHAEESELITOEIENIE, NI RBI LEEF
5 ET, BREEEERODE %%@%ﬁ(&k%&@ﬁ%%&%)&o
FRAAEHIZ DWW CREEHE T HMNET RN &,

(9) o



LW ERABRICB O T, MOERERBEL »0HE T30,
DBREICIE, TN CORBRBEEMOLN. FiB. gk, EHstEED
AR EHE 4 BEATRBETHAIZE, L, RBRHAREMARE L TYHZ
LR EREBROBER XN TOABE IR,

Fir, SEMEREEICEI AT FERAPNIIRESET A Z L EE
LWz &, B, BBRREEMIEROBBRELREMZAR L CEIEES
EFET LR, TN CORBRELERN & FHta L LT, Bhiig
EAIA S B~OBEERAREELT I 220 TRBRICERH T A2 &,

4. FZETIEE

BB a s, PEBEHRAES, YEEHEL B, BREAHR, BHY
B, PIER (il BIBPILEZRELEAR) | REEH HE0
EAERER) 280, ) | HF. BHSFRETER ERERGLESE) &
CoBe B BT SR E L TEIT sz &,




(BFE2)
BT EARD A1 E DT

1. /T HETHME _ _
BT ASEFEET. BRI LT, CD—RXEDVD—RET5, 70
oAz L 2R EFLET HESITR, EaNIEEICHERTA 2L,

2. BFHE~ORETES

 BERRREARR (FARAY Ty FUVR) TH&TH L,

(1) @& | -
XML 77 A NEERLRWEESIZE, RN F A MERUIMS —
Wo r dBRTHERT 5 = &, |

(2) &
On6@ (XML7 7AWV EER LEWESIZE@®»50) 2 PDEFESR
L. AFX =y ATV ERLEL DT R, TR MEBEEATLP
DE 77 ANEERT B L, BRRLIZT 7 A MR T — RReF v o n
— FRIBEDOEX2 ) TARELITLRVWI &, Flo, D77 A I
SNTHE, PRIEEESAER (RIS A 13 HIRES 10 8) KEi
LTWBIEE # A MAEBEIL, LB EOITHI L, BRETREE, R’
EEOBREAHE L SIEWEIZ DWW TEOR OO B FHE 2 kT 5
Dk, BB, BELEIORANELEL T v ANOZERSE L, FIAER
R —EBO 7 7 A NTEDTPDFEERT AT &,
OEFRER PP LI, BHERR 2 28
@EE ‘ |
QUEBREAZESORRE., EREFBHEOROERES
@URIEBROFIE 2 BT Y LRI U A 2 L 0l
ORBEMFTEE |

S ®A YT AAF s arEr MOV DN RBXELCRBLE
MIEFISEZEORAR RRERIFEZEICBWT, EARSEEICHE T E

FEATSICRSINSEEE, BREIAETHD L)

BT OIRBRIEMEE

ROZazi

3. WFRICERT 5 HN
FFEIRITIT, DT OFEERE LI TV & A SR 5 2 &,



(1) BHFORAWCBHIELH RS, FREOER - FAXES
(2) WBERRATE. BHAE, 24T 5 RBREREOEHER

(3) BHHEAH (BET3BEZORIEAR) |

(4) SRR (TbTded, #METERT2 o L)

4. ETHRORK o |
FEIE LT, BH1f > 1>0EFERCEGTIZ L L, BHO
BHE 1 >OEFIEICTE LRI &,

5. BTIEEDT 7 AN
(1) 774Ar% |
 BTRICRET S 7 7 A N, AT R USRS TR LT O
H& T D, :

C DIEBETEEREUNDOBEDRE

BB | | BEER | L BESE | . pdf

a2 | '

7] » TPMDA-123_03_S. pdf ]

OIEEREEZE F R U IR EBE 0SS
HERR | BEEE | BEESE | | ZEEE ) . pdf

Eik= : ILERHE
] - TPMDA-123_03_H_14. pdf|. [PMDA-123_03_K_P. pdf|

QEFHHEEER (MR 0BE

GEERE Y | | JRHER | EESE | | AFEE || ERMER | . pdf

k= :
{5 : [PMDA-123_03_H_14_P. pdf]

@ UL OBRASTIEHERIBIT T~ Ya v BEBERETH, LEHDE
xR T1) 28BEL, BLEIHTLICERE 1 OTORELTLH
L, ELEZOBASIIE, BLEI T ANDHRERETHILETELXR
AU,

18] - TPMDA-123_01_K_P1. pdf]
GEF T IEEEDEAIL. BHERE 00) & LTHERT S,
) - TPMDA-123_ 00 END. pdf] :

(2) SRNEERE




EERER SRR I A T v, AR—AR L ED CEREIIREE T S, BHE
BikBstEEREoREEE LT 5, ETRHACFEERA VS, £, T_ )
(X7 E =N () ZRVD,

(3) BENH

IRERFTE/RE K
HREEAERE |4
IR T B S
TRERP LR C
FAZE 1k )E END

(4) HRHER

O | EEEE GUEERK2) J
@ | BE : D
@ | BZEROEE PRI FOICES S LR 2R LR R
@ | BB EmEHEE P
AV TF—L R -arvy MIEWLNSHAXERRFRE
® _— : IC
® |EFsEE RA | \ CRF
@ | B OihBREgEE ' S S
F D etc

6. BFEARA~D AT |
BATERE BRI~ —7 T EEXML ] (JISX4159) ([ZBILT S
&, : ' -



(BI#R3)

XMLIXEOHEEEE (A¥—7) Lo T

{Pxml version="1,0" encoding="utf-8"7
¢xsd:schema xmlns:xsd="http://wew, w3, org/2001/XMLSchema”>
— EAHRYE BREOETEFRIEATLIEFZ 71 }V@Ciﬁfﬁ 42 XML Schema b= L D XML CEHEES

%ﬁm$4ﬁ1au%m%&f5%ﬁ@%tow1m\QFQML&MmtEd%WmTB:&

BEOFES: 2.0

RITHEA B ¢ R 2048 H 15 H

T EANBEERAELSDETEER
TEREE

208K WR2048H 16 B - RO SOLRBIC I 5 XEE MLARIICLSbOIERELE,

_M> ‘
<xsd!element name="CLINTRIALPLANNOTE"> _ ' ) — BBROHESRCREL —
<xsdcomplexType> ‘

{xsd!sequence>
¢xsd:element name="VARIABLELABEL” type="xsd:string” />

¢xsd:element name="COMMONINFOCLINTRIALPLANNOTE” type="COMMONINFOCLINTRIALPLANNOTE_TYPE" /> — eEREMEEEE
(xsd:ielement name="INFONGTE” type="1iNFONOTE_TYPE" /> U BHEE
¢xsdielement name=" INFOMEDICALINSTITUT” type="INFOMEDICALINSTITUT_TYPE” minOccurs="0" maxOccurs="1" /> . ] EIEEESEER

{/xsd:sequence>
/xsd:complexType>
{/xsd element>
- RBEHLREE >
<xsd:complexType name="COMMONINFOCLINTRIALPLANNOTE_TYPE™>
{xsd:sequence>
¢xsd:element name="VARIABLELABEL” type="xsd:string” />

<xsdielement name="TESTSUBSTANCEIDCCDE” type="ATTR_UPBATE_TYPE” /> ‘ A— WEESES —
{xsd:element name="TYPECLINTRIALS” type="ATTR UPDATE_TYPE" /> - d— EBROFEE
<xsd:element name="RECEPTNUMINITNOTE” type="ATTR_UPDATE_TYPE® /> : : - PIEEHENES —>
¢xsd:element name="INITNOTEDATE” type="ATTR_UPDATE_TYPE” /> O— FiREHERR —
<xsdielement pame="SERTALNOTENUM® type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1" /> — B >
¢xsd:slement name="RECEPTNUMCLINTRIALPLANNOTE” type="ATTR_UPDATE_TYPA” minOccurs="0" maxOccurs="1" /> - MEBERBEHERHENES
¢xsd:element name="CLINTRIALPLANNOTEDATE” type="ATTR_UPDATE_TYFE” minQccurs="0" maxOccurs="1" /> : A— YHERHMEEHERR

(/xsd:sequence>
{/xsd:complexType>
d— BHEE —
<{xsd!complexType name="INFONCOTE TYPE">
{xsdisequence>
<xsd:ielement name="VARIABLELABEL” type="xsd:string” />

{xsdielement name="NOTEDATE” type="ATTR_UPDATE_TYPE" /> . J— BHEFEHAR -
<xsdtelement name="CLASSNOTE” type="ATTR_UPDATE_TYFE" /> - mESE
¢xsdielement name="TIMESCHANGE” type="ATTR_UPDATE_TYPE” minOccurs="0" maxOccurs="1" /> - — FEEE -—>

Sxsd:element name="CATEGTESTPRODUCTSUBJ20DAYREVIEW” type="ATTR_UPDATE_NOVALUE_TYPE” minOccurs="0" maxOccurs="1" /> <|-- 30 A AFX IR S —
{xsdelement name="INFOPREMATURETERMINATION” type="TNFOPREMATURETERMINATION TYPE" /> A FikfER —




{xsdlelement

<xsd:element
{xsd'element
<xsd'element

{xsd'element
{xsd:element

name="INFONAMEADDRESSMANUFACTPLANT” type="INFONAMEADDRESSMANUFACTPLANT - TYPE” minOccurs="0" maxfccurs="1" /)

name="INFOINGREDIENTQUANTITY” type="INFOINGREDIENTQUANTITY_TYPE” m1nOccurs= 07 maxOccurs="1"/>
name="MANUFACTMETHOD” type="ATTR_UPDATE_TYPE” minOccurs="0" maxQccurs="1%/>
name="INFOINTENDINDICATIONSEFFECTS” type="INFOINTENDINDICATIONSEFFECTS_TYPE” minOccurs=”

name—”INFOINTENDDOSAGEADMIN typef INFOINTENDDGSAGEADMIN TYPE” manccursﬁ 0” maxOccurs="1"/>
name="SUMMARYPROTOCOL” minOcours="0" maxOcours="1">

<xsd:complexType>
{xsd:sequence>

xsds
<{xsd:

element neme="VARIABLELABEL” type="xsd:string” />
element name="PROTOCCLNUM” type="ATTR_UPDATE_TYPE”/>

— BUEFFUTEER (RRIKBME) OLWEUHEE —
A B Eﬁﬁiﬁﬁfﬁ
- A —

- FRENEHELIHERE —
- PEENDBELVARNE —
— BEFHEORE -

0 maxGccurs="1"/>

- EfERtEEEAES

<xsd:element neame="PHASECLINTRIAL” type="ATTR_UPDATE.TYPE"/> d— BREOHE —
<{xsd:element name="TYPECLINTRIAL” type="ATTR UPDATE_TYFE"/> — RBoEE —
<xsd:element name="TRIALOBJECTIVES” type="ATTR_UPDATE_TYPE"/> C (-~ HEG —>
{xsd!element name="TNFOPLANNUMSUBJ® type="INFOPLANNUMSUB] TYPE® /> UA— FEEBEEER —
<xsd'element name="TARGETDISEASE” type="ATTR_UPDATE TYPE"/> I— RBER —
- <xsdelement name="INFODOSAGEADMIN® type="INFODOSAGEADMIN_TYPE” /> A-— HEBEUCHERFSE —
{xsd!element name="WHOLEDURATIONCLINTRIAL" type="WHOLEDURATIONCLINTRIAL_TYFE” /> — ZEE

{xsd:element name="REASONONEROUS” type="ATTR_UPDATE_TYPE”/>
<xsd'element name="CHARGEOUTPERSONCLINTRIAL" type="CHARGEOUTPERSONCLINTRIAL_TYPE” />
<xsd:element name="INFOCOORDINVESTIGATOR” type="INFOCOORDINVESTIGATOR_TYPE” />
<xsd:element name="INFOCRG” type="INFOCRO_TYPE” />
DA, ERRAVERTIEFOEN —
{/xsd:sequence>
{/xsd:complexType>
{/xsd:elenent>
<xsd:element name="0THERCOMMENTS” type="ATTR_UPDATE_TYFE” minCccurs="0" mexOccurs="1"/>
{xsd:element name="REMARKS” type="REMARKS_TYPE” />
{xsd:element name="DOCATTACHEDNOTE” type="DOCATTACHEDNGTE_TYPE” />
<xsd:element name="TNFOPERSONFILLNOTE” type="INFOPERSONFILINOTE_TYPE” />
{xsd:element name="INFOFOREIGNMANUFACTURER” type="INFOROREIGNMANUFACTURER TYPE” minQccurs="0" maxOccurs="1"/>
</xsdiseguence>
{/xsd: complexType>
A-- EEEFEERE —
{xsd:complexType name="INFOMEDICALINSTITUT_TYPE">
{xsd:sequence>
{xsd-element name="VARIABLELABEL” type="xsd:string” />
<{xsd:element name="INFOEACHMEDICALINSTITUT” type=”INFOEACHMEDICALINSTITUT_TYPE” /»
{xsd:zlement name="FOOTNOTE” type="ATTR_UPDATE_TYPE" />
{/xsd:sequenced
</xsd:complexType>
- HIEEEH —>
{xsd:complexType name="INFOPREMATURETERMINATION TYPE”>
<{xsd:sequence>
<xsdrelement name="VARIABLELABEL” type="xsd:string” /> )
{xsd:element name="TERMINATIONDATE” type="ATTR_UPDATE TYPE”/> )
{xsd:element name="REASONTERMINATION” type="ATTR_UPDATE_TYPE"/> |
¢xsd:element name= PDSTTERMINATIONMEASURE” type="ATTR_UPDATE_TYPE” minfccurs="0" maxOccurs="1" />
{/xsd:sequence>
{/xsd:complexType> .

A HEOHEHE

- BBOBRMAHEICMET A EE —
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- BLEFT T EEAT (HRIGREE) OAHBEETER —
<{x=d:complexType name=”INFONAMEADDRESSMANUFACTPLANT TYPE™>
<xsd:sequence>
<{xsd'element name= VARIABLELABEL” type="xsd: strlng />
<xsd:sequence mindccurs="1" maxOccurs=" unbounded”>
¢xsdielement name="SERIALNOL” type="ATIR_ADD TYPE"/>
¢xsdielement name="SPONSOR_NAME” type="ATTR_UPDATE_TYPE”/>
<xsd:element name="SPONSOR_ADDRESS1” type="ATTR_UPDATE_TYPE"/>
<xsd:element name="SPONSOR_ADDRESS?2” type="ATTR_UPDATE_TYPE"/>
Cxsdielement name="MANUFACTURERIMPORTERCODE” type="ATTR_UPDATE_TYPE"/>
{/xsd:sequence>
{/xsd!sequence?
{/xsd:complexType> -
A RO EFS >
{xsdicomplexType name= INFOINGREDIENTQUANTITY TYPE™>
<{xsd:sequence>
{xsd:element name="VARIABLELAREL” type="xsd:string” />
<xsdelement name="TNGREDIENTSQUANTITIES” type="ATTR_UPDATE_TYPE"/>
<xsd'element name=" TNFODOSAGEFORMCODE” type="INFODOSAGEFORMCODE_TYPE” />
{/%sd:sequence>
</xsd:complexType>
A FESNDBETHEEE —
{xsd:complexType hame= ~ ENFOINTENDINDICATIONSEFFECTS_TYPE™>
{xsdsequence>
{xsd:element name="VARIABLELABEL” type="xsd:string” />
<xsd:ielement name="INTENDINDICATIONSEFFECTS” type="ATIR_UFDATE_TYPE"/>
<xsd:element name="EFFTCACYCLASSCODENUMBER” type="ATTR_UPDATE_TYPE"/>
{/xsd'sequence> ‘
{/xsd:complexType>
Ad— FESNWDABRRUHER®R
<xsd:complexType name="TNFOINTENDDOSAGEADMIN TYPE™>
{xsd'sequence’
{xsd:element name=”VARIABLELABEL” type="xsd:string” />
¢xsd:element name="INTENDDOSAGEADMIN® type-”ATTR UPDATE_TYPE" />
{xsdielement name="INFOADMINROUTECODE” type= INFOADMINROUTECODE TYPE” />
{/xsd:sequence>
{/xsd:complexType>
A—FBa— FER —
. ¢xsd:complexType name="INFODCSAGEFORMCODE_TYPE™>
<xsd:sequence’
{xsd:element name="VARIABLELABEL” type="xzsd:string” />
<xsd:sequence minOccurs="1" maxOccurs="unbounded”>
(xsd:element name="SERIALNO1” type="ATTR_ADD TYPE"/>
(xsd’element name="DOSAGEFORMCODE” type="ATTR_UFDATE_TYPE®/>
{/xsd:sequence>
{/xsd:sequence>
<{/xsd:complexType>
= EERE o — PR —
<xsd:complexType name="INFOADMINROUTECCDE_TYPE">
<xsd!sequence>
¢xsdielement name="VARIABLELABEL” type="xsd:string” />
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<xsd:sequence minQccurs="1" maxOccurs="unbounded”>
{xsdielement name="SERIALNOL” type="ATTR_ADD_TYPE"/>
<xsd:element name="ADMINROUTECODE” type="ATTR_UPDATE_TYPE”/>
{/xsd!sequence>
{/xsd:sequence>
{/xsdicomplexType>
- FEEHHEEER —>
<xsd:complexType name=" INFOPLANNUMSUBJ_TYPE™>
<xsd:gequencer
- <xsdielement name—”VARIABLELABEL type="xsdistring” />
<xsd:element name="PLANNUMSUBJTESTPRODUCT” type="ATTR_UPDATE_TYPE”/>
<xsd!element name="PLANNUMSUBJECTSTOTAL” type="ATTR_UPDATE_TYPE"/>
</xsd:sequence>
</xsd:complexType> .
A— BEEUCHRESEH —
<xsd:complexType name="INFODOSAGEADMIN_TYPE"> “
{xsd:sequence>
<xsd:element name="VARIABLELABEL” type="xsd:string” />
<xsd:element name="DOSAGEADMIN” type="ATTR_UPDATE_TYPE"/>
<xsd:element name="INFOADMINROUTECODE” type="INFOADMINROUTECGDE_TYPE” />
{/%xsd:sequence>
{/xsdicomplexType>
- EWHRE —
<xsd:complexType name="WHOLEDURATIONCLINTRIAL_TYPE™>
xsdlsequence
<xsd:element name="VARIABLELABEL” type="xsd: strlng />
<xsd:element name="STARTDATECLINTRIAL” type="ATTR_UPDATE TYPE"/>
<xsd:element name="ENDDATECLINTRIAL” type="ATTR_UPDATE_TYPE"/>
{/xsd:sequence>
{/xsd:complexType>
d— fHE —
(xsd:complexType name="REMARES_TYPE”>
{xsd!sequence>
{xsd:element name="VARIABLELABEL” type= xsd string” />
{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
<xsd:element name="SERTALNOL” type="ATTR_ADD_TYPE"/>
<{xsd!element name="DETAIL” type~”ATTR UPDATE_TYPE” />
</xsd: sequenced
{/xsd:sequence>
/xsd:complexType> .
- BHIERTREE — _
<xsd:complexType name="DOCATTACHEDNOTE_TYPE™>
{xsd'sequence>
{xsd:element name=’ "YARIABLELABEL” type="xsd:string” />
{xsd:element name="INFONAMEDOCUMENTS” type="INFONAMEDOCUMENTS_TYPE” />
{xsd:element name="REMARK” type="ATTR_UPDATE TYPE"/>
</xsd:sequence>
{/xsd:complexType>
- ERLAER
 <xsd:complexType name="INFONAMEDOCUMENTS TYPE >
{xsdigequence?

A IS —>
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¢xsdielement name="VARIABLELABEL” type="xsd:string” />
(xsd:sequence minQccurs="1" maxOccurs="unbounded”>
¢xsdielement name="SERTALNOL” type="ATTR_ADD_TYPE"/>
<xsdielement name="NAMEDOC” type="ATTR_UPDATE_TYPE"/>
{/xsd:sequence>
¢/xsd:sequence>
<{/xsd:complexType> i
<l HEBEOEHEREFCETSER —
{xsd:complexType name="CHARGEOUTPERSONCLINTRIAL TYPE”>
<xsd:sequence’
¢xsd:element name="VARIABLELABEL” type="xsd:string” />
(xsd:sequence minOcours="1" maxOccurs— “unbourided” >
<xsd:element name="SERIALNO1” type="ATTR_ADD_TYPE"/>
<xsd:element name="CHARGECUTPERSONNAME” typeﬁ *ATTR_UPDATE_TYPE®/>
{xsd:element name="VALIDITYREASONS” type— “ATTR_UPDATE_TYPE" />
{/xsd:sequence>
{/xsd:sequence>
<xsd:attribute ref="NOVALUE” use="optionzl” />
© {/xsd . complexType> ’
A BBRREERN ISR EEESRRERCHETIER —
{xsd:complexType name="TNFOCOORDINVESTIGATOR_TYPE™>
- <xsd:sequence>
¢xadlelement name="VARIABLELABEL” type="xsd:!string” />
(xsd:sequence minOceurs="1" maxOccurs="unbounded”>
¢xsd:element name="SERIALNG1” type="ATTR ADD_TYPE"/>
<xsd!elenent name="KEYINVEST NAME” type="ATTR UPDATE_TYPE"/>
¢xsd:element name="NAMEMEDICALINSTITUT” type="ATTR_UPDATE_TYPE"/>
¢xsd:element name="KEY INVEST_AFFILIATION” type="ATTR_UPDATE_TYPE"/>
<xsd element name="KEYINVEST_TITLE” type="ATTR_UPDATE_TYPE®/>
{/xsd:sequence> :
{/xsd:sequence> )
{ged:attribute ref="NOVALUE” use="optional” />
{/xsd!complexType>

<“-@%®Wﬁ($%)&0ﬂﬁkﬁ6$ﬁ® WERETHE AREBEEEE (CRO)) 0R4 | FHACECT 2HHOME —

<xsd:complexType name="INFOCRO_TYPE">
{xsd!sequence>
{xsd:element name="VARIABLELABEL” type="xsd:string” />
{xsd:sequence minOccurs="1" maxOccurs="unbounded”>
¢xsd:element name="SERIALNOL” type="ATTR_ADD_TYPE"/>
¢xsd:element name="CRO_NAME” type="ATTR_UPDATE TYPE"/>
<xsd‘element name="CRO_ADDRESS1” type="ATTR_UPDATE_TYPE®/>
{xsd:element name="CRO_ADDRESS2” type="ATTR UPDATE_TYPE"/>
<xsdielement name="CRO_SERVICE” type="ATTR_UPDATE_TYPE"/>
<{/xsd:sequence>
{/xsd:sequence> :
{xsd:attribute ref="NOVALUE” use="optional” />
{/xsd:complexTyped
{— HmBRBEHECETLER —
<xsd:complexType name="INFOPERSONFILLNOTE_TYPE">
{xsdisequence?
¢xsdielement name="VARTABLELABEL” type="xsd:string” />

|— &S >
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{xsd!sequence mindcours="1" maxOceurs="unbounded”>
{xsd:element name="SERIALNOL” type="ATTR_ADD TYFE" />

{xsd:
<xsd:
{xsd:
{xsd:
<{xsd*

<xsd:

element name="CLASSPERSONFILLNOTE” type="ATTR_UPDATE_TYPE” />
element name="APPLICAT NAME” tvpe="ATTR_UPDATE_TYPE” /> .
element name="APPLICAT REP_NAME” type="ATTR_UFDATE_TYPE™ />

element name="APPLICAT_ADDRESS1” type="ATTR_UPDATE_TYPFE" />
element name="APPLICAT ADDRESS2” type="ATTR_UPDATE_TYPE” />
{xsd

element name="MANUFACTURERIMPORTERCODE” type="ATTR_UPDATE_TYPE” />
element nhame="INFOPERSONASSIGNNOTE”>

<xsdicomplexType>

{xsdisequence? :
<xsd:element name="VARIABLELABEL” type="xsd:string” />
¢xsdielement name="APPLICAT_PERSON_NAME” type="ATTR_UPDATE_TYPE” />
<{xsd:element name="APPLICAT PERSON_TITLE” type="ATTR_UPDATE_TYPE” />
{xsd:element nawme="APPLICAT_TELNUM" type="ATTR UPDATE TYPE" />
<xsd:element name="FAXNUMBER” type="ATTR_UPDATE_TYPE" />
<{/xsd:sequence>

<{/xsdicomplexType>
{/xsd:slement>
{/xsd'sequence”
{/xsd:sequence>
{/xsd:complexType>
A— SEELEEFICET o HR —
<xsdicomplexType neme="INFOROREIGNMANUFACTURER_TYPE™
<xsd:sequence>
<xsd:element name="VARIABLELABEL” type="xsd:string” />
<{xsd!sequence minfccurs="1" maxOccurs="unbounded”>

{xsd!
{xsd:
{xsd’
{xsd:
<{xsd:
<{xsd:
{xsd:
{xsd!
{xsd:

element name="SERTALNO1” type="ATTR_ADD_TYPE™ />

element name="FOREIGN_SPONSOR_NAME” type="ATTR_UPDATE_TYPE" />

elewent name="FOREIGN_SPONSOR_REP_NAME” type="ATTR_UPDATE_TYPE” />
element name="FORETGN_SPONSOR_ADDRESS1” type="ATTR_UFDATE_TYPE™ />

element name="FOREIGN_SPONSOR_ADDRESS2” type="ATTR_UPDATE TYPE” />
element name="FOREIGN_NAME_FRGNLNG” type="ATTR_UPDATE_TYPE” />

element neme="FOREIGN_SPOMSPR_REP_NAME_FRGNLNG” type="ATTR_UPDATE_TYPE” />
element name="FOREIGN_ADDRESS1_FRGNLNG” type="ATTR_UPDATE_TYPE” />

element name="FOREIGN_ADDRESS2_FRGNLNG” type="ATTR_UPDATE_TYPE" />

{/xsd:sequence>
<{/xzsd:sequence> .
{xsd:attribute ref="NOVALUE” use="optional” />
</xsd:complexType> -
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<xsd:complexType name="TNFOEACHMEDICALINSTITUT_TYPE™>
{xsd:sequence>
<{xsd:element name="VARTABLELABEL" type="xsd:string” />
<xsd:sequence minQccurs="1" waxlccurs="unbounded”>

{xsd:
{xsd:
(xsd:
<xsd:
{xsd:
<xsd:

element name="SERIALNO1” type="ATTR_ADD TYPE" />

element name="INSTITUTE_NAME” type="ATTR_UPDATE TYPE" />
eloment name="DEPARTMENT” type="ATTR_UPDATE_TYFE" />

element name="TNSTITUTE_ADDRESS1” type="ATTR_UPDATE_TYPE" />
element name="INSTITUTE_ADDRESS2” type="ATTR_UPDATE_TYPE® />
element name="INSTITUTE_TEINUM" type="ATTR_UPDATE_TYPE" />
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¢xsd:element name="TINFOINVESTIGATOR” type="TNFOTNVESTIGATOR_TYPE" />

{xsd:element name="INFOSUBINVESTIGATOR” type="INFOSUBINVESTIGATOR_TYPE” />
¢xsdielement name="INFOQUANTITIESTNVESTPRODUCT” type="INFOQUANTITIESINVESTPRODUCT_TYPE™ />
- {xsd'element name="PLANNUMSUBIMEDICALINSTUTUT” type="ATTR_UPDATE_TYPE" />

<xad:element name="NUMSUBJENROLLINSTITUTION” type="ATTR_UPDATE_TYPE” />
<xsd:element name="INFOSMCINMEDINST” type=”INFGSMOINMEDINST_TYPE” />
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¢xsd:element name="INFOIRR” type="INFOIRB_TYPE” />
<xsd:element name="OTHERS” type="ATTR_UPDATE_TYPE"/>
{/xsd:sequence>
{/xsd!sequence>
{/xsd:complexType>
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<xsd:complexType name="INFOINVESTIGATOR TYPE™>
{xsd:sequence>
{xsd:element name="VARIABLELABEL" type="xsd:string” />
(xsd: sequence minOccurs="1" mexOccurs="unbounded”>
{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE” />
o <xsd:element name="CHIEFINVEST_NAME” type="ATTR_UPDATE_TYPE" />
¢xsd:element name="CHIEFINVEST_TITLE” type="ATTR_UPDATE TYPE” />
<xsd:element name="NUMMEDICALSCHOOL” type="ATTR_UPDATE_TYPE™ />
<xsd:element name="GRADUATYRARMEDICALSCHOOL” type="ATTR_UPDATE_TYPE” />
{xsd!element name="CHIEFINVEST_PRONOUNCE” type="ATTR_UPDATE_TYPE" />
{/xsd:sequence> . :
{/xsd:sequence>
/xsd:complexType>
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<xsd: complexType name="TNFOSUBINVESTIGATOR_TYPE">
{xsd:sequence>
<xsd:element name="VARIABLELABEL” type="xsd:string” />
(xsd sequence minOceurs="1" max0ccurs="unbounded”>
¢xsdielement name="SERIALNO2” type="ATTR_ADD_TYPE” />
¢xsdielement name="INVESTIGATER_NAME” type="ATTR_UPDATE_TYFE" />
<xsd:element name="INVEST_PRONOUNCE” type="ATTR_UPDATE_TYFE" />
{/xsd!sequence>
</xsd!sequence>
{/xsd:complexType> ' -
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¢xsd: complexType name="INFOQUANTITIESINVESTPRCDUCT_TYPE">
{xsd:sequence> .
{xsd'element name="VARIABLELABEL” type="xsd:string” />
¢xsd'sequence minOccurs="1" maxOccurs="unbounded”>
<xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE” />
¢xsd!element name="NAMEINVESTPRODUCT” type="ATTR_UPDATE_TYPE® />
¢xsdielement name="QUANTITIESPLANNED” type="ATTR UPDATE_TYPE" />
- <xsdelement name="QUANTITIESSUPPLIED” type="ATTR_UPDATE TYPE” />
<xsd'element name="QUANTITIESUSED” type="ATTR_UPDATE_TYPE" /> .
<xsd:element name="QUANTITIESWITHDRAWN” type="ATTR_UPDATE_TYPE” />
<xsdielement name="QUANTTTIESARROGATED” type="ATTR_UPDATE_TYPE” />
{/xsd:sequence> ’
{/xsd:sequence>
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{/xsd:complexType>
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<xsd:complexType name="INFOSMOINMEDINST TYPE”>
<{xsdisequeticey
<xsdielement name="VARIABLELABEL” type="xsd:string” />
{(xsd:sequence minOccurs="1" maxGecurs="unbounded”>
{xsd:element name="SERIALNO2” type="ATTR_ADD_TYPE” /> d— EFEE -
<xsd'element name="SHO_NAME"” type="ATTR_UPDATE_TYPE" />

A Ky >
{xsd:element name="SMO_ADDRESSL” type="ATTR_UPDATE_TYPE” /> <= fEEﬁﬁf -
<xsd:element name="SMO_ADDRESS2” type="ATTR_UPDATE TYPE” /> - {EFT2 —

{xsd:element name="SMQ_SERVICE” type="ATTR_UPDATE_TYPE” /> . ) - FEETHLEBOHH
{/xsd!sequence>
{/xsd:sequence> .
{xsdrattribute ref="NOVALUE” use="cptional” />
{/xsd:complexType>
A— BREEZARCBETIES —
<xzsd:complexType name="INFOIRB_TYPE">
{xsd:sequence>
{xsd!element name="VARIABLELABEL” tvype="xsd:string” />
<xsd:sequence minQccurs="1" maxOccurs="unbounded”> .
{xsd:element name="SERIALNOZ" type="ATTR_ADD_TYPFE” /> — HEHES -
¢xsd:element name="TYPEIRB” type="ATTR_UPDATE.TYPE" /> <A B SO XS -
<xsd:element name="TRB_OWNER NAWE® type="ATTR_UFDATE_TYPE" /> : (- HREFEERSOREFOLT —
{xsd‘element name="IRB_ADDRESSL” type="ATTR_UPDATE_TYPE” /> — EPFL >
<xsd:element name="TIRB_ADDRESS2” type="ATTR_UPDATE_TYPE” /> . <— fEFF2 -
{/xsd:sequence> '
{/xsd!sequence>
<zsd attribute ref="NOVALUE” use="optional” />
{/xsd:complexType>
- HE —>
{xsd:complexType name="ATTR_UPDATE_TYPE” mixed ="true™>
{xsd:sequence>
<{xsd:element name="VARIABLELABEL” typs="xsd:!string” />
{xsd’element name="CHANGEDATE” type="xsd:string” winOccurs="0" maxOccurs="1" />
{xsd:element neme="CHANGEREASON" type="xsd!string” minlOccurs="0" maxOccurs="1" />
{/xsd:sequence’ '
<xsdtattribute name="STATUS” use="optional”>
<xsd:simpleType>
<xsd:restriction base="xsd!string”>
{xsdenumeration value="UPDATE" />
<{xsd:enumeraticn value="NONE” />
{/xsd'restricticn>
<{/xsd:simpleType>
{/xsdattributer
{/xsd:complexType>
A— EE (EFE&SR) -
<xsd:complexType name="ATTR_ADD_TYPE" mixed ="true”>
{xsd!sequence>
<zsdielement name="VARIABLELABEL” type="xsd:string” /> .
<xsd!element name="CHANGEDATE” type="xsd!string” minlccurs="0" maxOccurs="1" />
{xsd:element name="CHANGEREASON” type="xsd:string” minQOccurs="0" maxDccurs="1" />
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</xsd:sequence?
{xsd'attribute name="STATUS” use="optional”>
<(xsd:simpleType>
{xsd:restriction base="xsd" string”>
{xsdienumeration value="NONE” />
<xsd:enumeration value="APPEND" />
(xsd enumeration value="DELETE” />
</xsd:restriction>
{fxsd:simpleType>
fxsdiattributer
</xsd:complexType>
<|-— TEH NOVALUE BiEitE —
{xsd:complexType nameS”ATTR UPDATE_NOVALUE_TYPE” mixed ="true”™>
{xsd:sequence’
¢xsd!element name="VARIABLELABEL” type="xsd:string” />
(xsd:element name="CHANGEDATE” type="xsd:string” minOccurs="0" maxOccurs="1" />
{xsd:element name=”CHANGEREASGN” type="xsd:string” minfceurs="0" maxOccurs="1" />
{/xsd:sequence>
<xsd:attribute name="STATUS” use= opt1onal >
<{xsd:simpleType>
(xsd:restriction base="xsd!string”>
<xsd:enumeration value="NONE™ />
¢xsdenumeration value="UPDATE" />
{fxsdirestriction>
{/xsdisimpleType>
{/xsd:attribute>
<xsd:attribute ref="NOVALUE” use="opticnal” />
{/xsd:complexType> :
<I-- NOVALUE @itk >
<xsd:attribute name="NOVALUE"> ]
<xsd:simpleType> -
<xsd:restriction base="xsd:string”>
<xsd:enumeration value="FALSE” />
<xsd'enumeration value="TRUE" />
{/xsdirestriction>
/xsdisimpleType>
</xsdiattribute>
{/xsdischema>
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