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1 EEROAGICEATAIUTOERBRDERIZONT., ELWEAEHLEIZEND,

a BEEGPAKRICREITHERIKX. HH#. HD, ZIKRITEY, 2T LLHBEFLLIAR
TR (EH) DAHZLELTERFRLGEL,

b EEMI. mREICL, EF - EXZEOHLLHMR. FRAKEFICEDIEZ, T0F
Mt REMFOEIN/ITOASIHEMEAITGE>TWV S,

c —MRAERRKEF. WEYMEREZ (FTR6FEREES855) ORMRTIELRL,

d —MRAEERE. —ROLEFENBLERL, FRAITLILDOTHLS-H. REDRE
[CRHEACEFFRTENODERRB-RUVERAISCAFARTH S,

a b c d
1 1E 3 3 iR
2 R 3 iR 3
3 iE iR 1F 1E
4 1E 3 iR 3
5 R R 3 R

M2 EXEFOJRAVFABIEATIUTOERRDS L. ELVLODEAEHLERFEND,

a DPEOEERROBSTHAIE, RURSINTHBRENLBUNRRT S L13H
LY,

b EXROMBLURIZ. AREFRBECHR (AE-REHERK) ISE S CHIE
Eh3,

c LDsobld,. IMERICEYRDONDSOUBREEN_ETHY .. EYOEMED
BEELTRHWLWLOND,

d [EBEAE] LEF. EYOYDRL/RBRL, FEREAERLLGVEEEDNDZLTH
60

1 (a. b) 2 (a. d) 3 (b, ¢) 4 (c., d)
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h,

a Good Post-marketing Study Practice (GPSP) ¢lF. EEROEERFTREL S
EHEOREDNDZLTH D,
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EHEOREDNDZLETH D,

c Good Vigilance Practice (GV P) &, EERNDREMICHT IEBRABOE
ENDZETHD,

d Good Clinical Practice (GCP) &lf, EbrEXREE LI-EBRABOEMmDEAE
NZETH5B,

a b c d
1 R R 3 3
2 R R R 1E
3 1E 1E 1E R
4 R IF R R
5 3 IF R 3

M4 BRERCETDHIUTOERDERIZOVT, ELVWEAEDLDEXEAN,

a RBREBECHBFOBMITICGLIZENHATFINLIVHP S TBREREM] X, HET
BEmTHY., EXRMEFERLRAN SN D,

b EXEREOHEEERATEYMARBROWHITICHELIZLAHL-H. —KRAEESKDOKRT
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c [XEBHERR T, XRBEASTOHEORTZTSHLOE L TENERIZEHFRIL
LDTHB,

d HERBAER] k. FXEOHEETHEZEMNRNLZ L LICHEMEREERSAET
PRREBRUVBEICRIODHEZEARD AV 7T—VICRTTHLDELTEHICEY
ENEIDTHD.

a b c d
1 IF IE B R
2 1E 1E 1E R
3 1E R IE IF
4 R R R iR
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2 BLIATar—2arHitloREELI—BRAEERIL. BE. X1 YFOTC
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4 EBRRTEVHBEEIROBEMEHKZZT. " BRAEERORFTOVLELGHIIEERE
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a b c
1 BigsEd ALhohd&E/IMNE EREL G
2 BigsEd BERAVLONDE FAITES
3 EEIET B ALhohd&E/IMNE FAITES
4 EEIET B BERAVLONDE FAITES
5 EEET S BERAVLONDE EREL G
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1 (a. ¢) 2 (a. d) 3 (b, ¢) 4 (b, d)
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1 (a. b) 2 (a. c) 3 (b, d) 4 (c., d)
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a b c d
1 iR iR 1E 3
2 1E iE 1E R
3 1E R R 3
4 1E IE ot R
5 iR iE iE 1E
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a b c d
1 R R R R
2 R 3 1E iR
3 iE 1E iR 1E
4 R R R 1E
5 1E IE 1E
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1 FRICHELE-RERAENEOONMTLWEVEERDBZEF. REZFICIHL T, K
ANADEEGDEZF O LTIMNEANEZSELSHHATILENH D,

2 MRIF, MAEKBMANRRERETHDH. RIRSATHERLEAFICHITLEE
DD HEHITEL DT LY,

3 NRIE EROBEAREETHEI-D. EERORAIOHECET ZBMAE <
ERMNTE Y DT LY,
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BETHB.

a b c d
1 1E 1E 1E 3
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3 1E 1E iR 3
4 1E iR iE 1E
5 iR iE iE 1E
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a EEXEREFERALELLE, REMNXSIBRENHICEEFAICILSERZELSLET
SERBMREENS,

b —MAEEROEAICLE>TLELETNEIEFLORIEPOEEL TS ERAPRLER
HhadaEZTE, TNZEHRFLTHAZRBET OIS THD,

c TI3EARPRICK->THRELEINDIRGPELIZE, EFLVED (HR) EFH
510 (BER) "H b

d T3tRBRE. BEBBRBICLI2BRFENLEL (BRAERE) AESLTEL
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1 (a. b) 2 (a. c) 3 (b, d) 4 (c., d)
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a BEEMIEEINATLIRIICE, SEPEZE. XITL->TRENSLERZLY®
FTVELEDHNE LY,

b —MAERERKEF. REICETIERELLTEBASNLGIEIZ NI END, S8
FICHEB SN TLWLIERYPBRIA ST R LERBEL O THRENLGEINDIENEETH
2o

c BERREF., EUYLRKE - BILLGEIhdeE, BREEICEIIAEDLILLFIEC oG
LY,

d EXEMONBFICEHSIATHWLERYRIE. REAHKETHIICRESLEES
IRENMRESNLIHARTH S,

a b c d
1 iR 1E 1E R
2 1E 1E R R
3 1E 1E R 3
4 1E iR 3 1E
5 iR iR 3 3

15 BULGERXRRBRRUVZZHEICEHIAUTOERDERICOVNT, ELWVEAE
e END,

a ERPHLVERISHIGEF.ERAEVLEII—RAEERZERAT S LI,
—RAEEROREICHANATEIDGHLENZ S,

b FHIEME., BT LIERRKORFTICTHUV DT LHDOTLHL, EXRKOFERICE LA
WHRZEDH D ENBUYLEIEZEENH D,

c —MRAEERZ-—TEHMAELIE—EEHFEALTH, EROBESAAONLGLNE
SICE. EREMEZEZERZ L TCTEMOZREITILENDH D,

d FHHRIZOVT, —RAERLTHLARGERFOEHRIL. BEORADEZE &
R TH S,

a b c d
1 = iE 1E 3
2 IF IE R iR
3 R = R IF
4 iE = 3 3
5 R IE 3 R



16 —HRAEERORTZFICHIIUTORBDS>E5, ELVWLOOHEAEHLEFEN
Mo

a —MRAEERKOGEE. BT LLBERREBEZZTLBADPEEREZFEFRATHLIEIRS
BWI EEBFEZ, REBOII1Z2/r—SavEEZ20ERH S,

b EHRFZTEX. 2TO—RAEXERORT. FRIZIHFZHSBEALL., —KOAE
FEODELIAT 45—V LTHREBELTWCEVWSERBTHROUIENERE
%%

c BAESENINEERZFEAILIRKRE. BEELT HAEENHLIN. REHFODD =
A=A VDBENRGHMICHERINDILSIBERT HILEELRL,

d —MRAERERIE. REICBT2ERELLTEAIADIZILLEZ VO, BHRRE
EZBWTIE, TOEEREPITCICHERASNIRRICHINBET DL 58052 &
NEFELLL,

1 (a. b) 2 (a. d) 3 (b, ¢) 4 (c., d)

17 H) FYA FRUZDFRICEITAIUTORBOERICONT, ELWEAEDLE
FENH,

a HUFIARFRIF, ) FTA FRHAZEF/IXEIBIRL TS EEDN LSRN
FRALEIEICLY, HERICHKRRE, BEOBEEFOAREENRAELELICH
THEREHBERLTHS.

b BHATIE, ) F3A FRADOEFTHEIZCOVWTENANGEENRE ONT-E,
LICHEFLE, REFLERVEREEA L OGN,

c HUKRTAKREF, BREHFESELTERRBSINLA, BIEAL L TOLEHFLEZRE
T HERLH o=,

d HUFIAFTEPEETRLE., TORXRZFERKDSI L., —FOEMKDOANET 5
ATHhACEND, BI—ADEMKZDHM L THALLEBEIZE, BFHIEN
TE %,

a b c d
1 IE E= iR iR
2 = IE 3 R
3 R R IE IF
4 iE = 3 1E
5 IF IE R iR
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1 ZREVERRE. ¥/ RLLARFEEALECEICEY ., BARSBAREE RS

LizC&Icxd 28EEERNLTH D,

2 REVIEF. TOERELT. AHICEHEHROEBERM OB LWVEREFS THREE
L. REICFEBOBA O, STERENENS,

3 Z%/ﬁﬂl;uxnmlﬁgténét%m€L BT 0D RI&H A

ENRIEZInt,

4 REVEFBIZHTIBREFEOHEHFHEELE LT, BEHNERVEREODECAEIOLE

BEVCEERFICHTOINESTEENELOATWLDS,

19 EFREFREDAILR (HIV) RABICEHITHAUTOERRBRIZDNNT, ( ) @
FIZCANBZREZFAOELWVHEAAEHOEXEND,

HIVER2AEF., ORFEEN., HI VHAEAL = ( a ) hoEESI T
( b ) DEEEZH2EIZ&EY, HIVICRERELE-CEIZHT IE8EEER
NTHbd,

RERDOMBZEZHFA. HI VREREERICH T HIEAREDIFL,, HESFITH LHEK
DRIERFEIZME T ( c ) DEBEODHTEZNB LT IREFESTEMNKILL.
BT iz,

a b c
1 B 5% GES 0T L RE i B 4 0 Bl 4F P15 4R 0D IR £
2 B R GEsOT YA T R # O B e FE 1 4R 0D I £
3 B 5% GEs 0T L RE % S 0 4R 25
4 B R 1 7 358 B B 7 4 T R # O B e FE 1 4R 0D I £
5 B 5% 1 7% 5% [ B - L % S 0 4R 25



20 204 Y7Lk ¥VYI3TH(CJID) RUZDHFRICETAUTORRIZDOLT,
( ) DHRIZCANDZREFADELWVWHEAEDERF EAD,

CJDIE. ( a ) D—BTHLITVAURERESN, FHFICALLNAT
Lz ( b ) ENLTCHROMBBICREREL, RECEBHEICEULEZERILARN,
RICELERELGHBEH#HFE TH D,

CJUDICLHIEFTRERNDE. ( c ) ITEDREERERFFEDRIZNG
Snt,

a b c
1 2UNDE E ~EIERERE AYHBEER S
2 ANV E R B 2R AW HEE R
3 BNV E E hEIRTERE BAERFHM
4 D4R iR B 2 BEERFHR
5 D4R E ~EZIRAEE AW HEE S

21 A ERDELERERDICETHIUTOERDERIZCOVNT, ELWVEAELEERFE
nn,

a BBEEMPELT. 7TELTI/ 700 H5,

b MBEERANHIEERDELT, DUaohHbd,

c BROUNZELLKTEHIREDELT., JBLAFIVIEBRIENH D,

d MEREZIVHEDELT., THERMOA ML 7 VRIBKFZBREKINYNH S,
a b c d

1 1E iE 1E R

2 iR iR 1E 3

3 1E R R 3

4 1E R R R

5 iR 1E 1E R
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22 A ERICEASINDIEALARDICEATHIUTORBRICONT, ( OL
ANBREFADELWNEAEDEIEEND,

MEEIC EEAé*L%quikﬁmns Xliﬁiﬂi’ch\ﬁwrﬁtffiﬂ]( RALhohdEAL

<) L;at‘t Yps3&ES IFL L &5

MEADTHLDI-. BHE. HEE. MNEgy ESERE NEEE H8E 55

A FCSECES FLBAESES

LEENE. ZMZXENH S,

FAFCSECES

ChODSHEEEMEERCVTRE, *%E'ZEJZ 7&ELT ( a ) =8¢
b

5 F BS5&ES L;at‘t Jm

. Choh55,. B, HES. NG B SIck. BREEE LT (
s,

a b
1 p7ak ! B4V
2 hovyo B4 3
3 hovyo K&
4 K&V hovJm
5 K&/ Y43

123 RD1~5TRSINDATDS>E, BRERAS (AERTDBEZERS. ) I2&X
2BEEEENERZAMEL T, MEEICEESATVLSHERS T EAD,

1 7I/IFILRILKEE 2 BT RIOL 3 F7RaAOINEVE
4 TJIIRILFT I UIREIE 5 hozA4Y

24 ERKZRIBICEATIAUTOERDND S5, ELVLWILODOEAEHEIFXEND,

a HEERPICLIELIFELCIERESE. BERXEXROFRANREL S,

b MEXRFIUERZEELTLHIEREHREL. EMNICHECEREZTORMICEL
TW3,

c EEFNOANLLLIBEHETH-TH., EHOERFEOHRAY. REEREE (T
HBRETHD,

d ZUNLAVTRELTEFILRFRIE. PETLRI[ZELPT . TRICKVEKX
BEREBBTNALEH D,

1 (a. b) 2 (a. c) 3 (b, d) 4 (c. d)
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25 BRK[ZEHCRICETAUTOERDS S, ELVWLDODOHEAEHLEIFEAD,

a WIS THRELZEDICBITLEZAIzAOO0—8BIF. hE-BEEMZERBL T
BRIRICEET .

b Hh7xA4 IE, BERELTIRE., ®FWV., TR, TR, BEFZELDI LMD
2o

c HI7zAVOERIMB[LEICEELGWMERELT., BRBICETSFT NIV LAF 2D
BRIIREEERLH S

d ATzAVEAAFCIBTLGENI AL, BEAPOXUTLERELZRICETIE
MTE %,

1 (a. b) 2 (a, c) 3 (b, d) 4 (c. d)

926 HEE (EMBOHIEE) CSENEHEAICETIUTORBIZONT. ( )
DHIZANDIREFALELTELNEDEENS, BH. ( ) MIEERTRAL
FEMRAD,

( ) 1. EBICHZBHAIRADFMONEORECS 2 HEHERS %D
ZBERAERT.CAVE RUF— FERYMBOBLEECREESAS ( ) TH B,
1 HOEORS
2 MERAEIUEHS
3 WmayY vy
4 BFRERS
5 XHUFURAN
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a HEBEEECE. REEOIRS. REXELTIHS . ROUNER T HHS.
SEOREENL RN EEMASHETEEIATI S,
b ATy UEIEATIYIE. ME-REEMEEB LA,

c ATAVYUEEBKNYE., BHEOEHZETRICSELHERANSH S,

d AFILITzFYUERELF. XBWBERZAALTCREXTHRERSE S,
a b c d

1 R 3 1E iR

2 iE 3 R iR

3 1E R 3 iR

4 iR 1E iR 1E

5 3 R iR 3

128 MRERSDICEATIUTORENDS>L. ELVILODBAEHLEXENAD,

a AUYHIE. TUFLUFUBICEZRAEAROEIN. SERENSDBES B
ERTEOEBLMBENG,

b ALYYOMER. EHMOBETHOROBANEESLNES. RELTEY
MIRFAT 5 EABETHS.,

o ALUYIE. HEHELT—BRERSICLECAVONGH. BRINZT U F
LUFUBOBRISBBEL TS LB VLS IBERT CLAEETHS.,

d HEZoTx2MAIF. AHRICEERTERL,

1 (a. b) 2 (a. c) 3 (b, d) 4 (c., d)
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20 Z1MORdIE. BIEHOREELOTTIEMTHN DN S EH NS HH (<
THLDTHD. E1HORBICHET IESMEALLTELLLDRE2HO LR
o,

£ 11
KOAPEEZHOLTELT., SHONSSNT., HE - BESICEYRLAHY ., & &
& B &
ICENE. HFW, BREZESTITTHRE. FEHEX. 2HU., B, LhhAhFAE.
DEDOIMARKIZET &b,

21
E<HAESES SWFELCES FELIDABELS T AFISEFECES
1 %ﬂ;i’% 2 EiiE 3 HAERS 4 RIS
5 5
130 1 HOERIEIHEEICEHATSIEDTHS, ( ) DHRIZCANSIREZFAIEE
2D END, TE. ( ) RIZIRTRALCLFEANAD,
E
FIBEEIDSE ( ) ZETHAIZOVNTIX, BHEREZEZT TS ALNEY
MARB L=&Z&IZ ( ) BNIE R U ( ) BIEZSIERRILIE-EDHELH Y.

BHREZZTTVWAATRERZEHTILENDH D, T, BEMAREZTTLL
WATY., REERGEITILELAH D,

% 2 &
1 FhrYDLA 2 AILTYHL 3 FZILZI=ZHL
4 TTFRTOL 5 @Eh

31 BTRACETIUTORBNS55. ELLLOOBASHEIEEND,

a TLYIFRIE. BFEELTHEEBHAERNEON D, TICASHBOERI
BLbh3,

b EVUHIE. KEBOSHBCHECEBOBEERRL T, HELRETLEZLA
T35,

c U/ URIR. ABICERTIENMEICL > THBEh, SRERMSKEE R
HMLUTETHBELELT EEZAOAT NG,

d EHaATILIE. METY SA—EOBMEIck>TELDHRMA. MNEERET 5
ECEThEELELTEEZLATIS,

1 (a. b) 2 (a. c) 3 (b, d) 4 (c., d)
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32 BEMETFRACHEI TS VAT - ANSBEICETIUTORRDS 5. E LWL
LD END.

1 EHATHAIEFHENGAMREICE >THHE (EB) LTELSHRITE-TESR
ZRY .

2 BRMEICI>THBINT, SBRERYMAI KB ERHT 5.

3 BABHOEBEEESHS L TEBIOKNBEBL, £, REEFBMLTH
EzEd.

4 BERNTKSERNLCENENCEZEL. BEONSEEPTLELLIRELE
ST D,

33 IEEMICET AU TORENERIZONT. ELWEAEHEIXERA,

a BUZUBTILIIVE BRICTULXF—DHLIATEERAZEIT D,

b EREBIAFAEELAVIMAEENHZATIE. ARSI REREDER % #
F2RETHD,

c MEBRCLEITAOEREEHICLEZENELT. AV VEBALRY VAR
nWshd, :

d KOLAY—FiE. BELBEOBHENEESLT S,

a b c d
1 R iE iE 1E
2 1E IE R R
3 1E iR 1E R
4 ] 1E L 1E
5 iR iR R R
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34 HILEDEFBICEATHAUTORERRBICONT, ( ) DHFICANDZRESFADIE
LWAaELEFEAD, BHE. 28D ( a ) RIFELLELRELLFAAA
2o

ELEEDEHEZ( a OB E->TAETS.( b HE.( a )
DEEVMETHS (| o ) LRERORBEBTFRCLT. TOBMEEMA 5.,

a b c
1 XERMER REX2 I URS FRLFUY
2 B R EEiER may s FEFILOUY
3 RBHBIER o) roman FEFILaUr
4 B R EEiER REXE2 I URS EXA =
5 B R EEER oy ops 7ELFUY
P35 BRSEEMEEMRS ICETAUTORMBIZONT, ( ) RIZCANZREFHAD

ELWEAEDEREND, BE. 2ERD ( a ) AIEELELHELCFAMN
Ad,

( a ) 22V TIE, BIRENFHSD—HMLABIARICHBITLTIERD
( b ) NELBE2EENLH A=, BAZEZASXMTEEREHITILE
AHd. Ff=. ( a ) 12K YBEA ( c ) TERH B

a b c
1 A—rFIFR AR HIZK KD
2 INISR ) B R e I 0f; HIZK KD
3 A—kIFR AR HP9 <D
4 Ve o v o e I 0% HP9 <D
5 Ve o v o e AR HIZK KD
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1 EBOEHNRECHHLBAL. BRFHEOBAHL 3 05U EE BAISIE.
ERREEESTAISOREABETHSD.

2 BERFHOBEECRS - EEABERELHERTIE. BHOREMUATIREL
nY. BEEOBEEEMICT L EnH5,

3 MREH->CREMICHEANE L-EC. SHEEEEEsEATHCEXBEYT
0,

4 FHICHESERBCOVTIE., EANCEB~OHLABESh, BEABERED
BREHLBERTH S,

137 BRREICEHTHAUTOELRDNDSE5, ELVWLODHBAEHEIXEND,

—EOREEEMOT O ETHERYENSE S,
EROBE. RICEHESHUIMNIEKLEDRIZE+ABERERNS S,
c BEERFZLELTIBAICE. 1, AULEREBEVTHALEAT S LESH
T, )
d —BEAEEROHGRENHRETIFERIE. BREBRTHS.

1 (a. b) 2 (a. c) 3 (b, d) 4 (c. d)

138 BORDICETAUTOREDNDSL, BoTWLHLDFEND,

1 Y UHBRAEIAEAE, RAZONBERRF L. ORTHAIRC &EEENKE
TR N DB, WEFICBATICLEESRTLS,

2 —REAEZESTH. £LVO 1 BAEE5melTERDLESEHONT NS,

3 CwaviE. BEEE-ZYSLARANHIEEND.,

4 SAYE. KENEEINBIETNES LR E2EAADHEEEND,
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ANELWEAELEIZTEND,
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ECBEAMETHS, ALATFA—LEKIC (b ) METHERH. Ik
MR I BERE LY RA VR BE Lo THET D, URE o B
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a b c
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