FRBICET 2EEERRREY, T ERROAES ng ¥ L2010 RE 6 6%
B LI A TEREN 24% (5/21 B1) BTN 48% (10/21 ), FIBEBES Lo 3B4T 10%
(2721 f5]) JeUr48% (10721 ) Thy, FF /I E0RREETIR, &5 6 BBH%
DEET 19% (4/21 F) B1824% (5/21 1), RIFRET19% (4/21 ) RUT38% (8/21
fl) Tholk, HEHEBOLNEAEERIITE, AAKUMITHY, PES HEH
LS BBNBERTH- (R1-21), BB, ThLOIELASHBEET—EBMETHY,

BEOHEFZRIITRD bNARN-T,

Fi, BRI RICERMICEEL 25 & 5 BRI EEORELEBIIRD bhihois,

£1-21 BEBERTUAE

<AT—¥ 1> <AF—V2>
o EHTEER 5 6 REEEIC o FEUREE L JREa S
RBREYRS Al R
pitanc TSR 5 mg S SR 5 mg
F AR BRRE
REBIER 21 21 21 21
HEESRREAMNE 5 (24%) 10 (48%) 2 (10%) 10 (48%)
B O 3 (14%) 4 (19%) 1 (5%) 1 (5%)
5 B 0 ( 0%) 2 (10%) 0 ( 0%) 3 (14%)
m oA 0 ( 0%) 5 (24%) 0 ( 0%) 3 (14%)
EREDEN 0 ( 0%) 1 ( 5%) 0 { 0%) 1 { 5%)
FIV U URRARE
REHIE 21 21 21 21
FEESRIEMK 4 (19%) 5 (24%) 4 (19%) 8 (38%)
B R 2 {10%) 3 (14%) 1 (5%) 1 ( 5%)
a2 B 1 ( 5%) 5 (24%) 2 (10%) 4 (19%)
WMo 0 (0%) | 1 (5%) 0 ( 0%) 0 ( 0%)
FEEDEY 1 ( 5%) 0 ( 0%) 1 { 5%) 3 (14%)

DEOXST, «BliEE (FLR0IrHENETI YY) ICLBABETREELTWS
RERSLFIERNEBE ST LT, o EHECRSE 6 iM% ULERICERE 5 ng 2 0HRER S
LTFic T 282 Rt LR, A ng OBBSIC L AMFETIHENTHY,

Z OREZERRER ESICHEL 25 bO TRV ESZ A bhi,
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o EHTEE (ALROVY) AMESSH TOWARMEMNIREAFEEEICES T LIREEARER

(5E& No. 100547)

B (FAR2 V) WABBEFRTEE LT3 BEINIIRIEESRSE (40~80 )
ERHELT, AE 10 mg RU20 ng 2B E L, LE~DEEBEZBHLE,

FRBIIAT VI AT VNS TEY, WThORT -V b 75 R xR, =

Bk, 28y exd—n"—glzi)ERzhk,

FhAuy g1 BIEEARE L TVAREFLH LT AT —Y I TRTFTEREEE
10 mg %, A7F—VIUTIRTFEREAZE 20 ng & 3~5 AOKELH 2 BWT, FALHRA
By (ABRICEZ AN AR LR LAR) ORS L RFICEER DR LE, '

FEARMEE I, BRERSE 6 BIFHLINICA SR BRI MED_R— 2 F A »h

LomREEL L,

<FAERALHEE >

ARRBIZBWTH 23 BITHEREDCRER TR,

AE 10 mg H S5 VE 20 mg ZHERHR S U BEO BRI N EIC BT 5 LR AT &,
TR ERELDETHRD L EFNEN—5 mig, —4 mHg &/hEL, AEOEERICE
BHERED o f, SMUNFHEHLE CIImKZEEL S —4 milg THO, BAALNHEH
MFE & FEHRIC &L, BEBEOEDLA DRI (R1-22),

28, MR USI CORBRBINEIC >W TS EYFEREMEIFFKICNEL, —1~—3
mmHg DA CTH >,

&1-22 BAMERUIMEHLEORAELLE

#ERE FHE ! g RAEEE 95 5 X ]

ATF—T1 (22 )
FAMLEFERAME | 77768 (4 —9.6 ‘
{(umilg) 2 10mg (B) —-14.1 B—4 -5 [—8.2, —0.8]
SHRFEHLE | 775 (A) —10.4
(mmHg) 2 10 mg (B —13.9 B—A —4 [—6.8, —0.3]
A7 (224)
BMLAEEAME | 77 7R (A) —9.5
(mmi1g) ? 20 mg (C) ~13.5 C—A —4 [—6.3, —1.8]
SADRFERRME | 777 (A) —9.1
(nmHg) 2 20 mg (©) —13.2 C—A —4 [—6.8, —1.4]

1 : ANCOVA Ax 5 LS mean
2RI DR REE

TURTAY—RFORRER - 28ILTT
AZE 10 mg Nk 20 mg ERF L 77 B AREGRFE O T, BMIRONALE & HERAME
’ 13
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2% 20mnbg BLEDIET B3V ik NZHEMEAS 30mHg BL_EOIET | 8 L m i i
WTHC RS bR hote, £, [SAEIELIMFAS 45 mHg MUT) H2 % THRIKIN
FERIEE AS 85 muHg BT ) WS T L7ERIL 1 Sl 63 b Edofe, AEDOHARS%IC
R bR MERE, A 20 ng OBERAGICEIT B 95.0 mllg (32f7) Thoie,

£1-23 TIOrSAV—BHIER

AF—T ] AT—YI
F5ER 10 mg FIER 20 mg
BA L
SIS i 23 22 22 22
TARHA M EAS 20 mullg BL EOAET 0 (0%) 0 ( 0%) 0 ( 0%) 0 (0%)
W AEARMEEAS 30 mmbg BL EDET 0 ( 0%) 1 ( 5%) 0 ( 0%) 0 ( 0%)
IR RRIMIEDS 456 muHg BUF 0 ( 0%) 0 ( 0%) 0 (0%) 0 ( 0%)
ARG S ML 85 mmHg LAT 0 ( 0%) 0 ( 0%) 0 ( 0%) 0 ( 0%)
¥ fE _
=PI 23 22 22 22
FERRAMESS 20 moilg A EOET 1 ( 4%) 1 (5%) 1 { 6%) ¢ ( 0%)
IEEEIMEAS 30 molg BA EDIET 0 ( 0%) 1 (5%) 0 { 0%) 0 ( 0%)
FARIEBEAMES 46 maHg 24T 0 ( 0%) 0 { 0%) S0 (0%) 0 ( 0%)
SARAEIIMEDS 85 g BT 0 ( 0%) 0 ( 0%) 0 ( 0%) 0 ( 0%}

FREBICBITAEEFSREBREL, ATV IEBWTTFERRUERE 10ng TELE
FL9% (2/23 ) RUR50% (11/22 B1), AF—Y N TIIT T RRUAIE 20 ng TENZ
A 14% (3/22 #) B 45% (10/22 ) Thotz, HEIEL B SN HTEERITALE
10 mg R U% 20 mg 255 & b ICHIT, BRRUSHE Thok (R1-20), 28, ThH0kE
EiRir A EPBRETHY, BECEEFSZREIAD L Rhol,

Ei, RRHRH I HERMICHELE 25 X5 RERREECRELTEIEINRG bhihof,
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®1-24 FEEERERAE

RF—1 AF—2
BEH T7ER 10 umg F7ER 20 mg
TEFIE 23 22 22 : 22
BESRERIK 2 ( 9%) 11 (50%) 3 (14%) 10 (45%)
A 1 ( 4%) 6 (27%) 0 (0%) 5 (23%)
B M 1 (4%) 2 (9%) 2 (9%) 3 (14%)
& B 0 ( 0%) 3 (14%) 0 (0%) 1 ( 4%)
FEMED T 0 (0%) . 0 ( 0%) 0 ( 0%) 3 (14%)

PLEDE ST, #ARBY Ak BERETCEE LTS BRI AR E IR LT,
FE 10mg HDHNE20mg & F AR OHFRABREIZLA2NECETRENT, HhOoBE
Mt BIFCTH B BRSNS,

2) FIAMCENERRABR TEE SN ZREET 2 0HSBER

EWA0E T2 O BNVHEBARR CERINW-Z&ET — % DFESAEN 1TV, RER
o ERE L GERRE LEBEORZ SISV TRE L,

AR, 0REERH 5 0 BERA OIS AR DY B Sh /oA EE.5
~20 mg) DEERFER 40 BERIC W TEE S M85 13, 499 FlA AV v,

o FERTER L D BERIBIIL 839 BT, FD 5% 790 ] (94. 7%) TIIAIKIFEBHBLUFT,S o
EHRARE XN TWEFICh o SRR INE o BRI TV 7 20, RV,
TS, BRAL Yy, TSV, TSV, ARGy, FTREYA, B
=Sy, USEUALTHhoT,

SEHJEET o HEURSEGERGIC 61. 5 5%, FEFFAFIT 4. 0 EBERMBITE L, &lE (65
milE) OFIEEENEh 38% (320/839 f5) KUF15% (1,878/12,660 ffl) Th-ot, w
EWEGFAPNC BT 2 LIMEREB R UEBIECAERBILENEN 13% (108/839 ) K
T 30% (252/839 ffl) TH v, FEHRABID 7% (928/12,660 7)) KTr20% (2, 520/12, 660
fl) LB L CEmbois, £, VAT T T 4 LOERRERN S DIEF OBIE L o IEMTEDF
FEIT 70% (590/839 f51) , FECFAHIT 62% (7,867/12,660 ff]) Th-o7z,

FEOTHREEHME (PRME) o EEIEOAFEIT 130 B/ (75 HF) RUFEHRAT
111 Hi#E (79 BE) ThY, FHRAEEZEN T L2 EERTCLOETH-T,

BEFEROERFIL, o ERTIEGHFAGIT 47% (394/839 F) R UFEGFRMFIT 42%

(5,341/12,660 ) L WHF TRKEREZRIIFD N7, HENLIK AShEEEF
B O(RHEEMN 2%LL) ©) LERARLEN TN, TORIAER o BETEES R R UE
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FRFED 12% Thole, WWT, B, &M, EBEDE VW, HIETRDIRTH 72,
INHOFFERICOVTHIE TRARCET ol (R .

I L DEEENEETERVWEEES EIER) 11, o EBIEEGRHIT 20% (242/839
Bl RUEGHFIT 26% (3,304/12, 660 ) ICaBd bhi, HbEL - BERITENE T

FhFh 11% (94/839 ) KX 10% (1,272/12,660 fF) , YRWTEILD 7% (62/839 f#i)

RUN8% (984/12, 660 ) DRBETH-T,

®2 AESRETHEE

o FERTEE o FEHTER

ikl FEHFRH

T 2514 839 12660
AEESRAGIL (%) - | 394 (47%) | 5341 (42%)
R 103 (12%) 1457 (12%)
o 64 ( 8%) 1021 ( 8%)
2 31 (4%) 500 ( 4%)
BEiEDEN 24 ( 3%) 192 ( 2%)
HIETR 19 ( 2%) 371 ( 3%)
HEE 18 ( 2%) 163 ( 1%)
F=DiEES 17 ( 2%) 333 ( 3%)

BEEFSIBHREN 2% L0 b0 EHF

FET-HE, o MEWTEROEAGIT 839 I 141 (0.1%) , FEBEAIMIT 12,660 9 #I (0.1%)
CRE SRR, WEN LA L OB EMERTE SN, o EEEGERFIC ST BT 1
i3 55 B D BAEATIMERERE TH Y, FR¥Y I vd 1l m/ERERELTVE, &
B 20 mg DEARE 22 HRHRMERRR L, FRRESIIEShk, BEOTEIRE

- BlBrah, ERRMAEITSNLS, BMERERL, MRAICETLE, ERIZLE

MO IHEL B X bil, AFEL OBHBEEREITEST TN S,
BEREEFEROBRRIT o EWTESARIT 1% (31/839 #) RUIEHAHIT 2%
(275/12,660 ffll) Th oz, £, BEPRICE>T-HEEFTELIT o EETREFRAIT 3%
(26/839 ) , FEBHBEIT2% (279/12,660 ff]) & MHFIZEITH LN o7z,
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3) MREFEANERAERRRUVEESZREEN

B4 TrE, RN ARHEE R A RETE (Real-Life Safety and Efficacy of Levitra
Study, REALISE#ER) BFEMIhTRY, RACHEREREZMSRE LTAE5~20 ng
R L, TIEREEK 2 5 AR OBBRAEZITV, FESD 2 LS 1EU RS SNT
WAIEFIDSEHEN RE L STV 5,

FA Y RUKECRECAERRERESETLTREY, Zhb 2 s BETEE SRR
W7 —F 2 RIS, KAEL o BHEL OfRAREHICBT 2 ZeEIC >V TRt L, &8,
R T, [EESEEES), [k, MEOE), (FB%E, [LHEE &
O [BEhEdEV) % “BERFEER” L LTRY ki, '

R4 v TEEh & hi- REALISE 5888 (5E& No. LV0301)

ABBRTIY, 5,023 MEFRICZRVNT 29, 568 AINERENT, FD 5 b, RLMEMITNRH
I% 29,358 P CH D, oEErELOFRFED 1, 238 FIEUIEFAGN 28, 119 FTH-7, o
BRSOV, FARRY YR T FLELEHASh, ROTT ATV ) 223
B, FXH /2o 180, T3/ 2D 103 HIRBTT D6 flThHoTn QRL
FERENSEFADD) , i, 1TLAL (96.2%) ODEMTIND o EEEENRAICHFER X
T,

FHERIT, o ERTEGRAFIT63. Tk & IEHHEMO BT 6 B L B L Thd» 7o, AOHE
KoNT, BURISIREAER CELEESFT B ERAOEIEHE, o ERENEAF TN
Fh 82. 3% KT 42.0% &, FEFABRTD 14. 4% KT 34. 0% L W @d o7, Thilstos
BHEIZ DO TS ORI TR & B bV hotn, 7, HHHES ATC (Anatomical
Therapeutic Classification) @®HF 7T TV —-BlZAHTHB L, «BEHER T IV —L LT
SEIND NEREBERE] b Wit TREE] 25RE, o EEEGAE LIFEGRATED
HFHSEICRE RESED bNEEA DT Y 3ot

ABOHELFECEIT S 1 ERES BT, o ERTEGERSIT 5 ng 23.3. 6%, 10-ng 7% 66. 9%

KR 20 mg A5 29. 0%, FEFFAFICENEIG 6%, 72.3% K 1020.5% &, WH &b 10 ng

THEREERMS LIVEFR 350 2 EE 5D T, FHEMRT BT 5B EEGL 5~8

Bl o MEETEEGERF T 49. 0% R USEFABFI T 5. 6% L BV EL, RWT 9~12 [FHR 19.4%
BT 18. 5%, 3~4 [ 17. 4% (] 13. 9% Cdro 7=,

BEAENOREERRRAEERI- 1 7T,

AEOEGHMPICBD e T R TOFEFRORHERIL o BEHEH AT 2.3%
(28/1,239 #1) , FEGEAGITL. 4% (389/28,119 1) TH Y, D 5 LA L ORhEMER
BETERWHEESES O, HER) Ciiehth 1. 9% (24/1, 239 ) , 1. 3% (355/28, 119
Bl) L EE TREBREETSH LN Do, BESERICHS &, o BEEEHFRAFIRUHEGHF
RFIE BICHRERBEI R DL, TORRFIFEFFETTLETNR 1.1% (13/1, 239 f1)
RU0.8% (217/28,11941) , BHEMTO0.9% (11/1,239 ) RUr0.7% (207/28,119 %)

ThHhoT,
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®3-1 R[RETENEETEREREE

o FEHTER o JEMTHE o FEHZE o FEBTER
) FEH BrR#) FEOE R
T RMEARAT R S5 1239 28119 1239 28119
FEFSEZNYE (%) 28 ( 2.3%) 389 ( 1.4%) 24 (1.9%) 355 ( 1.3%)
RN E S| 13 (n1%) | 217 (0.8%) | 11 (0.9%) | 207 ( 0.7%)
25BER VRS HETRE 6 (0.5%) 36 (0.1%) 6 ( 0.5%) 35 ( 0.1%)
mEES 5 (0.4%) 48 ( 0.2%) 5 ( 0.4%) 48 ( 0.2%)
RS 4 (0.3%) 16 (<0. 1%) 4 ( 0.3%) 15 (<0.1%)
iREEE 4 { 0.3%) 18 (0. 1%) 3 (0.2%) 17 (€0.1%)
BRE 3 (0.2%) 43 ( 0.2%) 3 (0.2%) 37 ( 0.1%)
PRI, MR OREREEE 3(0.2%) | 32 (0.1%) | 2(0.2%) | 31 (0.1%)
R UREES 1 (£0.1%) 3 (£0.1%) I (£0.1%) 3 (£0.1%)
HEERARUEARSES 1 (<0.1%) 11 (<0.1%) | 0 (0.0%) 8 (<0. 1%)
R E 1 (€0.1%) 6 (<0.1%) 1 (€0, 1%) 6. (<0.1%)
FER UK TGRS 1 (£0.1%) 46 ( 0.2%) 1 (£0.1%) 43 ( 0.2%)
YHEZARUVILEES 0 (0.0%) 10 (£0.1%) 0 (0.0%) 9 (<0.1%)
At EHRUSARACHES | 0 (0.0%) 8 (<0.1%) ¢ ( 0.0%) 3 (€0.1%)
HAROHEES 0 (0.0%) 3 (£0.1%) 0 (0.0%) 3 (<0.1%)
BRYLIE R OVir AR HhE 0 (0.0%) 3 (40.1%) 0 { 0.0%) 3 (<0.1%)
e i 0 ( 0.0%) 3 (<0.1%) 0 (0.0%) 0 (0.0%)
HELR CREHLE 0 (0.0%) 3 (€0.1%) 0 { 0.0%) 0 (0.0%)
RERES 0 (0.0%) 2 (<0.1%) 0 ( 0.0%) 2 (<0.1%)
MiEERY A RES 0 (0.0%) © 1 <0, 1%) 0 ( 0.0%) -0 ( 0.0%)
HE, PERCLABSHHE 0 (0.0%) 1 (£0.1%) 0 (0.0%) 1 (£0.1%)

o MRS TR, “BERLAEFE (TEERFEFER), XM, MERE,
(B RAE), DLAEZE) H5WE IEE8ED TV ) B 7HIEED b, TONRIT,
MEEEDZ ] Bsfl (TR EIFFEE) , MEH) RO &M 516 (OWFhbE

g) Thol,

(EEMEDHEV] O 5 FIEWTH b ARERAS 5 RFURNICEE LR, T055 34T
FRICEZ LB L PERIIERL, BY O 2HTIEIREDRERFIEINE, KED 1
FIRSEIHREFLEMO S B L HD 10 mg T, TSSO 4B 20 ng THot, 2355
Bl LREAFLH AT OBEERIIFETE RV LHBT S,
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() MR LLEML6T ROBETHY, BEMINIRIEIEICME I EREEICHL
THE LAY 0.4 g/ BERAL TV, A% 10 mg 23005 &, FIEIRABEC iMETS
(R 5 RERILIN) I, 2 E RO 3 ERARCIIET A% 2 FFR L ERGE L7
% (A% 5 BEEIDIY) 12 %) 2FXTERATSEH D, ZhbiFHE 1 BHIZIEEELE
B, RBERAAOEEFTHY, IFCIEERIZ L LOZ LD, ERRAFEFRLE
HE SN, AREOHEHEAETET, ThUEOAEOBRETPIE S,

(3] OEFIL T3ROBE T, FTRERVELTLECREEZEL, F LAV 0.4
mg/ BB E EHTVW o, FE 10 ng PIERAROMEITAE 2 (ML LB L% (RA#
5~24 BFR) 1T TR HA@RH oI, LER, BERBRESOERFLOLTWWhoT,
D%, AEORSIITIESE, BYEMC LD FEE OBFEHEISRE SN,

KECEMa AT REALISE 588 (5458 No. 100477)

AFHEBR T, 4,284 MERRICR\ T 30, 964 BIBSERE S iz, TD 55, LM fENiRE
i3 30,010 BITH Y, o EHIZE L OBERFIN 316 FIR UFEGLEFIN 29,694 FlCH o1, ol
HEIZOWTH, FArAuyrR Ul fletmbE<ifAah, ROTT 7V -0 86,
FEysvo 2, 77730 NIRRTV SO 9 Tho7 (2HLL LER
SENEIEMBHY) , T, KEHK (95.9%) OEFITIID o EHEREYICER ShTY
sl

THIERIY, o EHEGAEIT 64 O L IESEABID 56. 0B L LB L TEd o7, A HHE
ZoWT, BLERCERMERNLRIEXEL AT HERAOREE, o EREFRGICERER
57. 9% (R 36. 1%, FEOEMHIT 44. 5% K11 8. 8% & o MM ESHGI THI o7, i, #
FAFE % ATC (Anatomical Therapeutic Classification) @A T IV —RlIZHTHHE, o
WEER AT TV — L LTHEESND WRERAZE) b0 TBEE] oXlkbT, £
OMOER AT =) — BT o EHEERE CTIIEGRH & it L Cafmic iR S
ME DT,

AREOMBIAGIFIZET S 1 ERE R, o EEEEGAFIT5 ng 23 7. 3%, 10 mg A% 60. 8%
RTR20 mg A% 27. 5%, FECHAFITENLFILG 0%, 65.6%%F24.6%E, ME LD 10 mg
TRE % FS LIRS IE R E L Wi, AT ICBIT 2 RAEKIL 5~8 [H14
JEWTSEGE AT 35. 4% R UFEGFABIT 31. 4%, S~12EMPEE L L 33.2% L HFEHEL, &
WT3I~4ED 1L 4% R 1. 9% Th o7z,

 HBENENOREESRREELRI - 2ITFT,
FEOBRSHEFIED N TN TCOFEEFRORBEHEL o EHEHAFIT 10.8%
(34/316 ) , FEOEAHITS.7% (2,590/29,694 ) THY, D3 LA L DORFEMEM
BETERVWEAEFE UUT, aHER) REF|ITHENT7.9% (25/316 61 , 7.2%
(2,125/29,694 ) ELWAMTREREIRBOONAD 2T, BRIFINCHTS, 0
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FERFIEEITR ONT, o EHRHAF L ESHBF CATESRRUCINERORBR/ (F —
FHEEELL T,

®3-2 JELEINAESERRTEE

o HEPF SR o HEHTSE o SRR o TR
BERI FEOFFF EigERtl FELERF
AT 316 29694 316 29694
HEFHRERFE (%) 34 (10.8%) 2590 (8.7%) 25 (7.9%) | 2126 ( 7.2%)
R RER 16 ( 5.1%) 1283 (4. 3%) 13 (4.1%) 1212 ( 4.1%)
FERER, BB R UHERES 5 ( 1.6%) 395 (1.3%) 5 (1.6%) 344 ( 1.2%)
mEEE 4 ( 1.3%) 513 (1. 7%) 3 (1. 0%) 489 ( 1.7%)
2HEERUVERLSRHRE 3 ( 1.0%) 201 (0. 7%) 2 (0.6%) 156 ( 0.5%)
AEREE 2 (0.6%) | 132 (0.4%) | - 2 (0.6%) 123 ( 0.4%)
BEEE 2 (0.6%) 370 (1.2%) 2 (0. 6%) 309 ( 1.1%)
IRRAE e OV A U 2 ( 0.6%) 166 (0.6%) 0 (0. 0%) 16 ( 0.1%)
TR R R R RS 2 (0.6%) | 81 (0.3%) 0 (0.0%) 43 (0.1%)
FRUIREES 2 ( 0.6%) 19 0. 1%) 1 (0.3%) 3 (<0.1%)
LR 1 (0.3%) 90 (0. 3%) 1 (0.3%) 62 ( 0.2%)
ERIRRE 1 (0.3%) 79 (0.3%) 1 (0.3%) 61 ( 0.2%)
RS 1 (0.3%) 70 (0. 2%) 1 (0. 3%) 51 ( 0.2%)
B R R TR E 1 {0.3%) 80 {0.3%) 0 (0.0%) 54 ( 0.2%)

o EREMARATIE, “BEELAFEES KoAkBEDHLNE, TORFE, FEEtD
Ty AE (OPRLEES) , TUFEET) GEES) RO TEMNE (E8) 8%
L TCH o7,

ZEEDEN D 3HIEVTHE F AR YR REINTWEFATHY, A3 10 mg
OFERBAZICER LR, BICAEELE L&, BHELUBXEZFRIZEE L, Zhb
3PEbERLRE, AERBHINT, 55 1FATIIARE L OBERIITE SN,

MEET ) OEFRIE 2 ROBE T, milnE, REAHEE, HEREEERCLEES
BEL, ThanRIFY, DLT77 Uy, AVFHALEY, T4 (5 mg/R) M
I T, AZE (10 mg) OF5EEBRBZRICOLESEEICKT (BEOBCAE) L
T=03, KPR EOERIIFBICED bNehole, RERIIRBY A ICEE Lz, KED
BEIIMEXNER, T0% [MERT] 3Rdbhiadhof, KEEOEERIITETE
R EFIEENE,
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MEiRiHER) OEFIITBROBETHY, BREMEHE, ALBEEREEMED S
WEAL, A2y (0.4mg/B) , EEZIVERBESRTWER, #LhAn il
DVWTHAESRTER 3 AATICBRENFIEER T, &I (10mg) ©OF 2 HBRA 30 5%
b 10 HHEREZHEEL L, £0%k, BEIREREELZHLLYE, BICABIITDHT,
SHROERERMZ OV TILLEREMRICHERT 2 L5 BE XN, 20D, HAEM
DR EMEN LR SN I ETAEOREZTILT AL O BR LI ABZRIIEELREE
4 (BEMICEKR) ©, ARrOBEEIEETE RV LIRS,

FA w7 ROKETER SNz KEEOTIRBERBEREIC RN T, KB o EEEE L G
A U7z filiz 1,555 ] (R 0 1,239 4, XE : 316 ) Thok, ZHbd o EEEFH
FICIISERRF & s, EHERIEL, EEEZA L TWREASCHAREAER STy
T ERIOEIERE PR, « EWEFRMICBT 2AROZFRIIREFTHY, TORE
707 7 A VRGBT L KB L THRICE D b O TRV E EX bhvle, LL2Rb,
o WHEMRAF TRO O “BEEREEESR” TV LAZE 10mg 32V EE 20 mg TR
HLTWAI DD, olliERREINTWIBRETIIAEDS g ZHBEAELTHZ
ERHEREN D,

iz, FA Y RUSKELA CEiE S o iR ERRERE 2R 3-3 17T, o EEES

BH LRI RT 5 EESRUBIEAREE, ELEEE0EEFES L URIEAZER
RICKX RERRD LN T

%33 REEBNFEERETRHE

TATOHESSH FEEE QRN RFECER
EEE WHERS (BWER)
o HEBTEE o FEATHE o FEBTER o FERTEE
‘ i) FEOFRA fEigachi) SEBE R
= AR Sl 51 964 51 ‘964
HEFRZRAGE (%) 2 {3.9%) 5 (0.5%) 2 (3.9%) 5 (0.5%)
R EREOHEH % 2L _ _ _ ~
REERGIE (%)
~E - e MR RS 46 1805 46 1805
FEERERME (%) 4 (8, 7%) 116 (6. 4%) 4 (8.7%) 109 (6. 0%)
EhERECREES | ZEiEHI 0 {0.0%) 1 (0. 1% 0 (0.0% 1 (0.1%)
REHE (%) B E 0 (0.0%) 1 (0. 1%) 0 (0.0%) 1 (0.1%)
-AHT B AR R B K , 108 1606 108 1606
AEESRBHE (%) 7 (6.5%) 75 (4.7%) 7 (6.5%) 73 {4.5%)
EnEREORESS | SEHEn 0 (0. 0%) 7 (0. 4%) 0 (0.0% 7 (0. 4%)
BHFIE (%) BE 0 (0. 0%) 2 (0.1%) 0 (0.0%) 2 (0.1%)
A T 2 (1.9%) 0 (0.0%) 2 (1.9% 0 (0. 0%)
{5 ALE 0 (0.0%) 1 (0. 1%) 0 (0. 0% 1 (0. 1%)
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#3-3 HEENEEERREHEE BE1D
TRATOEEER FEL OEEMRBETER
p— NEETS (BHER)
o EEPTEE o BT o FERTEE o JERTER
il SEf R B 5 FEBEA
FRTHD? e L AEREIT R S I 4 283 4 283
BEFRERFIE (%) 2 (50.0%) 36 (12.7%) 2 {50. 0%) 32 (11.3%)
ENEFECEESES | #RiEnEn 0 (0. 0% 2 (0.7%) 0 (0. 0% 2 (0. 7%)
ERHH (%) BERR 1 (25.0%) 0 (0. 0%) 0 {0.0%) 0 (0.0%)
T MR S I 46 2228 46 2228
HEEHREDRGE (%) 5 (10.9%) | 276 (12.4%) 5 (10.9%) 259 (11.6%)
EnFEREOCFESRS | 2atHEwy 0 (0.0%) 10 (0. 4%) 0 (0.0% g (0.4%)
S (%) R 0 (0.0%) 7 (0.3%) 0 (0.0%) 7 (0.3%)
hEET 0 (0.0%) 1 (<0.1%) 0 (0. 0%) 1 (0. 1%)
F770 LRI A S I 18 479 18 479
HEHSZAGIE (%) 1 (5.6%) 25 (5. 2%) 1 (5.6% 23 (4. 8%
EMEEOEEES | ZEEDEW 0 (0. 0% 1 (0.2%) 0 (0.0% 1 (0.2%)
BEEAE (%)
a5 TG MR 2 Sl 50 626 50 626
FEESRBANE (%) 3 (6.0%) 21 (3.4%) 3 (6.0%) 20 (3.2%)
EhEEEOEEES | EOFE 0 (0. 0%) 1 (0. 2%) 0 (0. 0%) 1 (0.2%)
REEHAE (%)
Asn=f 22 AT o S8 27 327 27 327
HESFSRETLE (%) 1 (3.7%) 34 (10. 4%) 1 (3.7%) 33 (10.1%)
EmERECTEES | BiEDHEW 0 (0. 0% 3 (0.9%) 0 (0. 0%) 3 (0.9%
FBEOR (%) ElmE 0 (0.0%) 2 (0.6%) 0 (0. 0%) 2 (0.6%)
W=v7 SRR S K 6 762 6 762
HEFRERFIE (%) 0 (0.0%) 39 (5. 1%) 0 (0.0% 39 (5.1%)
EOFREEOFEES | ZEMEHE 0 (0. 0% 3 (0. 4%) o (0. 0%) 3 (0.4%
TS (%)
175 TR AT A S ik 13 248 13 248
HEBRERHIHK (%) 0 (0.0%) 34 (13.7%) 0 (0.0%) 33 (13.3%)
EnNFHEOTESES | BEitEd = o (0.0%) 1 (0. 4%) 0 (0. 0% 1 (0, 4%)
REFIE (%)
e AL ARAT R SR 46 165 46 165
HEEZREEHE (%) 11 (23.9%) 11 (6. 7%) 10 (21.7%) 11 (6. 7%
ENEMEOFESES | REtdEL 2 (4.3%) 1 (0.6%) 2 (4. 3%) 1 (0.6%)
FELIE (%)
A SRR R S 51 1788 51 1788
BEESERGE (%) 6 (11.8%) | 134 (7.5% 5 (9.8%) 124 (6.9%)
EoEMEOHEES | BBEoE 0 (0.0%) 2 (0.1%) 0 (0.0% | 2 (0.1%
REFIE (%) {8 IE 1 (2.0%) 1 (<0.1%) 1 (2.0%) 1 (0. 1%)

alAruba, Bahamas, Barbados, Cayman Islands, Costa Rica, Curacao, Dominican Republiec, El Salvador,
Guatemala, Honduras, Jamaica, Nicaragua, Panesma, Trinidad and Tobage
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#3-3 FEERNEEEZRBEE (HE 2
TRTUOEEESR AL OBEMNETETER
s WHEHES @HER)
o TR o EHTEE o HEETEE o FEHTEE
SeRE FEGF RF Eigizkil FEFAE
¥y ERERRT R R 176 1962 176 1962
HEERBEERAE (%) 15 (8.5%) 138 (7.0%) 15 (8. 5% 136 (6. 9%)
EhFREOFEES | Z@EhEL 1 (0.6%) 16 (0. 8%) 1 (0.0%) 16 (0. 8%)
=R (%) HEDR 1 0.6%) 1 (0. 1%) 1 {0.0%) 1 (0. 1%)
: &l E 0 (0.0%) 4 (0, 2%) 0 {0.0%) 4 (0.2%)
PR FT R MERET RSO 145 2679 145 2679
HESHBHAMAE (%) 17 (11.7%) | 284-(10.6%) | 16 (11.0%) 242 (9. 0%)
K EEEOFEES | EEtHEn 1 (0.8%) 15 (0. 6%) 1 (0.6%) 11 (0. 4%)
FERHIEL (%) {EifE 0 (0.0%) 2 (0. 1%} 0 (0.0%) 2 (0.1%)
it 22 SR R B 431 4942 431 4942
FEERERAGE (%) 6 (L. 4%) 34 (0. 7%) 6 (1.4%) 28 (0.6%)
EREREOHEESR . - _ - -
SERME (%)
1 f*'” R SR R HIH 35 611 35 611
T4l
HESSRRBAME (%) 2 (5.7%) 50 (8. 2%) 1 (2.9%) 48 (7. 9%)
EnEEEosEES | 28D 0 (0.0%) 1 (0. 2% o (0.0%) 0 (0.0%)
REBIE (%) AR 0 (0.0%) 4 (0. 7%) 0 (0.0%) 4 (0.7%)
AT mE 0 (0. 0%) 1 (0.2%) 0 (0.0%) 1 (0.2%)
T 22 AR R B B 32 382 32 382
BFESREHLE () 0 (0, 0%) 26 (6. 8%) 0 (0.0% 25 (6. 5%)
M FEETEOAESES | BREtEH =1 0 (0. 0%) 1 (0.3%) 0 (0.0%) b (0.3%)
EEMSE (%)
R R ARET R S 83 7354 83 7354
AESRBHAE (%) 5 (6.0%) 527 (7.2%) 5 (6.0%) 507 (6. 9%)
EmEEEOTEES | REEHE 1 (1.2%) 27 (0. 4%) 1 (1.2% 24 (0. 3%)
RHEFH (%) BAAR 0 (0. 0%) 4 (0.1%) 0 (0.0%) 4 (0.1%
' B E o (0.0%) 1 (£0.1%) 0 (0.0% 1 (<0.1%)
= 2 S ML RRAT 2 G 18 131 1358 131 1358
HEHRBIEME (%) 7 (5.3%) 25 (1. 8%) 7 (5.3% 25 (1. 8%)
EnFEFECHEES | 48R 0 (0.0% 1 0.1% o (0.0%) 1 (0. 1%)
REFE (%)

b: Bahrain, Jordan, Kuwait, Lebanon, Oman, @atar, Saudi Arabia, United Arab Emirates.
¢: Colombia, Ecuador, Peru, Venezuela,
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£33 PEENAEERRBEE W)
FTARATOHEER FAEEL OBEEABETCER
A WEHERS FER)
o WEWTEE o JEN o M IR o BT
{3/ 51 HEBERH Eigiskl JEGFRF
llads Se AL ATAT RS IRL 5 133 5 133
HAESEZRINER (%) 2 (40.0%) | 23 (17.3%) | 2 (40.0%) 19 (14.3%)
EREEECEEES | 2ot v 1 (20.0%) 1 (0.8%) b (20.0%) 1 (0.8%)
ZEAE (%)
A7b 27 gr i A e 10 1161 10 1161
HFEESELEE (%) 2 (20%) 32 (2.8%) 2 (20.0%) 30 (2. 6%)
EnFREEOCETEES | BBt T 0 (0.0%) 5 (0.4%) 0 (0. 0%) 5 (0. 4%)
_ REGIE (%) Bk 0 (0.0% .1 (0.1%) o (0. 0% 1 (0.1%)
Bt pE i IPSE il 1514 31863 1514 31863
HEERRERIE (%) 98 (6.5%) | 1945 (6.1%) | 94 (6.2%) 1821 (5. 7%)
EnFEEOCEESS | BEiEnE 6 { 0.4%) 97 ( 0.3% 6 { 0.4%) 88 { 0.3%)
EHEFIK (%) B 2 {0.1% 20 (<0.1%) 1 (£0.1%) 20 (0. 1%)
hEET 2 (0.1% 1 (<0, 1%) 2 (0.1%) 1 (<0.1%)
{K. i JFE 1 (<0, 1%) 13 (<0.1%) 1 (€0. 1%) 13 (€0.1%)
R ST E I 0 ( 0.0%) 1 (0. 1%) 0 (0.0% 1 (£0.1%)
HREDEEES S RBEH)

AEIE, 2003 F3 A6 BICZ—ny SEET,AFES A 19 RICRETENEhER S,
2007 £ 3 A OiF R THA 110 Y EICBWTER S, 9 VETHERIA TV, 20MBF
BAETOEERICBTARECRMQRERIMuN, NN, MEE patient-days L3
FrENTWD, 2007 F3 HETOREHH PIBT 2HEFRERBREHFNT 4,558 HIT,
DD o WEEEE L OFRGIL 127 B (2.8%) Thots,

o EWEGHRBIIC BT 5 MEMER CIRAED FTREMEDH 51 OB FEREHIL 18 HlD 2
Thot, ZEOBSEIT 10 ng 251351, 20 ng 8441, FAM 1 FTH-71-, BESH
TN o BRI T S VB8 Bl F AR YR A, FEFV LU B8 BlThot (R

3-4),
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®3-4 BEBE/EFELOHRBICHE T HERTER MHEREDAEEED HLHERFERG

CASE ID MEDDRA PT Dose of GENERIC NAME Causality
Vardenafil
.|200323273BWH | ORTHOSTATIC 10 mg TERAZOSIN Nof assessable
HYPOTENSION DIZZINESS
200323674BWH | HYPOTENSION NS DOXAZOSIN MESILATE Not assessable
200323626BWH | DIZZINESS 10mg TAMSULOSIN Not extluded
HYDROCHLORIDE
200326189BWH | DIZZINESS 10mg TERAZOQSIN HYDROCHLORIDE | Not excluded
200328524BWH | DIZZINESS 10mg DOXAZOSIN MESILATE Not axcluded
DIZZINESS
200329736BWH | BLOOD PRESSURE 10 my TERAZOSIN HYDROGHLORIDE | Notexcluded
DECREASED
Before temoval of
alpha-blockers LOSS OF CONSCIOUSNESS
from 200410244GDS | HYPOTENSION 10 mg DOXAZOSIN MESILATE Not excluded
Contraindication
inUS DIZZINESS
(05-Sep-03 to LOSS OF CONSCIOUSNESS
12-May-03; 200411044BWH | DIZZINESS POSTURAL 1omg TERAZOSIN HYDROCHLORIDE | Notexcluded
20 months)
200412476BWH | DIZZINESS 20mg TERAZOSIN Not excluded
200415434BWH | BLOOD PRESSURE 10mg TERAZOSIN Not excluded
DEGREASED
DIZZINESS
200419072BWH | DIZZINESS 10mg DOXAZOSIN MESILATE Not excluded
TAMSULOSIN
DIZZINESS
HYDROCHLORIDE
200421030BWH | HYPOTENSION 10mg DOXAZOSIN Nat excluded
TAMSULOSIN
HYDROCHLORIDE
200510420BWH | DIZZINESS 10mg DOXAZOSIN Not excluded
200511363BWH | DIZZINESS 20mg DOXAZOSIN Not excluded
After removal of
alpha-blockers  |o0p512098BWH | DIZZINESS 20 mg TAMSULOSIN Not assessable
from HYDROCHLORIDE
Contraindication
inUS 200610145BWH | BLOOD PRESSURE 20 mg TERAZOSIN HYDROCHLORIDE | Not excluded
DECREASED
(13-May-05 fo
03-Mar-07; 200614798GDS | Tachycardia 10 mg DOXAZGOSIN Not excluded
21 months) 200710233BWH | DIZZINESS 10 mg TERAZOSIN Not assessable

NS: Not specified
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4) %

EMCB O TARESE o BIE (FLARART U HAVWET TV ) EOREFERICETS
BRFEEMAR A HBRPER SN, AER Vo EFREORDTE~0EEIR D1 T,
o BRI L ZMBECERE LTV 3 BMAT IR ESRE IS LT, K%K 5 ng, 10 ng
Xit20mg & ¥ LAV OBRERBEMRICEDLTELTHY, TV v Loff
Al 2WTIIAES ng ZRBAEL L, BEFRCERTHE, ERECEREDCTERY
27 EHEECEN T EBRENE,

HRAOEDE»bEVEBERRREUEN CER SN TREOEBHERE CER
é:ntp:éié-f—é? ERWT, AR o BEEE L OFAREHICRT HEZEMEE R LIHE
R AED aﬁlﬂﬁ)‘fﬁ{#m‘rﬂkkb‘éﬁéﬁiu T A NTIEFERAEER L THIZEHO
TRRWEEL b,

PEDZ Edb, NA A CRAEKE o BEREE L @fﬁfﬁi&’a‘ukou T, BLFIRARTHE
PRAXED EALOEE) OEICNETIVENRSD LORRICE-ST,

AL oW L DGR o ERE L ABBETREE L TW A BEITH LTOHRA
BTHY, TORGIEIFES g ZRBRAELTIZ L,

FARR Y EDHERICEL TIHRERIRICED B’J'Q’Ffﬁ—fﬁ*é'(%é?ﬁ DD o
EFECTHERERREICEETD L,

AEOBERENRICRE SN THWSBETH, «BEECLIBREIREREND
FtRTBZ L&,
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