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[27)2AF 43 E-5MR-7DM 0.9% 0.5% 1.0% 0.9% 1.0% 2.1% 0.0%
[27]4DSU-5MR- 9B BE R 1A H 5 D 1E R 0.9% 1.0% 1.2% 0.9% 0.2% 0.7% 0.0%
[29]1PMDADHP - 24743 E - 3PMDSI 0.9% 1.3% 1.2% 0.7% 0.2% 2.1% 0.0%
X Ef30fAEDHE . (INOBRF LA TOIRR
BEFR

1ERERERMIBL S (PMDA) DR—LAR—2 2PMDAATAFE  JERS  ERMHESE R SMUHR (ELT @A RIT) . 4DSU (Drug Safety Update. AARMEFKESRRT), SMERE
DEEFRIBLE (MR), 6EREMENRFTIELE (MS)  TRESEDT AL ILA—)L (DM) , 8HEREDR—LAR— oBEEFK (B AEHIM R OB EFERE) Mo DOER. 10ERIDOE
BEP (FI—UMEDIBE T DEREE) MoDER (BFA—ILE) NERHALDFR. 12PMDA, HERELUSNDOR—LR—D 13PMDAFTAFEUSNDA— LY —E X 14Lta0 - BEFEE
ZnHmgREDER

13



Y

2. 3. ERMDZEMICEHITIRMBEREAFIOLOHDERE ©
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[9]24F 4FE - 3PMDSI-4DSU
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[6]3PMDSI5MR+6MS
[9]24F 47 E -3PMDSI-4DSU
[12]4DSU-6MS-7DM
[12]1PMDA®HP- 3PMDSI- 4DSU
[20]3PMDSI-4DSU- 9B BE R A 1 & D 1E$R
[10]1PMDA®HP-5MR-6MS
[11]5MR-6MS -8 EDHP
[14]5MR-6MS - 144 I EED E
[16]5MR+6MS- 102 /B EERERFI AV 0D EHE

n=1385

X EG5HAEDLE. (JNOBFEEETOIRRL
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1EZE G EREBRREHE (PMDA) DFR—LR—T 2PMDAATAFE  EX f - EREHBEFR L MRHR (EEFHBHEFKIT) . 4DSU(Drug Safety Update, BARBIEFIKFES RFEIT), SHERE
OEEIEHRELE (MR) , 6EREKENRFTELE (MS), THESZEDF AL IRA—IL (DM) , 8HERFEDR—LR—T AR (B AEHIMR O EFIFRE) HhoDER. 10ERNOE
B (FI— o BEDBEZORNE) HOOERE (BFA—LE) NEEXHNSOER. 12PMDA, HELE LS DHR—LR—T  13PMDAATAFEUNDA—ILY—E X 4Lt -BFEE
EDHIMREDER
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[11]5MR-6MS- 8T EDHP
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[16]5MR-6MS- 103 FH 5V EEERFI M5 D E#
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n=411

X EG5HAEDLE. (JNOBFEEETOIRRL

1EE R EREBLEEE (PMDA) DR—LR—T  2PMDAAT(FE | SEZE R - ERMBER L MIEM (LS BE FT) . 4DSU(Drug Safety Update, BAMEFIKEE R FIT), SMEDE
DEEIERIELE (MR), 6ERERKENRFTIELE (MS), THEPEDF AL IEA—IL (DM) , 8HEREDR—LR—T  OBEEAA (B AEHIMR OB EFHRE) HhoDER. 10ERNDOE
BEPY (FI—UMEDIHEZDOARIE) O SOER (BEFA—ILE) 1ZRHSOER. 12PMDA, BERELUNDR—LR— 13PMDAATAFELUNDA—)LY—E X 14L > - BFERE
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[1011PMDADHP+5MR-6MS
[46]1PMDADHP- 2474 FE -5MR
[813PMDSI-5MR-7DM
[11]5MR-6MS- 81 £ DHP
[16]5MR-6MS- 10 B EEERF N D D E#
[23]3PMDSI-6MS-7DM
[24]11PMDA®HP-4DSU-7DM
[27]247 47FE-5MR-7DM
[29]1PMDADHP - 247 4FE - 3PMDSI

9.2
n=141

XEMISHAEDE. [JNOHFIELETOIRLL

BEFR -

1EXEREREBLEHE (PMDA) DR—LR—T  2PMDAAT(FE | 3EE G- EREBHERLMIER (EEFHBHE F1T) . 4DSU(Drug
Safety Update, BIABBEFMAESRRT) . SHEDEDELFRILE (MR), 6EERERFTIELE (MS), TREREDOH (L IA—
JU(DM) . BREEDEDR—LR—T OEER K (B AEHIMR CHEBEAMRE) NS DER. 10EBSOERH (Fr—rBEDSEE
ZFOREBE) HSDERE (BEFA—ILE) NERALDEIR. 12PMDA, HERZE LS DR—LR— 13PMDAATAFE LIS D A—)L4
—EX 1AL -BFEREO M MEREDER

KRR MFERFREA000 LU LDORR
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[16]2471FE-4DSU-5MR
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[613PMDSI-5MR- 6MS

[8]3PMDSI-5MR- 7DM

[3]4DSU-5MR-7DM

[10]1PMDADHP - 5MR- 6MS

[1415MR-6MS- 14 M1 EEDER
[16]5MR-6MS - 10 B EIRERFIHV S D E#E
[21]24F 1+ E 5MR-6MS

[515MR- 6MS - OB AER (A 0 > D1 R
[713PMDSI-4DSU-7DM
(91245 14 -3PMDSI- 4DSU
[12]1PMDA®HP-3PMDSI-4DSU
[12]4DSU-6MS-7DM
[15]1PMDADHP-4DSU-5MR
[16]5MR-7DM- SR AEF K > D1 H
[22]1PMDA®HP - 3PMDSI- 5MR
[33)3PMDSI- 7DM - OB EF (A 50 5 D& 3R
[3511PMDAGHP - 5MR+ 7DM
[41]1PMDADHP - 247 1 FE -4DSU
[46]1PMDADHP - 2474 FE - SMR
(481247 43 E-6MS-7DM

[51]3PMDSI-4DSU- 10 BYH EEEFIA > D
[53]1PMDADHP-5MR- 14{1 I EED i A
[58]24F 1 FE - SMR- 10E RSN EREPIH 5 D
[62]3PMDSI-5MR- 10 B4+ EIRERFIANS D&
[62]4DSU- 7DM- 14{F i REDE A
[62]6MS - 7DM- 852 E DHP

[7616MS - O REFI A DN D D& R - 1444 MAREDER
[8114DSU-6MS- 10 B5 EIREFIN > DEH
[9711PMDADHP- 247 4 +E - 7DM

[112]6Ms - 9B EER A S DR - 10K BV EERERFIHD DEH
[140]1PMDAMDHP - 247 4 FE - 10FE B ERERFI A DEHE
[140)1PMDAMHP - 81 3 DHP- 124tEHP
[17111PMDADHP- 1248HP- 1341 x— )L
[171]3PMDSI 7DM- 15Z Dt

n=63

16




2. 4. ERMOZREMICEHITIEHMERDFERFEEZAALITSER O

BEEMOZEMEICEHTIEHEREAFITOLODFEHRRDIGFRLGLD LAIDITERLIFERIFEL

BFREEZEZDERICOVTEEALLEL, (ZETHL0DETIZO)

QREER AMD 10 EBIEE 1122hB0 14. 1+ niEED

1.PMDADHP 2. 4F4FE 3.PMDSI 4.DSU 5MR 6.MS 7.0M 8. {EMDHP DIER D DERE & 12.ftsHP 134t A—L EA 15. 201t
(n=849) (n=712) (n=1181) (n=1484) (n=2082) (n=1531) (n=1314) (n=409) (n=726) (n=324) (n=52) (n=76) (n=58) (n=351) (n=68)

fEiETESI oolew M 837% B ggo% B goow B ] s08% B | 404% B T e07% B | 62.3% BT 740% B 1 500% B | 596w B ] 539% B | 39.7% ] 201% | 39.7%
wEmTHAHI | 209% ] 24.6% 1] 14.2% ] 24.3% [ 3.3% ] 8.0% 5.1% ] 9.8% ] 15.0% B 19.1% I 115% B 3a2 ] 3284 16.2% I 19.1%
MEHMFELLET ] 36.9% ] 27451 317 T 30.2% ] 406% ] 13.5% ] 27.7% ] 3e7% ] 20.5% ] 19.0% ] s0% ] 3424 ] 20.7% I 108% BT 44.1%
MEAHAYLT ] 23.0% ] 21.3% ] 16.6% I 229 37a% ] 315% ] 22.4% 0] 25.2% ] 302% 1 367% ] 346% BT 500% BT 44.8% ] 242% ] 426%
BEGERIKSR TV 10.4% T 11.8% ] 16.6% I 18.1% BT 328% ] 29.1% ] 24.5% ] 19.8% 1 23% ] 438% ] 19.2% ] 21.1% B 24.1% ] 21.4% ] 26.5%
RETHAHIE ] 37.8% T 58.6% ] 21.9% 7] 142% ] 31.6% ] 49.3% ] 23.4% ] 24.2% ] 26.4% I | 420% ] 13.5% I | 39.5% | 44.8% 0 | 530% B ]  382%
BomELECTHEL|E 425 5135 37.0% BT s56.2% ] 239% ] 335% T 654 ) 27% BT 536% M1 51.9% ] 11.5% 14.5% BT1 60.3% ] 194% ] 353%
DEGHICEREGONSIET ] 404% ] 18.7% I 9.6% 1 5.6% ] 234% 1 302% ] 7.8% ] 548% ] 12.4% 7] 19.4% I 9.6% I 1 64.5% ] 207% ] 473% ] 324%
B OER -4 —F —ZA waefl] 0.7% 0.6% 1 0.8% 1.0% BT 420% BT 30.8% ] 2.1% ] 7.1% 6.7% ] 13.6% I 7.7% £ 2.6% 1 5.2% I 6.3% ] 20.6%
ENRI 1= [E] 0.4% ] 34% 0] 22% ] 36.2% ] 5.5% I 6.7% ] 352% ] 1.0% B 25.9% I 43% ] 9.6% I 2.6% ] 1.7% E 0.6% ] 17.6%
BEFEADFDHE ] 21.9% ] 21.6% ] 2.2% 0.9% [l 0.2% [l 0.3% [l 0.5% ] 24.7% 3.7% ] 17.9% 1 38 ] 434% B 3asu BT 330400 11.8%
Z0HsfEl 0.4% 0.1% 0.3% [ 0.7% 0.5% [l 0.5% I 0.3% [ 0.5% 0.4% 0.3% ] 3.8% I 9.2% I 5.2% [l 0.3% I 7.4%
A 1.4% F1 0.7% ] 1.6% I 1.3% 1.3% I 1.5% I 1.3% I 1.2% E 1.1% E 1.9% 1.9% 1.3% I 1.7% E1 0.9% ] 5.9%

BEFR:
1EE R EEBRA SIS (PMDA) DIR—LR—  2PMDAATAFE  SEXE S - EEMBER S MR (ELE 584 F17) . 4DSU(Drug Safety Update, AAREFAESRHFKIT), SHEDLZE

DEFFERIBLE (MR), 6EZEREIRFTIHLE (MS)  THESEDFT AL IA—IL(DM) , SHEREDR—LR—T OREER A (B AEHIFF S s IR E) HSDIER. 10EBNADE
B (Fr—UBEDHEZOREE) MOOER (BFA—ILE) 11EZRHSOTER. 12PMDA, HERE LN DHR—LR—T  13PMDAATAFELUNDA— LY —E R 1ALtV - BFERE

FO M MEEDTER
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2. 4. ERROREMICETIEHFROFHRAZEMLT SEA @
BEEZORLMICHTIEHEREAT T SO OERRDSH ALED LRI DITRIRL A EHRIEA
BALEZPEHICOVTEEZE, (RETHLDLTIZO)

AR ARCHREC EESERRBOL IS AR AALEERITEERERL BN A
(PMDA) D7R—LAR— |ZRIRLI-ER (PMDA) Dik—LR— | BIRLI-E B

LT LG T > LK IREUNEEIE ZF D FER B>

100% 100%
EEN: 02098 T £0300~999# - . . . . . N
- 21000~1000#  W2000~20004 B 3000~30990HK B2 {f 020@K 030MK m40MR W50 me0mLt m70MLLE
80% 1 = 4000841 80% 11
60% 60% ]
40% I 40% + I
A L A L
oy H oy H L
(%) _ _ (%)
Eil g L] lal K A pul TH W | ReAE N 3 z ® Eil E bl ] TR YA & TH % EERE En & z 3
S 3 7 = nE hE & 35 aE (] R E3 » = &= 8 i3 ) naE hE b b5 #/E [ ] ¥ (2] e}
# T ;3] H I Ti T =3 ZR- 20 kY ® o & # T i3] N A T T B R Z0 k) 1% 1t &
~ S T E3 H LME » <& hEE | & ] *® ~ & T B H L i » <& nE [ ] *
# % 2} L n 5% % L 31z %M = [ # % ® L » % % L %Iz %5 1= [}
Ed % A Y 1= 7 % A > 1= # % ) Y 1= % 1% A & =
- » & El a ® - ®» " < ;| " -2}
2 & 849 | 90.6 20.9 36.9 23.0 104 37.8 42 404 0.7 04 21.9 04 14 EN 743 | 908 30.3 38.6 234 10.8 39.4 4.2 40.5 0.8 0.3 21.7 0.4 13
299K UT 71 88.7 23.9 33.8 22.5 7.0 42.3 2.8 43.7 14 1.4 21.1 1.4 28 208t 82 92.7 25.6 40.2 134 9.8 32.9 1.2 41.5 0.0 0.0 25.6 0.0 0.0
300~999% 313 895 32.9 428 256 14.4 40.3 35 415 0.6 0.3 256 0.0 1.3 30i%ft 221 91.9 371 443 253 10.4 40.3 4.1 439 1.4 05 213 0.5 0.9
1000~1999%% | 297 | 926 32.0 36.7 20.9 9.4 37.7 4.1 42.1 1.0 0.0 20.5 0.3 1.3 40t 202 | 90.6 32.2 33.2 24.8 12.9 39.6 4.5 40.1 0.0 0.0 22.3 0.5 1.0
2000~2999# | 108 | 843 22.2 24.1 25.9 3.7 29.6 2.8 34.3 0.0 0.0 15.7 0.0 1.9 50t 156 | 88.5 21.8 37.2 25.0 103 44.2 4.5 34.0 1.9 0.0 23.1 0.6 19
3000~3999#% 42 100.0 2338 38.1 16.7 14.3 40.5 9.5 286 0.0 24 238 24 0.0 60t 65 923 23.1 41.5 185 11 32.3 3.1 508 0.0 0.0 16.9 0.0 4.6
40008 E 13 100.0 385 30.8 15.4 0.0 30.8 15.4 53.8 0.0 0.0 23.1 0.0 0.0 708 E 13 84.6 53.8 308 30.8 154 46.2 231 23.1 0.0 1.1 1.1 0.0 0.0
EEE 5 100.0 0.0 0.0 0.0 0.0 0.0 0.0 20.0 0.0 0.0 0.0 0.0 0.0 REE 4 1000 | 250 0.0 50.0 0.0 25.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0
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2. 4. EEGDREMICETIEHEFROEREZARLTSER O

BEEROZEEICEIIEHFREAF IS -OOFEHRRDI6HALLD LA DISERL-IFEHRIRA
BREZBZHEAICOVTEEALLZEN, ((ZETHELDETIZO)

EHWR  HERGERRIZIPMDAAT 4+

EI1EBRLEER

LALT5 E IS FRE A >

EiH R ERALERIRICTPMDAAT 47

EIEERL-ER

L IFERUNEEIE 2 EF D F KA1 >

100% 100%
wg K 02998 LT 0300~999#  m1000~1999%%
B2 K 020@R O30MHK m40EMK mSOmK mEOMm m70RUL
= 2000~2999% m 3000~39991% m 40004 Lt
80% 80%
60% Tl I 60%
40% 40%
20% 20%
% ——— 0%
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# & @ [l TR P il TH = | HEAE D 3 % E] # & @ 2l TR P il TH = | HEAE D 3 % E
= # i ES WE h=®E b ) E (] Ll F D = = # i ES WE h=®E b ) E (] Ll F D ]
# T i3] A A Ti T B b7 g0 k2 % e & # T i3] H w TR T B b7 g0 k2 ® e &
~ & T B kel L E » <% hE | & (2] *® ~ & T B kel L E » <% hE | & [ *®
i % ) L »n 28 % L %I £ f= 2] i % ) L »n 2 % L %I £ 1= )
# % w Y Iz T il - 2] = # % v Y [ T il - 2] =
- ** #® < ® Bl o - ** 5 ® Cl o
E 712 83.7 24.6 27.4 213 11.8 58.6 51.3 18.7 0.6 3.4 21.6 0.1 0.7 £ & 655 84.0 25.2 27.2 21.7 12.1 58.6 51.3 19.2 0.5 3.7 21.7 0.0 0.6
299HUUT 63 71.8 28.6 33.3 36.5 9.5 42.9 42.9 22.2 1.6 11.1 12.7 0.0 0.0 20tk 19 731 10.5 15.8 21.1 15.8 579 474 31.6 0.0 53 42.1 0.0 0.0
300~9991% 263 83.7 247 29.3 224 137 62.4 49.0 19.0 0.4 2.7 20.9 0.4 0.4 30t 183 83.1 30.1 29.5 219 1.5 579 56.8 148 0.5 22 21.3 0.0 0.0
1000~1999#% 276 84.1 243 24.3 17.4 105 59.1 554 17.8 0.7 3.3 239 0.0 1.1 405t 191 838 25.7 25.7 18.8 14.1 63.4 50.8 199 0.5 3.1 236 0.0 1.6
2000~2999%% 70 843 24.3 27.1 20.0 8.6 58.6 48.6 18.6 0.0 0.0 27.1 0.0 1.4 50t 180 85.0 23.3 26.7 228 1.7 60.0 533 15.6 0.0 4.4 194 0.0 0.6
3000~39991% 23 87.0 21.7 348 174 174 56.5 60.9 8.7 0.0 0.0 13.0 0.0 0.0 60 69 84.1 21.7 29.0 21.7 10.1 46.4 34.8 31.9 1.4 4.3 174 0.0 0.0
40004 £ 13 92.3 231 15.4 23.1 231 69.2 53.8 308 0.0 0.0 231 0.0 0.0 70 10 100.0 10.0 200 40.0 0.0 30.0 40.0 40.0 0.0 20.0 10.0 0.0 0.0
EEE 4 100.0 0.0 250 25.0 0.0 0.0 25.0 250 0.0 250 0.0 0.0 0.0 EEE 3 100.0 333 66.7 66.7 0.0 100.0 66.7 333 0.0 0.0 66.7 0.0 0.0

19



2. 4. ERROREMICETIEHFROFHRAZEMLT SEA @
BEEZORLMICHTIEHEREAT T SO OERRDSH ALED LA DITRIRL A EHRIEA
BALEZPEHICOVTEEZE, (RETHLDLTIZO)

SRR ARAGERRICIEE LR ERERFT 2R SRR ARGERRICIERE LG ERERFTEMTIFR
(BEFBERT) IZRRLERER (BEF@BERT) 1ZRRLERR

SO UYE et e- ¥l D LK IFEUNERIE L EF D F KB >
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o § 2000~2999% W 3000~39994 W 4000KELE o B4 K 020K 030K m40EK m50FK mME0MIK m70BULE
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&= b 7 = WE hE & R ES (] ] F 2] e} = b 7 = WE hE b4 B GES (] Rl F [ B
# T ;3] H w TR T J& B ZRA 20 m 13 fto E= # T ;3] H w TR T J& B ZRAY 20 k2 ® fto E=
~ ] T # Eel L % <’ B | & ] * ~ & T # Eel L % <’ B | & ] *
# % ) L ”n KR % L %I £ 1= n # % ) L ”n KR % L 31 £ 1= 2]
# % A} Y [ T 1 - & = # % A} Y [~ koS & - 2] =
- * 5 < ® ) 2] - ** 8 ® ) 2]
£ & 1181 88.0 14.2 31.7 16.6 16.6 21.9 37.0 9.6 0.8 22.0 2.2 0.3 1.6 £ & 1043 88.0 14.2 32.3 17.3 16.7 21.6 371 9.6 0.8 234 2.1 0.4 15
299HUUT 147 86.4 13.6 259 17.0 10.9 17.7 333 8.2 0.7 327 2.0 0.0 2.7 20tk 60 88.3 13.3 43.3 8.3 15.0 26.7 15.0 18.3 0.0 15.0 3.3 0.0 1.7
300~9991% 441 878 143 33.6 16.3 156 19.5 37.4 10.2 0.5 18.8 23 0.7 1.1 30t 217 89.4 194 32.7 15.7 16.6 23.5 34.6 6.9 0.5 14.7 2.8 0.5 0.5
1000~1999#% 421 88.6 147 30.6 15.2 188 254 35.9 10.0 12 233 2.9 0.2 19 401t 253 871 126 33.2 15.0 154 24.5 38.7 6.3 0.0 233 2.8 0.4 238
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