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BEZLEZSLY,

(ERT5LDET0)
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i | PE M EE |Kas| ME x D % x |HE#R| = A<M | M + [ m
# M & D £&H |WfU| RE & M & FE: 0 I b I b a 1t %=
~ DE A G | Ee~| % il — ¥ ES =14 ) CA EA >
# A 5% * WmE ([BtD 2] i n 2] s~ [} S RA %
# — 7 ER (Ky BE b Ea ki A 1% £ 7 2]
- | o% 1 E# |E u X B 4 | mA| #® ES « 1t
B + iT# |BU g & El v N R E & + mn
I & = ~% |&p # & 9 ~ [ i ES £ #
L i z | %d 8 ~ r | i & >y £ e
g £ [T a El M 2 o - b b 2]
| |t & s | ~ # [ 2} &
4 & e ~ V2 hiE d * iz
) . Y | |
£ &k 4611 | 17.2 11.6 68.0 31.0 86.3 66.5 67.4 177 53.5 51.5 32 2.0 13.9 33 1.7
EEER 4141 | 16.9 11.6 68.4 31.1 88.1 67.5 68.5 173 54.7 53.8 32 22 13.7 3.1 0.8
ES: 113 | 381 195 78.8 53.1 71.9 67.3 64.6 38.1 46.9 327 5.3 35 124 35 0.9
R 1] 112 | 214 12.5 71.4 214 804 62.5 62.5 179 51.8 42.9 36 0.0 14.3 5.4 0.9
BhEEER 0 0.0 0.0 0.0 0.0 0.0 00 0.0 00 00 0.0 0.0 0.0 0.0 0.0 0.0
EHBE 74 | 135 10.8 74.3 243 73.0 66.2 62.2 189 459 284 1.4 0.0 24.3 5.4 14
Z0th 15 6.7 6.7 400 200 533 533 533 20.0 333 33.3 0.0 0.0 20.0 6.7 20.0
RES>TLEL | 87 9.2 8.0 540 264 67.8 52.9 63.2 126 448 23.0 1.1 0.0 17.2 92 80
EEE 69 | 116 5.8 377 203 478 34.8 275 10.1 20.3 26.1 43 0.0 72 14 46.4
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(BRGHLOEAI3D)

100%
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#® . b RF | |
El 4611 | 77 5.9 43.9 17.8 730 36.1 36.7 4.5 25.8 20.1 1.7 0.6 4.8 26 3.4
B 4141 | 75 5.7 442 17.8 74.9 36.4 37.1 4.3 26.1 212 1.6 07 47 24 24
ESE 113 | 150 14.2 39.8 30.1 59.3 319 36.3 13.3 204 8.0 44 0.9 0.9 1.8 35
k=R T 112 | 116 8.9 51.8 9.8 634 384 393 3.6 259 15.2 1.8 0.0 6.3 5.4 2.7
BhEEE 0 00 00 00 00 00 0.0 00 00 0.0 0.0 0.0 0.0 0.0 0.0 0.0
FHEA 74 6.8 8.1 486 135 60.8 378 35.1 6.8 284 108 14 0.0 135 4.1 5.4
Z 0t 15 6.7 0.0 13.3 200 400 400 333 6.7 267 13.3 0.0 0.0 0.0 6.7 26.7
REOTLVEL [ 87 34 4.6 37.9 19.5 55.2 35.6 379 1.1 26.4 9.2 1.1 0.0 8.0 9.2 8.0
REE 69 72 29 24.6 14.5 420 145 13.0 2.9 11.6 8.7 14 0.0 2.9 1.4 49.3
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= n
Eﬁ;ﬂq’ﬁm‘f‘“‘x 3590 | 55 18 | 443 | 176 | 754 | 379 | 381 | 45 | 274 | 209 | 15 | 04 | 50 | 27 | 26
mEE 431 | 51 | 28 | 418 | 165 | 657 | 336 | 332 | 26 | 206 | 190 | 07 | 00 | 49 | 26 | 130

17




2.2 EEGHOZTEHICETA2EHERAFOL-OIERAITIEHRE ©

BEENCERROREMRICEHTIRHIFREAF I H-ODFEHRREL T, FEHISTERALTLSE0Z
BEALZELY,
KHEBEADENSEK FRRALS -BEHMLA DEED B>

(ERLGEDLEAI3D)
& 1k 0E 1~ 250~ 500~ 1000[E]
249[@] 499[@] 999[H] Kk
(n=4611) (n=46) (n=667) (n=719) (n=1350) (n=1169)
[1]5MR-6MS-7DM 8.5% 4.3% 6.4% 8.6% 8.0% 11.6%
[2)3PMDSI-5MR- 7DM 8.0% 2.2% 4.9% 9.3% 8.9% 8.2%
[3]3PMDSI-5MR- 6MS 7.2% 2.2% 6.9% 7.2% 8.1% 7.8%
[4]15MR- 6MS- OB BE R A b 5 D 1E SR 4.5% 2.2% 3.4% 3.5% 4.6% 5.2%
[513PMDSI- 5MR- 9B AEF A H\ 5> D 1E R 4.4% 6.5% 3.6% 5.6% 4.4% 4.8%
[6]15MR-6MS- 1022 A 5D 1EER 3.3% 4.3% 2.4% 2.6% 3.6% 3.8%
[7]13PMDSI- 4DSU-5MR 3.1% 2.2% 3.3% 2.9% 3.1% 3.3%
[7]4DSU-5MR-7DM 3.1% 0.0% 1.9% 2.5% 3.3% 4.1%
[9]5MR- 9B BER AN DD 1ER - 10 S H S DIEEHR 3.0% 0.0% 2.4% 2.5% 2.6% 3.8%
[10]3PMDSI-5MR- 102 £ 5D 1EIR 2.7% 0.0% 3.6% 3.5% 2.1% 2.7%
[11]5MR- 7DM- OB BE R A b 5 D 1E SR 2.5% 0.0% 1.8% 2.1% 3.1% 2.6%
[12]5MR-7DM- 102 £ H 5 D1EHR 1.9% 4.3% 1.2% 1.5% 1.9% 2.1%
[13]3PMDSI- 7DM- 9B BE M A H & D 1B R 1.6% 0.0% 2.4% 2.1% 1.9% 0.5%
[14)4DSU-5MR- 6MS 1.5% 2.2% 1.3% 1.1% 1.6% 1.9%
[15)1PMDA@HP - 3PMDSI- 5MR 1.3% 0.0% 0.6% 1.4% 1.0% 2.1%
[16]3PMDSI- 9B BEFR (A H &5 D1ELR - 10F R H B DIELR 1.2% 2.2% 2.5% 1.3% 0.9% 0.7%
[17)3PMDSI- 6MS- 7DM 1.2% 0.0% 2.1% 1.3% 0.9% 1.0%
[18]3PMDSI-4DSU- 7DM 1.1% 0.0% 1.5% 1.3% 1.4% 0.9%
[19]5MR-6MS- 8T £ DHP 1.0% 2.2% 0.9% 0.8% 1.4% 1.2%
[20]4DSU-5MR- 102 £ 5D 1ER 1.0% 2.2% 0.6% 1.7% 1.2% 0.7%
[21]4DSU-5MR- OB AE R (A H 5> D 1R 1.0% 0.0% 1.3% 1.1% 1.3% 0.7%
[22]3PMDSI-4DSU - 9B BEF A D & D 1E R 0.8% 0.0% 1.0% 1.7% 0.7% 0.4%
[22]5MR-6MS- 1313 I0#ERE D ER 0.8% 0.0% 0.3% 0.7% 0.7% 1.5%
[24]2 4744 E - 3PMDSI-5MR 0.7% 0.0% 0.6% 0.3% 0.7% 0.6%
[25]24F 44 E-5MR- 7DM 0.6% 0.0% 0.1% 0.4% 0.7% 1.2%
[25]3PMDSI- 5MR- 1311 I4%AE D& A 0.6% 0.0% 0.9% 0.0% 1.0% 0.6%
[27]1PMDADHP - 247 45 £ - 3PMDSI 0.6% 0.0% 1.0% 0.8% 0.5% 0.3%
[27)3PMDSI- 7DM- 1032 £ A S D 1EER 0.6% 0.0% 1.3% 0.6% 0.3% 0.3%
[29]1PMDAMHP - 5MR- 7DM 0.6% 0.0% 0.4% 0.4% 0.6% 0.5%
[29]3PMDSI- 6MS- 9B BEF A H\i> D EER 0.6% 0.0% 0.7% 0.8% 0.5% 0.5%

X Ef30A EHE. (JNOKFFLETOIRR

BEFAR -

1EEREBRMBRAESHEE (PMDA) DIR—LR—  2PMDAATAFE  SEXE R - EEMBERSMER (ELEFH B F1T) . 4DSU(Drug Safety Update, AARHEMAESRHKIT)  SHELEDEEIFRIELE (MR). 6
EEREHRGTIELE MS), THEREDF AL IMA—IL (DM)  BHIER EDR—LR—T | IBEER A (A AFERIEIS ORI F) H S DIER. 102 RHSDHFR. 11PMDA, HERE LN DHR—LR— 12PMDA
ATAFERSNDA—)LHY—E X 13LEaVF D[ INHEEEDE R
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[4]5MR-6MS - 9B BE R (A > DT R
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[16]3PMDSI- 9B AEF AN S DIEER - 102 2 M S DER
[19]5MR-6MS 82 DHP
[20]4DSU-5MR- 102 &M 5D 1E$R
[31)4DSU-6MS - 7DM

[33)1PMDA DHP-3PMDSI- 9B AER (A S D& R
[47]5MR- 7DM- 842 £ DHP
[52]3PMDSI-4DSU- 10528 h\ 5 D1E$R

[56]2 AT 15 E-5MR- 102 £ASDIER
[5616MS- 7DM- 10 £ A S D1EHR
[98]3PMDSI-5MR- 12471 FE LISt D A—)L
[98)9MERER (A S DIEER- 102 RN DDHER- 11 B EUSNDHP
[108)245 44 E - 5SMR- 82 E DHP

[132]1PMDA DHP- 247 ¢ FE - OB RER (A 1 > D& R
[132]1PMDA MDHP-7DM- 81 £ DHP
[132]24F 44 £ -4DSU- 8 EDHP

[132]24F 1 FE - 9B BER A D > DR - 102 R H L DTER
[16511PMDA OHP 24T 4FE - 102 R h b DIER

L

(n=46)

EEHHR N RBEADELAHEERALL RS 0LHEDEFHH
1~249[BIDZHEFT

(ARAGHDLEAI3D)

0.0% 2.0% 4.0% 6.0% 8.0% 10.0%

[3]3PMDSI-5MR-6MS

[1]5MR-6MS-7DM

[2]3PMDSI-5MR- 7DM
[5]13PMDSI- 5MR- 9B BE R (A AN D1 R
[10)3PMDSI-5MR- 1022\ D1E$R

[4]5MR- 6MS - OB BER A 1 & D1 R
[7]3PMDSI-4DSU-5MR
[16]3PMDSI- OB BE R A0\ > DIEHR - 102 R NS D15
[6]5MR-6MS- 10 R 5D ER
[9]5MR- 9B BER (A V& DIESR - 102 S A S DTEER
[13]3PMDSI- 7DM- 9B ERR (A 1 & D 1E 4R
[17]3PMDSI- 6MS - 7DM

[714DSU-5MR-7DM

[11]5MR-7DM- OB BER A 5 D 1E SR
[18]3PMDSI-4DSU- 7DM

(n=667)

X LA EHE ., [INOBFIELETHIER

| EERERBBES AN (PMDA) Drv— L~ —3, 2PMDAAT (FE  IEHR - ERMBSR L tHH (TEHMERT) . 4DSU(Drug Safety Update, BANEFAEARR) . SHELEOERHHIELE (MR). 6
ERRERFTHALE (MS) TREREDFT AL IRA— )L (DM) , SREREDHR—LR—, IREER K (B R EFFR LI EFIMRF) o DOFER, 102N ODOER. 11PMDA, REL KLU DR—LR—T, 12PMDA

ATAFERSDA— )L —E X 3L LI ED [ INEEEDER
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REMEICHATOIRHBEMAFOLHISTERT HIEHWIR

BEENCERROREEICEHTIRHFEREAF I HODOFEHRELL T FEBHISTFRALTLDLOZ
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HY250~499[BID 2 EFR

KRR N REE~DELAHEERLT s LBDEED

(BRAGHMHEA3D)
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[2]3PMDSI-5MR-7DM
[1]5MR-6MS-7DM
[313PMDSI-5MR- 6MS
[5]3PMDSI-5MR- 9B BEE R AN D& $R
[4]5MR-6MS - OB BE R {0 > D 1% $R
[10]3PMDSI-5MR- 102 & A > DEHR
[713PMDSI- 4DSU*5MR
[6]5MR-6MS - 1022 M\ DER
[714DSU-5MR-7DM

[9]5MR- OB BERI A D D DR - 102 R ML DR
[11]5MR-7DM- 9B BERR R AN D& $R
[13]3PMDSI- 7DM- OB EE R A NS DD 1 R
[20]4DSU-5MR- 1022 A5 D1ER
[22]3PMDSI- 4DSU- 9B BE R 140 > DK R
[12]5MR-7DM- 10 & M5 D1EER

(n=719)

HAY1000[E LL L DEEFEAR

KRR NREE~DOELSHEEALT - FEsHLEDEED

(BR%GLO L#13)
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10.0% 12.0%
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[2]3PMDSI-5MR+ 7DM
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[4]15MR-6MS - OB BERR A N> D8R
[513PMDSI-5MR- O B E {40 > D1 3
[714DSU-5MR- 7DM

[6]5MR-6MS - 1021 5D 1§
[9)5MR- 9BAER AN\ S DIER- 10F A S DIEHR
[713PMDSI-4DSU-5MR
[10]3PMDSI-5MR- 1055 D1
[11]15MR- 7DM- OB BERR{A AN > D1 R
[12]5MR-7DM- 10215 DR
[15]1PMDA (OHP-3PMDSI-5MR
[14]4DSU-5MR-6MS
[22]5MR 6MS - 1344 IHEAEDE A

(n=1169)

KRR NREBEBEADELAHEEALL -ZHNEDEEHH
500~999[B] D 2 FEFT

(ARAGHM EA3D)

0.0% 2.0% 4.0% 6.0% 8.0% 10.0% 12.0%
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[313PMDSI-5MR- 6MS (n=1350)
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[6]5MR-6MS- 102N\ S D KR
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[12]5MR-7DM- 1025 D1
[13]13PMDSI- 7DM- 9B BER (A 1 5 DT 4R
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[18]13PMDSI-4DSU-7DM
[19]5MR-6MS -8 & ¥ DHP

X EMIsHAELE. [INOKFIELATOIRR

BRFR:

1EEREREFAREHEE (PMDA) DIR—LR—  2PMDAAT A E  SEXE S - EEBBERSMER (EEFBE F1T) . 4DSU(Drug
Safety Update, AABEFKESRFEST) . SRECEDERFRIELE (MR), 6 EEMKERFTIELEMS) TRELEDTILIMA—IL(
DM) , 8B EE R ENHR—LR—T | IBREF A (B AZEHIS S LRI R F) H S DIER. 10FRHMSDER. 11PMDA, HERE LS DF
—LR—=T 12PMDAATAFE LN D A— LY —E X 132V EDFHINEEDER
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2. 3. ERMDZREMICEHITIRHMBERDEFEHREEZAALISER O

BEEROZEEICEIIEHFREAF IS -ODOFEHRRDI>6HALLD LA DISERL-IFRRES
BFREEZEZDERICOVTEEALIZEN, (ZEITHE0ETIZO)

IBEERAND 10.ZRMLD 13 MHERED
1. PMDADHP  2.AF4FE 3.PMDSI 4DsU 5.MR 6.MS 7.0M 8. K DHP DIER [E3: 11.4HP 12,41 4—)L EA 14.F D
(n=353) (n=272) (n=2022) (n=821) (n=3366) (n=1663) (n=1693) (n=207) (n=1188) (n=929) (n=77) (n=28) (n=223) (n=122)
el T3o% i golow B 737w T 4e6% i | a55% | 450%b | 4s8%li 7ars B 769%l T 350% 0 | 32.1% 0] 323% 0 | 459%
g 22.9% ] 25.0% I 17.2% ] 25.5% | 2.7% 4.7%1 6.0% [l 8.7% 12.7% 10.2% ] 16.9% I 17.9% ] 17.9% 13.9%
PEA L] 28.3% ] 22.4% ] 26.1% ] 25.8% ] 24.5% [ 13.9% 1 25.1% ] 28.0% I 17.7% ] 35.0% ] 22.1% 14.3% 13.0% B 32.0%
16.1% ] 18.8% I 15.1% ] 235% ] 34.3% ] 30.4% ] 20.9% ] 21.7% ] 21.4% ] 1981 37.7% B 429% ] 19.3% ] 28.7%
5.1% [ 9.2% [l 9.9% [ 10.0% ] 30.8% I 27.1% ] 24.3% [ 12.6% ] 20.0% I 18.7% 7.8% ] 17.9% 1 15.7% ] 22.1%
227% 1 36.0% [ 9.3% [ 9.3% ] 28.3% ] 31.2% ] 15.8% ] 20.3% I 12.8% [ 6.1% ] 20.0% B ] 536w ] 354% ] 29.5%
6.5% B 4129 35.5% M| 50.2% ] 27.5% ] 27.7% ] 527%1 4.3% ] 33.5% [ 13.9% ] 14.3% ] 50.0% 1 18.4% [l 10.7%
23.5% [ 8.8% Il 47%1 5.6% ] 23.3% ] 26.8% I 6.5% B 1 39.6%[ 7.9% 1l 6.7% B | 57.1% ] 286% ] 386% ] 31.1%
1.1%1 2.6% | 0.8% | 10% ] 359% ] 26.6% | 2.4% 1 3.9% 4.2% 3.7% 1 5.2% [ 7.1% [ 4.5% [ 10.7%
1% 7.4% ] 22.9% ] 33.1% [ 5.7% [l 4.9% ] 29.8% | 1.9% 16.1% [ 10.9%| 2.6% 0.0% | 2.2% ] 14.8%
15.3% I 13.6% 0.9% 0.0% 0.2% 0.4%| 0.6% ] 19.3% | 1.0%| 20% ] 36.4% ] 35.7% ] 32.3% [ 11.5%
0.8% 0.0% 0.2% 0.1% 0.2% 0.2% 0.2% 0.0% 0.3% 0.1%] 2.6% 7.1%| 0.9% I 4.9%
5.7% 3.7%| 1.9%] 2.3%| 1.2%] 1.3%| 2.1%1 2.4%] 2.4%] 2.4%| 2.6% 0.0% | 0.9% | 2.5%

BRFR:

1EREGEREHFREHE (PMDA) D7R—LR—T  2PMDAAT(FE | SEX R - ERMBEFR MR (EEFH WA FKT) . 4DSU(Drug Safety Update, BABEFIKESRFHIT), SHELXDERFHRIBELE (MR). 6
EREKERFEELE (MS), THESEDF AL IRA—IL (DM)  SHEREDR—LR— IMEEF K (B AEHIM R Ot FHIEFRE) NS DOIER. 10225 DER. 11PMDA, WERZ LIS O7R—LAR— 12PMDA
ATATERNDA—)LH—E X 13LEaV S D INEEDER
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2. 3. EEGRDZEMICETIEHFROFEREZARLTSER @

BEEROZEEICEIIEHFREAF IS -ODOFEHRRDI>6HALLD LA DISERL-IFRRES
BREZEZHERAICOVTEEALLZEN, ((2ETHEL0DETIZO)

R—=V |EE IR HEFT

KRR HRAGERRICIERREREH

0>
s

H4E (PMDA) D k— L

KPMDAAT4FEDEFIKR RV EBLTERE

ELTOZERE R >

£ HR HERGERRICTPMDAA

—

TAT

E1EERL -2 &

KPMDAAT4FEDEFIK R RV EBLTERIRE

ELTOERE R >

100% 100%
gk m& K
. M O PMDAXTAFEIZBHELTEY . ARALHERRISERL TV . OPMDAXTAFEIZERLTHY. FRALIFRRISERL TV
0% TH M £ PMDAAF A FE LB RLTINBA. G HHERITERLTLL so% O PMDAATAHE [SBIRLTLNBA, B AAEHERISRRLTLVEL
5 PMDAXTAFEIZB LTV B PMDAATAFEIZBHLTLVEL
60% 60%
40% 40% —
- W W | - W 1 | |
o ﬂmﬂ im - ﬁﬂw ol | o | 1 WH H s =i mﬁ . |
(%) (%)
# E ] 2] m [t | & [BE [on | 48 1 3 z = # E ] [l m [t | & [BE [on | 48 Bl 3 z =
= # # = & | LVE | & Kb | hE | 13| B F ] 5] -4 # # = & | LVE | & < [ hE | 18| R F ] 5]
% T # ) »n | Bu T | 5% | %0 | B 3 ft %= # T # ) »n | Ba T | 5% | %0 | B 3 ft %=
- & T S el & » & B | AE n *® ~ & T S el & » & B | AE n *®
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