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—————————— @ 37 Z2LHY OIS oY oA ﬁ

O (FA) F=H9 R o 788 oAl 212108 71 489S 76 8547, 25% 82.77,
oX|gl¥ 52.57, ¥ 48.87, WX 41.07 o= 5
O (@#UE) 194 olst= &%, 208FH 49474 5%, 50M5FH 79474 = 5%,
80A] o] oA H R Alalgo]l F4F
[E 6. O|MAIEH B4 42 109 Ex(Adfd)]
(el 2, (%, 7108 A FE)
A0 ~ i-" ou_:i %4 I:H
= = 19A410] 3} | 20-2941 | 30-3941 | 40-49A| | 50-59A | 60-69A | 70-79A | 804l o] Af
OfUEE | 132373424 | 8080120 | 17,108762 | 16012415 | 21,103749 | 25619103 | 23642634 | 13656877 | 7,149764
OAMRY | 480807 26620 81,500 78555 80,964 83751 80,542 35815 13,120
5 T =5 £E 5 285 288 288 | oxag
V| 5% 854 | 049% 820)|(223% 1063)|(240%, 1179 4% 965 | (25.1% 819) | (246% 838) | (228% 598) | (21.0%, 85
288 =5 e 288 288 g =5 5 285
2 | o8 &27) | (242% 796) |219% 1045|219 1073] (242%, %27) | (244%, 798) | 242%, 823 | (04% 534 | (06% 377)
ofx2 g 288 288 T T ofxizig | ofxize | ofxizs =5
3 | (144 525) | (162% 533 | (206%, B2 | (17.9% 878 | (139%, 531) | (145%, 473 | (169%, 574) | (195% 51.1)| (16:2% 297)
&S ofx2 g ted ofxlzlg | ofxlgg | dang |LuzIuwe| oAns ted
4
(134%, 488) | (132%, 435) | (14.0%, 66.5) | (12.7%, 62.3) | (13.7%, 52.4) | (11.5%, 37.5) | (12.3%, 41.8) | (105%, 27.5)| (11.4%, 21.0)
LB ited ofxizig | olamg | oang |L2Iug| sane |LezT|ug| oang
5
(11.3%, 41.0) | (126%, 415) | (11.7%, 555) | (109%, 536) | (11.3%, 433) | (107%, 350) | (11.3%, 385) | (95%, 249) | (10.7%, 196)
ks HANe | olang kg 23 S 23t 23t 23t
6
(04%, 34.1) | (119%, 30.1) | (11.6%, 554) | (105%, 51.4) | (0%, 346) | (06%, 314) | (7.8%, 265) | (7.5%, 197) | (88%, 162
dezleg | 23 23t Q3 |yzIue| 23 ited ited 75
7
00%, 28) | (6.7%, 222) | 04%, 449) | (0.0%, 440) | 87%, 333) | (86%, 28.1) | (6:3%, 216) | (7.0%, 183 | (83%, 153
Q3 |gdzrg | uaylue | Yearue | g kg &S FE | Yyziue
8
(86%, 31.1) | (6.0%, 197) | (6.7%, 320) | 8.1%, 395) | (82%, 316) | (7.7%, 252) | (57%, 195) | (6.1%, 16.1) | (59%, 108
32 32 32 32 32 3y
= TE | maveim | mvem | E A | SRS | mERe R | T
9
(5:6%, 204) | (5:6%, 184) | (52% 246) | (54%, 264) | (65%, 25.1) | (7.3% 289) | (7%, 195) | (5:0%, 13.1) | (43%, 80)
25 2E == 3204
0 TE == =& TE TE TE TE B35S FizHo| ;g/aﬂ)
(5.0%, 182) | (5:3%, 176) | (43% 205) | (43%, 21.1) | (44%, 167) | (48% 157) | (5:2%, 178) | 49%, 129) | (43%, 80)
F) 3dul HER 4 - 3ol HERSY S5, WA, 27|
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© T=2LHO oupHEHgE

AXICt OAMISX|QIEL T2 LHOOEIHE Lo AIK|QIAIE]

O (&7} Hald) of~Eg A7l By, eupxs sl 155 slo|z}, QkAl,
Fho] FH| Y WMAL FE o] Alalgo]
- (}2EFAYIH =S E 155.37, TE5 148.37, oJAH<L 9367 &
- (3o]x}) F% 63.34, F% 55.04, 5% 52941 &+
- (ZOu) 5% 12831, & 111.61, ¥4 61.14 <+
- (KA % 193.971, 25% 136.37, o|x &% 103.87 +
- (=P A) 5% 2857, FE 26.87, oA 8]$ 18.87 &
[E 7-1. O|&AlE S A A 109 EZ(Z2LH9 HAl S/FHE)]
(SH2f: (%, /102 A ©F))
FRLHO WAIE R
29 M A =l ™
o ERR|LZ} 50| &} = I ] T HpEE A
ofleiNS 132,373,424 20,348,869 81,147,169 25,155,027 1,510,086 908,103
OAE 480,897 110,361 246,159 113,113 8,884 1,215
£8 285 FE 28E T 285
1
(23.5%, 85.4) (28.6%, 155.3) (20.9%, 63.3) (28.5%, 128.3) (33.0%, 193.9) (21.3%, 28.5)
) 288 £5 £S5 L 288 F5
(22.8%, 82.7) (27.3%, 148.3) (18.1%, 55.0) (24.8%, 111.6) (23.2%, 136.3) (20.0%, 26.8)
9 o X E ol X2l & o85S ghod o X E ol X2l &
(14.4%, 52.5) (17.3%, 93.6) (17.5%, 52.9) (13.6%, 61.1) (17.6%, 103.8) (14.1%, 18.8)
. 5 g o Xlgls S S EMEIE ==
(13.4%, 48.8) (12.7%, 69.1) (14.3%, 43.3) (13.5%, 60.9) (11.4%, 67.1) (13.6%, 18.2)
5 HAMNS HAMNS HAHS RN R HAMNS A 27|8S
(11.3%, 41.0) (12.4%, 67.5) (10.9%, 33.0) (11.8%, 53.2) (11.0%, 64.8) (13.2%, 17.6)
6 s ECEMEIES N 23t s e el 2
(9.4%, 34.1) (11.6%, 62.7) (8.5%, 25.6) (11.5%, 51.5) (10.2%, 59.9) (10.5%, 14.0)
7 S IE ]2 25t 25t AN 5t HAHES
(9.0%, 32.8) (11.1%, 60.5) (6.1%, 18.4) (11.0%, 49.7) (8.7%, 51.3) 9.1%, 12.1)
_ _ sE22H&0|
g 25t 3| TESR| ZAP ETEc] 32| mEe| ZA -2 4
(8.6%, 31.1) (6.2%, 33.5) (6.0%, 18.1) (7.6%, 34.1) (6.9%, 40.6) (7.6%, 10.1)
9 3| mESR| ZAS TE TE S EV = 3| mES| ZAS le g
(5.6%, 20.4) (5.4%, 29.4) (5.0%, 15.3) (7.5%, 33.8) (4.9%, 28.9) (7.1%, 9.5)
0 TE 25 3 TR B TE TE Q3
(5.0%, 18.2) (3.8%, 20.4) (4.4%, 13.4) (4.6%, 20.9) (3.9%, 22.9) (6.5%, 8.7)

uolz
TTl S o
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ol HEE
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7
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77
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—————————— @ 37 Z2LHY OIS oY oA ﬁ

O (27} @WA4)

T Alago] =

- (ZHW(BA.D) <5%F
&

EHW(BA.D), 3ol #H(BA.4/5) WAL Z5F, 3to]2AHBA.1) WAl

1o ¥
-

-

- (3] AHBA.1D) FF 7.14, &F%F 5
- (3ol AHBA.4/5) 5F 9.01, FF 594, 4y =7 v 494 =

[ 7-2. ol &kAtel F4t

el 24(%, /108t A4 HE))

FZLH9 A —:é—%—'
=9 A BL{LKBA) 510l RHBA.1) s}l XHBA4/5)
of[2E 132,373,424 1,703,155 504,111 1,092,727
O[AAR 480,897 721 128 314
F& e F& o2
1 (23.5%, 85.4) (31.2%, 13.2) (28.1%, 7.1) (31.2%, 9.0)
Z8E 55 e FE
° (22.8%, 82.7) (18.6%, 7.9) (21.9%, 5.6) (20.7%, 5.9)
X2 x| 2 RN e 27|48t
’ (14.4%, 52.5) (15.7%, 6.6) (16.4%, 4.2) (17.2%, 4.9)
8= e 27|48 === o X213
* (13.4%, 48.8) (13.0%, 5.5) (13.3%, 34) (15.0%, 4.3)
20 2%t e 27(8te Sy
° (11.3%, 41.0) (8.9%, 3.8) (13.3%, 34) (10.2%, 2.9)
g 3 H FEER| A 25t =
° (9.4%, 34.1) (8.7%, 3.7) (12.5%, 3.2) (8.9%, 2.6)
d 27|18 =2 SE=e(sol &) 25t
! (9.0%, 32.8) (8.5%, 3.6) (10.2%, 2.6) (7.3%, 2.1)
23t SEREH &0 ko 32 xRl B
° (8.6%, 31.1) (8.5%, 3.6) (9.4%, 2.4) (7.3%, 2.1)
3 Tl ZA e H AN 7t &
’ (5.6%, 20.4) (8.0%, 34) (8.6%, 2.2) (7.0%, 2.0)
TE ESES TN ES=S PNy sEEeH &0l &)
0 (5.0%, 18.2) (7.4%, 3.1) (8.6%, 2.2) (5.7%, 1.6)

1) 3} HEFe 54 =3dolyf T

9 85, wH 2]

y =71,
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—o—50-59M —o—60-69M —o—70-79M —o—80A|O| &}
&) (/108 A HE) D. MMUZR27I M) (2/102 A HF)
SENEEE L 3L VS
Z=AF =AF
5 Y
g £ 8% 5
23t HANZ 5k HAN S
ojx|2{g ER ojX|2{& ELc
Ay 27|g LY 27|HS
—o—OtAERtH|Y|7t —o—2}0|A} —o-RELE —o—QFMl —o— I HfHiA
—— S CLKBA.1) —o—2}O0|XHBA.1) —o—2}0|XHBA.4/5)

o
g5 55
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O (FAD Z2ZLH9 AEE o5 oPAe S Hedt 428YL 5.33(5.20-5.37)Y
- (Ad) 9 5149, 92 5.67Y

- (@R8dE) ALt e SLTANA 8o A

o

o,

kS HQl

[¢] =

« 19M|0l 5t 3.952, 20-29A 4.162, 30-39A 4.792, 50-59A 5382, 40-49A4| 5.452, 60-69A
6.412, 80AMl0[ & 6,72, 70-79M 6.88% =

(@7F WAd) o=Eekull 5789, <Hl 5.69%, Slolrt 550, MUl 4.54¢, Lempilz
4269, 27ol=m|8) 0.50Y <=

(27} WAE) FEuBAD) 2319, slolRKBA.D) 1.844, slo|xKBA.4/5) 1.49%,

- (B%71%9) 3% 5949, 23 5539, 47 5209, 17} 5,069, 547 2.03% +
[£ 8. Gl WHS 0l F o|MAl SAUMYIK £29 B
(Etel: 24)
Sy GHEEE = o|&AlE SAUMAIX] A2 =y =9
= A oy 1-32 | 4-79 | 8-30Y | 0= Mean (95% Cl) |Median (q1-oB)
A 480,897| 108,729 217,027 71,272| 71,457| 12,412] 5.33 (5.29-5.37 -
A b =1 173,174 33,531| 80,262| 26,648| 27,743] 4,990| 5.67 (5.60-5.73 -
c = 0 307,723 75,198| 136,765 44,624| 43,714 7,422] 5.14 (5.09-5.19 -
19M0]35t | 26,620] 6,533 13,870 3,112| 2,664 441|395 (3.81-4.08 =
20-29A 81,500, 21,194| 38,942| 10,830 9,175 1,359 4.16 (4.08-4.24 -
30-39A| 78,555 18,517| 35435 12,198| 10,851 1,554| 4.79 (4.70-4.88 -
o 24Ty 40-49A 80,964| 19,169] 35,995 12,024| 11,619 2,157 545 (5.34-5.56 -
—T 7T | 50-594 83,751 18,315 37,490 12,428| 13,232] 2,286| 5.38 (5.30-5.47 -

(
(
(
(
(
(
(
(
60-69M| | 80,542| 15211| 34,239| 13,143] 15256] 2,693 6.41 (6.31-6.52
(
(
(
(
(
(
(

1
) 2 (1-95
) 2 (1-6)
) 1 (-5
) 1 (1-9
) 1 (04
) 2 (1-9H
) 2 _(1-5
) 2 (1-6)
) 2 (1-7)
70-79A 35,845 6,853 15263] 5,667| 6,668 1,394 6.88 (6.70-7.06) 2 (-7)
80AlO|4F | 13,120] 2,937| 5793| 1,870, 1,992 528 6.72 (6.38-7.05) 2 (1-6)
opEEKIHPH) 110,361] 24,804| 46,427| 16,307 19,766| 3,057| 578 (5.70-5.87) 2 (1-6)
SHO| At | 246,159| 54,633| 113,026| 36,932 34,672] 6,896 550 (5.44-5.56) 2 (-5
B =o{ub [ 113,113 26,734] 52,725| 16,106| 15327| 2221| 4.54 (4.47-4.61) 1 (1-95
. 7t kMl 8,884 1,899 3582 1,661] 1,538 204| 569 (5.41-5.97) 2 (1-6)
2 CHpu A 1,215 351 577 150 106 31|  4.26 (3.53-4.99) 1 (09
= 2710|=H| Y 2 1 1 0 0 0] 050 (585685 05 (0-1)
2HLKBA) 721 179 420 79 40 3| 231 (2.03-2.60) 1 (-3
27+ | EI0IXKBA 1) 128 34 78 11 5 0] 1.84 (1.36-2.32) 1 (-2
=l0|XKBA4/S) 314 94 191 26 3 0 1.49 (1.29-1.69) 1 (-2
1%} 241,109| 54,957| 97,802 42,004 42,226| 4,120| 5.06 (5.02-5.11) 2 (1-6)
- 2K} 176,687| 40,109| 86,905 21,617| 22,027| 6,029] 5.53 (5.45-5.60) 1 (1-4)
7'|:'_,':_°HE4 3%t 56,716| 12,252| 28,956 6,844| 6,573] 2,091] 5.94 (5.80-6.09) 1 (1-4)
AR} 5214 1,102 2,669 691 583 169] 5.20 (4.83-5.58) 1 (-4
SH7 1,171 309 695 116 48 3] 203 (1.84-2.22) 1 (0-2
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@ ZELHO OfMFHEIHSAXICH OAESRIQIE] T2 LHQUHIHE TioHEAIXIQIMIE]

O (FF=HE) vt o= SAEA7HA Hat 5.09(5.05-5.13), SHT o AteEl=
H+ 10.99(10.68-11.31)¥ 4~ &
¥ 27| SolAM UG ol MALY LYUAE J|E2Z ME
[ 9. o UHXHZT o|F O|&AIE SHUMYIIX] 22 BEI|I]

(chel: 2)

ey of X E F o]y ZaAUMIIX A2 o =9
= A | oy |1-39 | 479 [8-302 |30¥=nt | Mean (95% Cl) |Median (q1-d)

A 480,897| 108,729 217,027| 71272 71,457| 12,412| 533 (5.29-5.37) 2 (1-5)

L Eh O &AL 461,538/ 104,903| 211,162 68,172| 66,550 10,751 5.09 (5.05-5.13) 2 (1-5)
Sk of akbAta| 19,359| 3826| 5865 3,100 4,907 1,661 10.99 (10.68-11.31) 3(1-12)
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—————————— @ 37 Z2LHY OIS oY oA ﬁ

| S oIREIE

1. 20H8AH(5-18AMI)
CJ SMI-11M|

O (FA) #2219 d¥3F 135,671 < 1057 o dAke] A1a1(1,0004 FEA] 0.777)

- WAL 1,000 HEA LRl Ak 0.7471, Toigh o)Ak 0.0471 Alar

O (B48) &2 0.907, «1# 0.6541

[E 10. 2=0t(5-11AM]) O &kAtE A1 3 &
(Sh2]: 24(24/1,00024 & E))
o| AF AL
T8 of aHF & - et SO B of AbAFR°
o A2 27 AFZE |52 oAk
M| 135,671 105 (0.77)| 100 (0.74)| 5 (0.04)| 0 (0.00) 5 (0.04)
" = 69,195 62 (0.90)| 61 (0.88) 1 (0.01)] 0O (0.00| 1 (0.01)
° o4 66,476 43 (065)| 39 (0.59)| 4 (0.06)] O (0.00| 4 (0.06)
5A 5,738 (0.35)| 2 (0.35)] 0 (0.00)] O (0.00)] O (0.00
BA 8,047 (050)| 4 (0500 0 (0.00)] O (0.00)] O (0.00
7A 10,611 10 (094 | 8 (075] 2 (.19 0 (0.00)) 2 (0.19
S 8A 13,542 7 (052] 7 (052] 0 (0.00)| 0 (0.00)] O (0.00)
A 18,002 10 (053)| 10 (053)| 0 (0.00)] O (0.00) O (0.00
104 05,744 19 (074 | 18 (070)| 1 (04| 0 (0.00)| 1 (0.04)
11 A 53,087 53 (1.00)| 51 (0.96) 2 (0.04)| 0 (0.00| 2 (0.04)
i 1% 81,110 73 (090)| 69 (0.85)| 4 (0.05)] O (0.00| 4 (0.05)
;;é Pyt 54,560 32 (059 | 31 (057 1 (002 0 (0.00)| 1 (0.02)
3%t 1 0 (00| 0 (0.00)| 0 (0.00)| O (0.00) O (0.00)

@ MY, @ F2 OlgAR : SEek OfAIZ(Adverse Event Spedal Interest, AESI), S U@ WHAHS STHN=RS S
d. Rl o] AL 13| YFLOZ 7 PEEFIAREEM 2AKE)0| REzE|22, QR 2X|2| ZP 3kt SA0 3XIe| B 4% S0l =7t
VS

=
LEE d+=2 =27|2 §3at 7[Erd EF A<l
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© ZELHO OHHECHSAXICH OIS XIQIE] T2 LHOUIHE LISHEAIXIQINIE]

I 12M|-18AM|

O (AA) Z2ZU19 dAE o] % o dbAke 21,2897(1,0004 HEA] 3.217) AlaL

- AL 1,000 AEAl LRE o] Ak 3.117, SEEE oAkl 0.094 Alar

O (A9) 92 3.037, 9= 3.39A0FA] 1.14))

O (F89) 184914 4.1470 02 7F B, 174 4.047, 164 3.6974 £o2 dF o]
%%%‘—% N1g TAa
O F&AD 14 435 2907, 23 4% 3.697], 3;<} L 27174, 43 HE 4727, F47] 1.804
O 4z} HF o|F oA A n&o] &
[ 11. B2 (12-18M]) O] AFALE AT 3 &
(Shel: 24(24/1,000 A ™ 3B))
of AbAfE®
T = ofl uHE Z° e eleh SO 0| AbAREC
O| AbALZ] 27 Abgt $sz O[AMAR
& 6,642,099 21,289 (3.21)| 20,665 (3.11)] 624 (0.09) 10 (0.00) 614 (0.09)
e it 3423,503| 10,362 (3.03)| 10,023 (2.93)| 339 (0.10)| 5 (0.00) 334( 10)
- 04 3218,596| 10,927 (3.39)| 10,642 (3.31)] 285 (0.09) 5 (0.00) 280 (0.09)
12-17Ml | 5,381,896 16,073 (2.99) 15602 (2.90)| 471 (0.09)] 6 (0.00) 465 (0.09)
124 649,512| 1,085 (1.67)) 1,050 (1.62)] 35(0.05| 0 (0.00)| 35 (0.05)
13M] 782,098 1,775 (227)) 1,720 (2.20)| 55 (0.07)] 1 (0.00)| 54 (0.07)
o1 241 144 872,440 2,152 (247) 2,084 (2.39) 68 (0.08)] 2 (0.00)| 66 (0.08)
15A 883,716] 2495 (2.82) 2428 (275 67 (0.08)] 1 (0.00)| 66 (0.07)
16A 880,393| 3,253 (3.69) 3,154 (358)| 99 (0.11) 1 (0.00)| 98 (0.11)
174 1313,737| 5313 (4.04)| 5,166 (3.93) 147( 1) 1 (0.00) 146 (0.11)
18M| 1260,203 5216 (4.14)| 5063 (4.02) 153 (0.12) 4 (0.00) 149 (0.12)
1%t 2921265 8459 (2.90) 8,167 (2.80)| 292 (0.10)] 0 (0.00)| 292 (0.10)
i DAt 2.815,066| 10,377 (3.69) 10,097 (3.59)| 280 (0.10)] 10 (0.00)| 270 (0.10)
X:ﬂé 3%t 901,805| 2,444 (271)) 2,392 (265)| 52 (0.06)] 0 (0.00)| 52 (0.06)
4%t 636 3 (4.72) 3 (472 0(0.00] 0 (000 0 (0.00
=X 3,327 6 (1.80) 6 (1.80) 0(0.00] 0 (0.00) 0 (0.00
a. RELHY 0TS 0| O[22 ADE 702 o|27|TojA ADB HBE J|Hion MBSO, AT oy
ARl ZH QIS MAIBHE A OfEl AlD ¥y 2ERE A2 HE xw HAY 5 9IS
5 27| 285, %Y £E QY S B wasts SAS T

b. Yt OLAARIE OIUET 03 FBRS 2, §5,
c. B O[MARE C1SOl ARIE E3

© A, @ FQ Ol : SR OJARAckerse Bvent Special Interest, AES), Z2IAIA 219) PR ATHOYSRE S
21 1o 55, 18 USIOR PLEBNIBH B0l eESlo A ool 89 31 S el 544 S0
e 21226, 01 X VYT 72 F27IT HBI AN TS M
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