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¥ Mol A, desPro S AE-4(1-39)-LysyNi, /2 9] Aok} S48 4 AFW AR HedE @
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A, ol EE/0 w24 W0 AdsE 5 oo

desPro” AAIEI-4(1-39)Lysy-Ni; HE3=/2 18] Aok 3l§5 = QAL wATR, o) Tl 28 (ol
Ad), 25U Ei Aa} T ofa) Fold 4 Ak, AR T4 AA, dF 5o B AR P 7
g4, 2 FA e ERsE, 290 "4
Lyse-NHy B/ 219] Alopd 85 92 4
FE 10 WA 20 pg WA For Fojd 5 Q.
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9 o) Aoby S 8HE 9e 19 18 FAZ Fold 4 .
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A (AR 0D e AR d8Hs H2 971 (B4 22 NaOol ojs =% é% - At
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oin

gojgrh, Exe A obAl B9 o, W/EE An F9 olFe £58 F4ge WANAY

E 7 JEdesiE W AQAAY AF (o B WS FF - allT AW, LOCF = vp9 By A
@ oAl R BFe A kA B9 olF, W/EE AR B+ 39 o)Fo] £58 SR AR
=8 lEHoRTE PR AN Aed Fekd 83 (DO B Wawe] FF - alll 4. LOCE = v}
Ak agk A9 dA. Bas. = AFA. Fr ERE A o £Q olF, W/EE AR W o] F58
=49 A AR

T 9 VAo 2 HEH WE AIEZAY 5 dF 25372 (mmol/L)2] Hat W3] T3 - nlTT B¢k, LOCF
= mpx ek g A8 giA. Fr ERE A A B9 o]lF, H/EE AR+ 1Y T o]Fd #=5H S5
< wjAA A
ug S g #ek FAE ] Ul
A Al
s

xzadd st

B AAGE A28 dud A 12D 2Fsld, = 12D glo), ded g 2 HE
7} A gH oz YAlA hAAdS f1ekT wjuste] HristeE, A, olF WA, A U
o

ATE UL, BT Ao AT A0

<
Auj
iyl
- o
ol
olf
SE,

oo foo2 BN o

T 2
oF tlwt A& 71 + 3 Fote] FH 2AF 7IE]L 25705 14070] el A =2
T 1AF HAe 2453k0] 7|3bel AA upebbE HbA, WSl SlolA, Qlad Sl oA

h
b Az orAe] HAMUE =YL I -] nA= adE 9ok vlaste] Brletaiat sk Aol At

% 44679 A2 2709 A BT (YAMUVEI= o 2239 2 okt 2239) T v FAEslar, F219 g
e BRE GAAEE AFE (D)o =E3AATY. ATF5ATE 54 2 7 5EAL dutgozs A
BE Augtd fAEIth. &S A4S 98 oW #xAE nIlTT JoozEE wiAAZA] &gtk AT
A7 717, 299 (13.0%9) 9 BAAYEI =R X8% s 27| IPE T3k vid) 129 (5.4%)9 $jtoew
A5 A= PE TRl T Asa BRoA Xm Fee] FH olfE "f3 Al (FAIMUVE =S
A9, 8.5% ol kel A, 4.00)R3L, I T2 "t olf" (HAAYUEI=S A$-, 3.6% t fFe] A§,
1.3tk FasHAE, G ¥ AEE HAIAYUE =] A [P Srte] o] 24 b= 2 TEAERITH (109 3
A+ [4.5%]).

T XET BEFolA HbALE faslEd, EAAVEE FdAe ZIeA g 7.56% 0 FE 24574 6.96%
(LOCF) 2 Zr23tglar, fkdol A 7.60%1 4 7.30%% 743ttt A HAYEE 299 HbA 7 YoF A9-H
o frejdos o A AU VEHORERH 24FAA ] HA Al (LS) Hit Wskge A7 -0.71%
9 -0.40%% 3L, LS Hit Aol of 1ok -0.32%% 0™, p g < 0.00010]tk. TREZ we, F A8T

Foll A A A Vgtel AA FE FF SFIAE BAHUCR {FAAI] Y8 dEd £9S 2AHS = A9

AgEtE de F28 wa A7 3

o E

[¢]

flekarol Ao 85 o] 3hkAl (38.5%)9 Hludte], YAIMUEIE A F 1219 32} (56.3%)7F 2455 HbA
< 7%E 2ASSaL, 369 (16.3%)2 Yoz A m¥E Al vluste] 6999 (32.1%) YAAUEI=Z A 5H
3A7F HbA,e < 6.5%5 7HRh. A -RE-d A (Cochran-Mantel-Haenszel: CMH) W& AM&3e] 3i#

bAie WA A (245 BbA, < 6.5 E < 70) AT, 243 GAMUEES glof Aolol A mel] o]
#1749l A7k tebkeh (242 p gk < 0.0001 2 p gE = 0.0001).

1% 99 x4do] foldon A 4

4
R 24FAAAS] FAG folHe) ot gokat
A

Z}ol= -3.16 mmol/L (p 3k < 0.0001) ). 2o AS3le], BAAMYEER g5 A= ke w a5
2o} nvjuste] I~ WEY AAAA fHAVF BEHAG (LS Ho ZFo] = -3.09 mmol/L, 95% CI = -3.842

WA -2.331).
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F7rE, floFadt Hlaste] YAMYEEE o] , TAR AV BUEE 8% S22 (SIPG)
ZRade] o]l FAY FolHom e Aol JFH AT (LS Hat 2ol = -0.39 mmol/L; p §t 0.0071).
9]

f
o
ol
o
3
=
b
o
m

AT 7 fkrdAin HAAUE S ol SAE Foder o @2 Aoz AFHY (VEdew
FE 24FA7A 9] LS Het AT WstEe, gAAUEER '15*%%1 ke A, 0.28 kg, B fFow And

Bkt -, 1.16 kg; LS B ko] tf 9ok = -0.89 kg, p 0012)
A7 Y 717 245 Fobol AAH, F o EFOA 1Y A& £ dWHoR FUMEed, ol FPG

100 WA 80 mg/d (5.6 B 4.4 mmmol/L) AFo]= FA|AIZ717] 98] ZREZ] o3 &&=HAT (VA ZHE
o) LS ot Wt HYAMYE =] 45, 3.10 U 5 flokre] 4, 5.34 UlHh) . 13y, HAAYEE I
o 3= 1Y dEY SR EF AM FHow ¢ HE FUHE BAoH, WA dME O F Fh

GAsA (LS 3t ZFo] o #1eF = -2.24 U; p 4k =0.0300) .

mlm

ol
Tt
oot

g7 FFFI2] 45, AZTFE o AT F9HA Aol= wEEA &kt (LS Hit o] of 9loF
= -0.12 mmol/L; p 3 =0.5142). % 2% &=} (Z} oA 184 [0.4%])7F 74 LS Lo}

YA AYE =9 YL 53t vlE A5 BdA f3 AtE (TEAR)E Hol: x4+ 9o [1527
(68.2%)) 1ol Bt FAHNYEIE o+ [1788 (79.8%) 1014 oFzF B #71E xR, BAAUEE oo okA
A zeade gubd o g 9okl FALEtItE. TEAES Hol: 3agd] glojAe o B3 F= Gl
#E AR (FAAYEI =9 A9, 39.9% ) Yok A4, 16.1%)° & Fr=Act.

flefrol A 2o FAF Abdell o]2A sk TEAEE H3A3L, HAIAGEE wellAs oW $Am= TRAES 2o

o

F=9] TEAEE Rol: A4 YAAUEE ol s 179 (7.6%) 0], 9ol s 104 (4.5%) 0909,
o'l A A 7]T:A F-F(System Organ Class: SOC)o A= o H+= 27}5 doji}A gketrt,
507 (22.4%)9] BAMUEI =R X5 x L okt 309 (13.5%)9] A= X5 e 7|3k
A AHoH AT 7L Z34 AP AEES Hasgr. BAAYEE F F 199 34 (
= Aoo| W FHo 3 AdGF9 3 AlHE Adaa, gt FolHE oW A=

.:L i

w2
)

3= oo, 7 WIdE A BuE TEARE AAYUEIS 9 A5, 24 (27.4%) 03, oFe] A9, <l
FAA (6.3%) ATt
% 47

go] 34 (39 [1.3%]9 HAAVEHER X535 32 2 1% [0.4%]9 $ekez Xmd A7 &d27]
S H7F 93] (Allergic Reaction Assessment Committee: ARAC)e] oJ&l Ry L =27] WbgozZA HAL

TEAEE H33}9la, ol Atdl F 37 (HAAUEIE oA 2719 F=g7] Algl, 2 f oA 1
I 5d)2 st E IPQ]— ol & F vk AT, YAAMYEE el A 15 #AF (6.7%),
kel A 58] Baf (2.26)7F FAF F-9] vk AEE A @kt

—|—’

wE Lo e (= oy
>~
=
19

Aekatol A, 1] B/t HFdom oalE= 149 TEAES Husgla, 2o 3x7l g3 ZAEd F7id
271°] TEAEE Hargh vhd | ZAAUEE 79] o] Sxfol A% 7)o} e TEAEE Hal= A ektrt.

1 22
27l 14 548 uF0e] s10e] A4 UEbs bA, dshel ol A&d 2ehd @ WEz2el o
=

A AmgoemAe BAAVEEs @9 xdd mAL a®E 9ok waele] WrlenA ek

2 A AU =7
- HbA;, <7% % < 6.5%0 =gl gl w3
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[0185]

[0186]

[0187]

[0188]

[0189]

[0190]

[0191]

SSS0ol 10-1967941

< (ZrEZ wg T TS ALTE Sl) FEesiE o, AR Folgabs daglel, U
o o] WA 1Pl =Fd EE B AoH = AA Am ol

g

5.2 1= 5% 24

24 f9lomA AT (GAAVEE EE foh), 123 BEAlel HbA, (<86, >80)e] TASE A, 7D A}
& o (g E: uAE)S) BRI AF L %7k, L FAGoRA JEA HA. @ ol gete] Fuw B

A (ANCOVA) B Ao =M 12k &% WG V1St E 4579 HbA, WEtE)E T8It
ANCOVA =24 Wl A A AGEl =2k gloke] A, = 95% ¥ 73F nk ofyet, p #& FA43dH

3 g5 W i 71Ed2 ol WA IP (HAAYEE e 9] Al FAF ofdol o] &rbe e vhA

i

(72 aR S, Ak oAl Al olde]) 7 olF ARl o]8 ke e mHAIY HbA,. SAEES 245

mITT J& 2 &% #gol g A8 18 717 5 581 S0 71xste] 12 &% ¥ dig 13k 249
S sk, &% ®gel oig A8 & 713k olF WA 1P Al Fo] AHORNE HbAo A5,
4ARA7A ;. ok Aol o3& FPGe] A9, 194745 AAF 2 ghebvlE], 7Ad SIPG, 3 d&d 319
B9, 0dAZEA B ol WA [P wiAH Fof o]fe] AF Y Xu R Ao A, 3UAA, e
TA 29 EYPAIZEA 9 AtezA o= A9E TP mE A Altte g Ho Qi)

5.3 22 5% 4

A A7 0=0.05904 SASE FejHeolwl, A4 WS FAFezA 5] 941 =9l s &) 23t
= At Tl a=0.05004 SAY FelHolA] @2 Aew yehd, wE S 6

1. 71802 R0E 24FA A T AAF F 2/ 84 S22 (mmol /L) W3,

9
2. NEHORRE UFAZAL TAH SIPGS] 19 Bt Wk,
3. NNENORRE UFAA AF (ke) Wk,

4. 4FANA L] BE 19 d&d A & (V) W3l

?_
71 AFEHA e vE 2aF &% W geids v 2SS FRsHA Fok

T 72 dad FE & (V12 Hdt 19 8% -15Ad = 124 W
o SFolAth S AL, olF WA 1P (HAAUEE == feh)o] Al FA

I &% 40 13 246l viste] 7] 7148 A3k fAE ANCOVA R9E ASHORA uFH RE A% 2
A4 % WEE BASYh GAMUEES Siok Alolo] Am Wit Aol dFA W G 056 AF TS A
Fav)

2908 AZ (123 WA HbA, [<8.0, >8k] 2 17D AH§ o3t [AH%, MALEDel tha] ASste -

W-d () WPEE ALgstel 245 87 Ahelaelel 2 £ WaE B

2454 HbA;. <7%%] F+=}o] WIS
2455 HbA. <6.5%%1 FA}o] wRg
X7 Ay 7|17 Bk A eWfS "ew sk i) wR

%
AFANARE 24FANA ) AF Aage] 25401 BAS 2 Baje] MREe AmPEER AN GG,



[0192]

[0193]

[0194]
[0195]
[0196]
[0197]

[0198]

[0199]

[0200]

[0201]
[0202]

[0203]

[0204]

SS50l 10-1967941

o], o]F WA IPY Al Fo AA
ATk, olF WA IPe wkgtrlel 7]

6.1 A+ &zl

6.1.1 Ao Y

F 1,470 9 x5 25705 (ol23E Y, Bebd, Ay, Ad, elolgd, FEYel, AZ I, dvtE, o
2EYel, Zga = griy], dx, o|xgd, ofgge}l, weolAel, WA=, vdy=, ZTH=,
Folyol, #Ajol AW, otz gl 2gdl, $-Ago|u E ul=) 140719 V|PoRRE ~FEds
1,470/ 9] ~3Edy x5, 898W o] 125:7+2] -9l wAlo AYPsct. 23 Ao FH dde
Agd WEA] HbA, ol ZEEZA Aoy WS Hojyy] wjFEoldtt (1,4708 ¢ ~7gldd 2 5 354
o [24.1%]).

Z 4699 IS F BT F UE FARAYdEET. -9 Ao Fd Q9L 123 WEA (-15H)
HbA,. #hol ZREZoA Aojd WHE "olwr] wo|drt (1,470 2=32d¥ A 5 3044 [20.7%]).
44679 AE BF [Pl =EARAT. A% S BAS Y8 oW FAE nlIT HEozHE mAAIFA
otk ¥ 12 7 B4 Hue] 23 LS A Fe).
¥ 1
24 A% - 729 Ja
A% AAAGE = AA
N=223) (N=223) (N=446)
39 I 223 (100%) 223 (100%) 446 (100%)
% AR
FAY A& 4F (mITT) 223 (100%) 223 (100%) 446 (100%)

434 Aw 223 223 446
F:(ARE wsh o) 44 B Ay et AAY AV BAE B2 AYRAT.
% A A%, (FAN e 2o)) 19 T49] A2gd B4 BRE B2 FYRAT

A9 $iefe g B AL IPE FUESY. F AET BT ¢
NAYEI =S 29, 1989 3z} [8.5%] 2 Yoke] A%, 95e] A} [4.
, IP Fdd o]2A s+ F8 TEAEQTH (109 4 [

24

(5

At

W AEE HAAGE =] B 4.5%]). FHAR 7
dubERl Am Tk o] "thE olf"dow (HAAUE =] B9, 8We] #Ab [3.6%] B 9okl A§-, 31
o] BAF [1.3%]), W2 /HIAQL ol f3le Wt ohvjel, Aol ofs) 749 v-#24 Sxpe] Hik Es}
ATk (HAIAGEI = el A 3ol fhxh g fokwel A 1] $hah). AT 5 3ol #A7h Apdaiee: ok
wol A 2o #A7F TEAER AFESRGlaL, SAMUE= oA 19e] A& o] F9] 7|zt Ftk H-TEAEZ Abgst
ATt

245:3ke] A2 7IZE wob gdole] offtell VIF Az Feke] JRA] AIRRE = 20 LAlEO] r. HAAUE =
weo] Sk ulgol o 52 AoR WY
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S=50d 10-1967941

# 2
824 A% - 749 A
Ak YA AGE =
(N=223) (N=223)
229 2 Aad &4 223 (100%) 223 (100%)
o] WA AT N&5E d8A XS &F 12 (5.4%) 29 (13.0%)
A L 23T A 8 (3.6%) 17 (7.6%)
AT N F9 % 12 (5.4%) 29 (13.0%)
3 Atel 9 (4.0%) 19 (8.5%)
% RE 0 0
ZE2EZ U £3= 7 F 0 2 (0.9%)
3 24 B% 0 0
e ol f 3 (1.3%) 8 (3.6%)
A AT AEA 4 223 (100%) 223 (100%)
BE 221 (99.1%) 222 (99.6%)
A 2 (0.9%) 1 (0.4%)
&3 2A % 0 0
FEER 729 8458 At BEES AU
[0205]
[0206] 6.1.3 ATEANA 53 2 7|EH 53
[0207] ATEATH 54 2 f2 Ve 54 Aoz obdd He ART Atele] fAMISIY (& 3). AT A
o] A9 TGEE 57040 Sk BT TP AL (T4.4%) ] ATt
X 3
2389 Bt 71EAA S A7 EA%A 54 H 84 53 - 344 A
Aot AN A= A
(N=223) (N=223) (N=446)
A3 (A)
LR 223 223 446
3 #(SD) 56.1(10.2) 56.4 (9.7) 56.2(9.9)
FTI% 57.0 56.0 57.0
EESER 25:81 33:80 25:81
AFZAH) [n ()]
a4 223 223 446
<50 56 (25.1%) 53 (23.8%) 109 (24.4%)
> 50 WA < 65 124 (55.6%) 123 (55.2%) 247 (55.4%)
> 65 WA < 75 38 (17.0%) 41 (18.4%) 79 (17.7%)
>75 5(2.2%) 6 (2.7%) 11 (2.5%)
38 [n (%)]
#4445 223 223 446
WA 113 (50.7%) 109 (48.9%) 222 (49.8%)
4 110 (49.3%) 114 (51.1%) 224 (50.2%)
[0208]
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[0209]
[0210]

[0211]

[0212]

SS50l 10-1967941

Ak HAAGEE AA
(N=223) (N=223) (N=446)

A% [n (%)]

A 223 223 446
ERSE T 167 (74.9%) 165 (74.0%) 332 (74.4%)
| 11 (4.9%) 9 (4.0%) 20 (4.5%)
ofA]o}el/5F 2l 43 (19.3%) 44 (19.7%) 87 (19.5%)
71 2 (0.9%) 5 (2.2%) 7 (1.6%)
9% [n (%)]

g2 223 223 446
Qe LV 49 (22.0%) 52 (23.3%) 101 (22.6%)
H] -8 294 7 174 (78.0%) 171 (76.7%) 345 (77.4%)

123 WEA] (-1F4]) HbAlc (%)
g2 221 219 440
32 (SD) 7.70 (0.54) 7.69 (0.52) 7.70 (0.53)

FIE® 7.60 7.60 7.60
Hx: A 7.0:9.0 7.0:9.0 7.0:9.0
123 $EA] (-134)) HbAlc (%)9] 293 A%
[n (%)]
a5 223 223 446
<8 156 (70.0%) 157 (70.4%) 313 (70.2%)
=8 67 (30.0%) 66 (29.6%) 133 (29.8%)
TZD A4 9479 #2943 AF [n (%)]
AR} 223 223 446
A4 25 (11.2%) 24 (10.8%) 49 (11.0%)
HAL 198 (88.8%) 199 (89.2%) 397 (89.0%)
71224 BMI (kg/m')
FAF 223 223 446
2 (SD) 31.65 (6.01) 31.99 (6.63) 31.82 (6.32)
T 30.74 30.67 30.71
Hr: A 19.7 : 64.7 20.3:59.7 19.7 : 64.7
71&4 BMI 7l 28] (kg/m') [n (%)]
A5 223 223 446
<30 103 (46.2%) 103 (46.2%) 206 (46.2%)
>30 120 (53.8%) 120 (53.8%) 240 (53.8%)
BMI = Ad% A4, TZD = Hol&PAr]L
Frgol dd W ¥gels A% 54 ¥4, 5, % 6ol aokldth. duw A&7tk UL ok
(7.28Q) 9] Af-rT} YAAYEIE 7 (8.129)9] Aol ozt o] v, GuuA AAHE, 9t 2 Al
S VR GuA 1 BTS2 ARTAL B4 wgd JolHE e WEo] YrE ARAL,
durgons fASIAY. Fashls, 18 &4 (FAAdEEe] Fe, 89, Sokel A5, 3%)7 AT ol
el GLP-1 84 a%5AE 5833
712 (V12, 1A A9 Qi Zepxle] Fi 19 €% (AA 5.3 F2)2 YANYEE 779 4§, 43.44
UolaL, lobe] A%, 44.24 URTH. ¥ ART oA Faglsl (V13) Aol A e) W S A wigkgl
o] atfE FAEUTH (FAAUGEI =9 -, 44.08 U B f1°Fe] 49, 44.95 U).

Ex¥ay Fo A47)% R B 19 §FS T ARE Abolo] wlg fAlesdvh AlEAelA, A7 Pdel 3
S 2,048.7 mgel ek, =AY WHEAl TIDE AHES 72H 9 A F, 54% 9 $ATF V[EA AR TZD
A& ARgERlon, 7 Amat BEoA AME vEe Tt (12.1%, & 7). "TZD AR89 T2t Al

AA D A R Aol N BRI BAA S AL AL AF oF o

otk (& 7). HAMMYEI= ol 3] Ak e sialel= TIDE ARE
|5tz Farelste k. 89 Ak (HAAIUEI =4 67 2 ¢lofllA 2%

|

Eiy

" (3 3) 2 "7EAdA e 4
ol

A A

f3lAA T, 'TZD = HAFE' <l AS3E T2 3 A
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[0213]

[0214]

==
o M
¥ 4
238Y T 71FA0A] A8 574 - A4 A
A% YA A E = AA
(N=223) N=223) =446)
Fu A&7 20d)
AR5 223 223 446
B (SD) 8.72 (5.82) 9.62 (6.03) 9.17 (5.94)
F3z 7.28 8.12 7.93
EESEE 1.0:30.0 1.0:315 1.0:315
A28 Fxg PA A ()
A5 223 223 446
B (SD) 473 (10.4) 46.8 (9.4) 47.1(9.9)
9% 49.0 46.0 47.0
EESEL 19:75 23:75 19:75
P44 Fxgel B B [n (%)]
A5 (44) 110 114 224
By 9 (34) 10 (9.1%) 12 (10.5%) 22 (9.8%)
By Y (34) 100 (90.9%) 102 (89.5%) 202 (90.2%)
o] A9 GLP-1 £8A £%5A A4 A% [n (%)]
A5 223 223 446
A 3 (1.3%) 8 (3.6%) 11 (2.5%)
AL 220 (98.7%) 215 (96.4%) 435 (97.5%)
L YA e = AA
N=223) (N=223) (N=446)
¥4 FFEZF [n (%))
A5 216 215 431
A 22 (10.2%) 21 (9.8%) 43 (10.0%)
A 183 (84.7%) 174 (80.9%) 357 (82.8%)
g 2% 11(5.1%) 20 (9.3%) 31(7.2%)
Sudy 37 B 25 AAYE [n (@)
aAs 216 215 431
A 43 (19.9%) 29 (13.5%) 72 (16.7%)
qe 165 (76.4%) 169 (78.6%) 334 (77.5%)
g 2% 8 (3.7%) 17 (7.9%) 25 (5.8%)
Iy A& A38F 0 ()]
A5 216 215 431
K 3 (1.4%) 3(1.4%) 6 (1.4%)
S 202 (93.5%) 195 (90.7%) 397 (92.1%)
g9 8% 11(5.1%) 17 (7.9%) 28 (6.5%)
I A9F [n (%)]
A% 216 215 431
2 18 (8.3%) 11(5.1%) 29 (6.7%)
AR 13 (6.0%) 9 (4.2%) 22 (5.1%)
A4 Bl 4(1.9%) 1(0.5%) 5(1.2%)
A% 7% 24 1(0.5%) 1(0.5%) 2(0.5%)
24 EE o)) 0 0 0
S 184 (85.2%) 183 (85.1%) 367 (85.2%)
g9 8% 14 (6.5%) 21(9.8%) 35(8.1%)
712NN el mel g /2 s e H] [n (%)]
A5 223 223 446
<30 pg/mg AHHEY (B4 169 (75.8%) 173 (77.6%) 342 (76.7%)
>30 - <300 pg/mg FOFEIY (F] 4 G R x) 39 (17.5%) 41 (18.4%) 80 (17.9%)
>300 pe/mg 21 (AThLH i) 15 (6.7%) 9 (4.0%) 24 (5.4%)
7124M ¢ 2dotEd AA (ml/min)
A% 223 223 446
BE (SD) 117.90 (48.45)  116.89(43.09)  117.40 (45.80)
3% 112.83 109.47 110.56
EESER 21.9:567.1 352:270.5 21.9:567.1
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[0215]

[0216]

[0217]

A% YA AYE = AA
(N=223) N=223) (N=446)
71EANA Y AFeteld AA FHe g [n (%)]

A% 23 223 446

<30 ml/min (3% A% o) 1(0.4%) 0 1(0.2%)
230 - <50 ml/min (FEE 173 Fo) 1(0.4%) 4(1.8%) 5(1.1%)
>50 - 80 ml/min (A= 213 Zol) 32 (14.3%) 44 (19.7%) 76 (17.0%)
>80 ml/min (1% %o} 912) 189 (34.8%) 175 (78.5%) 364 (81.6%)

GLP-1 = 2712 fAl Hig=-1.

Adotgd AA %L TAEZ E(Cockeroft) D 7FEE(Gault) 4% o] 438t =&},

¥ 5

A8 53 - 7120 2 FE98NA9 B 19 &9 24D $%F (U) - A @

Aok AAAYEE A
(N=223) (N=223) (N=446)
NFHAAY BE 19 §F ° (123 FRA! -13A)
FE P 223 223 446
% (SD) 44.24 (19.86) 4344 (18.84) 43.34 (19.34)
Fqg 42.00 42.00 42.00
224 40:1277 10.0: 1677 4.0:167.7
2R oA BE 1D §F (137 FEA: 054)
B8R 223 223 446
37 (SD) 44.95 (20.62) 44,08 (19.63) 44.51 (20.11)
EX 42.00 42.00 42.00
EPSEL! 4.0:130.0 10.0:176.0 4.0:176.0

PA1EANAN Y A4 2D FF 1Y §FL -1FA o] F oA 127 HE o)A F Bt 7 19D £FoIt.

x6

2% 53 - 7IEQNA 9 dEXET - A4 B

Ak YA A E = A
(N=223) (N=223) (N=446)
MEZZY X8 N&7)7 (d)
BA% 223 223 446
B (SD) 5.23 (4.52) 5.87 (4.99) 5.55(4.76)
297 391 4.94 4.40
EESER] 02:294 03:29.8 02:29.8
NEANA e HEZZT 19 £ (mg)
A5 223 223 446
B2 (SD) 2058.1 (430.6) 2039.2 (405.3) 2048.7 (417.8)
%% 2000.0 2000.0 2000.0
EESE R 1500 : 3400 1500 : 3400 1500 : 3400
712449 stelne g MEL2D 1Y §3F (mg)
[n (%)]
a5 223 223 446
<1500 0 0 0
>1500 - <2500 163 (73.1%) 165 (74.0%) 328 (73.5%)
22500 - < 3000 43 (19.3%) 49 (22.0%) 92 (20.6%)
>3000 17 (7.6%) 9 (4.0%) 26 (5.8%)
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S=50l 10-1967941

X7

48 54 - 2394 L 71E40A 9 HepZedr L (TZD) - 44 Jv

A%k A AYE = AA
(N=223) (N=223) (N=446)
232319 TZD AHE % [n (%)]
fA 223 223 446
A4 32 (14.3%) 40 (17.9%) 72 (16.1%)
HlA 191 (85.7%) 183 (82.1%) 374 (83.9%)
71E&4 o 9] TZD AHE- A% [n (%)]
RS 223 223 446
g 27 (12.1%) 27 (12.1%) 54 (12.1%)
B ALS- 196 (87.9%) 196 (87.9%) 392 (87.9%)
71&X0 A9 TZDY 14 4% (mg)
2AZEEE
A 10 10 20
37 (SD) 5.6(2.1) 5.6(2.1) 5.6 (2.0)
FER 4.0 4.0 4.0
Hr: g 4:8 4:8 4:8
e FEEE
A 17 17 34
B+ (SD) 309 (11.2) 282(11.7) 29.6 (11.4)
4% 30.0 30.0 30.0
EESEL 15:45 15:45 15:45
7120 A9 sl melsd TZDY 19 4% (mg) [n (%)]1?
ZAZEHE
@A 10 10 20
A4F 0 0 0
7 4% 6 (60.0%) 6 (60.0%) 12 (60.0%)
4% 4 (40.0%) 4(40.0%) 8 (40.0%)
e ZegE
fAS 17 17 34
A& 4 (23.5%) 6 (35.3%) 10 (29.4%)
220 4% 8 (47.1%) 7 (41.2%) 15 (44.1%)
4% 5(29.4%) 4(23.5%) 9 (26.5%)

TZD = Ho}Z&eld &
A4 1-2 mg/d ENSFHEE B 15 mg/Y WL FHEE, F7 £F 4 mg/d EAFYEE EE 30 mg/D
AL 2guE, 14F 8 mg/Y EASHEHE EE 45 mg/d JL2HEE

[0218]
[0219] b Aol uist 7 A5 Alole] 7EA A% WeT dRbFoeE fAEIAY (3 8). 7 e AT A
< HbAy., FPG, PPG 2 7AIH SMPGE HIES 7| E9 Iepvlget #ste] & wiAsdomn, 22 g ghol
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[0220]

[0221]
[0222]

[0223]

==
S =
* 8
71EHd &% WF - ¢ Ag
9o HAAYEE AA
=223) (N=223) (N=446)
HbAlc (%)
A5 223 223 446
B (SD) 7.60 (0.54) 7.56 (0.55) 7.58 (0.54)
TR 7.40 7.50 7.50
Ha:F 6.7:9.1 6.0:9.1 6.0:9.1
A% (ke)
A5 223 223 446
3 (SD) 86.75 (20.41) 87.31(21.76) 87.03 (21.07)
3@ 85.20 84.00 84.65
EESE ] 45.6:187.3 47.5:169.4 45.6:187.3
FPG (mmol/L)
fA5 223 223 446
B (SD) 6.70 (1.97) 6.55 (1.72) 6.62 (1.85)
TR 6.33 6.33 6.33
247 34:168 32:127 32:1638
A F 2N AA AF 2F 2>
(mmol/L)
A5 221 219 440
B (SD) 12.79 (3.69) 12.90 (3.94) 12.85 (3.81)
TR 13.04 12.65 12.82
FH2:Hd 33:30.5 3.6:29.0 3.3:30.5
A%k HAAYEHE AA
(N=223) (N=223) (N=446)
F32 A% (mmol/L)
A5 221 219 440
B (SD) 6.33 (3.54) 6.24 (4.35) 6.29 (3.96)
%% 6.77 6.08 6.34
#Hi:FY) -52:20.5 -8.8:217 -8.8:21.7
B 19 A& 2344 £%F (U)
g5 223 223 446
B (SD) 44.24 (19.86) 43.44 (18.34) 43.84 (19.34)
47 42.00 42.00 42.00
il 4.0:127.7 10.0:167.7 4.0:167.7
DTSQ A &4 °
aA4 222 221 443
B (SD) 31.5(5.1) 31.7 (4.5) 31.6 (4.8)
43 33.0 33.0 33.0
il 8:36 15:36 8:36
7A1% SMPG % # (mmol/L)
g5 221 221 442
B (SD) 8.26 (1.52) 8.20 (1.47) 8.23 (1.49)
TR 8.27 8.13 8.18
RS 44:133 53:129 44:133

FPG = 3% &% F32. SMPG =A7 BUHY &3 2732, DTSQ = Fx¥ X8 BZE HE (B1A).

EFIA WF = AF 2NAA F SFIE - T FE 59 )@ A AL 308 A EF FFIA.
“DTSQERES ¥5 1,4,5,6,7 £ 89 &4

F: 23 A% A5 A 712 A& 9A $FE AT, o1F WA P HAAGEE Ex A9 AL FAF oA
o] 475 @ m AT golYok NEAANAMY HE 192 £FL -1F A FHFE 1273 FE o)A F FLY

B 19 §Folth.

6.1.4 F4%F 2 x&7|7
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[0224]

[0225]

[0226]

[0227]
[0228]
[0229]

[0230]

[0231]

S=50l 10-1967941

1519 9] (67.7%) A= 169Y (245F) ol &

2
Al
il
i
3
v

YAMYEIE o] A, 245 o]F W XE VI FEA
(87.9%) 1A%} (£ 10). Skl A5, 245 o|F WH A5 7]
2= 2159 (96.4%) 01Ut (& 10).

Ak A A E =
(N=223) (N=223)

X8 =& A&7 FAHZ (@A 95 99.8 95.1
AT A& A%712 (E5)

a5 223 223

7 (SD) 163.4 (28.9) 155.8 (41.2)

3% 169.0 169.0

EESEL 9:211 6:197
stelanele] 9@ A7 N8 A%712F [0 (%)]

& 0 0

1-149 1 (0.4%) 4 (1.8%)

15-28¢ 4 (1.8%) 6 (2.7%)

29-569 3 (1.3%) 8 (3.6%)

57-84Y 2 (0.9%) 4 (1.8%)

85-168Y 62 (27.8%) 58 (26.0%)

>168Y 151 (67.7%) 143 (64.1%)
stelaele] @ AF X8 A&7 29 AR [n (%)]

g 0 0

=19 223 (100%) 223 (100%)

> 159 222 (99.6%) 219 (98.2%)

> 294 218 (97.8%) 213 (95.5%)

> 574 215 (96.4%) 205 (91.9%)

> 859 213 (95.5%) 201 (90.1%)

> 1694 151 (67.7%) 143 (64.1%)

=& A%V = (AT o) F WA YA EE AF FAL - AL o1 F WA YFANLE AF FAL) + 1

£ 10

°1% 3 A5 FEA AT 194 TF A7 FAF%) - 44 F&

EE ERE PR
343 43 (N=223) (N=223)
10 pg 2 (0.9%) 17 (7.6%)
15 ug 6 (2.7%) 10 (4.5%)
20 g 215 (96.4%) 196 (87.9%)

8% = 24 48 E= P97 AATE A% 8.
F:REE A4 BASE AHgsel MR &L AR,

¥ 110= ANCOVA &A1& A}gsle] 42 12 &% delny, 7|EH o023 E 2454 (LOCF) 7412 HbA, W3}

g X852 2} oA F HbA, #h2 8.6%=5FFH (& 34), 9AAYEE=

=4 F
o Ag-, 7.56%%, L AFFe A9, 7.600% AAZA HAsRTE. 24537k A9 X8 oA FeF F X
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[0232]

[0233]

[0234]

[0235]

Sk BolA gt HbA, @k HAAIYEIE o) A, 6.96%%, R foFate] A, 7 =
o FAeIst VAR 245 A 74 9] HbAel FHAa Al (LS) et WS HAAYEIE o A,

-0.71%°]3L, $1ekate] A9, -0.40%%0cF. UM AFH 1A FAS B, HAAHAUEER X853 Ao, 9o
2 A583 A Hwste] 7EHAo2RE 24FA7IA Q] HbA e BASE Fodez A3 Zoz ¥
(LS H+ #o] q 713kl 4

o) okt = -0.32%; p F <0.0001). TEREZ o, T X &5
A TEH Y FFILE BAFeE FAATY] Y8 e %S A4S A
qkgl st

x 11

71EA 02 RE 24F A 714 9] HbAlc (%)) B# A3 F - mITT &

A%k A ARE =

HbAlc (%) (N=223) (N=223)
71824

R 221 215

37 (SD) 7.60 (0.54) 7.56 (0.54)

EAE 7.40 7.50

R0 6.7:9.1 6.0:9.1
2457 (LOCF)

a2 221 215

P (SD) 7.30 (0.85) 6.96 (0.81)

LR 7.10 6.80

B e 54:11.2 54:104
g2 R-H 24F A7 A (LOCF)9 A8ZF

A5 221 215

B (SD) -0.30 (0.80) -0.60 (0.77)

FI% -0.40 -0.70

EE | -3.2:2.8 -29:24

LS 9# (SE)* -0.40 (0.092) -0.71 (0.091)
LS B %o] (SE) o] 1% * - -0.32 (0.074)

95% CI - (-0.463 WA -0.171)

p# <.0001

LOCF = vt & #3&# A9 diA]. TZD = gol&edr 2.

P a4 2deRA ARE FANAYHE L AD), 128 HEA 1749 HbAlc (<8%, 28%)9] 243 A%,
TZD AHE &% (A EE HAE)Y F398 A% 2 37 2 THRF22A 7|E4 HbAle 2 o188 TAF £4
(ANCOVA) 4.

FiEAL TA Al 24 ol F, H/EE B FY + 149 o) Fd £5€ FAFE AN

7124 % 2454 (LOCF) £4% & 58 7t 848 L§AA-

T 3 2 4olE 7|9 HbAEY-E 24537H] o]F W7 X8 7|7 Boke] WHEAJAA H (£SE) HbAy
TR H (£SE) WslEko] LA Ho] 9l

= 39 AAIES Q= wkep Zo], T XET BT 3FAEH 1657471 &
| 77+ A8 71709 27] ©@A B2k HbA b 9 EU1E Ao w BEES

2
loﬂ

I 1201 245 Ao ZH2F HbA Tt <6.5% FEE <7%Q A2 WSS HolE 3xAle] HlEo] QokEo] gith. (M
RS ARE-3ko] [bA,. HHEALE BAE A} HbA, ZHeare] ESollA] YAMYEIE 9 QJekt Alojoflo] &

O

_"’—“_
12l A& ztol7t i Ae& yEwth (242 p g < 0.0001 2 p F = 0.0001). 2454, 32.1%°] A
UH =R Aug 32 3% 16.3%9] ke AnE A= HbA #F <6.5%5 245l HAMAUYEE & F

56.3%2] A R kTt F 38.5%2] A= HbA, &k <7%E A3t ).
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[0236]

[0237]

[0238]

[0239]

SS50dl 10-1967941

H* 12

2454 HbAlc #°] 4% <6.5% £+ <7%% BAF(%) - mITT A3

ek YA AYGEE
HbAlc (%) (N=223) (N=223)
A% 221 215
<6.5% 36 (16.3%) 69 (32.1%)
>6.5% 185 (83.7%) 146 (67.9%)
p & o A%° - <0.0001
A% 221 215
<7.0% 85 (38.5%) 121 (56.3%)
>7.0% 136 (61.5%) 94 (43.7%)
p & W ALF® - 0.0001

TZD = Eol&&d ] 2.
? 123 A (-15A) HbAlc (<8.0, 28.0%)9] ¥} AF, € TZD ALE AR (A4 Ei H]A1)9] F-39)3
AZ 98] AFSE Zad-wd-d94 (CMH) $4.
F AL TA FA B9 o) F, U/EE XE FT + 14Y o] F £5E 2AZE AR
7124 2 24%A (LOCF) 34 & Z58 714+ #x48 AR

¥ 13-16, ¥ ® 18, 19 H 210l 74z A% oA A 8% SR Fs, RIS ¥WE, H 7TAIE SWPG, AT,
dEd FE 3, FPG 2 DTSQ H4=<] ANCOVA ¥4 Ayt aokso] gl &= 5, 7-90l& 245:319] o5 o)
A A= 7IF St AlE Ao W vlEd e AR SWPG, AF, dEd S8kl 8% 9 FPGRYE 9]
(£SE) ®Wislgo] mA|Eo] Qlr}.

B A AdF T S oA g 28329 2y, ATy vuste] YAHUEE oA Mo R
- 24FA71A o] AT FoAQ AMde] A= ALR YERETE (LS S Zpo] o] $]¢F = -3.16 mmol/L; p
Fk <0.0001, X 13). @k, f1%o R XHEQS wie} Hlaste], YAMYEER X RES wd= VEHe

HZx HE5e Adxor 248k (LS He o] = -3.09 mmol /L, 95% CI
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10-1967941

omn
J
Jm
Qﬂ

H* 13

7120 2RE 24FARA ) A F 2A A % FFAL (mmol/L) B WABF - mITT A

A% HYAAYE =

AF 2X 75 €74 2332 (mmol/L) (N=223) (N=223)
71&4

A 204 194

B (SD) 12.85 (3.75) 13.02 (3.83)

%3 13.10 12.71

ERNE:L 3.3:30.5 3.6:26.2
2454 (LOCF)

A5 204 194

3z (SD) 13.04 (3.94) 9.87 (4.24)

3% 13.10 9.52

EESEL 4.9:24.5 2.6:253
71EM 027 E 2454 (LOCF)7tA o] W3

A5 204 194

B (SD) 0.18 (4.48) -3.15 (5.05)

3% 0.11 2.72

EESE]] -13.0:18.0 -16.8:10.5

LS B (SE)* 0.08 (0.481) -3.09 (0.482)
LS 3 o] (SE) o 9 ? - -3.16 (0.401)

95% CI - (-3.951 WA -2.375)

p#& <0001

LOCF = v}A % &% A9 tA. TZD = go}Zdd 2.
a4 802X NEF FAAGEE L A, 123 FEA (-154)9] HbAlc (<8%, 28%)9) 7398 AZ,
TZD A4 o3 (AHE B AN F3908 A% & F71, € FRF2A 71EXAAY A5 204 €%
FEAX & o] £% FAF £4 (ANCOVA) RE.
Fi BN A A 29 o F, R/EE X8 TG o) F £5H SAZE MANAL.
7184 % 24F4 (LOCF) 43 & BF& 7HAs @48 TFANRAT.

[0240]
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[0241]

[0242]

R Y (
RO A 7AA SHPGe 93] EAHE HA dIELS 24F70Y X FE 717 B2k HbA, Folet U

X 14

71BN RE 24F A A FF3E ¥ (mmol/L)9] & WHF - mITT &

B YA AL =
£33~ WE (mmol/L) (N=223) (N=223)
EES

A% 204 194

3% (SD) 637 (3.61) 6.40 (4.21)

B 6.74 6.28

H2:40) 5.2:20.5 5.7:21.7
2457 (LOCF)

aRs 204 194

3 (SD) 6.22 (3.66) 3.15 (4.10)

F4a 6.28 270

H2:40) 2.7:202 40:19.7
NFHOERE 247 (LOCR)IZAA Y B8

2345 204 194

3% (SD) -0.15 (4.33) 326 (5.07)

4% 0.25 3.12

#H2: 40 -114:202 -16.7:12.7

LS 92 (SE)? -0.33 (0.461) -3.42(0.462)
LS & Aol (SE) o 9ok ° - -3.09 (0.384)

95% CI - (-3.842 WA -2.331)

LOCF = v}A o @&zt A8 oA, TZD = Ho}ZE AL, FFI2 AT = AF 2N %4 3 2732 - 4T 4F 5o
ol A9 Al HA} 30% W €F FFAX,

P a4 Ao RN AEF (FAMAUEE B ), 1238 BEA (-1F4)9 HbAlc (<8%, >8%)9] T35 A%,

TZD AHE AR (A4 Ex HAE)Y #3998 AF 2 371, R FEFo2A 7EANAY FFZ2 A% & 08T
FHEF £4 (ANCOVA) 24,

T EAL FA FA =9) ol F, W/EE A& FG o|F F5E SARS WMAANRAT

7124 & 24%FA (LOCF) &A% § EFE 1A & 48 T/ HS.
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SWPGS] -, fefwat vlaLste] HAMUE S oA TS o R 24FA7IA O] A
7 LS H1 xto] o 9¢F = -0.39 mmol/L; p %t =0.0071) (& 15).
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[0243]

[0244]

[0245]

o
J

£9ol 10-1967941

H* 15

NNEN 2 REH 24FAAA S BE 7TAA A7t RUHY 93 2732 (SMPG) (mmol/L) 9]
B A%F - mlTT I

A 7AA A7 ZUEY €3 2732 (SMPG) Ak YA HYE =
(mmol/L) (N=223) (N=223)
71EA

A5 214 210

H3 (SD) 8.29 (1.52) 8.20 (1.45)

LR 8.31 8.14

#Hr: 44:133 53:129

2457 (LOCF)

aRs 214 210
32 (D) 8.21(1.72) 7.75 (1.51)
FUzk 7.95 7.53

H2:81 46:14.9 47:14.0

71E2A 225 24734 (LOCP)ZAA Y 835

axe 214 210
H (SD) -0.08 (1.72) -0.46 (1.66)
B -0.04 -0.50
CESEL 48:43 5.0:36
LS % (SE) * -0.08 (0.179) -0.47 (0.178)

LS B2 Ao] (SE) o $1ek° - -0.39 (0.146)
95% CI - (-0.680 WA -0.107)
p % 0.0071

LOCF = mtA g #&3 A9 A, TZD = BlotZedr] L.

ug a9logx AT (FAAYEE 2L 99, 123 $EA (-1F4)9] HbAlc (8%, 28%)9] F& 3 A%,
TZD A4 AR (AH Ex HAM)Y 298 AF R F71, R FAFo2A 7|EHA9) A7 TAH SMPG #&
ol &% THF £4 (ANCOVA) 24,

Fi AL FA GA =9] o) F, W/EE X8 FE o) F 58 ZARS WANZAT

7124 9 24%# (LOCF) £4% & 258 714: &4 8 A3

Aol o] 7AA MPGE E=AS = 6ol AAE O] Q= ulel o], 9okt Hlwatd
1o RHE UEAIA o}F AAF T HAAH? i T , y
Z

ps j=
et A9 A4 o R AR F Azkel A3gl wek 4R gadts A

_4

_'_5
-
_'_5

=t

N
HN
rx
[o
oLL

o

2HEH 24FA7A0] LS Bt AT Wstge HAMVEER g $ake] 49, 0.28 kg, B
o] A5, 1.16 kgoldtt. AT S7h= feklolMun HAAGE = wolA A fFelder ¥ 2 A
2 HEHAT (LS o 2fo] o $1F = -0.89 kg, p #k = 0.0012) (& 16). 7IEHOo=NH 245A 7142
oe] AT AT fow AuE A 3.20)dAET HAHNUEER A5d A (5.1%9)004 1 o Z
o (F 17).
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[0246]

[0247]

[0248]

2473 AR A 77k Bebe] AA T 7w

H* 16

71EAL2RE 24FARA ] AF (k) BE BEHF- mITT I

Ak HAAYEE

A% (kg) (N=223) (N=223)
HEX

@A 220 217

3 (SD) 86.74 (20.54) 87.47 (21.98)

3% 85.10 84.40

EESE L 45.6:187.3 47.5:169.4
24%F# (LOCF)

A 220 217

3 (SD) 87.54 (20.74) 87.45 (22.25)

4% 86.75 84.00

Ha:H 45.7:1832 49.0:173.0
NEA o2 RE 2454 (LOCF)7tA 9 B&F

A 220 217

3 (SD) 0.80 (2.85) -0.02 (2.76)

F3& 0.60 0.00

EESE L 9.5:12.8 -8.0:7.9

LS B (SB) * 1.16 (0.330) 0.28 (0.331)
LS B #o] (SE) tf 94k *® - -0.89 (0.272)

95% CI - (-1.423 WA -0.353)

p % 0.0012

LOCF = ahAe kg 4 oAl TZD = Bl ur &,

*n7q adend ARE (AAAUEE 2 b, 128 $A (1549 HoAlc (<8%, 28%)9] ¥2912 A3,
TZD A4 4% (A1 Bt 089 $2918 A% 2 F71 B FAFOEA AZHANY AFL o1§F FAF B4
(ANCOVA) 29,

F: BAE A A £ olF, WEE AR 3B + 39 ol Fo] £58 HAFL MAAAT

124 2 2454 (LOCF) 338 ¥ E58 X 248 a3

x 17

71EN 02N E 24FARA 2 AT F27 25% FAF(%) - mITT I

EES ERE R
A% A N=223) (N=223)
A 220 217
=5% 7 (32%) 11 (5.1%)
<5%° 213 (96.8%) 206 (94.9%)

“AFo] ZAE BAS NEHA, A B2 5% R AL 47] S Dol TEAAT.
BAe A A £ O F, WEE AR ¢ + 39 o|Fol $58 2H@E WANRT.
R

5

b,

10-1967941

o]= FPGEZ

1 =
100 W=l 80 mg/d (5.6 WA 4.4 mmmol/L)2 FXA1717] 98] Z2EZ o3 s&5Act. a3y, A MY
L_Xi'é‘] 1}1 Zﬂlf

e o #Ae

S7HE BAT (= 8). FTAHANA (24FA) HAMYEIZ T o
wake] AT FoF <l zpojo] =Tl (LS 3

Aol glolxe o 2 gas gasud, 19 & 2o

1o %
r

&

Aol o 9]

_30_
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[0249]

[0250]

e lo St

==
o M
3% 18
71EHO2NE 24FANA 71A A& £F (U) 7 U3F - mITT 3@
A%k GAAGE =

B 19 943 2 §% U) (IN=223) (N=223)
71E4

FAF 223 222

Pz (SD) 44.24 (19.86) 4341 (18.87)

R 42.00 42.00

#Hr: 4.0:127.7 10.0:167.7
245 A (LOCF)

xR 223 222

B+ (SD) 50.35 (26.39) 46.74 (23.83)

FER* 46.00 44.00

BB L 4.0:182.0 8.0:192.0
71&M 0 2RE 24F 5 (LOCF)7HA) 9] ¥ 8

A 223 222

B (SD) 6.11 (12.36) 3.33(10.22)

R 4.00 2.00

EEE L -22.0:76.6 -28.9:44.0

LS Hi (SE) ? 5.34 (1.256) 3.10 (1.260)
LS B3 #o] (SE) of 94 * - -2.24 (1.029)

95% CI - (-4.264 YA -0.218)

p & 0.0300
LOCF = wtA % #&g 49 thA. TZD = gotEedry 2.
Pag aozA NEF (FAAUEE R A, 123 $#A (-1F4)9] HbAlc (8%, 28%)9) FA A A%,

TZD AHE A% (AH8 B HALE) Y F398 AF

F9F £ (ANCOVA) 24,
FENE FA A BQ o F, YEE

A8 39 olFo] 55

53%E WA

7184 % 24F4 (LOCF) £4% & 78 7HAE 848 TFAAT.

R F7h R FRFLEA | EANAY B 1Y A& FFAE 08T

75T FApolA Z|EHAOZRE 245 7A 9] FPGE < S7MsE Aoz YElga (LS ¥
A% 0.34 mmol/L o Yokt AL, 0.46 mmol/L), EAALEI =S} H okt Alolof = ofw
Aol BEE A ekt (LS Hat 2feo] o] $1¢F = -0.12 mmol/L; p %k =0.5142) (3 19).
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S=50d 10-1967941

% 19
Z1EH02HE 24F AR TE % 2532 (mmol/L) F# A3F - mITT I
A%k HAAGE =

FE 9% 2232 (mmol/L) (N=223) (N=223)
71&4

FA 5 220 214

3 (SD) 6.69 (1.98) 6.56 (1.74)

%% 6.30 6.33

il 34:16.8 32:12.7
2477 (LOCF)

A4 220 214

B (SD) 6.86 (1.88) 6.70 (1.79)

TR 6.44 6.38

Hi:FY 33:134 34:16.9
71&A o 2HE 24F A (LOCF)7HA o A& F

a5 220 214

37 (SD) 0.17 (2.41) 0.14 (2.30)

4% 0.24 0.11

Hr: -122:6.5 -7.8:7.1

LS B Z (SE)® 0.46 (0.214) 0.34 (0.213)
LS B o] (SE) o) 9 *? - -0.12 (0.177)

95% CI - (-0.463 WA 0.232)

p & 0.5142

LOCF = utA 2 @23 A WAl TZD = gopZedr L.

*aR 2o zA NET FAMUEE D 9, 123 A (-1F#1)9] HbAlc (K8%, 28%)¢] 93 A%,
TZD AH4 A3 (AH4 BE A9 F-293 AF R 371, R FUFoRA 7EMAM 35 9% 2732 ¢S
o] 83 FHF £ (ANCOVA) L.

F:BEHL 7 A £ o) F, R/EE AR FH + 19 o] Fo £59 %L AR

7184 9 2454 (LOCF) £33 €& 78 71AE 248 2343

[0251]
[0252] UFds =48] A%k 2R Aol wet, A8 HJAL (FPOE el SAH #9240 & AfolE yEhd
A EG7] wiEel, 24574 A WS B8R o Ao WEE tig FE A gAHR0 Ao, F
2o #ak (fokr 2 EAAGEE EelA 2z 19 [0.4%D)7F Al 23S Wkt (F 20)
Iz 20
24579 A7 712 B A 2)E Yo 2 @ §A4(%) - mITT I
9ok FAAUYE =
FA 2¥S U ¢ AL (N=223) (N=223)
A5 223 223
LeE & A% 1 (0.4%) 1 (0.4%)
daz 84 ge A% 222 (99.6%) 222 (99.6%)
p &AL - 1.0000
TZD = Elo}Z&d &,
2123 ¥EA (-1F4) HbAlc (<8.0, 28.0%) R TZD AM§- o5 (A}, H|A}E)9] F-Z A8 AF A3 AF3E
ZAF-Td-A4 (CMH) $H.
[0253]
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[0254]

[0255]

[0256]

[0257]

oin
]
Jm
9!

10-1967941

H* 21

71EALERE 24FAAAY B A8 HFE AE (DTSQ) A59] A7 A8F - mITT I

A% GAAGE =

21 A8 BEE AR (DTSQ) A4 (N=223) (N=223)
EET)

&R 209 201

32 (SD) 31.58 (5.07) 31.70 (4.47)

F9a 33.00 33.00

EPSEL | 8.0:36.0 15.0:36.0
2454 (LOCF)

RS 209 201

& (SD) 32.02 (5.15) 32.42 (4.84)

45 34.00 34.00

EESEL! 9.0:36.0 5.0:36.0
JEdozRE 2454 (LOCF)7HA 9] Wat

a4 209 201

32 (SD) 045 (5.41) 0.71 (4.56)

EDE 0.00 0.00

EPSEL] 25.0:19.0 -26.0:16.0

LS B2 (SB)* 0.65 (0.545) 0.88 (0.543)
LS @ #o] (SE) o} 912> - 0.23 (0.451)

95% CI - (-0.660 YA 1.114)

LOCF = w}A % &2 A9 thA. TZD = HolEed 2. DTSQ = 3= A8 HFZE AE (L),

234 2o zA AEFE FAAUES 2 o), 123 $2A] (-154)9] HbAlc (8%, 28%)9) 393 A%,
TZD AL-§ 4 (AHg EE HIALS) S FZ 98 A% B 37 | TAFLRA 7|24 A9 (8 BFE FFE )43
FTEF £4 (ANCOVA) 9.

F:EHL 7A FA EY o)F, L/EE A8 FD + 39 o) ¥ 59 HAZL WA FT

DTSQ H4: DTSQEHE Y &5 1,4,5,6,7 £ 89 §A.

7124 9 2454 (LOCF) £A g § R & 7tA & &AE TR

3 e E ¥ 220] AlFE Auk. Aw LdHA F3 Al (TEAE)
9, 79.8%°]12L, 9okl S, 68.29% . HAIMYEIE ol

2 F2 Gl #E AE wliEolth (FAAYEI =S A9, 39.9% ] ¢k
=

t 2
A, 16.1%). 2789 A (& BT YFu)7F Abgel o]2A k= TEAEE Hivh. T35 TEAEE A 3
zZhe] WE&S 9okt (4.5%) MR BAAUEIE F (7.6%)0A © =i, oW FAXHA V@A R
(SO ANAME Foll H= S7HE Loy &drt. AR Fddl o224 sk TEAEE Holv= Ao 9EgL ¢
ofre] A9, 3.6%Q1 A wlarste], YAAVEE A= 85430, A= Frde] o]2A sk 7HF dwhH
Ql TEAEE HAAYEIE FolMe 24 2 FEQI (989 2} [4.0%]), oA 24 = FEZ <13
AN8s =93 4= Ak, ¥ 23, 24, 2 250)E 1z SOC, A & 1E 8&o](High Level Group Term:
HLGT), 7491 % &ol(High Level Term: HLT) R n}gA& &o] (PI)EE Aol o]27 &}= TEAE, $5°

TEAE, ¥ A& FTdhol] o]27 = TEAEZ} L9F% o] ).

A 7130 ek Aol ART F 16 o del BxpelA WS TEAES] o] ol
Wbl waE TEALE AAGFolAT (A AE =S B, 619

19.35]). ARFF olelol, A AUEE FAA Zbg QA TEABE 24
Q3 (AAGE =S A9, 619 B2 [27.4%] o) 1ok A%, 118 84 [4.96]), 1 Bgos FF (A4
S, 220 B [9.98] o fokel A9, 89 [3.68]) 2 FE (IAAtEES

[

onl
Jo
)
—
ol
i
_>‘~I_,
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omn
J

* 22

frall Ate =254 #9 AE: A8 AF 7% T4 A8 T8 {3 A - A4 g

Ao AN ArtE =
(N=223) (N=223)
Q1¢]s] TEAEE Holt & 152 (68.2%) 178 (79.8%)
Qejo} 59 TEAER Rol: 84 10 (4.5%) 17 (7.6%)
Aol ol27) s 1o} s) TEAEE Hol: 84 2(0.9%) 0
4749 A= 9 0|27 5 2199 TEAEE Hol: 4 8 (3.6%) 19 (8.5%)

TEAE: X8 284 &3] ALzl
n (%) = 171 o]4<] f3] Alel & Hol: FAS £ WL g
F AR AY 712 = o1F WA AT FAY Al T AFL2RH A §F T F H 3AAAY A2

[0258]
¥z 23
A& A9 712 B 14 SOC, HLGT, HLT, ¥ PTEE Al o| 27 st TEAE(E)E
AR FAF%) - A4 3
17 7184 »F
HLGT: 39 & 21§ 8ol
HLT: 491 % $°l Ak A A GE =
R go (N=223) (N=223)
EEER ST 2(0.9%) 0
¥4, ot R FAED AAE 1(0.4%) 0
(3F 2 EHED
HLGT: €% AX 2428 1(0.4%) 0
HLT: ©h2y E573 1(0.4%) 0
gy 5% 1(0.4%) 0
4% 2l 1(0.4%) 0
HLGT: #4 59 Fo 1(0.4%) 0
HLT: 3184 84 59 Fol 1 (0.4%) 0
A=A 1(0.4%) 0
TEAE: A& 2dA #3) A#l, SOC: 71# A #F, HLGT: 49 $F 1§ $°l, HLT: 39 & &9, PT: utZ A3 £,
MedDRA H#: 14.0.
n (%) = A%l o]24 3 17 ©]49 TEAEE Rol& A5 2 WL g
Fi X8 QY 717 = 0|F BH AT FAY Al T NAL2RE A% §£F T F Ao 3AARAY A7
[0259] SOC ZAH ¢ ¢4 9 HLGT, HLT, PT &34 &4z £59 ®.
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S=50d 10-1967941

* 24

A& A9 717 F< 17 SOC, HLGT, HLT, B PTEE AN HE= 55 TEAE(E)E A
BAF%) - A4 A2
174 7194 55
HLGT: 39 && 2§ §°l

HLT: 39 & $l A%k YA AYE =
ui3A g go (N=223) (N=223)
ele] 25 10 (4.5%) 17 (7.6%)
222 29% 1(0.4%) 3 (1.3%)
HLGT: 79 - 394 3489 1(0.4%) 3 (1.3%)
HLT: 5% 9 9% &4 0 1 (0.4%)
A%F 0 1 (0.4%)
HLT: 371% % ¥ %9 1(0.4%) 1(0.4%)
L 1(0.4%) 1(0.4%)
HLT: $ &%, utele]old %, vo|8j28% 2 1285 NEC 0 1 (0.4%)
EER L 0 1(0.4%)
F43, o 2 FAEG AYE 1 (0.4%) 1(0.4%)
(B2 ETAEY)
HLGT: o4 & ZAEW 9% A= 0 1(0.4%)
HLT: ot4 273 A48 0 1(0.4%)
a%% 0 1 (0.4%)
HLGT: €% A A48 1(0.4%) 0
HLT: 24 24% 1(0.4%) 0
Ty 243 1(0.4%) 0
A 2 GF Fol 0 2 (0.9%)
HLGT: Asld & A 79 ¥H 0 1(0.4%)
HLT: % A% 59 2 0 1(0.4%)
g55 0 1(0.4%)

[0260]
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[0261]

13 7184 *5
HLGT: 49 & 2§ $°l

HLT: 49 &% 0 A% GAAYE =
v A 3 gof (N=223) (N=223)

HLGT: %32 YA} Foll (38 £3) 0 1 (0.4%)
HLT: 21824 B& NEC 0 1(0.4%)
AEZA T4 0 1(0.4%)
A Fol 1 (0.4%) 1(0.4%)
HLGT: A £4F 2 o2 AW ol 0 1 (0.4%)
HLT: A8 4% NEC 0 1(0.4%)
ANELE, UAY 0 1(0.4%)

HLGT: A4 2 A& 9% NEC 1(0.4%) 0

HLT: A4 2 A3 4% 1(0.4%) 0

AR A= 1(0.4%) 0
NAA Aol 0 2(0.9%)
HLGT: 33 21724 43 & 0 2 (0.9%)
HLT: 3% 172374 €49 & 0 1 (0.4%)

44 Az

e Az 0 1(0.4%)
HLT: 9344 ¥ d# A8 0 1 (0.4%)
AdHAA HEAH 2F 0 1(0.4%)
A3 ol 4(1.8%) 4(1.8%)
HLGT: #4 59 3ol 4(1.8%) 3(1.3%)
HLT: 3|84 &4 59 Z 4 (1.8%) 3(1.3%)

S AN 1 (0.4%) 0
ERES 0 1 (0.4%)
234 g4% 2(0.9%) 2(0.9%)

PEXE 1(0.4%) 0
HLGT: %3 0 1 (0.4%)
HLT: 47 NEC 0 1(0.4%)
848 AFA 0 1(0.4%)
A% Fol 1(0.4%) 2(0.9%)
HLGT: @t &4 R #50)3 dgt Fo 2 0 1(0.4%)

23

HLT: €% %39 2 &3 0 1(0.4%)
ANedFY &3 0 1(0.4%)

HLGT: 44% % 843 1 (0.4%) 0

HLT: 22 Ad% 2 443 1(0.4%) 0

AR A4 4% 1 (0.4%) 0
HLGT: @3 183 Foll 0 1(0.4%)
HLT: 8% 18% ol NEC 0 1(0.4%)
agg 0 1(0.4%)
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[0262]

[0263]

13 7124 #F
HLGT: 39 & 2§ 89l

HLT: 49 & &< Ak HAAGE =
HF A §of (N=223) (N=223)
%7, % 2 24 39 1(0.4%) 1 (0.4%)
HLGT: 7]1#A] Zoll (AUABE A9) 0 1 (0.4%)
HLT: 7% 4% 2 3 0 1(0.4%)
A4 0 1(0.4%)
HLGT: #71% 3} (314 2 74 A1) 1(0.4%) 0
HLT: = 8% 1(0.4%) 0
s 23 1(0.4%) 0
A% FH 2 (0.9%) 2 (0.9%)
HLGT: B% g2y} & th2 54 yg 0 1(0.4%)
HLT: B3 glave}, 29 FA4E3 0 1(0.4%)
E5 Fl=yo} 0 1(0.4%)
HLGT: 91% &% NEC 1(0.4%) 0
HLT: H]-%-9] 503 9% &3 1(0.4%) 0
AR 9F &L 1(0.4%) 0
HLGT: §1% 94354 ¥H 1 (0.4%) 0
HLT: 239 (44 A9 1(0.4%) 0
e 2% 1 (0.4%) 0
HLGT: $% €% 9 0 1(0.4%)
HLT: A% & 43 A4F (A= A9) 0 1 (0.4%)
EL ] 0 1(0.4%)
TFF Fl 1(0.4%) 0
HLGT: 23 ol 1 (0.4%) 0
HLT: 394 2 4% 1(0.4%) 0
4 999 1(0.4%) 0
95 8 o35 24 Fof 1 (0.4%) 0
HLGT: ¥84%% % F=87] 1(0.4%) 0
HLT: @&%% 1(0.4%) 0
AREF 1(0.4%) 0
2234 4 2% 24 Fd 1(0.4%) 0
HLGT: &4 Folf 1(0.4%) 0
HLT: 2%d9% 1(0.4%) 0
EREL 1(0.4%) 0
13 713A -5
HLGT: 39 & 21§ $°l
HLT: 39 & Ak YA e =
vt A o] N=223) (N=223)
&2, 35 A& ¥ E8F 0 2 (0.9%)
HLGT: £%4 NEC 0 2 (0.9%)
HLT: ¥ &4 NEC 0 1(0.4%)
HA%sdF 0 1(0.4%)
HLT: 9] 5°]3 &4 NEC 0 1(0.4%)
2R &y 0 1 (0.4%)
93 2 WFHA A=A 0 2 (0.9%)
HLGT: 8% X & AA 0 2 (0.9%)
HLT: 59 A& A (A5 A1) 0 2 (0.9%)
4 T Bie 0 1 (0.4%)
4 T 2HE FYE 0 1 (0.4%)

TEAE: A& Z@A4 f3) A8, SOC: 71#A %, HLGT: 49 & 1§ §, HLT: 49 +& &), PT: u0tF AT §ol.

MedDRA HA: 14.0.
n (%) = 17} o149 $%< TEAEE Holt &A% % HEd

F AR A A% = )5 DA AT Y AL Fol AFLZRE HAY $F o] T AT 3AAAAY A2

SOC FA|3 ¥ ¢4 2 HLGT, HLT, PT ¢3¥l &A4Z 254 &,
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* 25

A7 A¥ 717 < 13 SOC, HLGT, HLT, @ PTEE 473 X8 9 ol2A 3=

TEAE(E)Z Z9% 845 (%) - 443 A

13 712A 7
HLGT: 39 & 1§ 80|
HLT: 49 & 8 A% HAHGEHE
v @ §ol (N=223) (N=223)
Jeojo) B57 8 (3.6%) 19 (8.5%)
34, 44 R FAMEDE AR 1(0.4%) 1(0.4%)
BERELEY)

HLGT: ot 2 3489 3 AP E (FF £ 0 1(0.4%)
HLT: &4 #% 2 /5 A4E 0 1(0.4%)
Aol friet 0 1(0.4%)

HLGT: 8% A £ 238 1(0.4%) 0

HLT: g4 E53 1(0.4%) 0

by 253 1(0.4%) 0
AL 2 G Fol 0 1(0.4%)
HLGT: 2522 AL Fel (=8 =) 0 1 (0.4%)
HLT: A ¥ 34 38 NEC 0 1 (0.4%)
NG 724 0 1(0.4%)

[0264]
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1F 7184 35
HLGT: 9] % 2% $°]

HLT: 49 % & A% HAAGE =
uHE §ol (N=223) (N=223)
ARA Gl 0 1(0.4%)
HLGT: &% %ol (1 <&5 £8) 0 1(0.4%)
HLT: AA (384 A9) 0 1(0.4%)
Rkl 0 1(0.4%)
HLGT: 417383 Fo NEC 0 1(0.4%)
HLT: 173%d 4% 9 54 NEC 0 1(0.4%)
qA@E 0 1(0.4%)
A el 3(1.3%) 1(0.4%)
HLGT: #4 59 Fol 3(1.3%) 0
HLT: $194 #4 59 %o 3(1.3%) 0
F4 423 1(0.4%) 0
244 g4F 1(0.4%) 0
A27R4 1(0.4%) 0
HLGT: %A 0 1 (0.4%)
HLT: 4% % NEC 0 1(0.4%)
284 %3 0 1(0.4%)
2d Gl 0 1 (0.4%)
HLGT: @# %ol NEC 0 1(0.4%)
HLT: ¥& @& o] NEC 0 1(0.4%)
3z 0 1(0.4%)
2%7, ¥5% 2 33 3 1(0.4%) 1(0.4%)
HLGT: 712X %ol (AA4E A9 0 1(0.4%)
HLT: 7134 d% 2 4 0 1(0.4%)
A4 0 1(0.4%)
HLGT: 87)% o} (4] % 22 A9)) 1(0.4%) 0
HLT: 5 2% 1 (0.4%) 0
A 23 1 (0.4%) 0
A% Fol 0 10 (4.5%)
HLGT: &3 g2y} 2 o2 5 g 0 1(0.4%)
HLT: % 8l2yo}, 9] 4 &3 0 1 (0.4%)
R daye} 0 1(0.4%)
HLGT: 9178 254 2 vl 35 0 1(0.4%)
HLT: 2A (224 A9 0 1(0.4%)
A 0 1 (0.4%)
HLGT: 9% 3% 2 & 0 9 (4.0%)
HLT: 2%, 83383 2 3% 0 1(0.4%)
55 0 1(0.4%)

[0265]
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[0266]

[0267]
[0268]

[0269]

S=50l 10-1967941

1% 7184 75
HLGT: 491 & 1§ $°l
HLT: 39 & §° A JAAYE =
HE @ 8o (N=223) (N=223)
HLT: 9% R 3% 5% (3T R 4% A9 0 1(0.4%)
JEn 23 0 1(0.4%)
HLT: 24 3 7E 34 0 9 (4.0%)
o4 0 6(2.7%)
TE 0 52.2%)
aEE Zoh 1(0.4%) 0
HLGT: @3 3l 1(0.4%) 0
HLT: 949 2 §4% 1(0.4%) 0
B4 #3d 1(0.4%) 0
o5 2 3 24 Fof 0 1(0.4%)
HLGT: €#47% R F=87] 0 1(0.4%)
HLT: $=287) 0 1 (0.4%)
=cgy) 0 1 (0.4%)
2E44 2 A% 25 Fof 1(0.4%) 1(0.4%)
HLGT: &4 el 0 1(0.4%)
HLT: #3 2 A% 2 5% 0 1(0.4%)
#4% 0 1(0.4%)
HLGT: 2337 2 2% 23 %o NEC 1 (0.4%) 0
HLT: 2244 2 2% 24 55 2 4% 1(0.4%) 0
2% 1(0.4%) 0
2% o) R vl gl 1(0.4%) 0
HLGT: 417 Fef (A% A¢)) 1(0.4%) 0
HLT: A% & 2% ol 1(0.4%) 0
AR 1(0.4%) 0
gt Fol R R 79 BH 0 3(1.3%)
HLGT: 5of %] 98 0 2 (0.9%)
HLT: 24} 2¢] u-g 0 2 (0.9%)
FAL 59 wg 0 1(0.4%)
FA B9 2% 0 1(0.4%)
HLGT: &t 2414 o NEC 0 1(0.4%)
HLT: #¥% 3¢ 0 1(0.4%)
2gz 0 1 (0.4%)
1 7184 7
HLGT: 491 % 2§ $9|
HLT: 29 & 80l A%k HAAGE =
HHE A g §of N=223) N=223)
A 1 (0.4%) 0
HLGT: 9173 24 1(0.4%) 0
HLT: 28 &4 1(0.4%) 0
EER > 1(0.4%) 0

TEAE: A& 2dA4 f3] A, SOC: 7|#A -5, HLGT: 4% 5% 2§ £, HLT: 49 & o], PT: vt A3 §of.
MedDRA #A: 14.0.

n (%) = 7Y A& F7o] |27 s 17 ©]49 TEAEE Rol: 45 L U &

F: A8 AW 7|2k = o|F P AT FA 9 Al T ANFOZRE v $3F B ¥ Hof 3UA7AR 9 A2,

SOC ZA A %9 44 @ HLGT, HLT, PT ¢34 £42 £59 .

o|\
tilo
o
N
fetl
Mo
£
ol
e
v
B
bl

ZeEg Ao (A4 3.2.2 320 we} AP , A8 )7 Eor. 50% (22.4%)
o gAAYEER ARY 4 grde] FF4 AP AlelE mastgla, 309 (13.59)9 ko Az
WA= 3o S 54 X@W* AHlE Bae . 2o o]@ge YA ALE =Y
Ao 100de] At Jdwg 89 870, Yoke] AL 10089 b dw 52 2710190k, BGYF < 60 mg/deol
Ao 3Ald S54 X@ﬂ%ﬂ o & om o GAAE = A4, 100de 4 d5g 79.5700]a, 9o
o]

—-—4~
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260 EFA7IA] @ 5e], 288¥S dF ST Fhel 60

| W, ®
mg/dt (3.3 mol/L) X3¢l AVHFE RuRAT, 199 B4 BF FTaz0l bl AP Bk, W5
qoz 3

A8 AP 717 T FF AT #@ /8 - AP A2

A% YA A =

+9 (N=223) (N=223)
Z 84 9% 101.6 96.9
qoe) 254 ALFF

A B Hol: 8R4 (n (%) 30 (13.5%) 50 (22.4%)

10049 g4 A4 AleE ol 4% 29.5 51.6

Abd A 53 87

10099 #24 W53 A3 A5 522 89.8
4% FF 732 <60 mg/dd

AHE Bol: B4 (n (%)) 26 (11.7%) 45 (20.2%)

10099 &4 53 Al & Bole §AF 2 25.6 46.4

Abd A% 45 77

10049} ®4 W53 Al A5 ® 443 79.5
42 22327 RAEA G A

AHE BolE: 8R4 (n (%)) 6 (2.7%) 8 (3.6%)

10049) B4 W55 Al @ ol A5 ° 5.9 8.3

A A% 8 10

10099 #2 W53 Ala A5 ° 7.9 10.3

2 (A Bolt FAFF100/8A U F AA =5 717 + 3Y)E A4,
b (A3 A4*100/84 94 F AA =2 717+ 3Y)E A4
FHY AERGT = T2EF Bt FoE vt L FFEY AERF.

[0270] F: AR AY 717 = o]F FA AT FAY Al FA ANFo2RE S §£F 5o F A 3LA7A Y Az

w2
=
oN o

i
e
e

[0271] A8 AY 717 gt AA kA Aol 189 4 [HAAGEIE (0.4%)]7F Z2EE A9
Fx)el e T35 54 A8 AHE Basielt. A7) 7149 o Sk Ad-d 7o
TEAEE E ot (3 24 & 27). A1 IP o] & 544, 7] o4 A= <F 13A] 30274 A8 &5,

= Tz A oA S AIEeld. AV Sk Aurke Al e :

4N 1o do] 134 mg/ddS AAsivh.  Arish &2 AbdlZy 27 d 7] @Azt

AARE 2 8] 502l AT ATIek 22 AR TPeE Bl & TheAdel 3l

AAp Aldo] ATl gk tieka Aol & ¢ gdvkar AIgksITE. A7) Abdlel 71918k g4

Fasrt.

= o o
2 1°

P

i
o B
=2
rlo
ok

N O>‘
o
g,
2
=

3
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[0272]

[0273]

[0274]

[0275]

S=59d 10-1967941
* 27
A2 AG 712 5% 59 54 A€RFO 7@ A8 - AY Jv
Ao A E =

P (N=223) (N=223)
% 84 4% 101.6 96.9
A<le] F39 25 AYFE

AEE Bole &A% (n (%) 0 1 (0.4%)

100d9] 84 A5% Al HolE @42 0 1.0

Ata A% 0 1

10049 &4 53 Apal) A5 0 1.0
43 FF I <36 mg/dl

A8 Bol: &A% (n (%) 0 0

10049 84 53 AHelE Bol: 8442 0 0

Ag A4 0 0

100d9] @4 W59 Aba) A%° 0 0
4% 252 BOEA F BS

A& BolE &A% (n (%) 0 1 (0.4%)

10049 &4 Q53 A E Hele A5 0 1.0

Atg A5 0 1

10049 &4 353 Abe A5 0 1.0

(A8 Bole §RAFFI00/EA U4 F AA =& 712 + 3Y)E AR

b (A3 AF*100/84 U5 F AA =2 7|7+ 3Y)E A4

339 3T4 AEYF = T2EF U AW v 2L F5 54 NEFE.

F: A2 A9 712 = 01F B AT FAY AL T AFe2RE opA% §F T F A 3dARA Y A2

YAAVEE o2 HE 15789 &4 (6.7%) % ffwro2HE 5939 Al (2.29)7F X=E I 7| 3 F
W3 AEE AT (3£ 28). FAF -9 Wh§ AEE Aol B AE PT 9 A A
=3tE PT & EFolA "FAF F-9"ehs golo] diste] AAgto M

v A E skt aRlele Eskar, YAAVE
RaL, o] IP Ftol o224 sk,

[
=
2
X
[\
oL
1o
it
R
N
N
>
o

(o}
)

A8 A 712 T FA 79 S AR AF(%) - AN IS

A &4 A% GAAGEE
WA §of (N=223) (N=223)
EEEELEEETS 5(2.2%) 15 (6.7%)
A7 90 B1G PT 4(1.8%) 14 (6.3%)

7459 87 2(0.9%) 5(2.2%)
74 59 5% 2(0.9%) 2 (0.9%)
A 59 FW 0 1(0.4%)
A 59 9% 0 1 (0.4%)
4 59 24 0 1(04%)
T4 B9 B 0 3 (1.3%)
F4 59 33 0 3(1.3%)
ARAC A% 8% PT 1(0.4%) 4(1.8%)
FA} 29 % 1 (0.4%) 4(1.8%)

ARAC = ¢4 27] &3 B7 9193, PT=vtZ A& §of.
Fi AR WY 7|2t = o]F P AT A Al £ AFo2RE AT §F 5o F A 3LAAA Y AL,

A% 717 Bk, 1999 AARTE del2r] A Ao dAsE 25Ae At AFR] s B
B, WAL Ao ARACD SRS olF 4mel BA (399 [1.3%] GAAIEER AR B4 2 19
0.4%] RO ARF FAZRE 4719 AL ARAC O3] B EY] WA Ao WHHY, ]

Fom¥E 27, L lofomVE 12)E sl 1Psh welo] gl som

e
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[0276]

[0277]

[0278]

[0279]

[0280]

[0281]

SS50dl 10-1967941

B4 840212004 (SAAEIE): @A) o] PARDZ, BFA/5ANE L oFEe] tie Fe=s]e) o8
AR

Welo] A gl 514 o4 At 20109 59 300 (IP A8 3 494) FEES] Fwe Foefy] TS
umsglth, B FA R (399 2933 L FFS HolE Th WSS BaHY

49 A Al Aol #Ee A3, ofste o yeiwth. 20109 6Y 49 A

Ae T4 T3, 9L 4 2 AN 2953 g7 Ao o] dojytt, A wre &
Z+¢] BP+= 110/68 mmHg 2 HR 68 bpmo]A=dl, ol 47| $xte] &= A9 7|5 H o 23=E ghol ).
7] A= 7] F9lel im o2 WEMEE 9 AR gIs =gyl AsE B . SA] s 35
Ak, 20109 649 4 [PE FH8lt. AFdvith Q13 #A HUME AFAZTE. ARACO o3 LHIEY] W
$& Frgrlela, 7l 1P #dol i Ao® A H .

ul

A} 616206009 (HAIAIVE =) deh, o] dX IRl oeha W=e] glow, <2

o] At 2011d 19 279 (IP 33 5 2294) ¢

I A o] dojkar, A7) A= AN 2% 2 F

oabal, b= AfA AR glol sEHAT.  IPE HA &%

Attt #xe F7be dEl27] vkgell gk Bal glo
FAZTE. ARACO of3 delE7] kg F=Er]elal, 7hsst

&
of ¥, B4l 2

A} 170201023 (91eh): =54 A5 7o, 5, Wikl g wHY :
W A= 20101 119 8 (IP A3 T 4904) )7 2 TEAES Bttt 7] Ao 28 43, ¢
% EE R 9 A% A3A g Fubd d% we] dofth. 7] EAbs £ FAF 90 29T H
Th TS BaSGT. A7) @AE 2 8 Ay 2HoR Asagla, 35 4 20109 1149 259 A
AHom FEHANT. e A7 v, Avdrit lak w4 F7FE Ipek ARAIZTH ARACO] ofsf &
g 27] vk gRdelal, 7hsstAE Ipsk Bl e Aoz AU

A% A 712k < ARACA 93] ¢ 27] @goz A HL A E RolE §AF(R) - 44 ID

(ARACH] @) ARAC A9 919

AT A8t MedDRA ZE3#d ARAC A%k YA AGE =

7 £ (PT) Ag N=223) N=223)
ARACY] 9] &)
gazs] wgoz

A BHEE A9 1(04%) 3(1.3%)
ERXY 3 1(0.4%) 0
=) =] (goha) 0 3 (1.3%)
ARACO] 93]

AsaAE P gz wgos

e g Hes  WARE A 1(0.4%) 2 (0.9%)

oA Hrq 974 1 (0.4%) 0
e 2=87] (Foha) 0 2(0.9%)
ARACY] ¢9]3)
agas wgos

Ipst B2 9= wRue A 0 1(0.4%)

Aoz #7 =27 =287 (Foha) 0 1(0.4%)

ARAC = ¥I=7] g B7t A9, 1P = AN AE. PT = vk e 4ol
F: AR AW A2 = )5 DA AF MY AL Rl NWLZRE BHAY $F Fol T Ao 3AAAAY A2

ZREZ we, opdebA 9/E= uAvt v SHo R SlE A4
S7he AL BUHHSE 3oR sta, AR AAE g "Hgdes
o X8 A 7 Tk, 59 (2.29)¢] YAAMVE =R 289 A 2
7F AR A AR AE FEle TEAEES 347 Hausgivh (& 30). °olF, 4% Zxe, "HAgdom =" g
TEAEZ} §1ekatoll A Baisdek.  F7b=2, 499 Skx} (9ol A 21, B HAMYE =oA 21)o A= Ak AE
Feje] TEAER Ry, v3Rle abA Aol dojwtrl (& 35).

']
Lo
o>

SR RONE PRSI
L ol Al FE'E wasy
109 (4.5%)¢ $jekom Az¥ &=}

A& A 717 B > 3 UNS A = opdaA] ks 17] o)A 7K e 3xl= 7 319 fokyo] ¢
139 9] 2} (GAAYUEI= oA 489] [1.8%] 3k} E 9] SFtol A 9‘33 [4.1%D) oA B TAl 45 (= ULN)O]
#AE AT, AgTodAE 17 FAlollA ofdetA] AgFe] dojyki (= 3ULN), HAIMUEI= oAl ofde}
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s==4

10-1967941

A e ATt

*

30

A8 AP 713 X AFGLE APHE FAAY 73 A# FulE nug
TEAEE HolE $A45(%) - AAA

Ak HAMUEE
v A g gof (N=223) (N=223)
A9e A 10 (4.5%) 5(2.2%)
F oldFHA 57+ 3 (1.3%) 1(0.4%)
34 57t 7 (3.1%) 4 (1.8%)
A% 52 57 1(0.4%) 2 (0.9%)
A% 1 (0.4%) 0

n (%) =2& Feist A7 AFFo2 JAHE AE Fu= HaE P99 Al & Hole 845 R HEE.

[0282] F: A8 A 71 = 013 B4 AT A AL T Agozie A% §F T F A 3AARAY A

H* 31

AF 24 71 BHd BE A8 A9 712§ 71EA
AAE BAF%) - A I

o] ¥ PCSAE 17 °1%

ELER R
HEX]
PCSA 7124l 93 /N1 (%)
A (IU/L)
A4
=3 ULN
AR
=3 ULN

EE
N=223)

YA At E
(N=223)

9/221 (4.1%) 4/219 (1.8%)

61218 (2.8%) 3/218 (1.4%)
otdetA] (IU/L)
A
23 ULN
Aree
=3 ULN
PCSA: AAH o= 944 o4& Ad ¥4%, ULN= 349 3%
24 4 8.
F1 AR A9 A% = 015 B4 AF HAY AL R} APo2RE A% §7F Fol F A 3LARAL A2
BAF (W AE UL AT 7122 $2ALF A5 FAAES Yehdnh. AT U9 2 HeuEd @
£E UNDE 7124 ol Fos 7128149] PCSA 4He] 931 B8 A8 AAE ARTo) R BAGol
2 gAd Bal Aot A o HBHE R 212 FH= ehdt,

1/221 (0.5%) 0/219

0/220 0/219

[0283]

[0284] deole] ZAEY ol Wk ZHgow ElE 20 pg/ml ol A& RUEHI= ﬁgi
e Al AAE fel A FHE wasdd. A QA 7
= wat (F 32). F7b2, <20 pe/nl

1
P25 E Au AE FJEl2 BuHdo) (£ 35).

zZ2EFo ug},
Shal, "=20 pg/mLe] ZAIEY F7}d
ool A 2w ] a7} 2719 FF A
ZA B F7F TEAR= 9] oFatell A 27 9

ot

* 32

Ag A9 7] T ZAED F7F (= 20 ng/L) @ FAAA 73 Ao FEH= 2ad
TEAEE Eol& §45(%) - 44 Ja

[0285]

[0286]

=

A%k

A gof (N=223)

YA A=
(N=223)

EEERY 2(09%)

23 ZANECD 37 2 (0.9%)

0

n (%) = 220 ng/L9| ZAIEW

F7ol et AE FH =2 Rug 999 A& Rol& FASF

2R,

F: A5 A9 712 = 913 Bd AF HA AL Fod AFo e AT §F Fol F A QAR A2

)
oé":‘
X
o
of
=

71E/dell o] A B

Gl g 4709 FHH|



[0287]

[0288]

are]el] et
e 7HAA

7

-

o

¥ 339 @okE o] Ut

o)o
=) })]\—

ot (£ 33).

g Xy 717k F

2

s==4

3 ZAEY - 7|E4 sHel o] BE A5 AP 7] T AAE F 4 e

A% FAF%) - HAA A

494 7z

7124 &H Ak HAAYEE
71E4 ol ¥ (N=223) (N=223)
ZAEY (ng/L)
A"

<ULN 1987215 (92.1%) 185/206 (89.8%)
>ULN - <20 ng/L 15/215 (7.0%) 21/206 (10.2%)
220 ng/L - <50 ng/L, 2/215 (0.9%) 0/206
250 ng/L 0/215 0/206

Fe
<ULN 8/8 (100%) 4/4 (100%)
>ULN - <20 ng/L 0/8 0/4
220 ng/L - <50 ng/L. 0/8 0/4
250 ng/L 0/8 0/4

<ULN
<ULN 187/194 (96.4%) 178/188 (94.7%)

>ULN - <20 ng/L

220 ng/L - <50 ng/L

=50 ng/L

SULN - <20 ng/L
<ULN
>ULN - <20 ng/L

=20 ng/L - <50 ng/L

=50 ng/L

220 ng/L - <50 ng/L
<ULN
>ULN - <20 ng/L

>20 ng/L - <50 ng/L

=50 ng/L

=50 ng/L
<ULN
>ULN - <20 ng/L

220 ng/L - <50 ng/L

=50 ng/L

7194 (3.6%)
0/194
0/194

3/12 (25.0%)
8/12 (66.7%)
1/12 (8.3%)
0/12

o1
0/1
1/1 (100%)
0/1

0/0
0/0
0/0
0/0

10/188 (5.3%)
0/188
0/188

3/14 (21.4%)
11/14 (78.6%)

0/14

014

0/0
0/0
0/0
0/0

0/0
0/0
0/0
0/0

ULN= 339 4.
*NEA% 48 AL

F: A2 A% 712 = 0|3 97 AT A9 AL Fo] AFoRE A% 7 B F A 3dAAAY A7
BRAL 72 7124 Ao 71 EA o Fol AR ARH Lol A B4 Jrhath 2 ARE U9
7 siefr s da B2t 7124 ol FolE A2 Ful 93 BARE A HE ARE A2Pd A

Aol

A FHotd stelnzd e BT AFat
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10-1967941

s==4

* M

ZNEHozRE FE AAAAY HbAlc (%)9] BF ¥3F - mITT A&

#2 dolg 71EH o2 RE S ASF
g
A3 N |27 SD SE %% Ax%  Ady N B SD SE %% A2z Ay
ok (N=223)
RN 223 8.60 0.80 0.053 8.60 70 100
-1%FA 221 17.70 0.54 0.036 7.60 7.0 9.0
71&4 223 7.60 0.54 0.036 7.40 6.7 9.1
8FA 210 7.17 0.65 0.045 7.10 5.7 93 210 -043 0.54 0.037 -0.40 2.7 1.2
1654 91 7.25 0.71 0.074 7.10 6.2 9.7 91 -0.33 0.61 0.064 -0.30 -1.9 1.6
2457 208 7.28 0.86 0.059 7.10 54 11.2 208 -0.32 0.81 0.056 -0.40 -3.2 2.8
2457
(LOCF) 221 730 0.85 0.057 7.10 54 11.2 221 -0.30 0.80 0.054 -0.40 -3.2 2.8
A GE =
(N=223)
2384 223 8.60 0.80 0.053 8.60 7.0 10.0
154 219 7.69 0.52 0.035 7.60 7.0 9.0
71EA 223 7.56 0.55 0.037 7.50 6.0 9.1
8FA) 205 6.86 0.61 0.043 6.70 5.4 9.0 205 -0.71 0.54 0.037 -0.70 2.3 1.2
1654 87 6.90 0.84 0.090 6.70 5.4 9.8 87 -0.71 0.74 0.079 -0.70 2.7 1.8
2457 190 6.96 0.83 0.060 6.80 54 10.4 190 -0.62 0.80 0.058 -0.70 2.9 24
24%A)
(LOCF) 215 6.96 0.81 0.055 6.80 54 10.4 215 -0.60 0.77 0.053 -0.70 2.9 24

LOCF = wtAet &2 43 oA,
FiEAL FA FA =9) ol F, R/EE XE T + 149 o) F 52 SAZE WANAS.

[0289]
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* 35

A8 A 717 B¢ 14 SOC, HLGT, HLT, 2 PTEE AA S &= 9t TEAEE) (Y99 A2 FqA
PT 21%)8 AE@@ FAF(%) - 434 J&
1% 7134 »F
HLGT: 49 & 21§ 89

HLT: 39 & §° A% YAqUEE
v A @ §ol (N=223) (N=223)
EEEES 152 (68.2%) 178 (79.8%)
#9 2 A45 59 (26.5%) 63 (28.3%)
HLGT: #9 - H4A 3489 43 (19.3%) 44 (19.7%)
HLT: 55 2 93 #4 7 (3.1%) 5(2.2%)
Lk 6 (2.7%) 5(2.2%)
HLT: 87]% 2 ) 74 5(2.2%) 2(0.9%)
71RAR 3(1.3%) 1(0.4%)
HLT: 47]1%= #4 27 (12.1%) 26 (11.7%)
H| el 12 (5.4%) 11 (4.9%)
AF4 3(1.3%) 0
He) 4 5(2.2%) 4 (1.8%)
B 7 4 (1.8%) 11 (4.9%)
HLT: 8.2 39 2 (0.9%) 10 (4.5%)
22 79 2 (0.9%) 6 (2.7%)
HLGT: Hfol&l2 2A4 Fol 19 (8.5%) 16 (7.2%)
HLT: sl25 & vholglx 7 4 (1.8%) 2 (0.9%)
xR 3(1.3%) 0
HLT: AEF AR vhol2x 7] 14 (6.3%) 11 (4.9%)
QZ 2} 14 (6.3%) 11 (4.9%)
HLT: "lola]& #9 NEC 3(1.3%) 3(1.3%)
Hhol 2 & 2 3(1.3%) 2 (0.9%)
AAA R PZA Fol 2 (0.9%) 11 (4.9%)
HLGT: 9] 484 ¥ ¥ & 25 7]% 94 1 (0.4%) 6(2.7%)
HLT: ¥1&¥ NEC 1(0.4%) 5(2.2%)
wna 1 (0.4%) 5(2.2%)
A 2 AF FA 51 (22.9%) 70 (31.4%)
HLGT: 4 & o 2 Awk G F Fol 2 (0.9%) 4 (1.8%)
HLT: 2] & Fof 2 (0.9%) 4(1.8%)
REE] 2 (0.9%) 4 (1.8%)
HLGT: 2532 thAt Fofl (3B E3) 45 (20.2%) 61 (27.4%)
HLT: Ad%34 & NEC 44 (19.7%) 61 (27.4%)
AagFE 43 (19.3%) 61 (27.4%)

[0290]
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13 7124 ¥5
HLGT: 49 &% 1% €

HLT: 49 &% A%k A AYE =
v A g §o (N=223) (N=223)
A4 ol 10 (4.5%) 5(2.2%)
HLGT: 8¢ 3o 2 & 5(2.2%) 3(1.3%)
HLT: 8¢ 24 5(2.2%) 3(1.3%)
Bt 52.2%) 2 (0.9%)
A ol 26 (11.7%) 46 (20.6%)
HLGT: 5% 9 (4.0%) 24 (10.8%)
HLT: $% NEC 8 (3.6%) 23 (10.3%)
55 8 (3.6%) 22 (9.9%)
HLGT: &% 3l (#0&3F ) 4(1.8%) 13 (5.8%)
HLT: AR (A3A4 A9) 4(1.8%) 13 (5.8%)
A4 4(1.8%) 13 (5.8%)
HLGT: 41783 el NEC 15 (6.7%) 20 (9.0%)
HLT: 17333 3% 2 54 NEC 7(3.1%) 12 (5.4%)
AAdE 6 (2.7%) 12 (5.4%)
HLT: #7 ¢4 NEC 3 (1.3%) 5(2.2%)
Z7A 2 (0.9%) 4 (1.8%)
£ Fol 8 (3.6%) 7 (3.1%)
HLGT: &7 29, 43 2 4% 4(1.8%) 3(1.3%)
HLT: 29 &4, A3 2 4% 4(1.8%) 0
299 4(1.8%) 0
A QL= Fof 3(1.3%) 2 (0.9%)
HLGT: Wjo] & VI HA73 Fol 3 (1.3%) 2 (0.9%)
HLT: Wo] 4% 2 3 3(1.3%) 2(0.9%)
A7% 3 (1.3%) 2 (0.9%)
a7 ol 10 (4.5%) 11 (4.9%)
HLGT: 9% nd¢ 3ol 8 (3.6%) 6(2.7%)
HLT: @2 28 3ol NEC 7 (3.1%) 6(2.7%)
g 6 (2.7%) 6 (2.7%)
2F7, F5F 2 34 Fl 11 (4.9%) 17 (7.6%)
HLGT: £%7] 3] NEC 8 (3.6%) 11 (4.9%)
HLT: 713 2 #4d 34 8 (3.6%) 6 (2.7%)
713 8 (3.6%) 5(2.2%)

[0291]
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13 7184 5
HLGT: 349 && 2§ $°1

HLT: 391 7% & At YA HAGE =
n2Aa go (N=223) (N=223)

A% 36 (16.1%) 89 (39.9%)
HLGT: Ao} & 9 4 6 (2.7%) 2 (0.9%)
HLT: Xot 53 2 32 3l 3(1.3%) 1(0.4%)
A% 3(1.3%) 1(0.4%)

HLGT: 9% ¥ NEC 4(1.8%) 2 (0.9%)
HLT: $173 A% 0|43 L £1] Fof 3(1.3%) 1(0.4%)
AnzE 3(1.3%) 1(0.4%)

HLGT: 91% 934 ¥ 3(1.3%) 5(22%)
HLT: 919 (%94 A1) 2 (0.9%) 4 (1.8%)

EE 2 (0.9%) 4 (1.8%)

HLGT: 913 254 2 w4 39 10 (4.5%) 24 (10.8%)
HLT: A4 (744 A9 7(3.1%) 16 (7.2%)
AR 7(3.1%) 15 (6.7%)

HLT: 9173 ¥034 % 523 Fo| NEC 3(1.3%) 8 (3.6%)
| 3 (1.3%) 6 (2.7%)

HLGT: 9% 4% € 34 17 (7.6%) 76 (34.1%)
HLT: 2%, 23973 2 B9 3 (1.3%) 6 (2.7%)
25 g0 2(0.9%) 4 (1.8%)

HLT: 91% 2 2% 5% (37 2 A% A9) 3(1.3%) 14 (6.3%)

S 2 (0.9%) 7 (3.1%)

Jur 53 1(0.4%) 7 (3.1%)

HLT: 24 & 7E 34 13 (5.8%) 67 (30.0%)

24 11 (4.9%) 61 (27.4%)

FE 3(1.3%) 21 (9.4%)

o5 9 3} 27 Fof 10 (4.5%) 16 (7.2%)
HLGT: &9 % A5 g 8 (3.6%) 6 (2.7%)
HLT: 23, 3% 2 97 NEC 3(1.3%) 1(0.4%)
Exl 3(1.3%) 1(0.4%)

HLGT: 9% 3&7]% e 1 (0.4%) 9 (4.0%)
HLT: obZ3d 2 A4 Fol 1(0.4%) 8 (3.6%)
oz 1(0.4%) 7(3.1%)

2244 % 2¢ =4 Fol

21 (9.4%) 28 (12.6%)

HLGT: %2 % 9 (4.0%) 7 (3.1%)
HLT: #4 #d 35 2 3 7(3.1%) 5(2.2%)
#As 6 (2.7%) 5(2.2%)

[0292]
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[0293]

[0294]

174 7184 55
HLGT: 49 & 21§ $°l
HLT: 39 $%& 8] Ak HAAYE =
v A3 §of (N=223) (N=223)
HLGT: 2% Fol 3(1.3%) 7 (3.1%)
HLT: 2% &% 1(0.4%) 7 (3.1%)
8% 1(0.4%) 7 (3.1%)
HLGT: 2224 & 2% 23 ol NEC 9 (4.0%) 14 (6.3%)
HLT: 2244 3} 2% 23 535 %
297 7 (3.1%) 14 (6.3%)
% 2 (0.9%) 6 (2.7%)
2244 53 2(0.9%) 3 (1.3%)
A BF 3(1.3%) 6 (2.7%)
Qo) 2 Fol £9) ¥y 24 (10.8%) 34(15.2%)
HLGT: ¥ 59 o8& 52.2%) 14 (6.3%)
HLT: A #-9) 6§ 4 (1.8%) 14 (6.3%)
FAL 29 EF 2 (0.9%) 5(2.2%)
FAL 29 0y 0 3(1.3%)
FA 29 F2F 0 3(1.3%)
HLGT: A& 38 4 (1.8%) 4 (1.8%)
HLT: %A %ol 4(1.8%) 4(1.8%)
-] 4(1.8%) 4 (1.8%)
HLGT: 9% 414 %ol NEC 15 (6.7%) 19 (8.5%)
HLT: #8335 34 6 (2.7%) 14 (6.3%)
2ez 3(1.3%) 8 (3.6%)
27 3(1.3%) 4 (1.8%)
HLT: %% NEC 4 (1.8%) 2 (0.9%)
LERE S 4(1.8%) 1(0.4%)
AR 22 (9.9%) 18 (8.1%)
HLGT: W&¥] A4 (B 228 £3) 5(2.2%) 0
HLT: 9%, #1% 2 APUD 32 & £4 4 (1.8%) 0
g3 2AEY 7 4(1.8%) 0
HLGT: 913 A 11 (4.9%) 7 (3.1%)
HLT: 28 &4 11 (4.9%) 7 (3.1%)
3 o}dFA 7t 3(1.3%) 1(0.4%)
3A F7+ 9 (4.0%) 6(2.7%)
HLGT: thAl, 94 2 29 7k= AA 6 (2.7%) 3(1.3%)
HLT: 318 WA £4 (3= E7) 5(2.2%) 3(1.3%)
43 2332 %2 5(2.2%) 3(1.3%)
13 7184 *5F
HLGT: 39 & 2% 4l
HLT: 49 4% $9] A%k YA HYEE
v A @ §ol (N=223) (N=223)
&4, 35 254 F 93 6 (2.7%) 11 (4.9%)
HLGT: &4 NEC 5(2.2%) 8 (3.6%)
HLT: ¥]-%4] o3 &4 NEC 3(1.3%) 5(2.2%)
X 1(0.4%) 5(2.2%)

TEAE: A& T@4 #3) Al#l, SOC: 7124 -7, HLGT: 49 $F 1§ §°], HLT: 39 & &°f, PT: vl A& §oi.

MedDRA ®A: 14.0.
n (%) = 17} ©]4¢) TEAEZ Rol: 845 % WEg,

Fi AR AP 712 = 013 B2 AT A AL Tl NALRFE AT §F Fol F AR 3AARA) A2

SOC A3 %9 ¢4 L HLGT, HLT, PT ¢34 &4 £F4 ¥.
17} o] &¢] Tl A PT = 1%E 17 o]4 Bol& SOCT AAsH 4Tt
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=g

EH]

——  2A3EY 7Y —— o2 W AR 717k .

2329 @A -9 Gl 2 + HIEX =T +/- TZD 24 24

< P ¢ ¢ b e e

25 23 us EC

2T A :EA =e0moid (44 mmold) L SMPG £ 108 mgddt (5.6 mmol)
AVENTD AVEG010 R A
=2 20ug AVEQD10 + 2T s EX =051 TZD )
8% S 5 ; = !
EEXEE pgl n=226 ‘
i10pg| 3

8 SMPG <140 me/dl
(7.8 mmol/1), 7%<HbAlc<9%%Y %,
L2t

=

n=225 4
}opAtatasad s tas 4
ABAMEA): 4 421405 8 F 6 54 2 4 0 1 2 4 68 1216 2 2
wEED: 1 23 4 586 7 8 % 10 11 12 13 14 15 16 17 18 19 20 21 2
& LER ® 1173993
4 azgs HECS TV EE
EH2
20 71Z=AA
DB 8o}
8-8-0 AAYE=
15
)
=9 RN £
b
i i
® 10
g -
’KJ 2
Ko
5 ki AN~ = = =A== A
0 T T T T T T T T T
0 30 60 920 120 150 180 210 240
949 85 Al ol% WA IP 5o T ARdS5
Ak 223 218 214 213 213 211 4 1 0
HAAYE = 223 213 205 201 196 195 12 0 0
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SEQUENCE LISTING

<110> Sanofi-Aventis Deutschland GmbH

<120> Treatment protocol of Diabetes Type 2

<130> 51977PEP

<140> EP11187169.5

<141> 2011-10-28

<160> 2
<170> PatentIn version 3.5

<210> 1
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<211> 44

<212> PRT

<213> Artificial Sequence

<220><223> AVE0010

<220><221> MOD_RES

<222> (44)..(44)

<223> AMIDATION

<400> 1

His Gly Glu Gly Thr Phe Thr Ser Asp Leu Ser Lys Gln Met Glu Glu

1 5 10 15

Glu Ala Val Arg Leu Phe Ile Glu Trp Leu Lys Asn Gly Gly Pro Ser
20 25 30
Ser Gly Ala Pro Pro Ser Lys Lys Lys Lys Lys Lys
35 40
<210> 2
<211> 39
<212> PRT
<213> Artificial Sequence
<220><223> Exendin—4
<220><221> MOD_RES
<222> (39)..(39)
<223> AMIDATION
<400> 2
His Gly Glu Gly Thr Phe Thr Ser Asp Leu Ser Lys Gln Met Glu Glu

1 5 10 15

Glu Ala Val Arg Leu Phe Ile Glu Trp Leu Lys Asn Gly Gly Pro Ser
20 25 30
Ser Gly Ala Pro Pro Pro Ser

35
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