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0] 22 18] D[2te] A0t Y HAHNIMC] QXA I 5 40| SRIEIQIX| Foo2, 0] A ABS HHEX| YLt
DXl ChEt Zof
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2) CH2 8710fl 1201 Wi X2 Ak 2Q10] EALE X R HojlAf HIZKIGHK| o2 0|5 o8t 2
12, HEIIE 3 e
1) YA e
YC2RE HERZ2T X788
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H5, 0|9 USX|Z AF0| S M2E Y aixiol Ch3t UCHE YT HEZ 20! 27|48 245 AI¥Y 54 B/t 2
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A WC2gE B. Lc2yE C. uc2ge D. HEZ27!
50mg + HEZ272I50mg + HEZZ0I 50mg 1000mg
500mg 12 28| | 1000mg 12 23 | HHE 1 23] CHE 1Y 23]
ERTTGPS 271 285 287 285
7| %2 HRSE) 856(0.061) 8.71(0.061) 8,67(0.060) 8,60(0.055)
2% 5 7|K{Zk thH| a2, P g o y
S HASE) 16100.063) 1.82(0.062) 1.09(0.061) 1.36(0.062)
Lok2E H=20iZ(C)atel Aol -052 -072 _ _
(95% A2l717h (-0.69, -034* | (-0.89-0.56)"
HEZ20I CHEES0Z(D)2e o] -0.25 -0.46 B B
(95% 22717 (-042,-0.08* | (-0.63 -0.29)

* Hochberg Step—up Procedured| iz, 5% £Z0lA SAX R4S LIt

HEZ=20I CH= Qo) 3t YUCiSZEIo| F7H4E

- 9o i o7

HEZ=20I ChE Q#(21500 mg/Y)02 St5| 0| XAHEX| oh= M2E Y HRIS tho2 YUCkEZE 50 mg 1Y
18] = 50 mg 12 28] £IIH80| 54 U NS Wotely| 5t 245710] Ty |, 0IF B, PRI thE, YU thE
C77t SHEIACHLAF237A2303). 247 AR HIEZ2010) Ceh UCSZE 50 mg 12 13| Fi=50 mg 12 28| 7t
8 SO YorTt H| W50 HESMAHOAIC)E SAHXMOE R0I5HH| ZAAIZICHES).

6, HEZ20/02 HYRH0| 255 H2F PRl i3 UCBRE 57} HE0| o thX A70lM 243 AFQl
S84 Yt 20 (RFEH Hot e GetEMA(HDAIC)H%), TTEE)

EEE?D?%??J%' 18] “'E'Eféjrll:.i_;grgé%' 23| oot 4 flEza0l
AR 143 143 130
7Rzt BRHSE) 3380.08) 3380.09) 330008)
ﬁ;j; %f Qgé;"”' e, ~051(0.10) ~0:88(0.10) 0230.10)
Sjerel o] on 10
(95% Az77H (-1.00-047) (137, 0,84
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HEZ2YI HHEQH(> 1500mg/Y)22 Fi25| BP0l AHTIX| o= MRE Pix HAIS o2 HEZ2T0| F7t ¥E
FOf5t= AR A, YUCEEREI(50 mg 12 28))2t T]R22IERE(30 mg/Y)S blmt 2457H0lF o 28)9| Ch|H, 0IF
W, SR HhY, 2 thE HLAFB7A2354)0 A 247 AFIS| 7|KZ) Chb| ZeraMA(HbAlc) ZtAE YCEEREI50
mg, 12 28) 7} HEZ0A -0,88%, LIRZ2IEFE(30 mg/Y) F7+ HEZ0lA| -0.98%% 20 1|22 2EFE(30 mg/L)zt
H|msto] HHSES USIUCHZZH 0], 0.10%(95% L2722t -0.05, 0.26) ; HIZSH 5t 0.4%]

HEZ2YI CH=QH(>1500 mg/U)22 Fi25| BP0l AHTX| o= Mg P HAIS o2 HEZ2T0| F7t ¥E
Fofst= YA LCEREI(50 mg 12 28))at S2HL2| (/) 6 mg/Y)S HlwEt ChH, 01F W, PRI i, &
MO ThE H(LAF237A2308)01A] 527 AR 7|xizt ] EetEiMA(HbATC) &R UCEZEI(50 mg, 12 23)) F7t
HETM —0.44%, S2IHLIS(Z/H 6 mg/Y) 7+ WEZAA —0.53%%H2H 22|Hm2|=(ZI] 6 mg/U)2t blmsto]
H|SEE UBSIHCHZ? RH0I, 0.09%(97.5% AZIT7ZH0.02, 0.16) ; HIZSA 31| 0.3%)

HEZ2YI HH=QH(21500 mg/U)22 Fi25| BP0l ZHTX| o= M2E P HAIS oz HEZ2TI0| £7t ¥E
S0i5t= A2 A WCIZRE(50 mg 12 28]t S2IZ2ARIS(A/0 320 mg/ ) blmst 527 21| T, 0154, 25
9, B0t CHE SH(LAR237A2338)01 A1 523 Q] 7|Xi2t ThH| SekEMA(HbAIC) HEIZFS LCH2RE (50 mg, 1
o 23l) 7+ HEZ0M —0.81%, 22IZ2AXIS(E|] 320 mg/Y) F7t YEZUN -0.85%2n F2IZ2AXI=(F| 320
mo/2)2t Bl 5101 H|ESES UBSHIACHTZH X101, 0.04%(95% AIZTZH-0.11, 0.20) ; HIHSA Bt 0.4%].
HEZ20I} 0I5 WE Qo it WOBREIQ £7t ¥E

HEZ20I(21500 mg/Y)e B = YEHHK| Y= ASULH(IMOIER FE= S7E Qlaioz Br 19 g 41U)2
2 55| 290| ZHEX| o= M2E P XIS (AOR WCEFREI50 mg 12 23)) F7t Yo fay Y orlde ¥
75171 948t 24% Zte| Th|, OIF W, PRI B, Y thE G717} SHTIACH AF237A23136), HIEE 2013} Ql&2!
FoiZoll= 276%0| T, 218 HHEE0fZ0 1730] HIFEICE 247 AE0] QISU(+/-HEZ22N0f Cfst U
CEZEI50 mg 12 28])9] 7t €& 9iotat blmslo] SAMCZ [olstA ZetEMA(HbAIC)E ZAAIZICHEY). HE
Z201 HE Q00| M2 F1F 2N Zat 9oFR thH| HbAle ZAE QI&Z+HERZZ0I HBFNA —0.63%, Q183 HE
SOIZOIA —0.84%Lt

H7, QI22(+/~-HEZ=T)) Y20 it UCISFE £7t €89 I thE A0 24 AFe| R84 It Zal(1xt 35
A Gt w4 GErEMAHDAIC)%), Full Analysis Set)

4228 50mg 12 23] + Ql&l 9ok + 012l
(+/-HEZZ21) (+/-HEZZ20I)

ERTITGS 221 25
7| %zt BH(SE) 8.80(0.07) 8.84(0.07)
7 % 7\R3 e s,
e HSE) e -0.77(0.08) -0.05(0.08)
efate] xto] -0.72
(95% Al2l77h (<092, -0.52

- flEE2gin Zaunlc B U et UrEYEe] £7t 8g
BEZ28((> 1500 mg/2)at S2AUTRAE(= 4 mg/U)2 S5| H0| FREX 9= A2¥ S BNE (o2 Uiz
2lE) 50 mg 12 28] 71 ¥R0| 934 U QNS Bylel| $i3t 2655740] Ch IR, 01 W2 SAIY| i, 9iok ofx
77t 2EI0ICHLAF237A23152), 24% AYlol blEz 2013} Z2injnjal=0] chet Sck3El 50 mg 12 28] 571482 ¢
otz Blmsio] SAKo2 SolEt LEHMAMDACS A4S LeclEs)

8 tl=x=0la} Z2/0jujals #8 Qo chet Sck3iEs0mg 12 23) %7} HR) $1of thz A0 245 AjEe]
S4Bt BS54 B7H ¥4 DeEMA(HDAIC)S), Full Analysis Sef)

UCk2RE 50mg 12 28] +
e Siof + BlER20 + 2A|mIc
SHRE 152 180
IRzt TRHSE) 8.75(0.07) 8.80(0.07)
247 3 7|3 ] Haf,
i i ~1,01(0,09) -0.25(0.09)
izl &fo| -7
(95% 41172 (-098-053"
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0] 90| 23 4RO 1BFNX|Y EB A
- goggd
(1) JHol A AIZLH SRt M X|90| ZHETIUCHTHSHNOEL) 15ma/kg [Cracs 7IEOR AR =& 7H]),
(2) HES thYO= B 267 HISROIZHAR X DIRA 135 HISROISHAII0IA, HE & 0jRAQ| HojA =2y 1
EOHAMZO| £80| A/ HE0|N RHBZL 2Bmg/kg (AUCE 7IFQR ARt B9 56)0|, OIRANN
£ 750ma/kg (AUCE 7IZC2 Al B9 1428H)0191C), 527 HI=SOISHAIR0IA JHol M 252 B4, S5l /2
B, EolY H, A, IR0 o] BRTIYUD, FeH8Y2S SYEX| oICt,
(3) FHZAAB0IM UCHERIEIR in vitro X in vivo AIZI0IA SSEHOIS LIEFYR| It
(4) HEOIM e 3 27|16 LAY Zaf, WriEYEIoR QIS i, MAR 2 27| Y 0ol 247t Ui
| 4t e 2 E7jofA BHENRE SABI0] SRIUCE S0l ZHO| HS Lot HUE LY 2ol &
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