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HR7E4 VA Y 1 7E100847/mL
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ke 100084
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4. FHEENIFZHR
A VAV VEENER & 15 B FERE

5. FEENIITRICEDET BER
2EBERIRICB W TIZAZET 25804, & 55 CORERR
WROEATH 5 AERE, EHEEZ2 9T 2 THER%
BRI H L,

6. AERUHE
WH. BRATIZIE2 ~ 2080 2 BRERIBRICE MRS 2 5,
WEEZGEIRBEMBROBE LT HIEDBTEZ D, LZIHRE
EEEHEPL LD, FifBlc o2 VBRI RALZD g 52 &
BH %o
BE5EIF. BEOERRORENR RIS C CEEERT 22, #
A A Y RAIOKREEZEDMRE L LTIER1HS
~100BAITH %o
MEIE URER TEAR Y AW THRET %,

7. BiERUHEICEET %32

7.0 FENZ. 2 —< a0 VEEHRNTERAFERESEV O, RHEMH
IREE (REBBATO29AN) K5 T 52 &, /2. AEMG
BOBEDEAIX. BREHKBY 5200 UHICRET A &,
B. BEABBOKREICOVTIE. MEI Y b o — L EMED
HBFICHT 2BEFRRBRRELZBEZ -5 2T BEORRIIGT
THMI B &, [16.1.1, 16.1.2, 16.8.1, 17.1.1. 17.1.2%&
]

7.2 foBMA 2 2 Y BEID SEAFIAGYVEZ 235G, AIEET

(1

AL TWARAERUBHZERE LTRSS 2B L. AF
ANDYBEZR /RO ZOROBGARMIIIMED > b —LoE=F Y
YT ERFZIITI 2 L

8. EELEARNIER

8.1 AFlOECTHESHIH > T, UTOHICEET S &,

cBERIIOVWTHARBEIFEERLI-0b, BEHSHEREIC
BETXBZERMERLIZOAT, EMOEEIEEDO N TEMY
5T &,

s BTOBREORERFEREFFEIIOVWTIHEERZHMET A &,

8.2 RMAEICEIT BIEEICOVT, ZOMUFELED TEERD
ZOFRBEHABESESZ &, RENT. EAFREIEVLZD,
La—valFEENTEMBEIE L SEENH S,
[9.1.2, 11.1.1. 16.1.1, 16.1.2. 16.8.1%H&]

8.3 KIMENH S5bNBZENHAHDT. EFfEE. HEEDER
BIIREBLTWABEIKET L ERERT AL, [11.1.1
ZH]

8.4 FHEERENS D 5DLNBE I ENDHHDT, BEZTDITITV.
BRBEDOFEEZRET SRR 5 NG5 IR E
BITHT L, BEDPREDONEESZIA VA VI ZEET 3
R EBEY R MBEITS T &

8.5 SMURINAED > b a— iz, FERBRBE O BETE L I
E, ROBEITRE. IBERMERE (FL LTEBEE) »PHob
NEZENHAOTHEETH &

8.6 AN LfthDA > ) VHAIZRMDEZ LWL S, BEEHT 2
AHCARF O T RVELRERT 2L BHEICHHEET S &,
8.7 E—HiNDBEVELZEICLD ., EHERICKEY Iav
R=Y ARV RIA MO T 4 =BH5bNEIENHBDT.
FEHMICESETR 28835 e bI0, DToS2EBHICEEY
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« AEIOEGEFIE. DL &S RTEOFESEF» 52 ~3cmiEd
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9.1 GIHE - IEREDH B EE
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9.2 BikHEEEERE
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BIFEZEI LT, [11.1.130H]

9.3 FriseEEERE

9.3.1 EEITHHEEEEE
BEMEZEILPT V. [11.1.130H]
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5EHIHREBT S &, WIRP. BEHEICEA R VORFE
ENELPT VD, ARBICEEL. EHNICHREZITVERS
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R 2% ERRAER - TEE S W - fERERET
FrJ = HiA > 2 MERZEE
T 5,
A = N A YA oy

i ERED

BEHRLRATOA R
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VI A F T Fa s
7~ VA F NEEERIE
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11. EIfEA
ROBWERBH5DbNB I ENHAHDT, BELTFIITH. B
BPRDONIBAICIRREZPILT 54 CEYRLBZTD 2
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11.1 EXZEIER

1.1 {RmAE GEEARE)

BRAE. R SEOZERE. wit. HEES. %, RE.
R, OV, BR. BERE. AL, BE. mER. #4h
BT, WEE. R, SEiRE (BHRE. 8% F0rsbob
NBZENH D, BREORE K LEMBEEELZEZ L,
HELER (MREERONHNEE, TTFH) 2258
B#bd.

BHIC D DWW, FERRIEERE. BERAREH 20k
kA v R ) SEEMMTOA TV 2BAE TR, BIUEOMHOH
AR (5T, IREE) PEEELELZBEY. BRERYH S
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RIMFERPED SN BEICIEE2ECRREENT 2%
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9.3.1. 9.8, 10.2, 17.1.1-17.1.3%H]
MNA27FT745FVy—vavd, MEWHEETE (WThLH
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25 ORZE). MEMEERZESOERPRD 5 N zBE 13k
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11.2 Z0fthDEIERA
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14.2 EERZSHOER
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1423 FRE NEARY T2ERT B 1 A Y EAIHE
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VEMBEREEA RS T A EICED, BRIESEI DTV
LOHENH B,
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LH/EGTHI L,

15.1.3 KRN OERABFICB VT, —MOBWEBE THA > AU
AT OFUENRD SN AR OEYBRE. Aotk R OREME
ICHRICERO D 5B IIRO 5 NE D -7,

16. F4EhRE

16.1 MRE

16.1.1 MiEP+A VAU VU RTORE
1EUERRBE3LFNC N T =R 5 THIT R 70 AF —N=F¥ A1 VAR
ta—vn /ISR BER TG L L E0MmEhA Y 2 ¥ ) A7 O REREBE R
CHEMBREISNT A =T ZUTOEBY TH o7, L a—vu T EHNTRARGHT
EA YA V) AT IEEPPICIRN S N (Barly 50% Tmax)o #5&OHHICE T
2BBER (AUCo-15mins AUC0-30min) & &2 —~0 7 & HANTREES% THEML
727, RIEBEE (AUCow) BAHlE L 2 —vuZ/ CRETH -7z, KEIKRVL 2—<
0 7 ONEH O AT E (BBRE%) & 359 (31%) KU49% (33%) TH-
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K1) 1BBERBREBEICAFIIE L 2 —~ 0 7 1 SEIBE R RS OIMER A >~ Y
YU AT OBERE (FSfE)

1) 1BBERFBEEICARAIIE 2 —~ 0 J 1SR E R N 55 O HEMEHE/ 5 X —
k4

N ta—vnos

N 31 30
R R g

e 47 59 P
1(2;113) o 102 23380 [-15‘_;,3.-?0.5]
](?n“irna)ﬁon 373 461 o 1'28_‘2 00]

SR tt(?;?i/i A 7)
E)n;:(()l/L) 1091 930 [1.0(1).,1’17.37]
ool o
23[1';%(1”0};"}1) 319 132 [1 .92',4;.07]
i;[rjrl((:)(l)rfch/L) 1921 1990 [0.88;616.16]

#&: Early 50% Tmax: Cmax?®50%ICi# 3 W/, Duration: € > 21 > 270D
BRI CABERG 2 SEIMICBVTA YA Y Y AT O EENSER FREE TF
TF % & TORR)

#1) N=29



1B FRIR B 330 AR d & 2 —< 0 7/ 2 WERE B ICHAICHUE LR 58 (P
FIRI2BM) CTAHMABIICHEEE RS L&, MiEh > 2 YY) 2T 0lE
PRONHRHTTREE 72 5 £ TORER (onset of appearance. ) 1347#10.9353
b 21— a7443TH 723 HEAT—%),
2RIBERIREBE CHRRIC, 21— a0 E N TRARGR TIIESPRA VA ¥
) 27U OB OHEESRD Shiz BHEAT—%). [7.1. 8.288]

16.1.2 HER T VAU VENE
1EBRIRBE 240 AR IZ e 2 —~v a2y (CEHRRIIEN) 2ETHRELZEED
BRSNS A — T B TOEBY TH o719, &b, EWHEHMHEROMIZE—
HEfEL—bE Ll Ba—vaFEHRTERRIBREGRTIRA YA V) 2T DIEHP»
IR s (Barly 50% Tmax) RABEGEDICE T 2BER (AUCo-30min) 1y
b a—vn s ENTRARSRISHEM L GHEAT—%). (7.1, 8.28HE]

#2) | MERBREEICAAI G 2 —v0 s (CRYRAR1IEA) 2R FRELLEED

EMBREIST X — %

7V 32— A PE AN (ng/kg/min)

DT Ko va—22 7 ZHITRCAAINIE 2 —~v 0 Z 1581 2 BE &5 L
720, AR GROIEFIHBEH 1IN T 2 EIMEE O Cnax X CAUCo- D EFATFEHEO
(FHEBEE/FEREE) L T0ISBEEXMIE, 1.08 [0.894,1.29] KU1.17
[1.04,1.32] Tho7. BBMEBZFIIBITZAHIII 2 —~vu V7 RERORED 51
HHRAYRAY VY RATOBESBMICHEFTREE 25 TOMRM (onset of
appearance. F9fH) 1X1.3%06.75. #ESHNAOBBER (AUCo 15min. #{A5FH
f#) 1$37.8%U'5.41pmol - h/LTH o7z BEAT—%).

16.8 ZDft

16.8.1 ZWIA—RISVFICBIFBTINI—RFAR
1BV RIRBE3LBNC 7NV T — 2T T > THAT R TR L 2 —~ 1 71 5B % Bin
RTIHE Lz EED TN - RAFEAROHEBRUOEN BT XA - ZUTOEBD
TH-7?e La—va T ERNTEAREGHR TR TN T — ZETERAES 2 ICFEBR
U (Tonset & U'Early 50% tRmax). {EFAFEEREEASKEME L7z A, BTV a2 —RFEAR
(Giot) 3AHIE 2 —<v 0/ CRKETH > 70

4

BN ta—vus
N 24 24
R EAl-L 2 —2u%)
b= [90%(F )
Trmax 6.24 R[] (h)
. 55 61 )
(min) (186, 6.12] ®2) VEHERAREE AR e 2 —< 0 7 | SHAMER TR 550 7 LT — ZEA
Early 50% Tmax -8.58 R (FHE)
(min) 156 241 [-11.1, -6.06]
B [T —— £3) VR B E AR b 2 — v 0 7 | SEAL B R RS O 3E SIS S
B/ AR EE
=R [90% (& HEI] A5
AH] ta—wus
Crmax 451 457 0.985
(pmol/L) [0.778, 1.25] N 31 30
AUCo-15min 1.58 e EAAH-L 2 —vn )
(pmol - h/L) 311 197 (125, 1.98] fh=FReri i [95% (= AEIX ]
AUCo0-30min 1.46 tRmax -19.73
(pmol - h/L) 104 718 [1.14, 1.86] (min) 102.86 122.59 [-33.94, -5.52]
AUCo. 0.993 Tonset -6.37
(pmol - h/L) 1194 1202 [0.799, 1.23] (min) 16.83 23.20 [-9.71, -3.03]
Early 50% -10.60
16.2 IR - . N tRmax (min) 2985 404> [-13.98, -7.21]
BBRERE 27O 7L 3 — 22 5 > AT R AR 1SR 2 I8, RS L < 3k :
BEERIC BB T A SUSAH | SHAT 2 MIRPIRE SR L 7S, BERREIZD LT, 2R Duration of 302.77 371.21 -68.44
PRGN TO Crnax e AU Co-o DEFTFAIED I & Z DIO%EHER X, LI action (min) [-97.88, -39.01]
ER/ME#HT1.04 [0.922,1.18] K U'1.03 [0.992,1.07]. KEEES/HEERT0.832 = SR T HE&EHl/ e 2—<a )
[0.737,0.940] %0'1.00 [0.962,1.04] THo7co HHNAFTRALFTEY T4 - - [95% 5 #HX []
13 BEER. _EREER R OVKERBER T ZENZEN65%. 65% K UV64%TH > 7z, Rinax 1.15
BIRAESED [ED 2 ) 7 7 > AR OREI ORIV EIE ¢ h2h32L/h R U445 T (mg/kg/min) 6.85 597 (1.02, 1.29]
Hotz GHEAF—%).
Grot(-30min 42,7789 19761 216
¥2) ARIOERS N BT FROBHRE FEARY 71 L 585 TH 5, (mg/kg) [1.68, 2.86]
Giot(0-1h) 1.57
191.84 122.12
16.6 HEDERZHIBEE (mg/kg) [1.34, 1.83]
16.6.1 =& Giot 0.93
= F \ T 4 \ 1186.84 1275.54
i | BB PRR R E 37 (65 L) RUIERE M | B RE R E 406 (187 455K (mg/kg) [0.79, 1.09]

78 tRmaxc AT T — AR AREERR., Tonser: MBEHEAR—ZF 1 > 55mg/dL
ER U7 & E oM. Early 50% tRmax:tRmax®50%I2i#9 % K, Duration of
action:f > 2V » OERFHGREL RmaciRAZ LI —AFEAR, Gou# 7 LI —AFEA
i
¥3) BN _FEE

2EUREPRRBE THLRMIC, L a—va FENTARFIRSGRTIE YL T — Z2ETEA
WELPIHBL, RV I-ABABEAFE L 2 —va I TRKTH 72 GHEA
T—=%). [7.1. 825M]

17. BERRLE

17.1 BERUREMICE T R

17.1.1 1EMBERRBE ZXRIC U EIF RSN
SEEIESNAIC & % Basal-Bolusiit = EfEH O 187 S _E o 1 BURERRISEE 1222061 (AHA]
HEABEASIE (55 HARNG2H]) . AR EHFHMBBE3290] (55 HARA46H]) .
b a2 —<u 7 RERB4426] (5 B5HARASH)) 2RI, 523/ (H5H12658 + i
FiA263E) REEEER LD, 2B, BEHORNICERA > 2) Y oREGE2HEET 2
SR DB AT O S IR OB ICAHARI OB BIE2HRE L. SRTFTA
Alb LBk a—~vu s 2] H3EAEA (BRFERIBO0~25H) IIIFER T TARA
Z1H3M&%E (BEMA%K209) ICKTREL, #RE5R2EERNS LSIREHMoBES
MEREE I — R AT > MCESWTHE L. £, B AU ELTA Y
AV Y7 INFY (10084/mL) Z1H1ED UL E2EE) XA > 2 Y F/LT
7 (100fz/mL) %1HIEE 5 Lz, 7272 L, ARIEHMBHRECEH DM ohn
TWHREDS 5. HRADUANOHERE X, %58 26HM) FTLaniz. EEFb
HEHTHERN—AT A 25626 DOHbALCELRICOW T, AHIAERRE R OARH
BEMABBHOL 2 —v O VREABICHT LI REN GEHEY—T
0.4%)o F7zv R—=RAFA U D 6HE52EKE TOHbAICELE (BN _RFHHE+
fEHERESE) 13, AKIRBERIE0.13+£0.04%. L 1—~ 0/ AHEAE0.20£0.04%T
Hote



1) HB526ERICB T HHERMES > 2 HHRBER (1BBEREEE)

K2) BE26ERICH T ERM A > A CHHFHBRER QEERFEEE)

[95% {5 X [ *2)

[95% ({5 X [A] *5)

ARl A tai—vos ARl tai—vuos
BERH BHMGR HER] BERH BER]
HEVE BB S NI BBRE R 451 329 442 HEAEREIN S N7 HBRE 336 337
HbALc (%) HbAILC (%)
N=2TA 734£065 | 736064 | 7.33:0.67 N=2FA 7.2840.68 7.31£0.73
26388 722£073 | 745084 | 7.30+0.79 26385 6.89+0.88 6.91£0.80
2D -0.13+0.03 | 008004 | -0.050.03 LR ~0.38+0.04 ~0.43£0.04
és{;ﬁ? o % -0.08 0.13 _ ﬁiff R ” 0.06
(956 [0.16, 0.00] | [0.04, 0.22] (9556 [ b 9 [0.05, 0.16]
Feik | R MR E O bR IE (R AFRER) (mg/dL) i | R IR E O b 5708 (R A HHUR) (mg/dL)
NP 77.3£59.00 | 763%5472 | 71.5+63.21 REPEYD 76.6+46.04 77.1+42.82
263885 483+5803 | 8856007 | 7375811 2635 58.8£48.59 70.7+43.68
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