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eI 8. BEEBEAMIIR

BHRS o . i n 8.1 AAOHETEEICH > T, UFOMICHEET S &,
A7) 2 YATORETRRAI00RE | gy piic oo+ h A E TR L 20, BE WL
R7VEY 160mg BETEBCLAMRLES 2T EMOERISED | CET
m-7LvV—) 31.5mg B L.

WHOAL VS BAR=T PUTLTARML 188mg L s pmBEpRen BRIV TIRE RIS 5 2 L,
B{Lim MR 82 MMM SEFIIONT, TOMMELEHRERVZ0
pHHAA] T R ES 52 2. [9.1.2. 11.1.15H]

FARABEZFOTEES 5. 8.3 MK H 5hN5H T ENBHOT, EIEE. HBEHOEE
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5. FEENIFTRICEDET DEER

2EBERIRICB W TIZRZET 525804, & 55 CORERR
WROEATH 2 AEEE, EHEEZ2 9T > 2 THER%
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6. iERURE
WE. RATIRIE2~ 208 2 BREMICK TS T 55, #
el VA VEFEIZ R LD, EFICRERBEERT,
BERIZ. BEOERE OB RIS U THEET 55, Hil
4 VA VERIOREREEDHBEE LTIEELIHA4~100
HiTH b,
REIS URRE MEAR Y 72AVWTHRET 5,
7. BiERUHEEICEET %32
AENE, FEHRIA > 2) VBIANC AR, BTRA S &) EPL AR
INEn., MRERETFERIZES (RFITEL EEHRA > Ay 8
AllELZ. RZEOMEERETIERZETS) THb. LizF->T.
ZOEROFERIZ L D#EPL P TEARBROBEIE N (RE58K
SEFfEET) OT. HEEEAL VR VEIF GEEAEEO305HIIC
#5) ERADEBER (159MRH) 521752 &,
(B HER)

R
Al 157D
BT > ) A 3057

(1)

NBEZENHEOTHEETHI &

8.6 AN LfthDA > 2 ) VHAIZRMDEZ LWL S, BEEHT 2
AHCARF DO T RVELRERT 2L BHFICHHEET S &,
8.7 E—fEfI~ADBOE LIESICX D, BEHEERICKEY 304
R=YAXWBIVRIA MO T 4 =BH5bNEIENHBDT.
EHRICESEFR2BE TS LB, UToSAEZBEH ICigET

5T &,

« REIOEGHETIZ. D &L RIEOTEHEEFD 52~ 3cmifd
Z &, [14.2.128]

o THHEFT O BB LA AR S N-EAITIE. YEERAORS
rETFH L,

88 FE7 IUA R=YARWBIRIY A AT 4 —=DH5bhifE
FHCARR 25 Liz5a. RRORINA T 5 h+53 72 Mgz >
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9. BEDBRZFIIEEICHTIER

9.1 G - BIMEREEDH B EE

9.1.1 Fiff. M8, BPESOES
AR VEEOEHFE L,

¥9.1.2 {(RIMFEZET U T VLU TDEEXITIREE
o R EBAFEREAR 2 BB AER 2
- THI. BHZ0BERE
- ARG, AHH 2 AR
< L WA ALES)
< @BEDOT IV — LIEE
[8.2. 11.1.1=H8]

9.1.3 BEMEEEDEE
BAAHHOBENH 558, BRiRGICXVKINFELZ5 S
TBENSH B, £/ 7FLF Y VORZICEDEMBEOBHE
SERPHBETHZWE EXH 5. [11.1.128]

9.2 BikHEEEERE

9.2.1 EELEBREEESEE
BIMFEZRI LT, [11.1.13H]

9.3 FriseEEERE

9.3.1 EERLITHHEEEEE
BMEZEI LPT V. [11.1.130H]

9.5 W&

IR L 72358 H 2 WIERAS PRI S W58 ICIEEMICH S &
5EHIHREBT S &, HiRP. BEHZEICEA R VORE
ENEELRT VD, ARBICEEL. EHNICRERZITVWERE
BERART LI L, BEA VA VEERIL., HEVHIZRD
L. HFHEAKOZRIIIENT %,

9.6 HRIF
AEICHEL. EHNICREZITVWREEZHETLIZE, 1V
2 VOBEEIELLPT V. AFlOL FBABITIIAHTS
5. B A VAU iE, b MREFALICKEITT %,

x9.7 INR
EHNICHREZITO 2 &, REXRUHEHMEICECTA VR VO
ZEENTIT S, [17.1.2. 17.1.38E]

¥9.8 SinE
BEOREZBE LS SHEBICHRET 52 &, EEKESKT
LTV ZENFEL, BRIEIR DTV, [11.1.13H8]

10. #HE{EA
10.2 fAER BHRAICERIZ L)
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a-ZVavy—tYH|rokETEHZ L,
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FJ =) WA AU MNEREERT
%
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BT %,
EBHRIEATOA R MR TER O | P IEARHTH 5.
XA2%&)ay 12 & 5 K I i fE IR
NIEWFIC & 5 &I
TEERSH S5bN B

VY MRYF T FH
7B

* 7 N U F NEERRIE
I > LA F NEEEIE

AVARY Y TNHTY
RUBERIVEVEREN
ICHETRICREER Z b
DHRLEVHEONT VR
PWEET DI ENH 2.

ENDHB. HHAT
2 HA I MEEZ O
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]

11. BIER
WROBWERABH 6bNBZENHBHDT, BELZ TV, B
EHHIROSNIBEIIBREEPIET 502 EHEY R NEEITH 2
&Eo

11.1 EXRREIER

11.1.1 {EIM¥E (BEEAREA)
R BRER. BEOEER. BT, HEEA. BE. B,
R, OF L, BR. GERE. AL, BE, @85, £4h
BT, s, RE, 2EEE (RS, B5FE) SrHo6b
NBZEDDH B, BULBOREDI K LRIMESEEZEI L,
HELER (PREBERORTHEHEE, JECE) 2L587h
N5,
REICDO7- 28595, BRREMERE. BEMFIRSH 250k
LA VR VEESITON TV AIEE TR, RIEOMHOH
HAER (AT, Bl PEEEELSEE%. BEERYSDH S
biiznEE, KMED 2 WIHMEIMESECRSZEFD 5.
EMBEERARD SN - ESIC3EE2 AR ENT 54
L, BYRABEITHOZE, a-ZLay ¥y —PHEEEDOHMHE
BT 2859 52 L. BOBRARATRELGEAIZ. 7
R OBIRNBE R 7L I OFRNEBES, #2208 %
52 &,
(RIS B RAGICEE LB &Iy, BRI A EAH 50T
MIICBRI A&, [2.1. 8.2, 83, 9.1.2, 9.1.3. 9.2.1,
9.3.1. 9.8. 10.2%M#]

11127F745Fy—vav o, MEMREZE GEERH)
TFI74T5FT—avy (RRREEE, mMEET. S8R FT.
2HOREE), IEMREZESOERPRD 5 N7 GE 13 H%
Exqikgaz s,

11.2 ZDHuDEIER

REIER 28 0.1~ 5% SHFEANEA

WBE E7R2 TULE—, BB, ZOHER

REEH I, IS E -5

RS IR AR R E (I HRETE)

AR B PR B BERE O SR AE AL S ST
JRITRE

*| TR BRI (AR, &5 Rk, .
WG, BAZ)H, YRY A+
7 4 — (K THERADZERE - IBEZ),
FE7IaA R—Y A

JFF R S EER T

Z DAt 1FIE

i) BEREMTHO. BHL SBBEMTEET %,

14. BRLOFE

14.1 EFIFARIGOER

1411 KFlZ 2 —< ) UNBEERETE %, BAIKEBLTRE
BADIMLYEZ DDA > A VERRMIERL, BEE. B
BICETEHT 5. B, BasA A VEFIORSICELT
. BEFNSNEEBRETFSH &,

14.2 EERZSHOER

*14.2.1 Z RSN BB KRERES. ERBEER. BEHFITS. B5
BRI Z DIRIGEEA R D FORBIEARBEREIEL 50

(©)

TEMLZRD . ZOHRTEHEF 2EREZ S Z &, FiEIOES
BT L D2~3cmBi L THHET 52 &, [8.781H]

14.2.2 BIRAICE S LaWwZ &, HREHFLAZEE, FhicES
SAMENICAD . FEHBRES IVEOESRERI S EAHHDT
BRI AHI &,

15. ZDthDEE

15.1 EERERICE D EHR

15.1.1 4 Y AU Y IEROMERE FH O/ EHICT > OF T2
VEMBEREERN ERET A EICKD., BIESEI DRIV
EOBREDSH B,

15123705 EHALEEE. BESZLHEShTY
%, BT HHEICIE. BERTODALZOMEL +IBEE LN
SEETAH &L,

16. F4pEhRE

16.1 MOEE

16.1.1 BEE TRSEOMER 1 VAV ViRE

BRRALlIC L 2 —< 0 Z7E RO 2 —< ) YRiEZ0.058/kg X120.025 81 /kg
HERERESELLEE, ba—vulFEidea—<) YREICHENEELRZ2H-T
CmaxiZ &V E < Tmaxs T2 & VH#ED 572, AUCo» I WA TEZRD LA -
722, [7.38]

s 3 58 n Crnax Tmax T2 AUCo-
L (Befii/kg) (ng/mL) (min) (min) (ng * min/mL)
@ | ta—~vuZuE | 0.05 |12 1.78 40.83 43.67 146.61
-O- | ka—vYYRE| 0.05 |12 0.80 78.33 108.43 157.32
—A— | Ba—voZE 002512 0.87 36.67 52.55 89.38
| Ba—<Y YRE | 0.025 |12 0.48 85.42 96.88 8291
(PafE)
(ng/mL)
2.5 A
I - ba—~UOJyE  0.0587/ke
i 2.0 A —O—ka—<U 2 RE 0.05H47/kg
e —A— bLa—<YOJE 0.0258i/kg
1 1.5 —— b a—<U R{E 0. 025847 /kg
> I + R R . (n=12)
A
1 1.0 4
i
= 0.5 -
g o
0.0 - T T T — i
0 60 120 180 240 300 360
5.5 OR%EIRE R (53)

B, NETEERBRABFI8HICE 2 —vu 7 EROE 2 —< ) YRiEZ0. 1 HI/kg Kk
U027 /kg % BEIFHRNR G LR, b a—<uZEomEh-a > A0 >k
OfBIIE 2 —<) YRELIFERKTH -7z WHEAT—%).

¥) ARIOER SN ABERUHRIEE FTRORGE FEARY 710 L2885 TH 5.
16.2 DRUY

16.2.1 $R5EFIIC & 2 IRILERE
HHETREERALBICE 2 —v 0 7 ER O 2 —< ) YRIEZEE. KBRS, LR
0.2 /kg I K R 5 21T o7 & 25, HER. KREBER. ERBEE OISR ATE L |
ta—vuEE, BEEHAIC K ZMPEEIC DWW TR 2 —v Y YRiFEEFEKOMERNE
BO1 GHEAT—%),

16.8 ZDfth

16.8.1 BERKE TS5 &DMEE

BRRALlIC L 2 —< 0 7 E RO 2 —< ) YRiEZ0.058/kg X10.025 81 /kg
HEARFFHREL-EE, ba—<vuZEomBEERERIZ. e 2—< Y YREICHKL.
K DHERLDPTEAITEL ZDHKRLERL P TH - 7o AIMBEHED AUCo-3603 1 B4 H R
TEZROEDP 722, [7.3]

e s #E58 n Cmin Crax Tmax AUCo-360
(Bfir/kg) (mg/dL) (mg/dL) (min) (mg + min/dL)
@ | ta—~vusHE | 0.05|12| 44.83 44.83 61.67 4168.96
-O-| ka—<YYRE| 0.05|12| 6258 28.25 136.25 4998.96
—A— | ba—vus¥E 0.025]|12 63.08 27.17 63.75 2912.08
| ka—<YYRE|0.025|12| 73.50 17.79 110.83 3152.92

Crinl 3 MAEEOERE. € Dfthix A MBEE 5 RIE - HSRE) OT -5 MV, (F
)



(mg/dL)
100 4
i,‘ ..
754 AR
o 75 l!!j
B ‘yl e Ea—vOsE  0.05%/ke
50 1 1 —O—ba—<URiE 0.0557/kg
fil o —A—ba—OJiE 0.025H A /ke
- b a—<URE 0.025H47/kg
SEE R AE (n=12)
2 . . . . . ,
0 60 120 180 240 300 360
57 5 D% H] (Cy)
16.8.2 REBEOMIEE

AETIEERBEFICBVT, ba—va/EE, ta—v Y YREBICHRNTESRR
DIMFEEZEPPIE RS E2Y GHEAT—%).

17. BRRRIE

17.1 BIMERURLEICRIT BHER

17.1.1 EINSEINIEERREER
BRFEREENRE LTI BRRBRICB S ea—vurElea—~<Y) VRiE
DEFEEIEILTOEBDTH B, EfKIEL 2 —~vo 72136, ta—<Y YR
W213BIDBEHA26HITH 5. FHESRIIIMET > b —LICET HEE Lz,
ta—vnsEEAERN. 1<) YRIEGAEHIODRICHSG Lz, 18R U288
FRRBEFICBO T 2 —v a7 EN L 2 —< ) YRIFICHAR1 2R U248 12 TRE2ME
FEIMAEE % A BIE T S ¥z, HbAlc (JDS) IOV TIE. ka2 —< Y YRIEFICHN
12RO24BRICTIEBWEAIRES N7z E72. FIRREED 5 248RE TOMTR 2 —
YU ETRREMARED SN, ERERTH e 2 —< ) VRELHERGEEZR
7o (BGHRICH T 2=kt H:P=0.0162), #5@ICOVTIX, b2 —vu ZERY
L 1—<Y UREEDICHEEDSOHS PRI L BHMZERD S, -
7z

L alisy 12381 24:H
A7 % L ea=vuy MEEE M AEE IV
ta-voyi RiE ta-vosi Rk ta-vosi R
BE2BEHIE | 162.6 160.1 141.1%D 166.7 141.1%2) 162.9
f#(mg/dL) (196f1) | (19561) | (19561) | (200f) | (1974l) | (2024)
HbAlc(JDS) 7.53 7.51 7.61 7.54 7.52 7.57
1 (%) (207f) | (20661) | (203fl) | (204%1) | (203fl) | (2044)
1) BaRD S OZE(LE T OFERHIM L (P<0.01)
2) BaE> S OZE(LER T OFEHIM ik (P<0.05)
A YA VIBREPBEOQOLICEAAHEBLREL LTS, REMIRSRER

L a—vu I ESL 2 -7 ) YRIEICHANERICEEOQOLEWNE L. EI-MRRA
BT BMREICOVTH, La—vOZEIIBVT, ba—< ) YREIENER
IZBE L0,

RRMEFIT RFI213619556] (25.8%) ICHIEAAHE S, Tk b OIMEMMENER
& (4661:21.6%) « KILKE (66:2.8%) TH -7, HMAREBORELHPHRESH
7o DIEFHET RBEI21 365226 (10.3%) T, E2bDIFAST LR (208f]H64:
2.9%). ALT LS (208f14641:2.9%). v-GTP_LA (208f#44:1.9%). ALP_ L5
(207HIh3651:1.4%) . HHERENT £ (2086h1361:1.4%) TdH -7z,

24O HBREBE THR, € a—vu VS EHOBEE ICHEIC24E (§14838) 12bhizoT
b a—vusERE Lk L RIIR S 288 Lz, Rt 5 1816564
(30.9%) ICEIERAIHRE SN, 40 OIMRIMEEERIS (48%41:26.5%) . Kk (8
Bl:4.4%) THolzo BWHFREEMBOBREEBIHE S N7 O IEFHE 561181451+ 284!
(15.5%) T E&bDIZAST LR (180F1+741:3.9%). ALP LS (178%1H64l:
3.4%). ALT LR (180fIH661:3.3%). HFEEER L& (16561H341:1.8%). AIMLIRE
k& (17361%361:1.7%) . LDHER (17861361:1.7%) AR L& (180413
B:1.7%) TH -7z
REMEZELCTA >R UHE, A >R VY RTadifk, 4122 Y- ARy
Y AT uREGEO EREBO SN o727,

17.1.2 BRSEIIMEERRER (VR
3~ 16D 1 BIBEFRREEA3FIC, b1 —v 0/ Es BERHS U7k 24580 0 KRR
ICBWT, BRIEI Y PO - LOFRELUABNRO 5N, REMIEIBALEDS %
o728,
BTN RFIA3GIF7H (16.3%) ICEIERASERE S, F4 b 0GR MEERIE
(5B1:11.6%) . I (261:4.7%) Th -7z BEBRBEOBREEHIME SNIZD
VX FPAT R BIA3GI 26 (4.7%) T ) YSERER (36614 141:2.8%) . AR L
F (42010 161:2.4%) THoTz. [9.75H]

17.1.3 S1ESENHBERREER (\R)
HHET3~ 118D 1 B RIE B & 6001 % S RITAT - 7B REER (f > A Y RIAIREE,
In AD T B AF —N—ikE) KU9~ 19K DORERIEERE 46301 % MRIIT - 7 HERER
B (422 YRMAGE, 87 AD 70 A4 —N—iE) Tk, ta—~vu/E0R
HEAIRGICE D, 1 YA YREAIER RS &R L CREFRIET Y bao—LEs
N, BEEICBOLTEERD SN G oTz, [9.73]

17.1.4 HHEETEARY T1R5(C X B EHEIIHBERRHER
NETE 2 —va FERZFRE FTEARY ZICTHRE LGS, ko 2—< ) VR
& HE L THDALCEY ff (PHfl: v 2 —~v 1 73;7.66%. & 2—< ) YRiE:8.00%
(P=0.0041)) FKUHHARKIFHIMERE ((F9f:L 2 —< 2 73;152mg/dL, k2 —
<Y YRE;177mg/dL (P=0.0498)) OFBLBERARH SN, M3 > bo—Lp
WETHEMIREINTz. REMICBVWTERTZD SN LGSz,

¥3) AR TRIE S hzHbALCEIZ. NGSPiE& LTSN BRIICHIE S h7-fET

HBo

17.1.5 S EERARHERH SRR
SETE 2 —v o SRS
SR, Ea—< U YRIEARE LB L TERICETY 52 &2

18. ENEIE

18.1 {ERKRE
A YA V) AT IEBFRTIEIAREARE UTHEET 255, KRG HREP 2 ICHEE
NERHET B 720 BRD SMAPANOBITHEND, ZOMPBITER, EENICBEITS
KHlZ2E&LHE60H1 YA YHAOEERERIL. YL a—-2REHAMTH 2. £
foo A YA MBI EFNEBTOEARILER S REBUERZR Y. HR S
DIEBIZBVT, A V2 YEFNGESL A 7V a—R/7 3 BN %5 &
Z L. FMLfEAZRE L. BARLER%2EET 5, FRICBL T, 1 Y2 YA
TNIA—AMYAALET) =7 VB ERE L. EHEZEEL. BRIV —2X
DHRIINOE B AT 5,

18.2 MAERETER
AYRAY VY ATEIENLE. B b YR V1BV ERZEOEREZ S D119,
BERALBICE 2 —~ 0 7 ERUE 2 —< Y YRIEZ0.05841/kg X 130.025811/kg
B NS LR, WA & B ISR T ER AR 5h iz,

18.3 JUIANEZOLEY (HbA1c) X9 B1EMH
HEOEMRET. ElES V2 VL EOREROBY) 2L 2T EERICHDALC
OYWENFHETH B T L1910, 1 RIBERFRBE 306 2 WRICEHE FEAKR Y FICT
bta—vul@Ea23» AMKES LHA. b2 —v) YREZEES LI E SICHNER
ICHbAICZE R &E A ENRENTz, ERENICBVL TS 2 —v 0/ ET, Bk
i SHbAlcO REEMERA RO 5. EREMTH /- 2 —< ) YRIFEHARLE
E2RD725,

19. B CRAT 3IBEEHAR
—fEIEFRA Y AY > Y AT 0 (BEFHIEZ) [Insulin Lispro(Genetical
Recombination)] [JAN)
5 T F:Cas7H383NesO77S6
5 ¢ #:5807.57
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