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7. BERUBEICEET 3EE
AHNZ EHEIA > 2 VBIFENCHA, RRY 5 L DES IR
NS, MEERE NERIZESE (RAILEL EE BB L >R V3
FlIlENIZ. AEOMEETNERZET S) THD. LiH->T,
ZOEROFBEIL L 0 EP D CEARROBEIEY (RE58K
SEREIET) OT, EEA ) UK CBEAEEO305HIIC
#5) LRZVAER (152BA) ik52T7>2 &,
(P 5. HERE)

B
Al 155 LA
BEHEIA 2 B 3057

Fio, DA VA VBRI SARNICEET BIFEICH. ZOE
R EEEL2EZE L. DB U TREEZERET 5%
L. EHEITS 2 &, HEBOFRICIZ. PIEIOBED & BCER H
HWVIEH oy ARRBBEICZ 22 ENH 5,

il > 2) VBIRIZ AL TWABEE T, BHEils o2y
VBIKIDOB S RUOBEAT Y 1 — VOFBEANE L I B84
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IS TEXBZERERE LD AT, EMOEEIEED T TE
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11. BIER
WOBWERAH5bNBZ ENHBHDT. BEETDITV., B
EOROONIIGEEICIERE2HIET 272 SHEY L NEEITS
I

1.1 EXRZEIER

11.1.1 (KI0¥E BEEAH)

AR, BRE. BEOEERK. BT, HEEA. BiE. RE.
. TV, BR. \EEE. A%g, B5E. W%, £5h
KR, s, me, ZRE (BREE. B8 S2056b
NBZERDH B, BUBORENI L SEMBSESEZE L,
BELERR (PRERRORIMENEE, BC%) 2L5B87h
BdH b,

BHICO 5BRE. BREEHEEE. pIEMAIRSH 50k
B VR VEBEMTOITVWAEES TR, BIEOHOE
HER (8T, BRE) PEEEERHBE8%. HEERYH S
bhanE s, KIMED 2 VIMEMESEICKS 2 EHFH 5,
RIMBETERPRD SN EEICIIEE2ECAN2EBINT 54
L, BYIRABEZITHOZE, a-7Vay ¥y —YHEHEEEOHHA
BICIZ T Rz 59 52 & BROBRDRAEERBEIE. 7
R BOEIRNIE SR 7L H T2 OFRANRS%, EY)s0Ez
TH2 &,

(EIMAE X RAGICEE L7-BEIcd, BRT 52 EMFH 2D THE
HICBET 5 &, [2.1. 8.2, 8.3, 9.1.2, 9.1.3. 9.2.1,
9.3.1. 9.8, 10.2%H]

M1127FT4S5FV—vavy, MEMSRETE GEERH)
TFI45FY—Yavy (FRREE, OEET. S8R T,
2HORBE). NEMREZESOERIRD 5N 5AI3E

(©)

IG5 HRAENR - BT P - AT SERkTsI L.
FRLFU Feomftore, k| 11-2 TOOEHER
HTORBBME. 1> AR5 0.1~ 5%kl SR
ﬂ;;;;;ﬂgm:m:; v 1 BEE s TULE—, BB, 7R
oy e Ey;%ﬁﬁ RBEH IR, R E -5
— TE N - y
*ERSED, B M SRR EE 0 BRAE AL SIS
R L E FC O i A 8 O S Gkkali
LEFOFY L F b DR A D B *| ERHRL ARG (IR, 7 > FER. 0.
U % LKA B, BAZ)H, ULV LD
HARELRIR 7 4 — (R FREIF DA - ML),
R LE Y Fid v AU RIS & BT SuA F—2 A
vehory B IR LR 2 AT 5o i I
BRAEARILE > PR AR N ) INA0)) Z0fth VI
S (IR 5. W) SEHEMTHD . HAD S HOERTEET 5.
AT b Oyy 14. BALDER
Eeqmbiys S KB T A VD 14.1 ERIFAIFOER
YRR 5. (STUFRY/SUZFRVHD)
—aF U KHTOA >R v ERZ 1411 BETERHAD, IUIRVIZIBEMAH A IV F Y
2 ETSE 52D HDIZ0.SHMZIA L BE D70, MHAIOMDEZICEET S
HERE AT, ce.
w7UEY >~ R#SNTHEIC 2720, 14.2 EXHZSHOEE
IMAEEHD LRI 5. (BURIELE)
TY=7IF FROK(ED R 2 REEL. 14210 KFOH— U v DA YA YBFIEBFELED ., o
— MBKAE LR &2, A2 R UBAILRE LN L,
TrI=n A AV AMERERT $14.2.2 FE RSN, BEER. KBRS, LRGSR, BEEICITO. #E
: RN ERALIC & D UGRIE AR D | 2 ORBERRRI AR 50
7r=hAr 1YY o R TEMZWRD ., TORTEEFR2BEEZ 52 &, BIEOES
— ERT 5 BT & 0 2~ 3cm B LIS 5 2 k. [8.755]
EAREATOAE | MR EEOBR) BFIARTS S, 14.23 BIRFICHRS La W o BREA Lz o &, sucist
Arrsmy RS RNRER. SEAMERIIAD . FEHRE S I EMBAES 5 L7 550T
- WiERAHEDNE ERTSE,
VY MREF 70 CERB B, BT ARV, TIAHTY 1424 | K2EHROBZICFERA LW &,
7R ez | RTRRFLVESSHL (=1
%7 b U A F FEERRIE i BB 2 0 R BE % 44 ICHERMICHASER %2 AT N S~ FIY
Sy Lt g N ;ﬂg%‘&iﬁ;ﬁ;g LSO D s A 14.25 AREBTEHOA VA V_RUBERE ARV CHEAT
Ber. (1115 | PELTEZENHE. pok.
et (STUFRY/SUZF~RVHD)

14.2.6 KRFNIJIS T 3226-21CHER L /- ABIEFHEES 2 H VT
Hd 52L&, RRNIABERESS EOBEMEOHEZEZEZBD <A
797 7 AV TSARDF I ISAZ— RLTIT>T W5,

14.2.7 AH| & ARIERATSE & OBBERICRBNEOARESDER
OHENTBEITIE. FFLOLESSHCHRDEZ 25 0NE HEZ R
FIZHHEET 5 &,

15. ZDhDFE

15.1 BERERICE D<K ER

15.1.1 4 > A ) Y ISR OMBERE FR O/ ERICT > OFT 0¥
VEMBHEERNZRET A EICED, RIIEASEI DT
LOBENH B,

1512 F 7V EHALESEE. BESZIHESATY
%, BT BHEEICIZ. BERPODAZOMREZ HOBEE LD
55T AT &,

16. EYERE

16.1 MRE

16.1.1 BEIF MR 5& OISR, VAU ViRE
R AL2GIC e 2 —< 0 ZER UL 2 —< ) YREX0.05841/kg X130.0258( /kg
AR FHELALEE, ba—vO027FE2a—< ) YREICHREERZEZL 5T
CnaxtZ X VB Tmaxs T123 K DHEDP 5720 AUCo-»ldHBAIM TEERD LD >
722, [7.2H8]

] s w58 N Cmax Tn?ax T{/z AU(.Zorw
(Befir/kg) (ng/mL) (min) (min) (ng * min/mL)
@ | ta—vusE | 005 |12 1.78 40.83 43.67 146.61
-O-|ka—vYYRE| 005 |12 0.80 78.33 108.43 157.32
—A— | ka—vus¥E | 002512 0.87 36.67 52.55 89.38
A~ | ka—<Y YRE|0.025]12 0.48 85.42 96.88 82.91
(FH1HE)



(ng/mL) BRI G T7.51% K 07.46%. B4k 20 [ MBS {E I3 B 5 T164.5mg/dLE T

2.5 168.7mg/dL. HREA > 2 1) > 84H| & O AHE T160.3mg/dLK U135.4mg/dLT
. —e- ba—vO/E 0,055 /ke bt
i 201 —O—ba—<URE 0.055i/ke A YA VIERPBEOQOLICEA BB AL L 25, REMICRSTHES
jﬂ 1 Igiizﬁ’zgﬂ gggg;%‘;g ba—vOsEsE 2 —7 ) YREKHAARICBEOQOLAH#E Lz, - HIRRE
1 Lo Y ot 5 e (19 BRI BMEEICOVTS, ba—vaZECBLT, ba—<Y YREICHNER
z AN+ RS (1=12) i Lp,
1.0
3 REMEFHERF213GIR556] (25.8%) ICEIEAAHME SN, 4 OIEIEEER
o5 & (46f1:21.6%) . KILEE (6f:2.8%) TH-7z. WRBEMEORFELEVEES I
B 7= DS FARF213HH 2261 (10.3%) T, A BDOIZAST EF (208f1H64:
0.0 2.9%). ALT LR (2086:6/1:2.9%). v-GTP L& (208FIH4f:1.9%), ALP LR
T 60 120 180 240 300 360 (207HIr361:1.4%) . HhHEREN L5 (2086H361:1.4%) TH 7o
Be 570 5 OfE ] 1) 2RO BB TR, b2 —<v 0 SEROREBRE ICEIC2AE (§1488) 1I2bk>T
16.2 TRUY 2= USRS 2 U RIR 2R R Ui KM 55181 fIH56

(30.9%) ICEIERADHE SN, E4 b OIMEMEERIE (48041:26.5%) . KLk (8
Bl:4.4%) THo7z. BFREEMEOREEBHIHRE S N7 3 FMERE]181 5= 286!
(15.5%) T E4&bDIZAST LR (18061 7#1:3.9%). ALP LR (178%1+64l:
3.4%). ALT EF (18064661:3.3%). #FEEIR EF (16561H361:1.8%). HIMIRE
& (17361%361:1.7%) . LDHES (178617341:1.7%) . AR L5 (180%1+3
Bl:1.7%) TH-ot.

R ZECTA > R UHR, AV RY VY RTabiE A VR V- AV RY Y
Y ATURENED LRIERD SN 5728,

17.1.2 BRSEIEERREER (VR
3~ 16D 1 BIFERBREAIFNC, L2 —v 0 /2 BERHERS U248 0 KRR

16.2.1 2 5ERIIC & B IRILEE
SHETRERALGICE 2 —< 0 MERUE 2 —< ) VRELIEMHR. KB, LR
0.2H Q1 / kg B N 52T o7z & 2 A, EER. RBEER. BRSO NEIC RN A< |
b a—vu s, BEHAIIC K BMIGEEICOVLTE 2 —< Y YREERROMRE
B GHEAT—%).

16.8 ZDft

16.8.1 BEIRZ ™% 5#& O MFEE
R LB 2 —v 0 VR UL 2 —< Y VRIEZ0.05841/kg 230025841 /kg
BEEFRE L&, ba—vuEombER FMEMRIZ. ta—~<Y YREICHKL,
FOER D TR ZOMELER D TH > 720 AMIEFEDAUC 36013 TR

CEERDLEN 12, [7.5] CBLT, BRI Y Po— LOEFRAUEIRBO SN, BEMEIIRAEEDS L
o729,
- prys o Come | Tom | AUCom0 ZRPERFIRIRPIAIIRTH (16.3%) CHIERIAHE SN, T b O EMMHERIE
- FEIR R BA3FF2H (4.7%) T2 U >8 6 1:2.8%) . g
@ | ba—vusEk| 005 12| 4483 44.83 61.67 | 4168.96 542G LFI2.4%) T ote. [9.750]
~O-|ba—<UURE| 005 [12| 6258 28.25 13625 | 4998.96 17.1.3 SEHIEEEREER ()2
A | ba—wuZE | 0025|12] 63.08 27.17 63.75 2912.08 HHEIT3~ 117 D 1 BUREPRIE R #6001 2 W RUTHT - 1B ARRRER (o > 2 ) U RBAIE,
— In ADZ U AF —)N—iBf) RU9~ 19ROHEIRIEEE 46361 % 6 GUAT > 7R
| B2-WYSRE|0025|12] 7350 | 1779 | 11083 | 315292 B (1220 YREAIE, 82 A0/ 024 — —38) TR, La—vn ok
Crmin /3 MAEEOERIE, £ Dfthid A MBEE (35 H1E — % 5%E) 0T —% 2HWiz. (P ERIEGICED, 122 YREFIRFIHRS E KL TRIFLMET Y ha—LHE5
HH) N, ZEHICBLWTEERD SN2 o7z. [9.75H]
(mg/dL) 17.1.4 SV ERRARRER B SRR
100 4 AETE 2 -~ ZEERAICB W T, RIERK. REEIUE R O SR IEO 5
il BEAS. b a—< ) SRR E L CERICE TS 5 2 EARD 511012,
w754 18. EZHEFEE
" - 18.1 {EFRKRF
. —&—ba—vnyyE - 0.055ii/ke YA ) AT DRMAIR TR E UTHIET 575, B TSR A I Rk
—O— kb a2—<URE 0.05547/ke PG puy .
fii 50 A Ea—<OJE 0. 0258(/ke NEREET D720 KPS MPANOBTHAEN, ZoMmHh#ITH. EENICBT5
- bEa—<URIE 0. 025847 /kg FEEELHSODEA A Y REIOFEEER I, ZLa—-AR#RAMHTHB. %
SEfE R ZE (h=12) Tov A YR CRFENZEFNERTOEAEILER ERBIUEREZR T B SRS
25 T T T T T T ) DIEBRITBVT. A YA YEFNGES AR 7V a— /7 3 BN Z 5| &
0 60 120 180 240 300 360 ZU. AR 2R L. BAFRUEREMET 2, FRICBLT, 1> 2 V8L
PG 5 ORI 57) TNA—2ZMYAHET) =7 VEIFEEGE L. BEHEEZEE L. BRFA VIR
16.8.2 BE&DIMEE DRERINOEMZ(EET 2

NETIRBERFEFICBVT, ba—va/Ed. ba—< ) YRIEICHNTASR
DMBEEZEPLPIETSEZY BHEAT—%).

17. ERRRE

17.1 BMRURLSKEICET 3R

17.1.1 EBRSEIIBERRER
A VA VRIKITHEEFOBRBRREE 2R E LTITbhBRRBRICB 52—~
O/ 2 —< ) YREOHREMEILUTOEBED TH 550, fEfKIIL 2 —vO

18.2 M#ERETER
AYAY Y ATALIENE, B VR VBV ERSOEEZE B D115,
HEERALAIC e 2 —< 0 VERUE 2 —< ) VREX0.05841/kg X 130.02584 /kg
B[R NS U758, WAl & b ISR R ER AR 5hiz2,

18.3 2'UIAEZSOEY (HbAlc) [CxT31EHR
HEORHRE T, Bl 22 VL EOREROEY 2% 2T 2 IIERICHDbALC
DYEHTHETH B T &10017), | BIRERIEEE 3061 % MRICKHER FEAR Y 72T

Ea—vO/EE3s ARG LE, ba—v) YREERS s SICHAHE
ZYE1301 (BIIES27M (QRMRE2651. |MRELA) . R Y2 Ml IHbALCE BT S8 5 2 & ARE fr. & AENICBNTSE 2D ST, B

DOFFES 18661 (SHMRROSH). IHMRRI2IA). L 2= RIE2IH (4 B & HbALCO R REIREAEE 511, ERIERICH o b & 1) YREEARAE
B 2301 (WRRAEION. |BBRIEAR) . HHE( > 2 ) 2 WA E ORI S190 Ny
BI (QEMIRATSHL. VMR 1SH)) ORFA260THS. RSBIEMMBT |

O—)LIZET58E L.

ta1—vuZREERER. t21—vY YREFEBEIODANICHSG Lz, 1BIRO280
RREHICBL T2 -0 EN L 2 —< ) YREBEICHARI 2R U24ERIC TRKEK2E
FE MBEE 2 A RIS R & €72, HbAlc (JDS) fHICOW T, ka—<) YREICHAN
127 U248 12 TIRBWABIES Nz T2, FERSED 624 TOM TR 2 —
a7 T RREERARO SN, ERERTH -7zt 2 —< ) YRIEEFRLEER
7o (BEHRICHT 2—kafk:P=0.0162) . HE5RICOVTIE, L a—va Z7ERDY
ba—7Y UREE S ICHGEYSOH S R ZEbId %< EHEZEIRDShED» >
2o

19. BRI CRAT ZIB(LENHR

— MBI Y2 v Y AT a GEREFH#Z) [Insulin Lispro(Genetical
Recombination)] ([JAN]

53 F iCas7Has3NesO7786

5+ #&:5807.57

L3 REBOWMKTH %, FAKBEILT DY 7 ARBITETR T, 0.05mol/LiR
EEIEABR MR 0°0.0 l mol/LIEEE R I R R IC K K KRS ) —)b
(99.5) IKIFLAEET V. REETHS.

(b2t
BRI 12588 24381F A
g‘?mﬁ?ﬁ t 1-7 ]) M N t -7 ]} M . t 1-7 ]) M G:kl h‘*‘«'ul*(;\Al*(‘%v\*(")‘s*(‘)‘s*Thv *“vl*i[ly(‘*ClS*SL1*l.UrT\'r*GWQ*I,C\\*Kvl\v*\w*Tl kuxn\;vl!

ta-vnsE RIE ba-vnsd Rik ta-vu/i RiE g
ﬁ?&zﬂ#%ﬁmﬁ 162_6 160.1 141.1(11) 166.7 141.1712) 162.9 I’l]u Val-Asn-Gln- Hls Leu-Cys—Gly-Ser-His-Leu-Val-Glu-Ala 1;‘%\ Tyr-Leu-Val-Cys: (.)l) Glu-Arg-Gly-Phe- J’J)); Tyr-Thr-Lys-Pro- 'llhr
fif(mg/dL) (196f) | (195f1) | (195@l) | (200%) | (197%l) | (2021 % B 5.6
HbA1lc(DS) 7.53 7.51 7.61 7.54 7.52 7.57
fiE (%) (207f1) | (20661) | (203fl) | (204%1) | (203fl) | (204%i)

E1) Bt 5 OZ(LE T OHHIM HE (P<0.01)

1¥2) BtARED 5 O Z (LR T OHEHIR HL#k (P<0.05)
ba—v 0 EORMBE EEREA 22 YREIE OSBRSSOV T, RBRKD
243@ROHbALc (JDS) fEIXBIMIL 5 TT7.26% K U7.50%. A > 2D HFED
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3mL [2F v ]
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