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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]
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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]
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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) 21H1ED UL E2EE) g > 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 EM A A CHHRHBRER QEERFEEE)

A A ta—<uos AH ta—vus
BIEH] BEHMRR BIEH] BEH] RIEH]
MAEREIT S NI HERE R 451 329 442 AR REIT S N BERE R 336 337
HbAlc (%) HbAlc (%)
R=25A 7.34%0.65 7.36+0.64 7.33%0.67 R—Z54 > 7.28+0.68 7.31+0.73
2635 7.22%0.73 7.45+0.84 7.30£0.79 2638 6.89+0.88 6.91+0.80
ZE{LRED -0.13+0.03 0.08+0.04 -0.05+0.03 Z{LRED —0.38+0.04 —0.43%0.04
és{;ﬁ? o % -0.08 0.13 _ ﬁiff R ” 0.06
A [-0.16, 0.00] [0.04, 0.22] (O5% X [-0.05, 0.16]
B4 | R U E O L7108 (B FARTRER) (mg/dL) % R M E O -7 08 (R HARTER) (mg/dL)
R=ZFL > 77.3£59.90 76.3+54.72 71.5+63.21 R—ZF4 > 76.6+46.04 77.1442.82
263 48.3+58.03 88.5+60.07 73.7£58.11 26:8% 58.8+48.59 70.7+43.68
(LR -28.6+3.33 12.5+3.74 -0.7+3.34 ZE{LRES) -13.8+3.60 -2.0%3.60
ZltEonzE 279 132 ZlLEDZE ) 118
A2 IMBEE O -8 (AHARRER) (mg/dL) %2R R M E O -7 18 (R H A RER) (mg/dL)
N—ASA 112.7+86.80 | 108.0+85.84 | 101.6+88.14 ReRFA > 99.3+64.21 99.6+56.30
263 77.1+78.15 98.2+81.76 103.2+86.82 2631 77.3+62.49 94.9+58.19
V(e v -34.7+4.50 -10.2+5.04 -3.5+451 ZE{L RS -19.0£4.50 -1.6£4.50
itz ZL@EozE
(Al 2 —vn ) [-41.713 : '.22 1.2] [»177.2'74.3] - (Al 2—vu) [_257,137'?9.5]
[95% {7 # X ] E2) ’ ’ [95%15 #HIX ] ES) ’

FrofE £ R RE . Z(LEIR/ D TR E RS, B ERoRIR/NSEIE
[95%fEMX ]

1) MR UHIEMICE T 2RAMBEET I (RESERIEATICINE L - BlHlEIcE D<)
E2) Bt (REEEER S PIERTICINE U BlREIC & <)

MAEREIM R SR 526ER E TORMERARBRE &, ARIRE/MES.0% (36/451
Bl) . AHIEHBIARES.8% (19/32961), & a—<u s RERIE6.1% (27/44201)
Tholo ERENEAIE. FHBARSHS AR EERTBEL6% (7/45141). ARAIAHM
HHBEEL.2% (4/3290). & 2—~< O s RERE0% (0/44261). R\ CHEHERAIER
AR EERBL1% (5/45161). ARIRHEHIAHE0.9% (3/3296]), a—~vu s
AEAIE0% (0/4420]) THo1z. BES2EBT T (RERP2ET) ORERRER
A, AHIAERIEE.5% (43/45161), b a—~u/ABEREES.6% (38/442f)
THorze ELEWEAZ. BRSSP AR RERBEL6% (7/4514]), e 2—~<0
JRERIEI0% (0/44261) . FEMMASAKIRERTE0.9% (4/45161). k2—~u s
HERTE0.7% (3/4426) . HAHFAERAAHFAEREEL. 1% (5/45161), b a—~
0y EERE0% (0/442() TH-7.

HEVEBETRE D 532526588 F TO T R T OIMMEEATER S /KIS (MAEE70mg
/ALELR) ORBEEROFEHLIE, RAIAERHE.6% (449/45141) KU91.91F/
A - . KHIAHMABEE8.8% (325/329f1) RU99.9M/A - &, ka—vusE
ERTEE99.6% (440/442f1) RU99.4MH/ A - ETH -7z, FlEBEITE D 515528
B TOFTRT O MBHEAHER S N7 EIHE (MAEH70mg/dLUT) OFRREIEG KRS
FBRIT, RAIREFTE9.6% (449/45141) KUT8.2M/ N + . ka2 —v U/ RE
Hi#899.6% (440/4420) KUBANM/ A - HETH o720 [7.1. 11.1.15H]

17.1.2 2BMERRBE ERIC U - EREEESENEHER
BAE 1% IC & 2 Basal-BolusH##i % Eitirh ) 1 85 LI L 0 28U RIB B #6736 (AH|
REFB3366] (5B5HARANATH). & a—<aZRERB337H (55 HAANL6H]))
ZXRIC, 20 EMRBREER LY, 2B, REHOFNICER A >R Y OoREREEH
Hi9 2 SEMOBA R R ESMOBICABBOBBEN2RE L. ERFTHAD
L<@Bta—vur%lH3EEHAN (AFMBEO0~27H]) ICKTHE L, HE5RIEF
BT U< IIHERT O E CIEHEME I A — R A7 Y MCESOTHEI Lz, $7-.
HEA AV ELTAYAY YT IUFY (1008 /mL) #1H1IED LLI32
[\EE) g A > 2 Y F7UT 7 (100847/mLIE 200 A/mLE)) %1 H1EE T
5Lz, FEFHBEE THHN—AT1 > H 5260 EOHbALICELRIZOVT, &
FIRERBEOL 2 —vO VREMBICHT LS RENT GESE~—TY
0.4%)

H3) A Y RY TN T 7200 A/mLik. HARKTZTH 5.

©)

M+ R R 2RISR/ TR E L R LR ORI/ N RPE

[95% B X ]

HF4) MR LEEMBICRE T 2RAMBEET IV (RESEHILRTICE L BlEIcE S <)
ES) O ET (RS G P EATIC NG U7 BHEICE D <)

MEREIM R S BRBRM E CORIERARRE &, AR AERMB4.5% (15/336
) ‘U a—<ua s BERNR3.3% (11/33761) TH-oiz. ERBWERIE. FEHERA
ERPAHIAERNRL1.2% (4/336f]) KUk 2—<voZ&EFR0% (0/337f) T
HoTze

HEAEBEITE D 552638 £ TOT T OMBEEA R S n - KM (MFEE70mg
/dLULF) ORREGKROHRLIE, AFIRBERTE5.2% (320/336#]) KU'36.114/
A ba—v O RERIE4.1% (317/33741) KRU33.04/A - H£TH 7.
[7.1. 11.1.12H#]

17.1.3 BT 2 AU VEAFEIC L DS ESHIIEHER

BT A > AU Y EARRE (CSIIEE) % EHirh o0 185l LD 1BIRRFE B #4964
ERRIC, GAMOZ O ZF — N EER LY aB. 7uAF—N—HORIC
b a—va Ik ACSIREICYID A 2 2BMOBAM 2 3E L. BN TARAIX
ke a—~vu/2BE]SHA/ S CRERN (BBERIBOO0~27H) 11 VAU YKy
TERHERLUTETREGE SN, BREL— FROEIC > 2 > OS5 8 1Z BEMmEHEIc
ETAHEDICHEI L.

FEMEEE TH AHE6EB O 70 2+ —N—HICBI2FEALY FOREESDOFHER
RIF, KREHEERT0.034/30H (4.1%. 2/496121F). & 2 —< 0/ #58T0.0504
/30H (6.3%. 3/48fI31F) THV. WFhbEALY FOREEOHEIZ [ A
YRV TDREANEWT T — L] THotze ALY bORMRHUL, AAHESHIZ1.13
/308 (65.3%. 32/49B1774#). & 2 —<wu s/ #58120.781E/30H (52.1%. 25/
48MI521F) TH o7z,

BIfER ORBENEE. AHIREGR26.5% (13/4961), b a—<vur#&E5112.5% (6/
48f1) TH otz ERBWEAIE. ARSI ERF12.2% (6/494]) KU
b2 —vus%586.3% (3/480) . EABAERAIRAZGHEL0.2% (5/4901) K
Uk 2 —~vu 7 #%584.2% (2/48%1) TH-7z.

54~ 6B T 5 TN TOMBEEATEE S N/ EIME (MEE70mg/dLUT) @
FIRE & OFHRIL, AR E5H83.0% (39/47H1) RUT6.3MH/A - &£, ta1—<
a7 #5R68.1% (32/47H1) KUS6.2ME/ N - F£TH 7z,

R=2F 4 Y RUOEG4~6AROEHIRHOMER )L I — A B LFE (CFHE+ 2
HE(EE) 1. KA S5HT13.87+£23.38mg/dLK 115,31 £20.56mg/dL. tx—<
0 7 # 58 T13.87+23.38mg/dL 021,26 £17.34mg/dLTH 0 . %54~ 6:BEED
2415 DRI HE 7L 3 — ZMEAT1 ~ 140mg/dLOFEFH T d> - 7 W (FHEME + 1Z (R
#) i3, KHIHR 58 T635.87+179.98min, k2 —~< 0 5K T599.65+
219.78minT® > 7. [11.1.1%H]

*17.1.4 N1 BURRFBRE ZRRIC U I EIRHESEIHEHER

SRIEESNEIC & B Basal-Bolusfi#ik & £ o 1L 1 85RO 1 BUEERF B E7 1661

(RAIRERTR 2806 (55 HAA3B) . AAIRBEHBEZE138H] (55 HAAN2H) .
ta—3uJRERR298H (55 HARATH)) ZRRIC, 26EME 2 EHE L7210,
BB, REMORICERE A > 2 > OREE 2 HET 2 4EM OB A K RSO’
I2EMOBRBEMEZHRE L. BRI THAAS Lk 21—v0 /%] H3MAER

(BHRMIBO0~25771) IIEEMR N TAA 2 1 H3M AR (BHMMHK205LUN) I
BRHRE L. BE5RBEARD L IIRERO B CMEIEBEXIEH—Rh T > bckkD
WCHHiLiz. Fiz, A V2D ELTA YRV Y7 FUF Y (1008 6/mL).
A YAV Y FFINEIHLES L E2EE) g1 > 2A) »F7UT2 (100847/
mL) Z1H1ER RS Lz, FEFHEHE TH 22— 71 5 526K DHbAlC
ZLRICOWT, AAIRERBEOL 2 —v o JEEFBICNT 2IEBEIRS N GE
HH~—2:0.4%) .



K3) BE26ERICH T HERM A > A HHRBRER CNERRERREE)

ARFl AFHl tai—vus
BER] BHMGR BERT
SRR BN S N HBRE 280 138 298
HbALC (%)
N—ATAY 778:085 | 777£085 | 7.81£0.92
26388 785111 | 784%105 | 7.88%l16
BRSO 006005 | 007£008 | 0.09%0.05
(Ezéff . ) 002 002 B
Rl [0.17,0.13] | [-0.20, 0.17]
i | R R IR 0 b 5308 (6% B 2HI5E) (mg/dL)
N—ATA Y 07+3581 | 663244 | 7.6%3504
26385 25+3027 | 573147 | 9.9£32.70
(Lo 113%194 | 254276 1.9%1.86
Elo® 132 -43
&Z{;;;Eﬁ;;:) (185, 79 | [109, 2.2]

S fE £ ERE BB RN R E e BB 02 IR/ R E
[95% 5 X ]

1E6) MK URIEMICE T 2IREAMBEET IV (GRERZEFR LATICIE L BB ICE D<)
MEAEREIT R S B BEMAB E TORIERARREIG . ARRBEREE10.0% (28/280
Bl) . AHIEHBMGEEEL3% (6/13861). & a—<vo s/ RERE3.0% (9/2986]) T
Hotz. EREWERIG. FEHEBARISH AR BERIE7.1% (20/28001). AHILHH
BIBEE2.9% (4/138f). ka—~u/REREEL7% (5/29861) TH-7:.
HEAEBETE D 5252658 F TOTRTOIMBEEATHR S W EIMFE (MFEE70mg
/dLUF) ORREGKRUORHRLIE, AHRBERTE2.5% (259/280f%1) KU75.14/
A - . AHIAERBEREST.7% (121/1386]) RU76.14/A - £, ba—<vurR&
ERIBE94.0% (280/298f) RUVT78.0l/ A - & TH -7z, [7.1. 9.7, 11.1.15H]

H7) A VAV YT IANF L ORRES N ARG, BE, THIEK RS T, E4R0

BH—EET D, THb,

18. EMEIE

18.1 fERKRF

ARIOEBL2ERIE NI - ARBORATH TH 2. AROEMRATHHA A Y
A7BE A VAU Y ERBICS YR YRBEEICHEET A LICKD. ZORRIE
A%RT. ZRMEE LA VA VIE, BBHLEMHERIC XKML a—20
AR ZRIET & B0, FFHTOI LI —AEAZEET S &ICk . IEEHEZE
BREEZ. A VAU VIZENABPEATBEHET 2 & EHICHEAARERET
%o

AAENE, 7T VBICK DR TOMEEBEATTESE. ML TORAFZVICK D FAT
DOMEZIRESEHZEICED, AV 2AY VY AT ORI ZHED - 8H TH 5.

19. BRI CRET HIB(LZENHR

—fEER A YA YRT 0 GEETFHBRZ) [(Insulin Lispro (Genetical
Recombination)] [JAN]

53 F F:Cas7Hzs3NesO7786

5 F &:5807.57

i3 WHEOMEATH . HKELF b7 LARBICHE TP <, 0.05mol/LiR
ERERR B % 0'0.0 L mol/ LIEEERIR IC R R I I2 < KL KRUTY ) —)b

(99.5) IKIFLA LT ZV, REHETH S,

==t 3

A$H

Gly-Tle-Val-Glu-G1n-Cys-Cys-Thr-Ser-Ile-Cys-Ser-Leu-Tyr-GIn-Leu-Glu-Asn-Tyr-Cys-Asn
1 5 10 15 21

B

Phe-Val-Asn-Gln-Hli s-Leu-Cys-G1y-Ser-Hlis-Leu-Val-Glu-Ala-Leu-Tyr-Leu-Val-Cys-G1y-Glu-Arg-G1y-Phe-Phe-Tyr-Thr-Lys-Pro-Thr

1 5 10 15 20 % 3

==

% B
20. HRWL EDER
. ==

20.1 BAEZBET B L T2~8CTHERET 52 &

20.2 [FRARMBEZIE. WERETESRVLEAICE, BELT30CUTTRET S L,

20.3 fERARmMERIE. 28HLIMICERT S 2 &,

204 RYIFLVBRERIA LT 4 YV BOF2—TER) O L VBOY F—)N—
EHO IR FEAR Y 7HICB L TARIIRIHMEZE TH > 72, [14.2.35H]

21. EERRMHF

R 2 7 EHEE 2 HED b EYICERT S L.

22. @

10mL [184 7]

23. FEHER

1) Herings RMC, et al.: Lancet. 1995; 345: 1195-1198

2) #NER: BARAIBRRBEEICB Y57V a -7 5 7k (202043H25H
%@, CTD 2.7.6.17)

B SHELA BB 1B 1 2 RFARRE (20203H25H&E. CTD
2.7.6.19)

R SNEAIBERISEE SRR T A~ A ) EABETRE L L S OFENE)
RBR OV )% % B4 L 7- 3B (202083 A25H%&#R. CTD 2.7.6.21)

A ERE SR ABEREERE 1B T 2R R OGN A AT RA T T 1 ZFF

5.6

3

4

5

fifi L7z5B% (20204E3H25H%&:. CTD 2.7.6.1)

HMER: AEASRXOEERIEERFEEEICBISZ V-2 T v Tk
(20204:3H25H %38, CTD 2.7.6.14)

HENERE: 1 BB RR B 2 RIS U BB RS IIERER (202093 A 25 H &R,
CTD 2.7.6.22)

HEARORE: 2B PR B 2 RS U E RS RIS IIIERER (20204E3 A 25 HA&RE.
CTD 2.7.6.23)

HPERL I RUBPRIS B E 2 0 UC LR R A >~ A ) P EAREIC & 2 5HESSIIE
B (20204E3H25H%FR. CTD 2.7.6.24)

*10) Wadwa RP, et al.: Diabetes Obes Metab. 2022; (doi: 10.1111/dom.14849)
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26. BERERES
26.1 SHEARFETT

BARA—S/))—A=Ht

HWETPREE EEST B1%285

e

3

8

9
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LUM-I002(R4)



