Lz,

20211 HET (BB1R) B EEERSEES
87 2492
BF R 2~8CTHE PiERRA
A2 BAERS —HESVIIVAIVAUY £ GBEFERR) KEESIHE
9 )° >
Ea=vYY 37:Hh—b
9 2° e = o ®
Ea=-YYY 3 7iESUARY
s | Humulin®3/7 Injection m— SEZ
L5 S R ) AERBS  [22800AMX00416] 22800AMX00417
) BFE-EMEoNSBICKVERTSZE BRESRAME | 19964E128 | 20114E11A

2. 22 (ROBEICIHEBES LW E)
2.1 EMEEREZELTVWAEE [11.1.151]
2.2 AFIOBA UBEEEOBRRERED b 5 B

3. #8RK - MR
3.1 #8rk
B Lai—wUr3/7% | ka—<Yr3/7i
e f—k WERY
o 1H—=MYy IE1Fy b
BARD | Qeco a0y b b GRETRE)3008E
Tuy I UEiigiE 0.73mg
BBLHER(HEREEE L
) 33pug
BV 48mg
RN m-7 LY —) 4.8mg
WR7 =/ =0 2.2mg
Y UBAKRZF R
A W< 1LY 11.3mg
pHF Al =
P ﬁﬁg?%ﬁ4nyy:¢@ﬂ4y71>4y
A »=3:7
AENIAREEEZHWTEEI NS,
3.2 REIDMIR
. La—<wYY3/7E | ba—vUr3/TE
o A= b DER
ayEx— 3 VR,
(I—=rVy DHHZE D
FERE H—=r)wY S5hLCHARY R
VEIEABICHEEL
EWETEF Y 1)
HEOBERT. RETH L E. HEOLEY
v gy | TGO EBECAEL. COREMIE, 50
RBE2 L& HUABICBERE 25, (4
Al
pH 7.0~7.8
REELL
(EEAERIC #90.8
T 5L

4. FMEEXFFHR

A VA VEEDER & 163 FERR

5. HEEXIFFIRICEET ER
2EBEIRIRICB LW CIRAZET 358N, & 55 UDHHERE
BROEATH 5 AERE, EHEEE2 9T 2 CHER%
EEITH L,

(1

6. HiENRURAE

AENEHEDEKIBEEA > A D EFBBIAS Y T2 A VAT VD
EAMAITH S,
BEHE. RATIZ1E4~208 A %21 H26E., $HAR &Y ARRI3050
PUSA YA U RVBRE AR ZHAWTE NESNT 5. 8. 1H
1A% GO & ZITHARICE FEHT %, HESRITEREOCHEE
FARICIE CCHEHERERT 275, #RFEIEHIH4~80HMTH
5o

7. BiERUHEEICEET 5FE

7.0 BRAICH 7z > TREIABIOEARE. ImLE-0D1 >R >
SHEBMEBEORRICEE L. Z08FNBEHBIET 25481
B595Z&,

7B, BERREEE., SERYYE. PHSER205A1E. KFlo
ATHET S Z L id@EY TR BB >R VBIAIZFHT
AT &,

7.2 oA > A VBRI SBFIANOEEFICED, 1 AV VHE
OEEPDEICR LR D 5. AEOFBKICIE. HEOKRS
POEEMD B VI ARBEIC RS LD 5,

8. EERELRNIEE

8.1 AFlOBEHCESFIIH > T, UTORICEET S &,
(HFIHLE)
cBRERICOVTH AR BB E2EHBL-05, BEHSKSE

ICHRETEAHZERER LD AT EMOEEEEDRTE
i R R
s 2TOREBEORELGERFEIIOVWTIHRER2HET 52 &,

(h—RK)

 ARIOFRICH > Tid. BRTEHDA VA O RUBE AR
DERFHAZEZZ O L H>EET S &,

(TuxRY)

c AFIOFRICH /2> TE. BT HRMASN TV ZEERHASE % 5%
trofEETEI L,

8.2 EKMAEICRT A2 EREICOVNT. ZOMNUELEDEBRERTZFD
FRIEICHABESES 2 &, [9.1.2, 11.1.15H]

83 KA HEbNBHIEFHAHDT. BFfEE. HEHDEE
FIRHELTVWAEFIIRETHLEIIERET S L, [11.1.1
2]

8.4 HHHERENSHOLDLNEHIENHBD T, BEZ+TITTV,
BEPRDOONTBEEA VR VBRI #EET 570 E@EY A
BEITOI &,

8.5 AW st T > b — LI BEFRREIRE O B L X138
H, ROBEITRE. BERHERE (FL LTEBE) »PH56b
NBZENBHIOTEET I E,

8.6 KHlLfthd 1 >R ) VBFIZWMDEZ LWL D, BOESHT S
BHCAR DT RNNVEEZERT HEOBEICHIEET S &,
8.7 E—fETI~NDBOE LEESICX D, EHEFRICEEY I a4
F=YARIZYRYA MO T 4 —DHE5DNEIERHHDT,
EHNICERNE 288 T 5L &I, UTORZEBEFICEET

5Tk,

s RENIOEHEFTIX. D LY RIEOTEHERD» 52 ~3cmifEd
Z &, [14.1.32H]

« FHHEFR O PSSR0 S NZIBEITIE. HEEFAO®RE
T EHI L,



88 FE7 IUA R=YARWRIRYRA N T 4 —=DHobhi/E
& REIOWIRAY T S+ 7k >
ra—LHBOENEL BB EDNH D, METL FO—ILORE
MRO S NIHZEITIE FEHEFROEECEREOA LR,
HEHEFFOEEE & BHIRERBOFAR 21T R EOE) 4 LB %
152 &, MY ba—LOARRIZEL, BEICHEEINA
YA VBRI IEE ERTICRE SN2 XD EIEIC
EosfIFRESh TV,

FICAAl 2 &G LT

9. HEDHERZRIHBEICHIIER

9.1 SHE - IFTREEDH D ESE

9.1.1 Fifi. S, BPEEEDEE
AR VEEOEH ML L,

9.1.2 (EIMBEZIEC U T VLATDEERTIKEE
o R EBAAFEREAR 2 U BB RER 2
s TR BHZ0BGREE

« BUERIREE. AREAIZ AT

* L WATIES)

< BEDOTILI—LIEBE

[8.2, 11.1.12H]

9.1.3 BEHREZSDES
7 RLF ) Y ORZICKDEMED BEERPHEET W &

H5, [11.1.1Z3HE]
9.2 BiiEERERE

9.2.1 EELERERSEE
BIFEZEC LT W0, [11.1.150H]

9.3 THRERERE

9.3.1 EEXLITHERERE
BFEZET LT . [11.1.12]

9.5 1w

BIRLZZBE. H5VIRERSTFHSN A5 ITEEMICANS ¥
BEDITHEET B Lo HIRT. FAEMEFICIEA R VOFE
EVEELP TV, HEICHEL. EHNIIREZITVWRE
BEzRBI L, BEA VA VRERI, BRI RS
U EIRORBNIIEINT 5.

9.6 RIR

AEICEEL., EHNICREZITOWREEZHAE T L, 1~
2 VOBEEEHNIELLL TV,

9.7 INR

EHRICREZITS

BERIEIS 5.
9.8 SiinE

Lo BRRBECTEEE

IGLTAYARAY YD

BEOREBLBE LAV SEEBEIIHRET 52 & AHKESET
LTWnaZENEL, RIMEMEZ DRIV, [11.1.15H]]

HHIZE ERAER - ' % W - fEERT

TV FOUBTFHEE BHIRADREIZ X B IRk
7AEY v ZHOTTHE. £ >R
IFVHIFR VIR LT X U I
BTRERAZRT. 7z
KETH A AT >

HIERZET 5,
PiEEA LAY UDKEET B
vraRA7 7 3 Nk WA &R ZME L.

B A
7u7s ) u—)VERE
75/ a—)
vy rao—)v

<) v REEH
TLT 7Y AT L

Jus L7 z=a-)

NHF7477—h

JIL7 7 Hl

IRV vansgiE
IYE¥IFINR
YL X ) — USRS KA

ZORBEEWA» S A~
AV > il E 5]
Y55,

7 RLFY VICKBE
kg & O EE RIS %
MET %, - KMk
12Xt B RIE R D
ER (R B113%) %2
T A7 L, &Il % E
ESE DA HEENH
%o

BFERIAHTH S,

FIERATH %,

A YA VIERZ IR
FOMERICED. KA
DIERZERT %o

BT DA > A V5
WwEEMEERZ &I
X0, KfEEET
EEZOENTVS, B
WA, ZIERED
BIE, FEAR, AR
BEDPEBRRET L R
%o

BMERICBLNTA
2N YOy EEET
5EOW|MENSH D, M

7 FERETERPHERS 1
ZREED B o

F7 Y RRFRA] MAEETEROWEEIC | A7 LAREPEE T

FUZBLVAFTIR | KB2RAERPHS | 2EEX 6N TS,

BBEREATOA R

S R=vuay
10. 8E{EH rUTLY IOy
10.2 #HAEER (HAICEFRTZ L) ACTH
S| 41 5 B BRREAR - 45 HF - fERET 7 b73a% 77 FiERE
B PR o IR TR O RIS | kSR R AR AR & - -
Y7 FA RRER | LA BIMEERYS S5 (3. TRVFU Y
ZNVAZNT LT RER | bhbdZ WD B, ff
MR VA IR | T B A R 2
a-ZNayF—CHEH | OftEEORER +5
FPIVYURER | BELESSRET S
DPP-4JH &% Zk. 11118 i
GLP-1 22 A/e 8%
SGLT2MEERH%
E/)7IVEBILES AR D3I ERE FRAE AL E
(MAO) MR PN ey VRFOEYYF MY LK
% IR FLR R
SERHS A BFERBETH 2, RERILE
J VR TFY) RS AR VR R vy bratEr
WY B4 EDWENDH
B JRRaA L E

IFZLVIALT VA=
BWABMIZ buy Y

Eampiied

DB ENHD. B
M9 255 3 MHEEE
DIt EE O REZ +72
BELLPSKRET S
Z&

H) T LRZBEITIE,
MR EARISITN S %
BHfaDA > 2 V5
IWRENME R T 2 A HEHE
Bhb,

KBTI >Ry~
ORI L. 72
W% (T 5,

BWEILFaAf ROE
L. I LEEE
AzRT,

JiF T DFEH A O
KA T ORER RIS
A YR ol
FoMmiEz RS E
%o

7V a—75 253
& EHEOTUEIC K
DIffEE EREE D,

JFComHEzIES
TLWHESEDTH 2.

Bt v AV UEEERIC
BN iiib AN (3= k=]
I 5,

KWL 2y~
OIERICHEIT 5,

KMEMBTA A~
DIERICHHT B,




R A% HERAER - B E W - fERET

—aFUEE KHETDOA >R V&
ZHEETSEZ7:0
MifERERE 2T,

- VARV RN TR R 57
O, MEED» LA
5.

AV FIYK mAKE R #E % BE
L. MigfEz ERSE
%o

V=) WA VR) ERZE
I 5,

A = N G A 2 A Vi

MAzET %,

EHFEILRATOA N
RXR%/)uar

VI MRS F VT Fu s
7 b LA F FEESE
Z v LA F NEEREIE

I R ™R O 51
& B EIFEER . X1
51 & % & MFEE R
BHobhbIEND
%, PHAY 2\ A M
FEMEZ O fth B E DR
ETOBBELENSER
5gzz2k, [11.1.1%
]

R IERATH %,

AYRY Y, TUhT
VRUREARILVE VE
BWICHHRICHEE
HzdoHRILEVHEO
NTVADNENT BT
ENH B,

11. BERA

ROBUWERANRHEDNZZENBHZDT, BELZTFIITH, B
WPRDSNIHAICRREG2PILT 5% SHEYLNBEZTD
Lo

11.1 EXZEIER

1.1 {Rm#E GREARE)

AR, BRI BEOZER. T, HEEH. BiFE. RE.
B, oFV, BR. BEREE. A%, BHE, M. 475
&R, RS, R, FRRE (FRRE. BE) E9@s656b
NBZENDHBH. EUEBOREIHE SEMBRESEZEC L.
HELBER (MREERONHNES, HTFH) 2L258Th
BH %o

RSO 2088, BERRIERERE. BIEMAIRSH 5 WVid
B VR VREMTON TV AEBAE TR, RILEOTHOE
TR (8T, IREE) PEELELZBEY. BRERYH S
bhauws, RIOEDS 2 WIMRMESEICHES &5 5.
BIEERPRD SN BEICIBE2ECREMEEBINT 5%
E, BYLRABZEITS &, a-7Vayy—EHEEEDOHA
BEICIR T P2 RET 52 &, BOBROSRAERZSEE. 7
R BOBIRNIZ G2 7V H T2 OFRNKRSE. BY)20E%
152 &,
EIFEIXERRIICEE L2 BEIc s, BRI ENHHDOTHE
mRICBET S5 &, [2.1, 8.2, 83, 9.1.2, 9.1.3, 9.2.1,
9.3.1. 9.8, 10.2&H#]

MA27FT7453FY—vavT (0.1%K3). MEREZE
(BHEEAHH)
TFT747Fv—vavy (FFREH. mEET. SR 53T
25 ORZEE). MEMEEZEEOERPRD S NzBE 138
Gzxityasz e,

11.2 ZofthDEIER

BIERSHE | 0.1 ~5%Ki 0.1%ki SHREANEH
BBORE 7 ULF—, #E
B, B, TOEK
MRER R MERE(F
IZARRTE)
AR R 8 FELE 0 B
EAES T HEE, &
TREE
HATERAL | FAR. ZORERE B, JERR. B KE T IuAf K-
URYZAbOT4— | VA
(KR TFHEM DR -
R )
JFF Mk S RER T
ZDfth TFIE

©)

14. BRLEOEE

14.1 EEIESHOER
(EIFIHE)

14.1.1 AFNIBEBBTHSHDOT, [aZELCEVESITERL
OSSR LE—IC L%, HHETSZE.

1412 KK DOH— MY v IIA > A VBRI ZHFELEZD. o
AR VBB ERALZVWT &,

14.1.3 B RESHE. BEER. RBEER. LEEs. BEF TS5, 5
WA K ORICEEARLZ D, ZORBEIERRBRREARL 50
TEMLZRD . ZOHRTEHEAM2EBRIEZ S Z &, HiEIOES
BT & D 2~3cmii L TIHEEd 5 2 &, [8.78]

1414 BIRNICEE LEWZ &, FRESLZEE, hicEst
SHAMEPFICAD ., EHBES IRIIESE S ENHLHDT
FEITHI &,

1415 1K2EBOBEIERA LN &,

(h—K)

14.1.6 KENZBTHHADA VA O RVEEABRZHWCERT
5Tk,

(ZEUFARY)

14.1.7 ARFNIJIS T 3226-212¥EPL L 7 ARS8 2 VW T
B3 5Z&, RANGABBERESE & OBAHOKEEZBD <A
20774 VTIARTF ) ISAZ—FILTIT> T3,

14.1.8 AH| & ARIE TS & OBERICHRNEOREEHER
DONIBEITIE. FLOESHIMO B 2ZONEBHEEE
HitafeEd s &,

15. ZDthDFE

15.1 BRARERICE D < ER

15.1.1 4 VA U IR OMERE R OB EHICT O T
VEMBREEERNZRET A EICED, RIIESEI DTV
EDOBENDH B,

15123 7V 7V EHALEEE. BESZHKESATY
%, BT BT, BERPDAZOMREZ HDBEE LD
5¥535Z &,

16. FEYENE

16.1 M¥RE

16.1.1 BER FESEOMBA VR VRE

REERAB 1651 L 2 — ) > 3/70 & LAMAMEE FIEA LT 6 e il
BROEBDTH %,

®’E5& N Crax Trmax AUC
(BSA7) (nU/mL) (min) (U - min/mL)
14 16 25.5 65.6 7956
(P fE)
U/ 14 Bif (n=16)
0 S0 295 % (2 <
it 20
i
i
10
060 120 180 240 300 360 480 600 720
I i (min)
16.8 Z it

16.8.1 BHERZ TE5I#& D MFEE
BERABTI6FICt 2 —<Y) »3/7H% |4ARAIHE R RS LT 5 h 7 I fEE
MDOEBYTH %,

14 AT (n=16)

120 A1 & 95 % (FAEIH]

060 120 180 240 300 360 480 600

B [ (nin)



17. BRERANHE

17.1 B3R URSEICET 3R

17.1.1 ENERFREAER
AV R UERERREET BRERREBEERNRE L TTbN - EHRRBROBREOME
WMOEBYTH S, FRIEFII1286]. 1 HIRGRIE, BEME 2 IERIE U TERED
WRE L7zo
BHERITRHRIEG OS5 [ TRIF] $20id [RIF] SHE S NIRERNE37.5%
(48/128) TH -7z
FEHREHEICBWT, BRHYUEEHE S NRERNE50.0% (64/128) TH o722,

EaliPaRrS n EGlss 2n A 3nAH

1 HRS R (B 91 21.8 229 23.0
S5 228 S MU E (mg/dL) 53 147 154 144
SEHHDA1CH (%) 83 8.05 8.16 8.17

) AHBTHIE SN /-HbALCfEIZ. JDSfE/NGSPEE L CiEE{LEhARTICHIES h
fETH %o

AR G 1 28I 246 AR MBEATEE0D STz TOMOBEIERE LT, B -
WD RS EEHIRIG. EREPE1RO sz, $/o. BREEEOREEH
ELT. BEDOAST. ALTRORILV AT O —LO LEFIFITRD 51722,

18. FNIIE

18.1 {EFt&R

18.1.1 FEOEADORERE L TN TT 259,
 FFRIC B 5 7R 7 A O
- Pl BNICB A7) a -7 v AEROMEE
« FFBEIC B\ B iR O (23t

18.1.2 5k b U VRERMlla. Z v MEMMRE, Z v MFlRRBEICBTA AR L
7y =T AEE. Ty MEMAD T B ASERAN RO SNz (in
Vitro) .

18.2 IM¥ERETERA

18.2.1 79 FIlHEIC & 5 ERFEIC L D MERE TEAASED Sh. ZOHlidk27~28%
fi/mgTdh -7z

18.2.2 HERABFICk 2 —< ) YRIFEIXO0.18AI/kgk, ta—~Y UNIEIX0.28 AL/
kgZZNZN1EE FESH LER. WFhoRBRICBLTH, MR TERSRD 5
nrd,

19. BRI (CRAT DIB(LENHR

—fiBIR A 2 > e b GBEFMEEZ) [Insulin Human(Genetical
Recombination)] (JAN] [H/]

5 F :Cas7H383N6sO77S6

4 F ®:5807.57

% RHBOMERETH S, KXITTH ) —)L (95) ITIFEAEBTH W,
0.01mol/LIEEEFM SUL/KER LT b U 7 ARSI 5. TEHETH 5,

EZEER7 I VB2 MEOASE 7 3/ B30 OB, S-SHEaTHEESNARY R
TFRTH 5.

20. BFRWLW EDEE
(ERILLiE)

20.1 HifEEBT, WKL T2~8CTHEBEET 5T &,

20.2 R IE30CU T TRE L. 28HUMICERAT S 2 &.

2037 — YUY VOESKICHEBOBRKTFHIHET 5N B L. O LS aAHAl

EALZNZ &,

(h—h)

20.4 KFlEA VA VU RUENEABICHES LS SWHEICREL RV &,
(TUFRY)

20.5 BRI, AR 2 REEICRELEVWT &,

22, @
(Ba—<UV3/7Fh—F)
3mL 27—tV v Y]
(E2—TVUV3/7FZVARY)
3mL [2% v b]

23. FEW

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

2) /N fth: EEREEERIR. 1993; 27(6): 2171-2183

3) B @ AR =B FRAIZALD SR 1996; kAt 90-95
4) /NRETE  fth: TR, 1988; 43(3): 590-601

24. XHERERVHVEDEE
AARA —F 4 1)) -t
T651-0086 MFHHRXE L#ESTH1%E285
Lilly Answers yy—7o4—x
B =51V~ EEERI & RO
0120-360-605"" Esems)

w2
ZftEEE ARER~4£#A 8:45~17:30
BRI T, R PHShS IR ET
HRREARVEHKREREET
www.lillymedical.jp

26. BERERES
26.1 EGEARFETT

BARA—S())—A=Ht

AT REE EEST B1%285

®R:B i
PVO0649]JJAP



