Lz,

2025%3HAMET (BE52hR) BAREEERIEES
20214E1 HikET (B81KR) 87 2492
B X2~8CTHE HERRA
BMERE:24E BAREFHE AVITVAVAUY B b (BIGFEBRZ) KEESEHR
*° NI}
Ea=VYYY Nigh—-k
9 2° e = o e
Ea=VYYUYY NiESUARY
S N T H—T WEL
L5 S ) Humulin®N Injection AGRES | 22800AMX00419 | 22800AMX00420
H) BEE-EHZEoNAFZBICEVERTSZ & BR5GREME | 1996 12H | 20114114

2. Z2 (ROBEICBESLBVIE)
2.1 BRIEERZ 2L TV 5EE [11.1.15H)]
2.2 FFIOBS I LBHHEEO BT D & 5 B

3. #8R - MR
3.1 #8
- ta1—<Y UNE 21— N
e H— b DERY
N 1A—=bYy IE1Fy b
BT g s a0y b GRIETEH#RZ)3008
Tuy I UEigiE 1.04mg
b dsn (Hip e R L
L) 63ug
BV 48mg
AN m-7 L =)L 4.8mg
WR7 =7 =0 2.2mg
V) UBAKFRZF R Y
A w1t 11.3mg
pHEREiAI i =2
AR KBEEZRHWTHEESh S,
3.2 BEIDOMIR
. b a2—<1J UNE 21—V UNiE
s #1— b DER
arer—a VG
(B1—HV v D8R %
FERE H—=r)w HoPLOA VAR
NRUBEAZRICEEL
TeEWETEF Y )
HEOREBERT. NMET L&, HEDOILE
FERR - #1 MEMEO LBRICTBEL. ZOWMBYIX.
T BERPICEVRES L&, HUORSICKEEBR
LB, (FEHH)
pH 7.0~7.5
BEEH
(EEAEWICNT %90.9
% L)

4. FHEEXIFZHR

A VAV VEENER & 18 SRR

5. MEEXEIIRICEIET 5=
2RIERIRICB LW TR EZE T 2B 80N & 50 CORERA
BROERTH 5 BFRE, BEFEREZ T2 A THER%Z
BRI B L,

6. RIENRUAE
BHE. RATIRHIE4~ 208 ZHERIB02 AT > A
VO RVEREAGEHV TR TENT 24, EICEHZHEPL
720\ oA 2 CREIEHAT . DREER R CREFTRIC
JECTHRERBZHERET 22, HRFRIGEF1IH4~80BMNTH 5,
2l BREICKY LEHBEBATHERT S LN H 2,

7. BERUHEEICEEYT 55

70 BRAICH 72> TRAFOEARBR. ImLE-0014 A >
SHBAMEBZEORRICERE L., Z0O8FNBEBIET 28481
B5952 L,

7B, BIREEEE. SHRYE. FHERR0GAIE. AFl0
A TUET S Z & ITEY TR HWBA > R ) VBIFI 2R
BTk,

7.2 o1 >R YEFD SRFAOEEICED. 1 R VHE
OEBFRBEICG AN D 5. ABOFHRKICIZ, FEIOKS
P OEGEMD DV ARMBEICL LD ENH B,

8. EERELRNIE
8.1 AFlOBETESHCH1->TE, UTORICEET A &,
(EFIHE)
cFEBRIOVWTHARBEIMEEE L -0b, BEEHOHE
WCBETEDZL2MER LS AT, EfOEEFEEDO N TE
i R R
c R TOBEORERFERE[EIOVWTIEERZMET 5 &,
(h—K)
ARFIOFERICH 2> TE BDITHEHDOA ¥ A O RUBE AR
OEBHHESBSZ2HCLOEET L &,

(ZTUARY)
c ARHIOFERICH 72> TE BRI EN TV B EERFAE %5
trIEHT LI L,

8.2 RIMFEICRET AIERICOVT, FOMLELEOBRERTZD
RIEICHARESESZ &, [9.1.2, 11.1.12E]

8.3 RIMENHS5DLNBZENDHHDT. EIMEE. HEEOEL
BIIREBLTWABEIKRETHEEIRERTAIE, [11.1.1
]

8.4 THEERENH 5 DLNEZ ENDHBHD T, BELTHITITV,
BEIDOONTBEZA VA VEFI2EET 575 EE 20
BEITHI &,

8.5 UM IMAE T > b — LT, BERRRBE O BEE(L S
E ROBITEE. WERMRERE (FELTEBEE) 7PH5D
NBEZEDRDHHOTERTHI &,

8.6 AAILMhDA > 2 VHEFERMDEZ RWE D, BEEHT S
BHCAFID S NIV ERHERT 5 XS BEHIHOEET 5 &,
8.7 A—EHiADRV B LHEGICLD ., EEEFFICKBEY Ias
R=Y ARV R A MO T 4 =BH5bNEIENHBDT,
EHMICESER 2 BRI AEE0IC. DTOSZEHICEEY

BT E,

o RENOESHERT I
Z &, [14.1.3%MH]
o EHHERR O B R ERE AR S NEAICIE. YEERADKRS
BT AZ L,

88 7 IUA F—=Y ARV RIZA a7 4 —=DH5bi-&
FHCARRI 25 Uiz 5a. AREIORINAE T & -+ 72 kg 3 >
FE—LABBONZ BB ENH D, METY PaT—LORE
RO SNIGH I, EHEFOERECEZOEEZERL.
THEFROEE L & B ICREBORB 21T & DB 2 LB %
152, MY bu—ILORRIZEWV, BEICHEESNhA
VR VBIKISEEGERICRES N2 EIck D K
EolflpHESh TV,

D 7p < LB FTE OFESEF A 52 ~3cmBfEd



9. BEDERZFIIEEICHTIER

9.1 SHIE - IEEEDH D EE

9.1.1 Fifi. SHS. BRRESDEE
A VA) VEEOEH LV,

9.1.2 EMFEER UPTVUTOEBEN (FIREE

o« R EBABSREAR 2 I RIB AR 2

s T, BEHZ0 BiGRERE

- ARG, AR 72 AL

< WL WA AL ES)

< @D T IV — )LIEE
[8.2. 11.1.1xH]

9.1.3 BRHREESDES
7 RLF Y ORZIZEDEMED HEERSHE TN &5
H5. [11.1.1B8]

9.2 BikHEEEEE

9.2.1 EELBHEEEEESE
BMFEZEILPT V. [11.1.13H]

9.3 FFikEEEEEE

9.3.1 EERITHEEEESEE
BfEZEI LRIV, [11.1.120]

9.5 HiF
IR L 72356. &5 WIXERS PRI S A58 ICIEEMIcH S &
HEHIHEET S &, IR, BEHZICIEA VR VOEE
ENEELPT VD, HBICEEL. EHNIRERZITVWERE
BERRABILIE, BEA R VEERIL, HIRDBIZED
L. HEAROBEIEENT %,

9.6 3w
AEICEEL. EfNcREZITVWIREGELZHAET I L, 1~
A VOREENELLLR TV,

9.7 INZ
EHNICHREZITS 2 & REROEHEICE LTS VR VO
EEENIENT 5,

9.8 HinE
BEOREZBE LA SEBICRET S &, EEEESKT
LTWBZENEL, BIEIL DT V0, [11.1.1308]

10. {HE{EA
10.2 HEER HRAICERTD L)

A2 E AR - 1B WF - fElRE T
FEPRPI 28 MKERE N E R OERRIC | MAERE NER P EERS
EIT7 A RRER | XA RIMBEERYSH 5 | hdo,

AR L7 RHH|
BRI 2 Y RIMEER
a-7hayy—vYHEA
FTI) Y REH|
DPP-4fHES
GLP-12 7k /F8h%k
SGLT2FHEH|%

/)7 IVEBILES
(MAO)FHEFI

ZBRHD DA
J VY TF ) ERES

B F IR A
TAEY
IFVHIFR

S|
Yr7uRA7 7 3 KK

bhazennsd. v
MY 258 13 MEEZ
Dt EE OREE 5
BELLPSHRET S
Z&. [1L112H]

A YA DB EAR
EL. WEHAELZHET
%o

BFERHETDH B M,
LA VR A
BT BREDHREN D
%o

BHIRADFEIC NI B K
ZHOTTE. A AY
>R & U IR
FETERZRT. &7
RKETHVA Y RAY
RIERZHT %,

LAY UDHEET B
Filk oA mR % 1 L.
FOREWEP A >
A v EBEHESE ST
HESDH 5.

R BE HRAEIR - FEE TR WF - fEkRET
3 A FRLFUVICKBIE
Turs ) u—)ViERkE A & O [E1E K is %
75/)a— WHls 2, 7 ARMKE
Y Fao—) 1209 2 RBHRERD

7<) v REH|
TLTFYYHY T

rusAh7z=3—)

RYFT4TF— 1

YIL7 7 Al

IRV v aANTEBIE

R (R BEE) 2
Y27 L. KINFEZE
IEEE S AREE A H
%o

WFIETHATH %,

B IRHATH %,

A VA VRRZ R
HOERICKD . KA
DI %8R T %,

BEETDA > R V5
WwERENsEsZ &I
X0, EUEEET
EEZOLNTVS, &
HEEEE T, ZZiRED
BIE, KEAR., BE
BEPREBERTE R
%o

BYIEERICBWTA

IUET IR 2 Y OB EGBET

PR ) — LR BEOWENHY . M

7 Wi R AR S D
BTHEREA B B,

F7 Y NRFIRA] MR R ER QWIS T | 7 7 AREN G T

MUZOLAFT IR | XBBIBERSS 5 | 5EEZH5NT NS,

BIgEEATOA R
L R=vuy
rMITLY I ary

ACTH

7 h7a% T F NEERE

TRVFI Y

% =

FORERA L E >

VARFRFY Y F M) LKA

FZ IR PRI

BRERILE Y
vz hraEy

PRI E >~

IFZNVIAMT VA=

EEBITA sy

FECLR SR

—aF U

- VAR IV

(V=T IR

FrJ -

DB ENDHB. B
M9 2583 MEE2
D EF OREZE 15
BRLLPSBETS
&

BT LRZEEITIE
Mg ERRBICH T %
BHRIDA > A V5
IREDME R 9 2 BT REME:
5o

KT >R~
DOIERICHERL. £/
W EZ (LT 5,

WHEILFIA ROE
L. M LRE
ik

JFF T D REHT A O R
KA T OFER FIMH
A YR VAU
FOMmKEE EREE
%o

7V a—5 > afER
. EHEOTEICK
DIEEE ERSE D,

FFCoORHiA 2 S
EHAREELTDH S,

BA VA URERIC
I EFEERAEE
5,

REHE#TA >R >~
DIERICHHT %,

KM 2Y >
DOIERICIERT 5.

KETDAL A VI
ZHhEETSES:0
MiFERERRE 2T

RS THEICE %72
O, MmEEED LAY
%o

R R % I E
L. MmiEEz2 LR EE
%o

AR AR EE
5,




A2 % HERAER - BT % WP - fElRE T

TJr=h Y A YA oy

RzET %,

BHEILRATOA K
XR%F/)ar

Mg RE T ER O HERIC
& 2 EIFEER . i

WFIEARHATH %,

IEF 1 & % = MFERE R

V7 NAYF 7 a8 BHobNEZEND AVAY Y, TVhT

A7 VAT PR | 5 pemg e | o ROBRRSLE S E
> LA F FEEREIE B Z Ot B Z 0 REE BWLICHHRICHEE
PoBELZSOH HzboORILEVED
5¥zze, (11L11% | 7V APRIETHS

ENHB.

]

11. BIfEA

ROBWERDPHSDNZEZENFHZHDT, BELZTFITITH, B
EORDSNIFRICIREG2PILY 7% SEYLLBEZTD
Lo
11.1 EXZEIER
11.1.1 {RM#E GREARE)

AR, B SEOZEE. Wwit. HEED. B RE.
BHiE. oFV, BR. BEEE. A%, BHE, . 97
BT, FErEE, B8, BRRE (FRER. BE) Fhsob
NBZENDHBH. EUBEOREIHE SEMBEESZEC L,
HECER (MRRERONENESE, HTE) 2580
BB,

RSO 2888, BERRIEMERE. BENAIRS 55 W1id
LA VR VEEPMTOh TV AHAE TR, RIEOHOE
TRER (87, IREE) PEEELELBEY. BRERYH S
bhzuks, RIOED 2 VIMRMESEICHES Z P55,
BMEERPRO SN ABEICEIEEZzECEREET 2%
L, BYRRBEZITS L, a-ZVayy—EHEEEDOHA
REICIR T P2 RET 52 &, ROBRASTARERSEE. 7
R BOBIRNIZ G2 7V H I OFRANKRSE, B 0B %
152 &,
RIBEIZERRIICEE L2/ Eic s, BRI 22N H 5D THE
BRICBE TS &, [2.1, 8.2, 8.3, 9.1.2, 9.1.3, 9.2.1,
9.3.1. 9.8, 10.2&H#]
MA27FT74353FY—vavT (0.1%Ki) . MERETE

(BHEEANEE)
TF747Fv—vay s (FIREE. MEET. SR ST
2HORZE), MEMEEZEEOERPRD SNZBEI3H
Gzxityasl e,
11.2 ZOfthDEIER

BIfER S | 0.1 ~5%Kii 0.1%i SRR
TBBORE T LUILF - R
B, BE. TOER
R BB R EERE (X
AR
iR E PR 973 8 FEUE o BR
T EE, &’
TEE
EATERAL | FAR. TORERE . JER. B KE T IuA K-
URIZ b BT 4 — | VR
(B FRERA D 24 -
EE )
JFF R FFERER
Z DAt TFIE

14. BRLOFE

14.1 ZRPRESEFOFR

(BRI +58)

14.1.1 KAIZHBYUAITH DT, [IAZELZVESICEEL
AR ULE—IC L7248, [#HTAHI &,

1412 KFDOH— ) v DA VAU VBRI ZRBIELEZD ., ftho
AR VBIRIERE LW &,

14.1.3 R RESIE. BEEB. KREIR. LREEs. BHEFITS>. 5
BRI E DIRIGEEA R V. FOREBIEARBERES R 50
TEBMLZIRD . TOHRTEHAEF 2 EBRIE RS Z & FiEIOES
EFLD2~3cmB L TSI 52 &, [8.78H]

1414 BIRNICES LaWnwZ &, FREM Lz &, ks
SAMEPNICAD ., FHBES IEMESE S ENFHLDT
EEIAHZE,

1415 |1 RZEBOBEZEIFEHA LW &,

(h—K~)

14.1.6 KFNINHTHHEDA VAU U RUBFEABZHAVWTHERT
BT &,

(FEUARY)

14.1.7 RFNIJIS T 3226-21CHEH L /- ABIE R EES 2 W THE
A9 52&. RRNIABERESS L OBEMHOHEZEEZBD <A
7097 7 AV TSARNF I ISAZ— RLTIT> TV 5,

14.1.8 AH| & ARIBERTSEH & ORERICHBNEOARESDER
OHENTIBEITIE. FLLESHICHRDEX 250NEHEZ R
FICHHEET 52 &,

15. ZD/DFE

15.1 BRERERICE DK ER

15.1.1 4 > A YR OMBERE RO/ EHRICT > I T 0¥
CUEMBHEEERNZRET S EICED ., RIEASEZ D 2T
EOWMEFH B,

1512 F 7V EHALEEE. BESZHBEShTY
5. PHHT BT BERTLDALZOMRELZ +IBE LN
55T AT &,

16. ZEYENRE

16.1 MHRE

16.1.1 SER TGO Y2 U R

EEFRRABT841C L 2 —7 ) ¥ NYER 0,28 i1/ kg BEIEE TYER L TH8 & e e e
RKO LB THB.

Eitdon n Cmax Tmax AUC
(Bhi/kg) (1 U/mL) (min) (#U « min/mL)
0.2 8 18.1 94 3374
(Pe51E)
2U/mL
100 0.2 ¥fi/ke (1=8)
SEEfitE & 95 9% (3 45X R
30.0
1fit
th 2.0
. j/%ﬁﬂ$%¥~*\ﬂw
3
10.0
Nt
0 e o o Tsoziozie s00 360 o ® 600
I R (min)
16.8 Z it

16.8.1 SO N EGHEOMAEE
BERRABF8AICE 2 —< ) U NIEZ0.28{/kg B EIE R4 L T 5 N7z MEEIE
ROEBYTH2,

mg/dL
125.0 0.2 Hifi/ke (0=8)
ST & 95 % (S FEIX
100.0

il

¥ 75.0

fiti ) >4
50.0

Y

25. 2
0 360 <130 < 600

01530 60 90 120 150 180 210 240 300

WF [ (nin)



17. BRPRAHE

17.1 BMERCREMEICEIT B5ER

17.1.1 EINEGFREER

A YA UG RBEE T HHRREE 2 MRE L TTbN BRI OB OB X
WOEBYTH B, BIEFIZO7H. 1HESRIE, BEME L ITERICE CTEBENSR
E LT,

BHERTEG D> 5 O TRIF] H5 0k [RIF] SHES NERIZ50.5%
(49/97) TH -7z
BREHEICBWT, BRLECHES NERNE61.9% (60/97) TH-7:3.

AT % n FRAG R 2nA 3»AH

91 B G 8 (B 22 17.2 18.4 18.5
S ZE fERE IR B (mg/dL) 17 140 138 133
FHHbALCH (%) 20 8.56 7.83 7.48

) AREECHIE SN zHbAlCiEIE, JDSE/NGSPE& L TE¥(LE W 2 RTICHIE S h
TfETH %,

ZEWERHERAO7HIF 156 (15.5%) (TARMBEAFRD 5hizd,

18. EHEIE

18.1 {ERERF

18.1.1 FEROEAOIER L L TIPTS5,
< FFEEIC B B 7R R O
© Pl AAICBT B2 =7 Y AROfEE
« FFIIC B 5 iR O (R

18.1.2 5%k MU MRERMlL. Z v ME#. Ty MFEREICBY A 2 L
7y =T HiEE. Ty s T R ASER A RO SNz (in
Vitro) .

18.2 IM¥ERETERA

18.2.1 74 FIUKEIC & 2 ERHIC L 0 MR RIEAA RS 5., ZONliid#27 ~ 288
fii/mgTdh -7

18.2.2 R ABTICL 2 —< ) YREO. 1B /kgZ. &a—<Y YNEIF0.28{/
kg% ZNZNIEKE FEH LR, WFhoRBicBu s, MERE TERSRD 5
nrz2,

19. B CRAT DIB(LENHR

— BT >Ry e b GEETFHRZ) [Insulin Human(Genetical
Recombination)] [JAN] [HJE]

5 ¥ :Cas7H383NesO77S6

9 ¥ #:5807.57

[ REBOWMEKETH S, KXFTH ) =) (95) IKIFEAEET L.
0.0l mol/LYEEE M I /KB LT ™V 7 ARSI T 5. Bk TH S,

(b2t 7 3 VB2 1EOASHE 7 I ) B30EOBHEA, S-SEATHEE SN ARYR
TFRTH 5,

20. RV EDER

(BRIHE)

20.1 HifE &G, WL T2~8CTHRMET 5T &

20.2 {£FBIA%IZ30CU R TRIE L. 28HBINICHERT 52 &,

2037 — MY Y VOBRERKICHEOBRMFPMET 5 ENH LM, ZOXD LARHA
FHERALENWT &

(h—H)

204 KF A YA IRVBIFABICEE LIS EWMBEICRELEWVW I &,
(EUARY)

20.5 [EFRERIE. AH 2 EEICRE LW &,

22, @R
(Ea—<FUIUNFH—F)
3mLX2h—bt) v
(Ea—TUIYNEIUFRY)
3mLX2¥ v b

23. XENXHR
1) Herings RMC, et al.: Lancet. 1995; 345: 1195-1198
2) /NRBHE il BeFTERAE. 1988; 43(3): 590-601
3) /NEEHE  fth: EEEEEERAR. 1993; 27(6): 2171-2183
4) BE @ AR Y= FANZXLHSEEAN. 1996; kit 90-95
24. WEEERERUEVWEDE %

HEA =740 ) —Hhlatt EEEHRHEEEED

T651-0086 MFMHHRXE LESTH1%E28%

TEL:0120-360-605 (E#&EHRE ML)

medical.lilly.com/jp

26. BLERGTEES
26.1 BHEHRSET

BARA—S5/)) —#HA =1t

#WETPREEEEST B1%285

R:BHrEE
HMN-I012(R7)



