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ERAEEGOERNLENERELT ERRAEERRFMNXEUT, FMIXE) 1N HS. EEIRG
CEM- EFMENERREENBETER IV ELEELOBEFERBEREETHTIEICIE, FMIXE
[CEEHSN-HEREZFTIBRICHMLFERADELRSELNHY, BELEDEEFRIELE (UT,
MR) E~DEHRODEMFEROCEZICKYBEREFTLTCETLD. COBRICHELFEREBENICAT
T5EONEBR AR LTEERAVAE1—TJ4+—L (LT, IFEBET) ARAELT-. 1988 £ B ARKME
HEIEFE (LT, BRZE) 2ME2/NEELAIFOME T, IFEHER, IFEHEEEEEL, F0O#%
1998 F(CHREFMEI/INTE LN, 2008 4, 2013 FICAREERIEHRESANIFEHEHBORETE
ToTEf-. IFEEEESE 2008 LUFE, IFIEPDFEDNEFMT—2ELTRE T HIENRAIEE-T-. ThiC
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THBEFRBERELTEYNBE -BRITLTLS. 2019 EOFRMXELHEEOLTEIZESHE, IFEE
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I. BIZEICRAT2RE

1. BARORR

1983 EMBELFHBAEMOIGAICEYERM VRV REINEAFEIN ., [RERSNESLIITHEST, ER Y
R BT, EROS D BENIERM RV ERIBZRDTI/BEESIZELDIEN L. BEMICTRLEENG
AR EVWZ DD B TRIRICHMEET 5120, BED 30~45 HHIRENBETHD, TITRKEAN—F
A)—#t & ERBEAKVEENLEA VRV ELT BEDE ARV DAVRYY YRATOGEEFHEER
Z) (UTURTR)ERHFLT=,

DRTAIE KEA—F4))—ICE>TREAZICET IR OREHABRNTHN, 1995 FTHRTHH T
AL 7 TRBIN, AFBTIEL 2001 & 6 BIZHEKBINT=,

DRTOEEE. PREEER LRI TV IEM D, RKEA—F4) )= TIE 1992 FITYRTOEEREFZE
BHL-, YATOEA &KL, YRTOLPREE D NPL &% (Neutral Protamine Lispro) (1) X705k FI
DFOAIUFEHMLEPRBYRTORE) R LETESLERAITH S NPL AL, ERA2RYDIZ
TOAIVERMLUE=RRERERNM YR BHFID NPH 8% (Neutral Protamine Hagedorn) [IZH %3 5HDTHD,
HAPTRLEASN T E=ONAVRYVREEHE] 30/70 THHIELEFEEL. FUYEBNLGAUR) U ERE
FTHEMT. Ea—YAYIVIR 25 FMNERESNz URTOTIEZDEADH 85%0 1 5% ABMETOREK
HIZEPLTWDIENS (ER U RYDTIEE 55%) . URTOREHFNH L TIE, BERHDEOYRTOLHRH
RO NPL HFIDEELLE 25/75 LLTH, +HBREMBEEFIO—)LTEDZLDEE R 1z, £z, BRYE Lch
MEOHEMHEINBRICEETESRALTHIEL—TAYIVYIR 50 FHERETSN T,

DRTOEEHE L, KEA—F4)) 1 CERRHB O BIAIN, EU [THELT 1998 F(THRKBSN, AFTIE
2003 & 3 BIZE&BINT=,

F12. 2008 F 3 BIZ, TARKR—HITILBEDIYFRVBFIMNEBINT,

ST TAVRY U HHFIRRFTE A G B DEIRLMIDWTI(FER 20 £ 3 A 31 B EEEEFKE 0331001 5/F
BRHE 0331001 5) [CEDIE NAT7ILEEIZEa—<O5iF 100 B/ mLIITEREL =,

F71-.2009 F 8 AIT, Ea—YAJIVIR S0 FOFAERVAE~NDEERIMOERICET S HEEEMT
H—WMEEINEKBINT,

2010 F 4 B.Ea—<RJ XYM Ea—TAYIVIR 25 F Xy, Ea—YAYIYIR 50 FF VbR UTEL—
204 NEFVROEMAEIBRSNT=,

E1—<0O55E 100 B/ mLUNM7IILEENTIEHRE TEARCTOFERALEELT, HRE AR /A
DHAEZLELLGVEME SN AL RERVAZETH A, Ea—v05Fh—r Ea—vOJ SIS
RUTEFBHERAVRDHROHRAEZLELTIRERVAETH 12,2016 &£ 12 AlIcEa—<OTFh—
b Ea—7OTFINARVIZEVWTEERBGR ARV BB OFRELELLGVEMIE S AEEL T 5%
ERURAED—HEENRDBINT,

Ea—<O45 I ARy Ea—<O5Fh—b Ea—<0O%53E 100 BAI/mL, Ea—<O453IyHR 25 3304
Ry Ea—TYAYIYIR 25 FH— b Ea—TAYIYHIR 50 FIUARY Ea—7AYIYHIR 50 i Fh—k. E
A—YAY NFEA—FRUPE2—TAY NEIUARUIEL 2009 F 6 A 19 HICHEEEHREN/ LR TLTWLS,
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3115 Bl Ea—<AJIVIRE-NT HAFE -KSAE- 328 fl. Ea—<OJIVIRE-NZE HARE
FRGERERTHEEITI T HAE- 706 f)EEMEL. BEERFLITOMHER. 2010 F£ 10 A 1 BIZE
BERE UEFE 2 ERBS(RRERBEH) OVTNICEZRLULLBEVWEOBEERREE B

2017 £ 4 B, Ea—<0O% NEFIUFRY Ea—<70O5 NFh— O EMAEIBRSN T,

2018 1 B, 05 B HIADZEEFRENARELGEL—TOT EIYA AR HD BEEBEESN T,

. RROARBRFEHEYE

Ea—<04iE

(1) AFZEBAGA R BN BICKYENEYEEZRL. BEAT(15 2UR)REICLYEESAD
AVTIATURERALEEE S, TV, 3. AERUVAEZEI V. 5. 4) BRIAMRBRIRUIVIL 1. IFREED
B IDESE)

(2) Peaks(B#& & M¥E) & Valleys {EMAEFKIF) (V. 5. (4) BRI IDIESER)
CARFNLESBI AR IR KYFROHOGERAERICEY 1 B 2 BNWThOBRBEBEIZENTE
BREmMEEZRESLES,

- AFI D EABIE R TR M HEME RIS (21.6%) | {EMKE (2.8%) THoT=,

(@) KYEEGMPEIFO—LERTEEICL. HhAIC EXHESE S, (TV. 5. (4) RIAMHBRIDIESH)

(4) BEXRLGEMERALLTCEOEGEETRRH). 7H747F > —av) MEMBEHZE(WThLEETH)
MERHEN TS, (TVL 8. BIEAINESER)

Ea—<0OJ3IvoR 25

(1) FEFEEBOEEZRET S, ([V.5. 4) REEHRBRIDIEBSRE)

(2) FENSEMEEHRRIEEF LIFHILC HbAIC [BEZHET S, (V. 5. (4) RIIMREBRIDIESE)

) ARHFNLEHFHAIZIVINBER (15 7 URN)THD, (V.3 AERUVAEIDIESRE)

(4) EXGEMERAELLTELEGEESRR). 7FHI47F > —2av) ME#HZEMHFE(WTNELEETRH)
MERHENTLS, (TVL 8. BIYEAINESER)

Ea—<OJ3IvHR 50 5%

(1) XFFEEEMELZHET S, (V.5 4) REANHBRIDOESR)

(2) AFISEMFEFRIFFEEE LITHILAL HbAIC EFXRET D, ([V. 5. (4) RIEMFRIDIESE)

R) ARFNLEHFHIIZIVINBRER (15 7 URN)THD, (V.3 AERVAEINIESRE)

4) BEXRLEMEALLT. BOEGEERH). 7H 7055 —avy DEMREZFEOWThLEERH)
MERHENTULS, (TVL. 8. BIEFAINESER)



3. R OHFIFEE
AFLZ . ERMMORYLDBEE 28 LD TAY U EDUIZ . BEE 29 DY ETOYUIZEBRLEAVR) VTS

AT THD. REIDEMEA THAIIVRA)Y YRTAK BEIFTIE 6 ERZERALTEY., R TESHEICE
BANEREET HRSNEE ARV EF| LY LES B THALDRMAEYECNTHS.

4. BIESERACEALTRMT NEEE

BIEFERICEYTSEM ., RBFEREENFSIU%F A
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EBIMOYRYRIMEFEIEL TR SN TS EHM -

-EEMBERITOEM (EHRNE TR
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RIREALEOBESEAEM 3
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I. AT ARE

1. R

(1)

2

3

Lk

M A&

Ea—<OJFSARU"
Ea—<AJGEIVA R HD
Ea—<0O%Fh—k
Ea—<A%iF 100 Bfi/mL
Ea—<0Y.3YIR 25 FIYFRU"
Eai—<0Y.3vIX 25 FH—F
Ea—<053vY R 50 FI)AR"
Eai—<05.3vIX 50 ;FH—F

* A

Humalog®
Humalog® Mix 25
Humalog® Mix 50

2Dk

Eax—<0%: Human Insulin Analog D T#RERD & LR
25: 25%A> R YR TA(T5%NPL) DE LK

50: 50%> R 1)RT0(50%NPL) DE Lk

2. — k%

(1)

(2)

(3)

m B@aER
ARy YRTAGEETFHIER) (JAN)

F A(@AR)
Insulin Lispro (Genetical Recombination) (JAN)

insulin lispro (INN)

AT L
ZAaLaEn



3. BEAXIITER
BEX: 7S/EE21 B ABEETI/EE 30 ED B H#EMN. S-S EESTERZINERYRTFRTH S,

AfH m
Gly ) Ile XValXGlu)Gln)Cys Cys(Thr)Ser) lle SerTyr (Gl Leu)(Glu)AsnXTyrXCys Asn
1 5 [ 10 15 21

B84 ﬁ
Phe)Val fAsn)(Gin Le@@ﬁ@y His JLeu Val XGlufAla @/'@@\st Gly)Glu)Arg)Gly P@@m (i) ThryLys P@@@
1 10 15 20 25 30

5

4. P FRRUHDFE
ﬁ%it C257H383N65077S6
2F=: 5807.57

5. {b%4 (WAiR) XITFEH
ARE ARy YRTORF, BEEFHEBAENM ORIV ERATHY . BE 28 RV 29 BB O7I/BEEITT
NEN Lys RU Pro [ITEBEINTWVS, /2R YRTOK, 21 BOTI/BEENSLESD A SHRY 30 ED
TI/BBEENSGD B ENEBREINEIRTFRTHS,

6. EERA.4A.BE.E5EE
e ES CRER A EES) LY 275585



Il. ARSI AEER

1. MELFHEE
(1 SE-1IK
HEOHXK

(2) BfEMHE
FKERIE TR D LERIZHEITHT <, 0.05mol/L ik EEIEFEE R R U 0.01mol/L IEEEE &I O0OA1T12KKL,
IKBRUIR/—IL(995) IZIFEAERITELY,

Q) WiEtE
RIZETHD,

(4) BR(2ER).BR. HER
ZLUEMEL

(5) BIEEAZREEH
ZEEHGL

(6) ZHECHREK
ZLUEMEL

(1) ZDHOEGRMENE
HFER: $956



2. AMB S DEBERTICH TSR EL
(1) BEFHTICETPREN

i RESH
HER REREE {R7HAR R
BE H*HEE 3
RHRERER | -10°C — &R BEASE (FR) 54 5 A BN
hniE K ER 5°C — BT BEASRE (F) 6 1A HERN
ERMERVESFEABE
BE 30°C - & T BEASAE (FR) 6 1A
DEMERDL,
%
ERMERUVEN FEABE
& 60%RH & P BEAS A (Fk) 6 1A
DEMEZEDHT=,
9]\
& mE | 30C EROETLHIC, ERYER
L3
. 90%RH &R BEASZE (B 25A VESFELABEDEMER
Hf-,
5
120 /5 EEMERUENFEABRE
3 30°C - 20 77 Lux | EAFBAL S X
Lux * hr DEMEZERDHT=,

AEEE MESRR. S 8F

(2) EFIDRRICKDERY

TATINERFDOERYE. aNFELABRE

3. AMAS ORERBRRE. EEE

MR

RIFRTIEL Y %

EEE

RIEOOTNT ST




IV. 84%|(CRI95EE

1. &l ®

(1)

2

Flfiz > X Al
5T

EHFIORY RK(Ea—<AYEA— Ea—<7O5F3UARY  Ea—7O5FSUARY HD Ea—
<04 100 Bfi/mL)  BE R (. Ea—<OY3YHR 25 Fh—h Ea—TOTIVIR 25 FIUA R,
Ea—<OJ3vPR 50 Fh—b Ea—TAJIVIR 50 ;EIUARY)

Ea—=O43E3ARY  Ea—<AYF3YARY HD, Ea—<O5IYHR 25 FIYARY Ea—v0Y
SYPR 50 TYARYKHE, EBREA—N)vDITREBELLEFHFT, ELMETORUE OV ER—D Y

B (FVhER) THS.

HAONBREUHER
s

S

Ea—<OdFEz ARy
Ea—<O5EI v R2BFIARY
Ea—~<0O45EI v R50FI)ARY

XHFFELTELI—TOAFTEIYARVDONES
Y

Ea—<0O45EI ARV HD

Ea—voO4Eh—+k
Ea—vO4dFEI v R255FHh—+
Ea—<0O5FEIvHIRA50EH—+

Ea—<0O%5F 100 Bf&r/mL

217054
1008481 /mlL.

00w +10m. |

i 4
1

IR

FRENOFACOWTITHEANDIELESH

<ta—<vaO45EH—b Ea—<O5EIYARY Ea—7OSEIYARY HD EaA—TASE 100 BfL

/mL>
A ZHDR




(3)

4

(5)

<Ea—7vAJIYYR 25 FH—h Ea—TATIVIR 25 FIVARY Ea—TATIVIR 50 Fh—h,

Ea—<0O45 3y R 50 F3YAR>

BOMRYELESEE. BEDBERTHS,

RRTHEE. BHOBBYLFLAESTRDIER T, TEDKRESE 1~40um THS.

E%l
RFBFICIE MYBEZDLGNESICHEAN B OINILOBEEHERT S,
INLDE
&3] = . - - R
TUFRY IUARVHD | A—tuvT | AT
Ea—vnJE HTER BE+HTEE HTER
Ea—<0J3vIR253E | &R+hHTER - BE+HTER -
Ea—~AJ3IvHR50F | fre+bhHTEa - FE+HTER -
#AIa—F
ZAaLaEn
HH DY
Ea—<vRYyE . N
" sur~y/ | ka—wmgx | SR fa—=n?y
R4 24~ HD/H 100 B4 /mL. SYPR25E SyHR50E
= _ SYFRU/A—bF | TUARY/A—+
pH 70~78 7.0~78 7.0~78 7.0~78
=EEL
[Eiﬂﬁiﬁiﬁ] #90.9 %709 #09 %709
(5 i a1
O ZEBEHLTL ZYEEHGL FZEEHGL ZYEEHGL
kb= ZYEEHGL ZYEEHGL FZEEHGL ZEEHGL
RIER pH I ZLUEHGL ZUEHGL FZUEHGL ZLUEHGL
Z Dtk

ZHLaE0




2. RE|I DR
1) FPHES GEERS) DEERUVFMHA
<ta—<vO45E>

IR Ea—<nJiF Ea—<nsiE
e 2F R /IYARY HD/H—h 100 Bifii/mL
RS 1A=k RIE 1 Fyh(@mL) F 113 A7)L(10mL) AR YRTO
AR YRTO GEIEFHEHRLZ ) 300 Bifi; (GEf=FH#E#RZ ) 1000 B L
B 48.0mg B 160mg
m-LY—I)L 9.45mg m-2LY—IL 31.5mg
EE UUBBKERZF NI LEKEY  5.64mg YUBKERZF )Y LEKFY  18.8mg
[ A HE [ oA B
pH ERETHI HE pH ERETH HE

<ba—vO4S3IvHR25F, Ea—vOT IV AR50 FE>

R Ea—<RY3vyoIR 255F Ea—<0O453y X503
’ AR/ Hh—bk AR/ A=
1A=k RIE 1 Fyh(@mL)F 1 A—k)wPXIE 1 Fvh(BmL) Fh
RS AR YRFTO GEIEFHEHRZ ) 300 Bifi; AR YRTOGEIEFHAHRZ ) 300 B L
(25%A 2 A1) 270+ 75% RS (50%A > X)) AT O+50%H s B
AR ) Z27TA) AR RTA)
BRI 48.0mg B 48.0mg
m-oLY—JL 5.28mg m-2LY—)L 6.60mg
wIRTT/—IL 2.40mg WK T/ —IL 3.00mg
AIF | TRAIURBERE 0.84mg TOASURERE 0.57mg
YU BKERZF R LK 11.3mg YU EKFRZF M) D LK 11.3mg
[ A HE [ o HE
pH &R F P pH ERETH HE

@) ERESORE
HALAL

3) ME
HALAL

3. B EREOMRRUER
HALAL

4, Hif
AEF1mL HF-VAVR)YRTO 100 BREZEET D, AVRYU)RTO 1 BAIIE 0.0347mg ITHET S,

5. BATHEREIEDH XY
I HRRDIEISEE 2 AT OEEZETICETIRENE QBENRICEIERYMIDESR

10



6. FIDBREEHTICBITHREN
M B E
1) I5°C, &, ¥

REENG
| ) " RERE REHAR R
BE S
Ea—<0O4E mEBHD
h— F5an—ryyy | 6PA
Ea—<O4E mEBHD 36 5 B
100 B {1 /mL HSRINALTIL
5°C e HEATH- 1=
Ea—<AY v
R 25 FHh—F A EED 6
A HSZA— R wo 7
Ea—v0O4v3vy
Z50FH—k

Ea—<0O5F3IARY Ea—<7OFIYARY HD, Ea—<AS 53R 25 FIARY Ea—
TATIYHIR 50 ZEIYARVZDOWNTIK. h—FDT—E2SE,

2) l20°C, ZE#, EF)

-
B ~ﬁﬁ*ﬁ R CFeI e
BE S
Ea—<0O4v5E wmEFHD
h—Fk HSRARA—Fr) D
20°C | H&FR 6 A REATH-T-
Ea—<0O4v5E |mEFHD
100 BA{sZ/mL HSRNATIL

Ea—<AyEFIUARY Ea—3OTEIYARY HD [2DWWTIE, h—tDT—4%23HE,

3) M30°C., =+, EH)

REENG
| FERRE FELRM fER
BE | X
Eoa—<0O5E me B
A—t AZAR—FY T SEQETLUVI-EENERUS
e .45 B 0D NFEFABEDEMZERDOT,
100 B {iz/mL HSRINLTIL
30°C | REFR 6 » A
Ea—<A4Y vl
R 25Fh— b B0 EERUBHEAVRYV)RTA
jﬁ;‘(‘ﬁ_ RS SENETHVIZEZEYERUS
Ea—<O4d3v) NFEABEDEMEZEDHT-,
Z50FH—k

Ea—<0O5F3I)ARY Ea—<7OFIUARY HD Ea—<AS I3y R 25 FIYARY Ea—
TATIYHIR 50 ZEIYARVZIDOVNTIK. h—FDT—E2SE,

1



4) 3

REEE
e AT BRI {RA7 R B
BE S
Ea—vO4E # 34,000 e B0 240 7
h—Fk 30°C Lux HSRAA—K Yy Lux-hrs | SAMERODZEIL GRER) 23261,
-, ERYPERUVESF=T-
Ea—vO4sE # 20,000 EEFBHD 1208 | ABEBEDEMERNHT-,
100 Bi{s/mL 10°C Lux HIRNALTIL Lux-hrs
A NEOL( (KEE) 2BOL,
i # 2,000 e B0 120 5 -, E=DETHEVIZIEEY
B 25°C Lux HSRA—FYT Lux-hrs §§g§ﬁ¥§thagwﬁm
2503 Hh—k peiil=e

Ea—<0O53F3)ARY Ea—70O5FIYARY HD Ea—<AT 5 3IYIR 25 FIARY Ea—
TAOYIYHR 50 EIYARUZDOVTIE, h—FDT—ESHE,

5) {ERABFLEN
30°CLITCRTET ALE. H8HAIX 28 BETHARREEE Z DN T,

12

| TR TS BERE | @ T
0°CTHREFLERE o N
ba—wogx | APB. 1H2~3 ?%gfii
A L. o | STOCT | 08 BN TH 1=,
V% R IR R n
SEARER i
0°CTRELER
o FAS. 1 H3M6E .
ﬁ;iziﬁf L. come | P77 pa SRR o f.
*RAFHREREY
Ebf:o
Ea—<O4¥3vs EEBOETEROEN. BENT
ABENTE | geeasyLy | mRERO Bt
(25~37°C) HSRAHh—+ 328
sy RUBES" Yy EEDETRUSHTFELALE
oAt fﬁmﬁﬁwtbsﬁﬁmf%o

Ea—<0O5F3SUARY Ea—7O5FSUARY HD . Ea—<AS 5 3IYHIR 25 FIUARY Ea—

TATIYHIR 50 ZEIYARVZIDLNTIKR. h—FDT—E2SE,

ZLLAL

 ARERVBRROREN




8. iFlEDEAE L (MEIEFHELL)
ZHLan

9. A
Bl

10. BFR-a%
(1) FEHFDELRR- A8 NMENSKRLES-QEICEI 28R
ZELaL

(2) %
SYFRUBE|/2)F R HD EEA
SEFTHF 3mL(100 BfI/mL) x2 Fvk
h—r)y D RE
SESEI 3mL(100 Bfi/mL) X2 h—KJvDd
INAT L BE
SESTRI 10mL(100 B4I/mL) X1 /N( 7 )L

3) FHREE
Byl

4 BROME

<SYARVHEF|/Z) AR HD BEI>

H—hI)wT SR

TS5 w— \ATFILT L

LR RIAVTLUITLRVITOETFILT LA

Xy TILEZOL

SEABIY ARIA—RR—r, HSRMH, 72)OZR)IL-TEUCITU-RFL U (ABS)  RUIRTFIL,

FEE—IL RIYTSTILABDIFLY (PTFE) ATV L A

HIRE—RX ASRBEEBZIZTH=H. Ea—<OIIYIR 25 FRUVEL—TAS VIR 50 FICE

Fnd)

13



<H—R) D BHEI>

H—hIwD SR

TS50 y— AT FILT L

L RIAVTILOTLRVITAEITFILT A

Xy TIEZ DL

HISRAE—X  ASR(BEERBITT B0, Ea—<OYIVIR 25 FRVEL—TOYIVI R 50 FICE
FNb)

<INATILEFEI>
INATILASR
SJLf:o00JF)LT LA
FoyS TIEZOL

1. BRIREESh SR E
BHEBEL

12. ZDftt
EA=] 9

14



V. ARICEYHEE

1. FEEXRIITER
AV R U BRED IS ST B HER TR

2. MEERITHHRICEIET HEE

5 PEERITITHRICEETZEE
2 RERBICBVTIZRAZETIEA LML, HONLOERFBABEDEATHIBEE L BBE LT+
DI 5ATEAZEET S,

3. HERUVHE
(1) AERUVAEORESR
Ea—<A5FIUARY, Ea—3O5FSUARY HD, Ea—<B5 T h—F
BE.RATIE N E 2~20 BAZERERNICR TEFTHH. EEICEIBEEOLIY, FiRil4 o) U 8E|
EBFRALIVT BT ENH D,
BREEF. BEOERRUVBREMRICECTERERT 20, HRES VRV HADIREEEZSO-HFE
ELTIEEE 1 B 4~100 B THD,

Ea—~<04E 100 B4 /mL

BE.BRATIE I E 2~20 BUZERERICE TEHT 0. HRE/ )V EFEZHALEZY., LECHRE5
EHEEOT,

BREEE. BEEOERRUBEMRICISCTERET A0 HREEA RV ERDBREEFEO-HIFELL
TIXEE 1 B 4~100 BRI THD,

DEIGUERE TEARTE#RVTERET 5,

Ea—<AYIYHR 25 FIARY Ea—TAGIVHIR 25 FhH—F

AEE, BREHDEA R TFOATTHIA R YRTOLRER AV RV )RTO% 25:75 DEIETE
FIHREHFITHD,

BERATIE B 4~20 BE 1 B 2 B HBERIEYBERICK T EF TS, 4861 B 1 BEGORE
HRERICET:EHRT S,

BREE BEOERRUBREMRICIECTEET 5. #HFELLTITEE 1 B 4~80 B TH D,

Ea—<AJ3IyHIR 50 FIVARY Ea—TATIYHIR 50 Fh—F

AF|X, BEDRAOROTFATTHIAV AV RATOEREE ARV RTO% 50:50 DEIETEH
THREHAITHS

BE.BATIE B 4~20 Bz 1 H 2 B iRERMEYBERMICR T EF T, LSRR ERIKZIERT S
CENTEDN. TOHEICBEVWTEARFIEBERICKRET 5. 48,1 B 1 BRSO BERNICE T4

15



EE
REET. BEEOERRVREMRRICHCTIERT 540 #IFELLTILERE 1 B 4~80 B THD,

(2) RERUVAEDHRTEREE- R

4,

16

Eoa—<BA5FIVARY Ea—3ATFSYARY HD, Ea—<A5 FH—F
Ea—<0O%3E 100 Bfi/mL

AFlLEa—7) o REFEHBLLBERABRERI S, AFSEARBRFMNIRRTHY. K TADE
BRI SICEYRFEOEIFA—ILAFELN. REHICEVNTEL—TYY REFIEDENGEMNST2TE
Mo AFIDORTREMBEERLEEZONT, -, BEE TEARL T (CSI) Lk BERRAERER
Mo, Ea—<AJ3E 100 BAI/mL 0) CSI TO/RESIERYEEZONT=,

BREBMICONTIE, RFIDE 3HEWNMNRERARELFERRHERIZE T, Ea—<) 2 REFIASAKF
ANFEFERBEETUYEZON. Ea—TUY REFIORERVAERERIGEVIENS, EAa—TYUR
HEORERVASZEICLI-BESEREERLLEEZION BEORARSESL 1 @ 2~20 Bfill,
BHRAA AR VEEIDIREEZESOMIFEE 1 H 4~100 BfiiLl1z,

Ea—<0O45 3y R 25 FIVARY . Ea—<IAYIYHIR 25 FH—b. Ea—IOFIYHIR 50 JEIUANR
. bEa—<0O453vyH X 50 FHh—b

EMBE - EANFIRFIS NEEGHFTLARGEARERBN RISV NETOIURVEESR
FladBELBRARERICEVWTRESHIDOR TREAMKZSICXY, RIFGIEIVO—LAES A,
BEMICBVWTAVRYVBEREIEEN G >zCeh b, KEAGRFDOE TRERRSIZLEEZD
nt=,

Eai—<0J3v0R 50 ZOEBRERM B 3 @E)HEEIZONTIE., EYEBZHMICITERMLGARYY
DMEEEBRRLISEEAONSIL. RESMBEZREECHIFIL RIFAMBEIVFO—)LAEREN ST
L EMERRELEDREMEICOVTIIFINCBESINDILIBLBRIFLBVDIENEN R ORI
NETREZEBRKHABR CRSNZIENSEELT,

(V. AEICEY HIEBWRIIMGRR I DIESHE

AZRUREICEAETSIE
<ba—<vO5E>

7. RERUVAEICEET HIE
AFNE, BB AR BFNHEAR R TASKY RO CRIRSH, MEEETHERERSE (KRF 1 EIL
EEMBAOR)HE A BN AEQOMBEETIEREET D) THD, LD >T. ZOEAOHRRIT &
VRO TERFGEORENED (RSN 5BEET) OT. EHEAOR) U EF GEERED 30 58
¥ 5) EEGYBERI(15 2 LIA) TR EE1T52E,




(5w

Bl
A 15 LI
EE AR BLH 30 SR

F MO R) O REMNSAFIZEERETIIEEICH. TOERABHECEYESEEZEL. BEITELT
BEEFBETHLE BEITTICE AED0HREICIE. MIEOERSEMSHBERMBH LI AR EIC
BBRIENHS,

BB RO BEEHALTVWSEETE, BRE VR VEFOBREERVERER TV 21— IILDFR
BABLELBDIEENHIDT IR T HIL, [16.1.1,16.8.1 SE]

<ta—<O43IYHR 25 F . Ea—<OSIYHR50 E>

1. RERUVREICEEY HEE

AEFT, BRHBEOARIYIRTODROHEHRFERE, hEE AR ) RT OO FRERMNMR
BENTWS, AV RV RTODBEMEADIHIZ. EHEAR) U EETREHFEERED 30
SRR E) EEQYBER (15 R SR 5E1TO2&,

(BB
Bl
A5 15 5 LN
BHBRARA O EETESEHA 30 48l

Fr MDA R)VHEINSKRRICERSTSHEICEH. TOERFHECENMTREEZEEL. BEISIELT
BREEBEEETHLE . BEICITICE AEDRBICE. WROEFEENSHBREH S I EH ARBEIC
BHIENH D,

FRRERICEVTYYEARIC—BEOEMEDEMMNROLNIF-HTETH L,

BE. BRFTEEE, AMREE. FHEFRADSERE. AFOATRET H&TBEY TH EHE A
DR UBEIEFERT H5IE, [16.1.1,16.8.1,17.1.1 SE]

5. E&ERRLHE
<eEa—<O4E>

(1

2

3

BT —5/\wr—
ZELlan

B PR RIS
LR

RRRGRRRR
LR

17




(4) IREERIEAER

1) BREREE AR
@ ERE 1 EERKAR (BEIRECRDHE) "

AR VEEITABEDOERBEEENRELTITONBRRBRICE TdE1—<0/FeEa
—T)Y RADBEBEIILUTOESYTH D, EEFIRITEL—70O55F 213 il (BIEzk 5 27 §1(2
RIBERR TR 26 {5, 1 BURERRSR 1 ) . BREA RV RF| L DB S 186 {5 (2 BHEFR TS 65 {5, 1 &
HEFRHR 121 45)) . Ea—<> R T 213 i (B 3h 1% 5 23 45 (2 BURERRAm 19 5l 1 BUBEFRm 4 ) . &
AR BEENEDHERAES 190 41 (2 BUHEFRTE 75 4. 1 BUHERRIR 115 41) ) D#RE 426 fl TH B,
BREEEmEEa rO—)LIZETDEELE,

Ea—<OJEFRER. Ea—T)URERFIEE 0 HSENEE LI 1 BRU 2B EBEHICE\TE
A—3ATENELI—TYY RIEICHEAN 12 R 24 BFICTES® 2 B DEEZAECETIE
Tz HbA1c (UDSEIZDLNTIE, Ea—<) Y RIFEICHAN 12 RU 24 BEFICTESHEI RSN,
- BAEAND 24 BEFEFCORTEA—<ASEEEa—T)Y REALTHEELELZZOHT- (1%
B8Rz x 9 B — Rtttk :P=0.0162) , ¥ 5&IDU\TlE, Ea—<O5FRUEL—TYY R iTED
IZRAtREF ML DAL MR EE T, EFIME X OO NG >T-,

Eablics 12 ;@RF 24 JERE
EXfiWabr Ea—~vAY |Ea—<YY | Ea—vQRY | Ea—<YY | Ea—<RY | Ea—<UY
a3 RE i R:E pe3 R
Bk 2 B 162.6 160.1 141.1 D 166.7 1411 %2 162.9
M #EE(mg/dL) (196 151) (195 1) (195 1) (200 151) (197 1) (202 151)
HbAlc (JDS) 7.53 7.51 7.61 7.54 7.52 7.57
fE%) (207 f51) (206 151) (203 151) (204 51) (203 51) (204 f51)

1) BIEEASD LTI ETOEFIMLLE (P<0.01. BYRLUAE T—2(xtd 5585 #H)
3 2) BREEA L DL E THOEFIM LLE (P<0.05. #YIRLBIE T —2IZx 3 258054

Ea—~AJEQOEBRBELERAORYVRHFEDOHABREIZDONT, FBREBERUY 24 BEFD
HbA1c (JDS) fE (X B IH 1% 5 T 7.26% K U 7.50%, EEEAL R HEFIED G AR5 TT151%R U 7.46%,
B 2 A MEE LB 5 T 164.5mg/dL R 168.7mg/dL, ARV HEK DGR ST
160.3mg/dL BT 135.4mg/dL TH>71=,

Ea—<0SEOR LTI R B 213 il ch 55 5 (25.8%) (CRIMEAMTRESN . THLOLIEMHE
PRI (46 f51:21.6%) | {EM#E (6 41:2.8%) THY . EELRIMERITEMBEMERIE 2 FITH =, ERIK
REBOERBLEHHIRESN O EEEM*RH 213 Fldh 22 51(10.3%) T, TEEDIE AST L7
(208 f55h 6 151:2.9%) . ALT £ 5 (208 i 6 $51:2.9%) . ¥ -GTP L5 (208 b 4 51:1.9%) . ALP L&
(207 {5 3 51:1.4%) . FiERERA £ R (208 {5l 3 f51l:1.4%) THoT=,

HEBHMEECTAV R, AV RYVYRTORE, AV R) - ARV AT O ERIEK
DLERFROHONEMNTZ Y,

2) ReHHB

DEHBEIzB+32ReH
AEFIORBBEEEHEORLMEIZDONT, XFTOH 6 nARBIES (KFIBEHOTM*IRHIZ:0~12
B 307 Bl 12~24 @85 289 ) I T B R DB EIT o=, AF| 0~12 BRFERU 12~24 58



FFOEIERIITROLEEYTHY . XFIREHICEVTHICRIBE LG HEER (B th BAERK R Uk
RREBEOEELY) FRBHoNT . FEMERAOEEORLOCRBERDO LR EIROoNEMD
f=o BMERESNEBRRRBEEDRELBICAVTHRKMICEREZAONSIERFIRDHONT .
SHEDAVA) KM ICE N TEARFIR 52 THRIRRNO D EIEEGA 0T,

0~12 &% 12~24 FEr
Sl R 451 35 307 289
BIEA RGN (REER) 65(21.2%) 52(18.0%)
BI{ERR R 67 54
BENLE SEIK £ FIRBIE (%)
— R EEE HBa (=) 1(0.3) 0
FER R RIEE M E R EE 0 2(0.7)
HEEE HREE 0 1(0.3)
BEMRERESE EUfES 1(0.3) 0
mEEEEF 2(0.7) 1(0.3)
= 4% 1(0.3) 1(0.3)
RE-REES FEEFE 0 1(0.3)
ik 5(1.6) 4(14)
{E m A RIS 54(17.6) 47(16.3)
PR - REARERES | FRLUA R 1(0.3) 0
EAEE SESHERL RS 1(0.3) 0
RE-RENEHREE | ERP 1(0.3) 0

Fo. ABOFEMMALLEHRD 24 BOLBEHABRKR TR, Ea—<O 7 EBHOMWMEREIZEIC 24 8
(148 38) [Thf-oTea—vRJ AR 52 B GELRAR ML RET L=, REMEETME X RH] 181 51
H 56 51 (30.9%) [CRIMMEAAIRES ., T5E O SR MAENE G (48 $51:26.5%) . {EIMHE (8 45:4.4%) T
Hotz, BERREBEDEREEEAMESN =D (LFTExT R 181 i 28 I (15.5%) T, EHHD (T
AST L5 (180 e 7 f51:3.9%) . ALP £ 5 (178 e 6 f5:3.4%) . ALT L5 (180 517 6 51:3.3%) . 4FE&
Bk (165 55k 3 451:1.8%) . BBk L5 (173 ek 3 $51:1.7%) . LDH £ 5 (178 {5l eh 3 f5:1.7%) . &
T4RERA £ 5 (180 {5l 3 5:1.7%) TH>T1=,

F NEITBVTAFIO 1 ERO RS HER (RFIH 5B :561 6, 1R R WEITRG 8.
543 f) MEESNTEY . FEIFAUR)Y R BFELEL, ZLHEICEALTHRRNICEZEDHS
EEROUMN oz, Tz UAMEICBELTIX. AV RV =V RY V) A TARERKIZOWVNT. &
BELREFBENRHON=M, nAMD LFIXERMIZITBEETEGLEEZONT,

@itk ®
R EBERABOABYBEECTIURAU KR, A VRY)RTOFK AV R —(V R
DYRTARERAEDOERITRHONEI ST,

(5) BE-WEIHEBR
D BRFICBT2EMMELETEMN
AFIZHITHERRERER 5 HER (I 58 8 BERLIE) DIEREHEL. BRIFETICL~THEON-E#
(65 Ml L. AFIFEE:39 5l 1R R BEIRE: 22 ) ZERRELIZEHHERMNS. HbAlc EDZE1L
EITBVT AFIFLAORY REFIFHTENROONT | RFIFICH T EE0HELIFEHECNR

19



BR<CENTHHLAGEEROON LGN o1z, BHR 2B MAEENETILETIE. BHBFICELTAHFIR
EAVR)Y REFKIFHEDBICENRDON, KEIFHTIYETLEDL, BREICEVTHLIESHELR
BROBMEDRENT, KEBIFTTORMERARREL, RXFFELIOR)Y R BEBTHOIMGE
FRHoNT (KRFIBE:256%. 1R R BHIRE22.7%) . F-. KEFICHTLEEARREL. &
BHELESERE CREETH - (FEE 25.6%. FESEIE :28.2%)

INRIZBITREMEER S

3~16 D 1 ERFEE 43I, Ea—<OJFERERIRS LIz 24 AR OERNE I HERRHER
[CHEVWT. BENEIVFA—ILOBFELRENROLN ., REEERALEDLLEA o Y, BEH
FT A >F SR 45 43 45 7 51 (16.3%) [CRIMMERA R ES A, THB O IXEMAEMERIG (5 51:11.6%) . = MnHE (2
f5:4.7%) THY. CO>LENEERERVENEDE 1 HINEELRERALSNT BREREEDE
EEEMNRESNF=D (LEFMxT KB 43 fFildh 2 5] (4.7%) T. U/ Bk EF (36 Hich 1 51:2.8%) . 1S
B E 5 (42 ek 1 51:2.4%) THoT1=,

T NNETO 3~11 ED 1 BUERFRERE 60 FlExRICITo7-5 I HEERKREHER (1R R &Fxt
BB.9 nAD/ORA—N—RER)?IZH T, Ea—<O5 3R EICKY, BB MEOREN TSN, &
EEROXBHH. BHERCEOERFHEEICEAL T, ZFMICEIRBDONGEMNof, Ff=, 9~19
ROMERFBE 463 HIE X RICITo1-5 N HHERIRERER (/R R ®WHIME. 8 hnADI/ORF—/N
—HEB) 2BV T . Ea—<0JFREICKY. REOELENREIL, BEOEI FO—ILOHEN
TSN, EESROFEBRGHHRUEEICEL T, ZRIMICEFTROONEM ST,

(6) AmmMERm

1) ERRKAE(—RERRKRRE, FFEXRARKHAE, ERARRLRRAE) . RER

]H

ERT— R —

<

ARE. ERFTRBERBZBROAE
FERBEREDHERICOVTIE, TV K2H (FALDOEEF ICEHTHER 8 BIFRAINESER,

RRFHELTREPEORNBEX IREL-AE -BRROME
ZELan

(1 0

20

1) BEETEARTREICKSHEE N BERFAE (Ea—<04E 100 BEf/mL DH)

NETEA—YATEEEHHRE T EARSTICTHRE LGS #RDEL—TYY R FEHELT
HbAlc PfE (Ft9fE: Ea—<053E;7.66% E1—<") > RiE;8.00%(P=0.0041)) R UEAR % 1 RS M#AE
{E(FfE: Ea—<055F;152meg/dL, E2—< 2 R3E; 177mg/dL(P=0.0498) ) DB BB THMNERHS
N MBIV PO—UADNRET HENTEN, AEFRRVEMRERBRFEEICE IR EMFEIC
BULTEFIMICEXROLNGEI ST,

) ANEAER CRIE SN = HbAlc fEIE. NGSP {EEL THEEL SN ARITICRIESN-ETH S,



2)

3)

HFF4—FT-5147(Q0L) ©
HERBRBEENRELTITONIEBRRRICEVT. AV RYVABRNEED QOL 15X 55E8%H
ELIZECA, BERINCERSAREREL—OYEAEL—T)Y RIFICHREFEIZEED QOL 2RE
Ltz F-HERFEAERICHTHHBEIZOVNTH, Ea—<0O5FITBLT. Ea—T Y R FICHARE
BITHEL,

S\ E R ER G AR
SETEL—YOSEFERBICENT, BEmMESMR. REEMERVEERMBEORIFEEN, Eo—
T REFABELELTHEERICETIAIENBHLNT- ",

<bEai—<O4Y3IYHR 25>
BET—3/1\wor—o
ZULALY

(1

2

3

4

B PR RIS
LR

RRRGRRRR
LR

REEREER

1

AR ER

® EMN I FEEREREAER 0
AR RERHEI30/70 X (£ 50/50% 1 B 25D 1 RV 2 HBERFBEER]RIC, 1>
A UREEF] 30/70 XK 50/50 ZFNFN,. Ea—<TATIVIR 25 3 EXRIF 50 FICHIVEZIRE
TN Ea—YOJIY R 25 RV 50D 12 BBRICEIT2EHDMERV 48 BERICEITIR
LHOREEIToT
AHERTIE 226 41 (1 BB 22 ], 2 BB 204 B AE2—TATIVIR 25 F XL 50 FDERE
ZEIRL. 214 B 12 BB EETETL. £ 171 fiHS 48 BROE#HZEET T L=,
AR BREEICEVTIH. WThOBRIZEVWTHLRBRBEIASOEELEDIEROONE
Mot=, =, Bi% 2 B MHEE. HoATc (DS EICDWNTIK. 2 BRUVEFEE(1+2 B)ZHREL
BBV T. ARELGRENROON - BELERKBRHBEICOVWTIE A E 2BOVVThORE
REETICEOTHHERMLE 4 BRFIC—BEOEBMARHONTIZH., 4 BRFLE., ZLDEFITERS
ENEERLFDHEEFETL, %5 12 BBEICEW T, RERFRBENSRIREEOEMITRD
Motz Tz AV RYVREICH T HEHAE (ITR-QOL) B ZE "% MHLNVT, BFD QoL
~NDEEBEREBELI-ECH. 2 BRULEBBZRNRELIEEINIZENT, BEDAVRVEBEICH
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THEEREFENMETL. QOLEZHEIZHELT-,
48 BRI EIZBITHEREMIZDINTIL, 1 BT 95.5%. 2 BT 804%. £EBET S1.9%HEEEZMN
BHonf-H, BBRLE. HICREEERZERITEN ST,

<12 ;B A TO LT >
AR VEEEE Ea—v0O4532vs R BIA RS A\ i
=T F 1 JL R R FAa b o)
TR B RE | 30/70 X% 50/50 x5 25 ;EX (%50 iF DEILE PiE
B < S ERBELARE > <12 BRE5E> ==
1AAvRyvEss | 18 0.57 (0.27) 0.56 (0.26) —0.01(0.03) | 0.180"
DEHE (1ZER 2% 0.41 (0.16) 0.41(0.16) 0.00 (0.06) 0.623*
=) <Bfi/kg> 1+2 B 0.42 (0.18) 0.42 (0.18) 0.00 (0.06) 0.832*
BREk o BSRmysE | 1B 186.0 (92.5) 148.4 (91.3) —31.1(92.8) | 0.151*
DFHE EERE) | 28 201.0 (75.5) 182.3 (79.8) —16.3(77.5) | 0.007"
<mg/dL> 1+2 8 199.4 (77.3) 178.7 (81.5) —17.8(79.1) | 0.002*
HbAlc (JDS) {E®D 18 7.55 (1.14) 7.46 (1.13) —0.09 (042) | 0.324"
THE 28 7.70 (1.34) 7.54 (1.37) —0.13(0.69) | 0.009"
(BERZE) <o 1+2 B 7.68 (1.32) 7.53 (1.35) —0.13(0.66) | 0.005"
. 45K | 2.1 31[45]) | 1.2(1.9[3.7D) | 0.004%
12 08 (1101.4D 12 B8 | 0.9 (1.8[3.0]) | 0.0(0.72.4]) | 0.461%
EmyERIRERE 458 | 00(1.1[2.3]) | 0.0(0.3[45]) | <0.001%
) | R R e Y P s
<#HH/30 B> 4388 | 00(1.3[26]) | 00(05[4.4]) | <0.001%
2 E 0.0 (09[43D 12388 | 000807 | 0 | 0185
ITR-QOL X 3 P& 18 91.6 (18.1) 94.3 (13.2) 3.5 (13.0) 0.269"
DEHIE (EHER 28 945 (13.8) 99.7 (12.6) 48 (10.7) <0.001%
=) 1+2 & 94.2 (14.3) 99.2 (12.7) 47 (10.9) <0.001"
E1) 23BOEMISERINTEY. &£/ 5 B THMINER{AIEE QOL ARV LETRT (HREald 115 A),
#1; BRI THOMEDHS tIRTE
#2; BIRRBER TROMSMAEIEEIBRE
#3;, tIRE
<48 HEIRHREIIB T L2 >
5T 8 B R Ea—<053v5 R 25 FEXIE 50 FREH
18 955
BEEEHXREE (%) 2%l 80.4
1+2 & 81.9
AR VREEF Ea—<A4s3IvsR -
30/70 X[ 50/50 &5 | 25;EXIL 50 ;Fx 58 %ﬁg@f P&
B (GLERBHSAES) (48 BB 5B =
AVRYY—A VR g 1.75 1.90 —0.05 0.920
oy R7OXENR 2%l 1.70 1.85 0.20 <0.001
AEDOHRIE (%) 1+2 & 1.70 1.90 0.20 0.001

<BE>HNERKARIE

@D SEE 1 BEERFRER
2 BIERBEEEMNFELTEA—TATIVIR 25 ERIFAVRVBEEIHF] 30/70 *FNFh 3
A6 nAMBYORF—/N—ZKICEYESL, MEIVFO—IILRUVLREEDLERIBHETo1=,




FEBIRLIL 89 BT, EA—<OY IV R 255 1 B2 AERUVY BERIRES. 1R VES A
30/70 IFBEDREDIXSHRZIC 1 B 2 @RENTONT, /R UIEEEDELITEEHIME
TRBETH 1z, EMRMNGIFEI FO—)LIZE(TRHOENGENoFzA . Ea—7BSIvI R 25F
[CEVWTHRE 2 KEMBEZLETARLGRENROONT-, BEMBERFRFEETHEENRD
SNACDEFBERMICEETIK AEBRESTREMICELFROONGE N1,

SH{HIE 5 AR VIBEHEEA Ea—<0O45 3y R25 | EXIRLEE
" 30/70<EHERIR THE > E<HEBRERTE> P {E
1EBAVRY UBEED
TS (BERE) < ke> 0.64 (0.30) 0.66 (0.30) 0.481
BBk 2 B mEEETEEEY O
T E(E A (R 2 )<me/dL> 22.0 (42.0) 9.9 (41.4) 0.335
BE%k 2 B mEELELEE" @
T 46 [ (B (R 32 ) <ma/ dL> 52.4 (47.7) 60.7 (47.7) 0.365
HB% 2 BEMEELZLEEE O B
T EGE AR )< me/dL> 16.0 (42.3) 3.8 (48.1) <0.001
HbA1c il ) F ¥ EIEHE R 2= )<%> 8.05 (1.29) 7.82 (1.15) 0.408
{EM#ERIRIEE DR R{E
(EHEIEEEE]) <IE%/30 B> 0.00 (0.75[1.33]) 0.00 (1.29[2.71]) 0.009
HEBZREE®%) 62.5 60.7 0.701

ENE®R2EBENEEEEE; 8% 2 BREMEEISBHTMAEEEZELSIV-E
) RRERTHIE ST HbATc fBIL. NGSP fEEL TEEEALSINSRIIZHEIE SN ETH D,

@ S EE m EEER R
1HRRY 2 BIBRFEEREEEXNRELT. EAa—TAYIVHIR 25 EXRIFAUR) VRS HIF] 20/80 &
FhEh 3 A& 6 nAMIORF—N—ZKICKUEEL, I FO—LRURLHED LHER
HEfT o 1271 BIDTRTOEEFE( BEFE 6. 2 REF 26N, Ea—7ATIVIR 25 F
Z 1 H2EBAKRVYRERIC, RIFAVR)VBERA] 20/80 ZEAKR VY BD 30~45 HHIIERE
LIz 1V RVUBRBEIZEVNTIE. 1 B#RULEBE(+2 B)ICEVWTERELEFIMENZEOHLN
=M. CholE, EERBICERDHIETIIRNEEZON BIB®R R U Y B 1% 20 M E 0
FZITBEVTIE 1 BRY 2 BZAThORUABHIRUVLBEZEZAREL-EN THRBRELL
BL.Ea—<0OY3vIR 25 FRERICARLGRENROONT-, —H. . BRE# 2 FKEMBEED
ZFEICBVTIE,. 2BEERRELEBHITIORYVEREAIREBRICHEELRENROLN
T=o
HbAlc BN DNTIX L BEENRELIBITT. 1V R VBB SHICARLRENR
nizh Thold, BRMICEROHIETIEGWEEZRON, BNBEXRBFEE. AEERKHEE
ERUVEBERBREEICEV T, BRMICEELGRERMZ IR OGN ST,
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= , A4 DR VRBEE Ea—<v045 3y R25 | EFIRLEK
sFiii % B BE | j0/s0<HBETHE> E<HBRETE> PiE
1TESA VR VREED 18 0.54 (0.15) 0.59 (0.17) <0.001
THiE (EERE) 2 & 0.48 (0.18) 0.47 (0.19) 0.561
<Hifif/kg> 1+2 Bl 0.51 (0.16) 0.54 (0.19) 0.007
BB 2 BRI M pE{E 18 27.2 (71.7) —20.7 (54.8) <0.001
FEED OTHE 2 & 16.6 (40.7) 41 (36.0) 0.003
(BBERE)<mg/dL> 142 B 22.5 (60.2) —10.3 (49.2) <0.001
BB 2 FiE Mm¥EE 18 57.8 (50.6) 71.5 (48.1) 0.110
FLEEY OTHIE 2 & 39.1 (40.7) 55.5 (45.8) 0.143
(B R E)<mg/dL> 142 B 49.7 (47.4) 64.9 (47.6) 0.035
Y B4 2 B IMAEE 18 13.2 (65.8) —15.0 (56.9) 0.012
FEEY OTHE 2 & 10.8 (40.5) —47 (42.5) 0.010
(FBEERZE)<mg/dL> 1+2 B 12.1 (55.8) —10.6 (51.3) 0.002
D 4 18 7.82 (0.89) 8.07 (0.93) 0.071
Hb;(\;a_sﬁ {g;))j;t;—ﬂﬁ 2 & 8.02 (1.03) 8.16 (1.01) 0.684
i 1+2 &l 7.91 (0.95) 8.11 (0.96) 0.036
KM FERIRARE O hR{E 18 1.88 (3.59[4.31]) 2.14 (3.61[4.41]) 0.501
(EHEZERED 2 ® 0.00 (1.30[2.74]) 0.00 (0.45[1.37]) 0.088
<{H%/30 H> 1+2 B 0.94 (2.62[3.89]) 0.00 (2.31[3.81]) 0.206
AVAY—AVRYY 18 42 35 —
)R FOREHKMED 2 & 23 3.0 —
R AE<%> 1+2 B 34 32 -
18 31.4 28.4 —
BEEEHREE (%) 2 &l 51.0 55.8 —
1+2 Bl 39.7 39.7 1.000

T VRS2 HEMBEELLE; B 2 REMEENSRAIMEEZZELSILVE
F) AFHERTRIESNT= HbATc fEIX. NGSP fEEL THRE SN ARTITRE SN ETH S,

2) REHHER
D RYPREICBIT2ReM

AFORHAFESORLMEICEAL T, BNERRRERD 48 BARERSICH TR EE DB EIT o1,
48 B OKERAAR . 185 FI(81.9NICDHLELTH LU LDEFBENFKELIZA . 1V R EE
—RICROONLHEMBEBARDOONT, SHIT BEMERFRRY 30 B HYOFKIRHHICD
W, BB LDERCEEZEROONT  AVRYVEEHEILFBETHLHI LM RSN
tz RRBEERVURAEORSRABENSDERCH T, BRINICEIBLGIEHITROS
nigmofz, Uk &Y REIREICETE2EARAABREICE T 58FOREMENHERSINT-,

F NERBRTIE. 3 n AMOBRKREZTE T LIZEROSH 1 BERFESE 33 HIRU2EHER
JREE 27 FICHLTESIZ 18 h AR, B ALET 80.08(N x F) DR MG SHBREERKELI,
BEEERFEEAIHIE. BEHERT 26 4 (43.3%) THoM. ARV EKRICEET HLEZOND
BEERIEIBOHONG oz, Tz, REAIREIZE TH5AMICEALTIX. 21 A BMORAERIZEL
T.HRERTHATEREMEHIOFELRERIROONENof, TOHISIZI6 HABOE
BBREEToE=N AVRYY AV RV RATOREREDO B ELRBEIALDOESHEROON
otz LLEKY ., AFITRHAMISEY. A0 L REAR S THA I EDRENT -,



@ Hufki

ERERMICEELRAV R ORABEE EHRAEAR 10%Z B2 55ECRHHEENTINS, (VR
o —AVR) Y RTAREREICONTIE TOERNEERARMAE 71 RUTHEER KRR
QM EFE I HHERRRER I TREEN A Ef2AREL TORKBDEERE, ShetbiL T/
EMotz, Ffo. KEID R ESNIIEFI D5 ., HAMD LF A 10%Z 8B 2 1= fEHI LT OE M ERKE
BRAAE 71T 226 fileh 5 I, THMEEREREABRAFEQ S E S 11 #EERERERER 1T 54 Bl 2 HlTH T
M CNSDEFIDREFITENTHAU RV BRRM G ERRKRMICHBEE LGS ERERO OGN
=5

(5) BE-WEIHEBR
D SEEICHITEEME
ENEEREAERIZH T, 65 ML EOFEE (B3R TXIR 58 FI) DEARE 2 BEMNEERY
HbAlc fEIL. SFEMEBHLABRLEFROONT | SFITEVLTEZOH AR RSN,
NETORRKART. Ea—<A4 NI . Ea—<a453Iys R 255 . Ea—<ASIYHR 50 5D
WIFhhTAREBESNT-ES 396 Bt 66 FINAEEE THo1=,
*:Ea—<AY NEIE, 2016 £ 6 AREL>TRTEK T,

@ MNRIZBTBHEMME
ZABAHGL

(6) AMEIER
1) ERAMERAE (—REARRHRE, FECEARKRE, EARBLERAET) . 25k
ARE., RERFTRERIROAR
FAREREOHRERITOVTIE. VI 2 (ERLOXESE)ICEATLEE 8 BIEFRINESE,

]H

ERT— R —

<

2) REEHELTRETRONERFEELEAE RROBE
SETRAR

(1 0
ZEEHGL

<Ea—<vAJIYIR50F>

(1) ERERT—31\vir—o
ZALAL

(2) ERPRZEEHER
ZHERGL

() AERIEREHER
ZHERGL

25



(4) IREERIEAER

1) BREREE AR

OERNEERRERBE Ea—<0J3IvIR 25 F I DESHE
<BE>HEE I HHERRHER
100 > 1 (37 ) R 2 B (63 i) ERBBEZEZXNREL T, Ea—7OT3IYHIR 50 iFeba—7n
TIVIR 25 FETNhETN. HBRRUVYBERRSLIZBEELAVRYVEEEHF 50/50 LAV R VIR
BHEHF] 30/70 ZZTNTLEHBRUYIBD 30~45 DRIHRELIIGEOMEILFO—ILRUVRLH
EENTN.3HA.E 6 nARYVORA—N—ZKICKY BRI LIz, /AU EEEICENTIE,
BRERENSDEILEICEFBMTHEELRERROONGM -, HIBZ 2 BRHMEEOCE/LLEIZHL
T 1 &2 BORENRVLEBEERARELLBNICEVT. Ea—TAYIYIR 50 TR 25 5%
BREBICHBERSBRILBLARLGRENROON-, —A. BEB% 2 BHEOEEOELETIE.
AVR)REHFEEBHICHEELRENRHON T, HbATe PIEICOVWTIIEFIBICHEELGEILER
Honghotz, REMICOVTIX, BEMERREE. BEERARERVBRRBREBEICS T,
ERERMIICAELREFMEFE OGN ST,

14 R VEESE 50/50

Ea—<v0O453IvyHR505F

= o + + FEHIRE LB
BHR E wE AR VRBEEKN30/70 | Ea—<AOF I VIR 25E P fi&
<FBR#E T B> <HBRIRTHE>
1TESA VR VBREED 18 0.63 (0.24) 0.66 (0.28) 0.560
THE (EERE) 2 F 0.58 (0.21) 0.57 (0.21) 0.928
<Eifi1/kg> 1+2 B 0.60 (0.22) 0.60 (0.24) 0.736
BR% 2 B M yEE g —9.2 (69.9) —60.9 (67.0) 0.002
FILEE OTHIE 2 & 214 (43.1) —10.4 (44.9) <0.001
(BBERE)<mg/dL> 1+2 B4 10.6 (55.7) —28.5 (58.7) <0.001
RE#% 2 B myEE g 48.1 (66.7) 70.6 (51.9) 0.026
FLET OTHIE 2 &l 40.0 (36.9) 67.0 (44.1) <0.001
(B R E)<mg/dL> 1+2 B4 42.9 (49.4) 68.5 (46.8) <0.001
& Bt 2 BRI HEE g 6.5(51.3) —18.6 (73.9) 0.422
FLET OTHIE 2 &l 22,0 (41.4) 6.5 (57.1) 0.089
(BBERE)<mg/dL> 1+2 B4 16.6 (45.6) —2.5 (64.3) 0.038
. gL 7.40 (1.05) 7.69 (1.04) 0.440
Hb?;;;gg)jifﬁ 2%l 7.66 (1.12) 7.73 (1.04) 0.371
i ’ 1+2 & 7.57 (1.10) 7.72 (1.03) 0.098
EmMEFKREED 181 2.05 (3.47[4.31]) 1.71 (3.09[3.78]) 0.370
RR{E (FHERRER 2 %l 0.00 (0.68[1.19]) 0.00 (1.13[2.43]) 0.774
ED<H#/30 B> 1+2 B 0.00 (1.66[3.02]) 0.86 (1.86[3.13]) 0.766
g 67.6 64.9 —
RESERRRE 2 ® 49.2 39.7 —
%) ,
1+2 & 55.7 49.0 0.289
AR =4 2RY) kL 22 35 —
V) R T AR ELAE 2% 1.3 2.0 -
D R AEK> 1+2 B4 15 26 —

FOER 2 HEMBEELCE; 8K 2 BEOEBENSRATMEEZELSILVE
F) AFHERTRIESNT HbATc fEIX. NGSP fEEL THRE S ARTITRE SN ETH S,




2) ReWHHER
D EHBEEICBIT2LeH
lEa—<0O53y9R 25X DESR

@ ki
BRERMICEBRAVR ORAEE IEHRAEAK 1055 BRE5E(CRHIEINTINVS, 1VR
o —AV R RTARZEREKICOVTIE. TOERNERKREARBEIORUTSESE I AHERKREK
BRITRESNID, FEG LR EL TOMKMOEBRE. ChELBELTIEM T, F=, KFIA
BESNTEFDOSE. FUAEO EFH 10%%F B2 TEFIETOENERRRAERRAEIT 226 it 5
. T 5\ E 5 1 ABEGER5RE& 1 T 50 filch 2 Bl TH 1=, ShoDEFIDREICENTEAVRYVIE
MG ERKRMICHEL LA EEIEE O OGN ST-,

(5) BE-RENRER
D BREIZBT280MH
lEa—<As3IvI R 25 F I DESHE

@ MNRIZHTBHEMME
ZABEHGL

(6) AMEIER
1) ERAAEEE(—REAREREE, FECEARBRE, GARBLERAE) . RERTRT 22—
ARE., RERFTREBRIBROAR
FAREREORERITOVTIE. VI LM (ERLOXESE)ICEATLEER 8 BIEFRINESE,

<BE>NEHREERKRRER VY

2 BERARBEERNRICKEE 24 BB S LN ETHREZERKRRER (ANRILIV LD ATEA—TRY
SyHR50F% 1 A 3EEBERBEACKRSEXIER 50 FEEa—vO53IVIR 25 FLEMAEHETI A3
EEBERICES)ICEVT, MBEIVFA—LRUVREMERE Lz, TR TOEFICEA#MELTE
1—vAJ3IyH R 25 (1 H 2 BEBRUVYBERIRE) +AMRILIV G AEEE 6 B2 BFER
L. R—RSAU LD AR ERBHINLR THETAMRLIV DRSS EEEBELEM >z, AFlE 1 B
SEBRERICERELEEEICETIREBRIED HoAlc PIERUVER K 2 B THmMEEIIN—RS
AV EHBRLTHERICETLTLM:,

; o= R—Z54 Y
HbA1c il R—2Z : R EER R R - 5l
c P& M4 XIRERESnS e DTS p {E
5115 104 100 100
EHE L IEERES 7.75+0.88 7.08%+0.92 —0.67+0.84 p<0.0001
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0))

R—RIM4 Y

— P2 1 N 5 Wiy -E S = ~ = R i R - 'E

BR% 2 BETHMEE R—R5qM4Y RIREIERRE e DTS p fiE
kS 102 100 98

EHE 2R E=<mg/dL> 179.9+37.17 154.4+26.38 —25.94+3545 p<0.0001

F) AFERTRIESNT HbATc fEIX. NGSP fEEL THRE S ARTITRE SN ETH S,

F-. CONETREERARICBEVWTEOON-ELEEERIT. ERER, LTERLE (157 HldhE
14 151:8.9%) . BE&E. THI (157 & 10 451:6.4%) THol=, H85. 157 Hlch 82 (52.2%) B MHEAEE
HoNT=A, ZD55 1 HITEMBEERICHABIERELTHRESNT-,

2) RBFHELTREPREOARREIREL-FAE -BHROBME

ZHLan

Z Dtk
ZEEHGL




VI. EZhIEER(CREJ HIEH

1. FEPN(CEAEHSHIELEMRITIEEME
BREAUR)EFE
AE BEOHLHLEVDOVEE-MREFLX. RFDAKMNXEESEI DL,

2. ¥BEEHR

(1) {ERBML-1ERR
1) MmEEETER
D AVRYDYRTA BILIE ERURYD 1 BELERZDEMEELD 1919,
Q@ m¥ERETEA

Ea—<045E

BEMRA 12 fllcEa—<O5FRUEL—TY RF#E 0.05 Bfii/kg X% 0.025 Bifii/kg EEIE T
BEL-#R. MARlCLICIER TIERMNROONT 7,

Ea—<OJ3vPR25%F

A 16 fllCEA—<OJ3IYIR 25 FRUEL—TY2 3/7 iF 0.2 Bifli/kg BEIE TS
HR. mHELICMBERETERNRHLN Y,

@ J)anESaEY (HbAle) 123 3/ER

Ea—<0O45F

NEORBARBRT, BRI L ETCHRSEOBEYLAELTREEERIC HbATe EOHEN
AIRETHAHE 0 1 BIFERFEE 30 fIERRICHHRE T EARTITTEaA—<BTEE 3 5
ARRELEHE. Ea—<T UV RFERELEBICHREEIC HAIC EXFETIESIEMN RSN
2o FEERNICE N THEA—TAS T, HERANS FTRIEANEDHLON ., LRIERTHSI-E
AUV RALFEREREEZRDR,

Ea—<OJ3vPR25%F

1REY 2 BERFEEEARELEERARICBNT, /YR VESRAIZLSAKEAGN B 2
EREHT 30~45 2 5) THHARSHMBELELT. AFI(1 B 2 ERERRS) DR E5HRTH
M Tl&. HoAlc EENFEITIETLZ 9%

Ea—<O53vP R 50 %

1THRREY 2 BERFEEENRELEBRABRICBVDT. AV RYVESRAICEDEEN( B 2
EBZEHT 30~45 2% 5) THAHABRSHFBBELELT. RF (1 B 2 BRERIRS) DR E5HE TH
M Tl HbAlc ENEEIZETLE 2

2) fERKF
AVRAYYRTARRFRTEIARERELTHFET HH . RFIFHEBERONHEERALHEEH S S
. RTFALMANDBITHIEN . ZDMPBITER. EERRNICET2XFEELHLPHIUR Y
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HENOEEBERE, JILI—RRBBHTHD, T, 10RO HASERRBBTOEARLE
AL EILERZTRT . HALRKUSNDIERICENT, 10X VEE| TR ES I O—R/TI/BE
HraRNEEZSIERECL. ALERAZREL. ERRILERAERET %, FEICHE LT, 1RV HHA
FTNA—RBMYRAET)I—FUFBEREL ., BHEZEEL. BEGTILI—XDEH~ADE

mERET S,

(2) EEERMATDHHERAME
1) AVR) RV IGF-1 ZBARADEEE (in vitro)
[~V R) Y RU[PI-IGF-1Z AT ERVRYD AV RYVYRTARVIGF-I D ER VR Y
B IGF-1 2BAADHEERAECOVTREILIZFER. 1RV YRTOOTZEARADOHEMMEIE
ErRURYDEIFIFRETH 1=,

30

AR ORBFR~DREIMNE IGF-1 2B A~ DRI
E kAR IM9 1) >/ \$HRE E hRAfE E FELAR L R R
+axt Haxt +axt Haxt
ColnM) | gy | 1CaloM) |y | CaldM) ] gy | CalnM) | oy
ErAUXY2 | 041+003 10 0.53 =+ 0.03 1.0 346 + 43 10 288 + 05 10
1 ’7‘7?; VA 0.51 + 0.04 0.84 0.53 =+ 0.07 1.14 229 + 33 157 183 + 11 1.58
IGF-1 326+24 0.016 HERE T 042+002| 6970 HEA S
2) AVR)ZBEENSDEERE (in vitro)
Ty Z[ PN TEEHLIEEM VRV RUVAVR) V) RTAZFRANTAV R U Z B EI L DR RE
[2DWTHREILIERER. AV RV RTODBEEIREIIER VRV E2LELTH 1=,
)
¥e)
I
o
1)
m
5
_5_
]
qn
4o
' 10 ‘ ‘ ‘ ‘ ‘ ‘ ‘
E 0 10 20 30 50 60 70 80 90 100
®EERE ()
3) U I)ILa—REYIAHYER (in vitro)
ErRUSYNNERMIRAEZRAWT, BIFHBEADY )L a—REEICH T HERIZDODVTREILEER., 1

DRYYRTAEERM VRV IFIZIERIZETH 1=,

(@t E ~RERAHERE Z v ~RghhiERE
ECso (nM) HxESE ECso (nM) HAxEE
ErAVRYY 0.11 = 0.06 10 0.067 = 0.01 10
ARy yR70 0.044 =+ 0011 2.1 0.077 = 0.008 0.85




4) HERIEFEEKERICH(TA/EA (in vitro)
ERAVRY  AVR)YRTORY IGF-1 OERELAR £ R IR IETE (R ERECDWNTHREILI= SR, /4

DAY RTAEERM U RAYVIFIFIERETH-T=,

L&Y ECso(nM) HExES
ErA2RYY 16.0 £ 3.0 1.0
ARy RTO 18.6 + 4.1 0.9
IGF-1 0.34 57.0

5) BEEIJRETIVICHETHR FTRIUEE R MmFER TER ©
<ba—<O45FéEa—TUY RIIDHER>
TNA—RHSUTEERNT, MHET 2 (n=5)(20.5 BEfi/kg DRI—RAETIURYU)RATAFERIFA
DAYy R HEIZRTHRELELBEDR TRIGEERVMERETERZLELHER. 1V RYVYR
TREFAVR) Y R REIEERT, KYFONIBURESN D EDNTEINT -, ZIET IILO—XEAEICE
LTI ARV RTAEAV R RBFERETHo 1=,

B T WEIGHE (pmol /ke/ 47 )

[ I A =]
asee f AN 2 RIEUF

0 25 50 75 100 125 150 175 200 225 250 275 300

B b G- oRSBIER (4)

RTRIGEE (N5 A—45)

AR UREH] AR RTA
TR IRULER E (pmol/kg/min) 296 + 2.7 61.6 + 10.5*
Tmax(min) 36+ 11 24+ 4
90%H5 AR BF i (min) 174 + 12 106 + 23*
HAIR UL Z (nmol/kg) 291 + 0.28 294 + 0.19

*P<0.05 (vs. 1R R 8H)
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0.2 _— ) 2T
.18 e A AN R
0.16
0.14
0.12
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Esijw\”’:'_.z;‘y\izg 0.163 + 0.014 0.178 + 0.023
(mmol/kg/min)
Tmax(min) 168 + 8 100 + 28
Ti/2(min) 232 + 8 190 + 13*
YL a—RFE AE(mmol/kg) 280 £ 25 259 + 3.0

* P<0.05 (vs. 1R R 8Hl)
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AR UREH AVRY)RT0
Crax(pmol/L) 2279 + 282 3065 + 16.1*
Trnax(min) 450 + 45 244 + 3.7*
AUC(pmol*min/L) 29162 + 1839 30862 + 1723

*P<0.05 (vs. 1A R &H)
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AR UREF] AR RTA
Craar(FIEAEIZ 3T B%) 56.7 + 5.3 563 + 5.5
Tnadir(min) 108 = 6.6 619 + 4.4*
Tgo(min) 40~50 30~40

* P<0.05 (vs. 1R R 8H)
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@ BERETHREEOMBERAVR)VIRE

Ea—v05EEEA—TI U REFICHERFEELHEEE ST Cmax [EKYEL, Tmax, T lE&YEM D

f=
AUC)- I A KM TEZRDEI o=,
% % BE5E | Cmax Tmax Tis2 AUCo-c
(BAfL/kg) (ng/mL) (min) (min) (ng*min/mL)
Ea—vw0O453F 0.05 12 1.78 40.83 43.67 146.61
Ea—<!)URE 0.05 12 0.80 78.33 108.43 157.32
Ea—~v0o4iE 0.025 12 0.87 36.67 52.55 89.38
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(*FH1E)
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25 -
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240
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0.2 Bifif/kg B EIFFAIRA IR S LR, Ea—~0 S0 mMBER ARV EEQO#HBIIEL—TY
RiF&LIFIZFRERTH 1=,
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= K52 . Cmin Cmax Tmax AUCo-360
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Eai—<0o4vsE 0.05 12 4483 4483 61.67 4168.96
Ea—<YURE 0.05 12 62.58 28.25 136.25 4998.96
Eai—<0o4vsE 0.025 12 63.08 2717 63.75 2912.08
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BEERA 10 flicEa—~05 3. Ea—<AYIYIR 50 FRVEL—YAY IV R 25 5F 0.3 Bifii/kg
FHERTHRELLEEFOMBFIARIVEE. RUSZBELTYILI—XEARDER P BV
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) B5E . Cmax Tmax AUCo-1, AUCq s AUCs 1,
(BAfI/kg) (ng/mL) (min) (ng*min/mL) | (ng-min/mL) | (ng-min/mL)
Ea—v0O4E 0.3 6 7.95 50.0 1118.56 1020.89 97.67
Ea—vYO452TyIR50:F 0.3 6 449 525 80355 603.75 199.80
Ea—~v0O4Y 3y R25FE 0.3 6 253 52.5 641.13 404.09 237.04
(FFH1E)
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—0O53IYHR 25 FM Cmax DFEWHEIX. Ea—TYY 3/7 FICHREEERLE. £-. 5%

5 K LIEOMBEFR AR VIREDHEB TAEFI TEERHTHo1=.

= | w58 Cmax Tmax AUCo-12 AUGy-5 AUGs-1,
(BAfI/ke) n (ng/mL) (min) (ng*min/mL) | (ng-min/mL) | (ng-min/mL)
Ea—<v0O453vHR25:F 0.2 16 2.23 472 402.42 276.74 125.68
Ea—<Y)23/7&F 0.2 16 1.22 91.6 363.62 230.91 132.70
(F51E)
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Iy EDHRE M HEEDINERICEEETIEHS
3z M., BEICERLE
BRAE | 1R UVY | Ty bR 109~10°
LSy | 70880 = in vitro M il
RS 1R (8)
B OE B RERIBR gss BB o R
- 10 DRIZEE (KRX %) TlEdH
QRS HF B8, HBEREEARD DT
5 RV 10 RRICEE (RX 10%)
QTc fEilE TlEHHH, BELERILZEDS
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A%, FHBIRE. 4R REES v b 1,310 | . .
HEHA (4) BF B /kg BlLEL
H
1B | weoogas ¥R 003,03,3 | . ..
%ZE R R EE (9) BT 844 kg ZEibi L
1 RV 3 Hfi/kg TENEFN 319K
RAREN U32%NDER
1 RV 3 Hfi/kg TENEFN 454K
R RUDL V41D LR
g RoBas54 K 1 BifiI/kg T 33%DLF
U | RiZEE _ 6 Bifii/kg T 54%D LF
5 7 v b 1,3,6
g R U D LRE (8) BT Hifir/kg | 6 Bfi/ke T 68%DLEF
K| REAYDILERE 6 Bifii/kg T 45%D ELF
B

RpooSq4 RRE

REEVVTISUR

DEF b LEE

6 B {iI/kg T 59%D LRF

1 BU 3 Bfi/kg TENREFN 319K
V3D ER

FTARTOLEHT UKRFD LR
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A B ® B

mEY L7F=. IE
FRUDL, MFRE
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DL, ROLTF=2, ZieL
Repo L7 FZViRE.
ILF7F=OUT7I>
A

(3) ZDithdFEIEHER

ZLEHLL
2. BtEHRR
(1) HEEESHEHR
- 1#Eb-Voml | % 5 2 .
EEREIY % BERK (B4 /kg) 2 OB #£ B
AN LDy : = 10 Bifif/kg
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14 X "
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. 18HY BE5H | BRER - -
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14X EEME = 2 Bifi/ke/H
(E—4 I &4 15A BT 0,2 Em#ECERIT 2 T EE. QTc BREERUILMA
L) HO—BHEDEE
5wk EEME . 20 Bfi/ke/H
(F 344) Fe £15| 618 BT 0,5,20 ILRTFA—ILRUV RIS FOET
20U/kg/ B CIEMIEICERAT ST
SyRr® | e &35 0 |EME: 20 $1ﬁ(kg/E \
(F 344) 14 BT ALRATA=LEVU NI T YR FOIET
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14X EEME = 2 Bifi/ke/H
(E—=4 | % %4 14 KT 012 Em#EICERT S TER. QTc BER VLA
JL) HO—BHEDEIL
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72



4

(5)

(6)

@)

A RIEELER

L EHTL
SERESHESER
5=
= 1EHEY | BEE | B5 | O reng
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X. EEMBRRICEHTSEHE

1. HHRES

HE|: Ea—<IAVEIVARY Ea—TATFIYARY HD, Ea—<RS FEA—
Ea—<0%3E 100 Bfi/mL
Ea—<AJIYIR 25 FIVARY Ea—TATIYIR 25 Fh—F
Ea—<RAJIYYR 50 FIVARY  Ea—TATIYIR 50 Fh—F
BIE MAZEEESY

A)EE-EMEOLNAEICKYERTLHIL
BRI AR YRTOGEGFHEBRZ) BIE

2. BEEhEAR

fEFRRAR

(REMHBRBERICED) LI

Ea—<OdEI VAR - S YFRVHD - H—+
Ea—~<B%55F 100 BAi/mL
Ea—<vOYIvoR2FIVARY - h—F
Ea—va45 Iy R0ZIYARY - AH—F

3

3. AERETOITE
2~8°CTHRE

4, FIFEWLEDEE
Ea—~<0O45 33U R /3YF R HD/Hh—F

20. iRV EDFEE

(EFIFt8)

201 EEEERIT. EXLT2~8CTHERET DI,

20.2 {FRABIAR(E 30°CLL T TREL. 28 BURIZHERAT S L,

(h—hk)

203 RFNEAV ARV IR VBT ARICEBL-FEAREICRELLGNIE,
(AR /2 AR HD)

204 EARMBEE. RAFZABECREFLEVIEL,

Ea—<0O%3E 100 B fiz/mL

20. Rk EDEE

201 EIEEEIT. EHXLT2~8CTHRERET S,

202 FEARRERE. ABRARFETELVMGRICE EXLTIOCUTTRET 5,
20.3 {FRABARKI(. 28 BURIZHERAT 3L,
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Ea—<OT3vIR 25 FIVARY/A—F TYIR 50 FIARY/F—b

20. Rk EDEE

(BFIHE)

201 EIEEEIT.EHXLT2~8CTHRERET I,

202 A—R)UPDBRPEICABOFRMFIMIETHIENHDH, COLILERFIEEALGNIE,
203 EARIRE 28 BEIERETHS (ERKOTEMEZHERLHARICEY ., FRKETEEIERSNT
HARD .

WRAR BEYAVIVIRUBBERR Y

(H—k>

204 RFNEAVAR)OR VBT ARICEBL-FEAREICRELLGNI L,

(FYARY)

20.5 EAMREE. RAFIZABECREFLLEVIEL,

5. BERITEM
Ea—v0RJEIUARY-Ea—7ATFEIUFRY HD-Ea—7AYFh—k-Ea—<RSE 100 BEfii/mL-E
A—OTIVHIR 25 FIYF Ry E2a—IATIYHR 25 FHh—hEa—TAYIYHR 50 FIUFRYEa—
IO53IYHR 50 Fh—F
BEREERAR . HY . FTYDOLBY:HY
(BRA—Z4))— EEBEFREMT VT A+ medicallily.com/jp ~8E)

6. R—m% - ExhE
EA=] A

7. ERRSE4EERA R
19954 4 B 4H

8. HERRAZBFABRVRRES. REELNEER Q. REMBEAE

SLERSTRBEAR:
Ea—<asEIARY 2008 &£ 3 A 28 H
Ea—<AJEIUF R HD 20184 1 A 29H
Ea—<RAJEA—+ 2001 &£ 6 A 20H
Ea—<0O%E 100 Bfi/mL 2008 £ 9 A 25 H
Ea—<RAJIYIR 25 FI)ARY 2008 &£ 3 A 28 H
Ea—<OJ3v9R 25 FH—k 20034 3 A 14H
Ea—<RAJIYYR 50 EINARY 2008 &£ 3 A 28 H
Ea—<0J3vy9 R 50 Eh—k 20034 3 A 14H
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S 5

Ea—<RAJEIVARY
Ea—<AJEIUF R HD
Ea—<RAJEA—+
Ea—<0O%E 100 Bfi/mL
Ea1—<OJSvIR 25 FIYARY
Ea—<OJ3vYR 25 Fh—k
Ea1—<OJSYYR 50 EIYARY
Ea—<RAJIvyH R 50 EFH—k

RmELENEHEFA B

Ea—<RJEIYFRY
Ea—<0JEI) AR HD
Ea—<0sEh—b+
Ea—<0O%3F 100 Bf/mL
Ea—<AYIYIR 25 FI)ARY
Ea—<0J3vyYR 25 Fh—k
Ea—<OJ3IyHR 50 FI)ARY
Ea—<BJ3vyYR 50 Fh—k

22000AMX01545
23000AMX00137
21300AMY00276
22000AMX02118
22000AMX01546
21500AMY00050
22000AMX01547
21500AMY00051

2008 £ 6 H 20 H
20184 6 A 158
2001 4 8 A 31 H
2008 £ 12 H 19 H
20084 6 A 20 B
2004 £ 12 H 15 B
2008 % 6 A 20 B
2004 £ 12 H 15 8

BR5ERAteE A B
Exa—<asEIARY 2008 % 6 A 20 H
Ea—<OJEIY AR HD 2018 £7 A2 H
Ea—<RAJiEA—+ 2001 % 8 A 31 H
Ea—<0O%57E 100 Bfi/mL 2001 & 8 A 31 H
Ea—<AJIYIR 25 FI)ARY 2008 &£ 6 A 20H
Ea—<OJ3vYR 25 Fh—hk 2005 £3 A 10 H
Ea—<AJIYHIR 50 EINARY 2008 &£ 6 A 20H
Ea—<0J3v9 R 50 Fh—k 2005 ££3 A 10 H
<ftie>
IBHR5E4 BH KR Uy b RFI D BE IRFTAEE .. FEMEZEIREKIC DT
BLERFEAER RBES RimEEIRE afé{gg%uzigz
F£AH £AA EFEHI—F
Ea—=0%5FE/ (7L 100 Efii/mL *" | 2001 ££7 25 B | 21300AMY00348 |2001 £ 8 A 31 H| 2492414A2022
Ea—vaJiEFyrE? 2001 456 A 20 A | 21300AMY00277 |2001 £ 8 A 31 A | 2492414G1029
Ea—<0Y3vIR 25 FFyhE? | 200343 A 14 B | 21500AMY00053 | 2004 ££ 12 A 15 B | 2492414G2025
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Ea—<0J3IvIR 50 FFyrE? 2003 %3 A 14 B | 21500AMY00054 |2004 €£12 A 15 H| 2492414G3021

Ea—<0O4 NEFyrE? 2003 %3 A 14 H | 21500AMY00055 |2004 4F 12 A 15 H| 2492414G4028
Ea—<B5 NEH—RY 2004 ££3 A 14 H| 21500AMY00052 |2004 £ 12 B 15 B| 2492414A5021
Ea—<AY NEIYARSEY 2008 ££3 A 28 H| 22000AMX01548 |2008 £ 6 B 20 H| 2492414G8023

FE) TAVR)RFIRRFEA R E DEIRLMC DLV TICER 20 4 3 A 31 Bft EREEXKE 0331001 B/EBRHESE
0331001 B)ICEDE, AMEEa—<AY3E 100 Bfi/mLIICEE LT,

E2) 2010 5F 4 A 1 BEMMEIRSNT=,

$¥3) 2017 £ 4 B 1 BEMAEIBRSN =,

9. X IIZREM. RERUVHAEEFENFOFABRVETORE
BZx-HENZERE Ea—<OJ IR 50FIYARY Ea—<O5IYHR 50 FHh—b 2009 4F 8 H 20 B
Bi%-BE0ZEE Ea—vOy33IYARY Ea—<OdFh— 2016 F 12 8198

10. BERERR. BiMERBRARFEABRUZTONE
FRARERE(Ea—<OINE FERRERE 383 #). RUBEFERAKERE (Ea—<0JE HAHREE
31155l EA—<RAYIVIRE-NE* HFAAE -RAAE- 3284l Ea—<OJIVIRE-NZE* HAHAE
“FAGEREATHEEITH T HHE- 706 f)EXEiEL. BEERFETOLER.2010F 10 A 1 BIZE
EXFE UEE 2EES(RREBREH OVTIICERLELLBVWEDBEEKREB:
*:Ea—<0AY NEIE, 2016 £ 6 ARELH>THRFEKR T,

1. BEEYME
Ea—<OJEIYARY 2008 £ 3 H 28 H~2009 % 6 A 19 B(#7T)
Ea—<0siEh—+ 2001 % 6 H 20 H~2009 % 6 A 19 B(#7T)
Ea—~<0%E 100 BAL/mL 2001 % 7 A 25 H~2009 % 6 A 19 B(#7T)

Ea—=<0O453yH R 25 F3I)AR 20084 3 A 28 H~20094 6 B 19 H(#T)
Ea—<AYIYIR 25 Fh—b 2003 3 A 14 H~20094 6 A 19 B(#T)
Ea—<0O453yH X 50 F3I)ARY 20084 3 A28 H~20094 6 B 19 H(#T)
Ea—<AYIvIR 50 FA—b+ 2003 3 A 14 H~20094 6 A 19 B(#7T)

12. HRYMKIRICET 5H1HE#
A, EERRUOEERA S VICRIBRECHOIZEEFBRAENEH LB REESE (ER 18 FEE
FEESRE 107 5) D—EHEREL-FL 20 FEAFEHESRE 97 5 (R 20 £ 3 A 19 B DIRE
HRICERAEERFTONTNSIERERIITIEEZB LA,
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13. &fEa2—F

& £ 5510 4 BEREES Lt EE
R4 HENHEESR a—FK HOT &5 ok
a—F (Yda—F)
Ea—vATFEIUARY 2492414G5024 2492414G5024 1183894010101 620007460
Ea—<0O5FI AR HD 2492414G9020 2492414G9020 1264272010101 622642701
Ea—v0O5Fh—hk 2492414A1026 2492414A1026 1141337010101 640451027
Ea—<A%5F 100 Bfii/mL 2492414A2030 2492414A2030 1141344010102 620008916
Ex—~vAYI Y RBFEIYARY 2492414G6020 2492414G6020 1183900010101 620007461
Ea—<YAYIVHIR2BFH—F 2492414A3029 2492414A3029 1165937010101 620002439
Ea—<vOJ Iy R50FI AR 2492414G7027 2492414G7027 1183917010101 620007462
Ea—<YRAYIVIR50FH—F 2492414A4025 2492414A4025 1165944010101 620002440

14. REEHBALOEE
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BE.OBEATIE 1 B 4~20 BiiZ 1 B2 B, AREMEIBENICKR T ERT 5, LECHRESRKEERT
BIENTESN., TOHEEICTEVWTHLAREIIBERICER ST 5.1 B 1 BREOBIFHBERICE TE5T
5, HFHELLTITEE 1 B 4~80 BAMTHS,

BN TORFRINR (2025 £ 2 ARER)
Ea—v0o5iE
RKEDORAXE(20234F7A)
ShEEN & HUMALOG is a rapid acting human insulin analog indicated to improve glycemic control in
IES adults and pediatric patients with diabetes mellitus.

Subcutaneous injection:
Administer HUMALOG U-100 or U-200 by subcutaneous injection into the
abdominal wall, thigh, upper arm, or buttocks within 15 minutes before a meal
or immediately after a meal.
Rotate injection sites to reduce risk of lipodystrophy and localized cutaneous
amyloidosis.
Continuous subcutaneous infusion (Insulin Pump):
Refer to the insulin infusion pump user manual to see if HUMALOG can be
BiERU used. Use in accordance with the insulin pump instructions for use.

FA&Ex* . Administer HUMALOG U-100 by continuous subcutaneous infusion using an
insulin pump in a region recommended in the instructions from the pump
manufacturer.

Rotate infusion sites to reduce risk of lipodystrophy and localized cutaneous

amyloidosis.

DO NOT administer HUMALOG U-200 by continuous subcutaneous infusion.
Intravenous Infusion:

Administer HUMALOG U-100 by intravenous infusion ONLY after dilution and

under medical supervision. DO NOT administer HUMALOG U-200 by
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intravenous infusion.
The dosage of HUMALOG must be individualized based on the route of
administration and the individual’ s metabolic needs, blood glucose monitoring
results and glycemic control goal.
Do not perform dose conversion when using the HUMALOG U-100 or U-200
prefilled pens. The dose window shows the number of insulin units to be delivered
and no conversion is needed.
Do not mix HUMALOG U-200 with any other insulin.

*HIGHLIGHTS OF PRESCRIBING INFORMATION
KEDFHTXE(2025/2/28 7H1R)
< https://www.accessdata.fda.gov/drugsatfda_docs/label/2024/0205630rig1s202,2057470rig1s028Lbl.pdf

>

FX M 0 541322 (SPC) (2021 £ 10 AB)

MEER T
MR

For the treatment of adults and children with diabetes mellitus who require insulin for
the maintenance of normal glucose homeostasis. Humalog is also indicated for the
initial stabilisation of diabetes mellitus.

RZERYV

2

Posology
The dose should be determined by the physician, according to the requirement of the

patient.

Junior KwikPen

Humalog 100 units/ml Junior KwikPen is suitable for patients who may benefit from
finer insulin dose adjustments.

Humalog may be given shortly before meals. When necessary Humalog can be given
soon after meals.

Humalog takes effect rapidly and has a shorter duration of activity (2 to 5 hours)
given subcutaneously as compared with soluble insulin. This rapid onset of activity
allows a Humalog injection (or, in the case of administration by continuous
subcutaneous infusion, a Humalog bolus) to be given very close to mealtime. The time
course of action of any insulin may vary considerably in different individuals or at
different times in the same individual. The faster onset of action compared to soluble
human insulin is maintained regardless of injection site. As with all insulin
preparations, the duration of action of Humalog is dependent on dose, site of
injection, blood supply, temperature, and physical activity.

Humalog can be used in conjunction with a longer—acting insulin or oral sulphonylurea
agents, on the advice of a physician.

Special populations

Renal impairment

Insulin requirements may be reduced in the presence of renal impairment.

Hepatic impairment

Insulin requirements may be reduced in patients with hepatic impairment due to
reduced capacity for gluconeogenesis and reduced insulin breakdown; however, in
patients with chronic hepatic impairment, an increase in insulin resistance may lead to
increased insulin requirements.

Paediatric population

Humalog can be used in adolescents and children.

Method of administration

Subcutaneous use

Humalog preparations should be given by subcutaneous injection.

The KwikPen,Junior KwikPen and Tempo Pen are only suitable for subcutaneous
injections. Humalog in cartridges is only suitable for subcutaneous injections from a
Lilly reusable pen or compatible pump systems for continuous subcutaneous insulin
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infusion (CSII).

Subcutaneous administration should be in the upper arms, thighs, buttocks, or
abdomen. Use of injection sites should be rotated so that the same site is not used
more than approximately once a month, in order to reduce the risk of lipodystrophy
and cutaneous amyloidosis.

When administered subcutaneously care should be taken when injecting Humalog to
ensure that a blood vessel has not been entered. After injection, the site of injection
should not be massaged. Patients must be educated to use the proper injection
techniques.

Humalog KwikPens

Humalog KwikPen is available in two strengths. The Humalog 100 units/ml KwikPen
(and Humalog 200 units/ml KwikPen) delivers 1 — 60 units in steps of 1 unit in a single
injection. The Humalog 100 units/ml Junior KwikPen delivers 0.5 — 30 units in steps of
0.5 units in a single injection. The number of insulin units is shown in the dose window
of the pen regardless of strength and no dose conversion should be done when
transferring a patient to a new strength or to a pen with a different dose step.
Humalog Tempo Pen

The Humalog 100 units/ml Tempo Pen delivers 1 — 60 units in steps of 1 unitin a
single injection. The number of insulin units is shown in the dose window of the pen
regardless of strength and no dose conversion should be done when transferring a
patient to a new strength or to a pen with a different dose step. The Tempo Pen can
be used with the optional transfer module Tempo Smart Button.

As with any insulin injection, when using the Tempo Pen, Smart Button and the mobile
application, the patient should be instructed to check their blood sugar levels when
considering or making decisions about another injection if they are unsure how much
they have injected.

Use of Humalog in an insulin infusion pump

For subcutaneous injection of Humalog using a continuous infusion pump, you may fill
the pump reservoir from a Humalog 100 units/ml vial. Some pumps are compatible
with cartridges that can be inserted intact into the pump.

Only certain CE-marked insulin infusion pumps may be used to infuse insulin lispro.
Before infusing insulin lispro, the pump manufacturer’ s instructions should be studied
to ascertain the suitability for the particular pump. Use the correct reservoir and
catheter for the pump. When filling the pump reservoir avoid damaging it by using the
correct needle length on the filling system. The infusion set (tubing and cannula)
should be changed in accordance with the instructions in the product information
supplied with the infusion set. In the event of a hypoglycaemic episode, the infusion
should be stopped until the episode is resolved. If repeated or severe low blood
glucose levels occur consider the need to reduce or stop an insulin infusion. A pump
malfunction or obstruction of the infusion set can result in a rapid rise in glucose
levels. If an interruption to insulin flow is suspected, follow the instructions in the
pump product literature. When used with an insulin infusion pump, Humalog should not
be mixed with any other insulin.

Intravenous administration of insulin

If necessary, Humalog may also be administered intravenously, for example: for the
control of blood glucose levels during ketoacidosis, acute illnesses or during intra and
post operative periods.

Humalog 100 units /ml is available in vials if administration of intravenous injection is
necessary.

Intravenous injection of insulin lispro should be carried out following normal clinical
practise for intravenous injections, for example by an intravenous bolus or by an
infusion system. Frequent monitoring of the blood glucose levels is required.




Infusion systems at concentrations from 0.1 units/ml to 1.0 units/ml insulin lispro in
0.9% sodium chloride or 5% dextrose are stable at room temperature for 48 hours. It is
recommended that the system is primed before starting the infusion to the patient.

BX# @D SPC(2025/2/28 75+ R)

<https://www.ema.europa.eu/en/documents/product—information/humalog—epar—product—information_en.

pdf>

FHNAETOREFERR(Ea—<0TE)

Bag | Ea—v0o4E Ea—<Oo4iE Ea—<wOo4E Ea—<0O4E
CEBE | SUARY 21X~ HD h—Fk 100 BA{iZ/mL
E4£ : 100 B{ir/mL, : 100 B{sir/mL, : 100 BA{iL/mL, : 100 BA{iL/mL,
(R5EEAR) 3mL 3mL 3mL 10mL
KE HUMALOG HUMALOG HUMALOG HUMALOG
KWIKPEN KWIKPEN (2000.07) (1996.07)
(2008.01) JUNIOR(2017.09)
I75VR HUMALOG 100 HUMALOG HUMALOG 100 HUMALOG 100
UI/ML KWIKPEN KWIKPEN Ul/ML Ul/ML
(2009.05) JUNIOR(2018.03) (1999.09) (2000.04)
1F¥1)R HUMALOG 100 HUMALOG HUMALOG 100 HUMALOG 100
U/ML KWIKPEN U/ML SOLUTION U/ML SOLUTION
KWIKPEN JUNIOR(2018.03) FOR INJECTION IN | FOR INJCTION IN
(2008.10) CARTRIDGE VIAL
(1996.05) (1996.05)
(N HUMALOG 100 HUMALOG HUMALOG 100 HUMALOG 100
E/ML KWIKPEN KWIKPEN E/ML E/ML
(2009.05) JUNIOR(2018.05) (1997.06) (1996.05)
LIPROLOG 100 LIPROLOG 100 LIPROLOG 100
E/ML KWIKPEN E/ML % E/ML
(2009.05) (2005.11) (2005.11)
A—AX+3Z1J7F | HUMALOG ZE LN HUMALOG HUMALOG
KWIKPEN (1998.02) (1996.11)
(2009.07)
HhE HUMALOG ZL LA HUMALOG ZEHELAEN
(2011.06) (2005.04)
BE HUMALOG HUMALOG ZH LN HUMALOG FOR
KWIKPEN KWIKPEN INJECTION 100
INJECTION JUNIOR(2021.08) UNIT/ML
100UNIT/ML (1998.08)
(2009.09)
BiE HUMALOG LN ZL LA ZL LA
100U/ML KWIKPEN
(2011.07)
SUHR—I HUMALOG ZA LN ZALan ZALan
KWIKPEN
100UNITS/ML
(2013.08)

54t :Berlin-Chemie AG
(2025 £ 2 ABR#E)
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Ea—<RA5IvHIR 25F
KEDRAFXE(20234F 7 A)

HREX (&

HUMALOG Mix75/25 is a mixture of insulin lispro protamine, an intermediate—acting
human insulin analog, and insulin lispro, a rapidacting human insulin analog indicated to
improve glycemic control in adults with diabetes mellitus.

EIE Limitations of Use:
The proportions of rapid—acting and intermediate—acting insulins are fixed and do not
allow for basal versus prandial dose adjustments.
See Full Prescribing Information for important preparation and administration
instructions.
Inject HUMALOG Mix75/25 subcutaneously (within 15 minutes before a meal) in
abdominal wall, thigh, upper arm, or buttocks and rotate injection sites to reduce
. . the risk of lipodystrophy and localized cutaneous amyloidosis.
RERUY o . .
B« Individualize and adjust dosage based on metabolic needs, blood glucose

monitoring results and glycemic control goal.

Do not administer HUMALOG Mix75/25 intravenously or by a continuous
subcutaneous insulin infusion pump.

HUMALOG Mix75/25 is typically dosed twice daily (with each dose intended to
cover 2 meals or a meal and a snack).

*HIGHLIGHTS OF PRESCRIBING INFORMATION
KEDFNXE(2025/2/28 7HU1R)
<https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/021017s146lbl.pdf >

FX M D 3754 3CZ (SPC) (2021 £ 10 A)

REX (&
BIES

Humalog Mix25 is indicated for the treatment of patients with diabetes mellitus who
require insulin for the maintenance of normal glucose homeostasis.

RZERYV

2

The dosage should be determined by the physician, according to the requirement of the
patient.

Humalog Mix25 may be given shortly before meals. When necessary, Humalog Mix25 can
be given soon after meals. Humalog Mix25 should only be given by subcutaneous
injection. Under no circumstances should Humalog Mix25 be given intravenously.

The rapid onset and early peak of activity of Humalog itself is observed following the
subcutaneous administration of Humalog Mix25. This allows Humalog Mix25 to be given
very close to mealtime. The duration of action of the insulin lispro protamine
suspension component of Humalog Mix25 is similar to that of a basal insulin (NPH).

The time course of action of any insulin may vary considerably in different individuals
or at different times in the same individual. As with all insulin preparations, the duration
of action of Humalog Mix25 is dependent on dose, site of injection, blood supply,
temperature, and physical activity.

Special populations

Renal impairment

Insulin requirements may be reduced in the presence of renal impairment.

Hepatic impairment

Insulin requirements may be reduced in patients with hepatic impairment due to
reduced capacity for gluconeogenesis and reduced insulin breakdown; however, in
patients with chronic hepatic impairment, an increase in insulin resistance may lead to
increased insulin requirements.

Paediatric population

Administration of Humalog Mix25 to children below 12 years of age should be
considered only in case of an expected benefit when compared to soluble insulin.
Method of administration

Subcutaneous administration should be in the upper arms, thighs, buttocks, or




abdomen. Use of injection sites should be rotated so that the same site is not used
more than approximately once a month, in order to reduce the risk of lipodystrophy and
cutaneous amyloidosis.

When administered subcutaneously care should be taken when injecting Humalog Mix25
to ensure that a blood vessel has not been entered. After injection, the site of injection
should not be massaged. Patients must be educated to use the proper injection
techniques.

KwikPen

The KwikPen delivers 1 — 60 units in steps of 1 unit in a single injection. The needed
dose is dialled in units. The number of units is shown in the dose window of the pen.
ERHN D SPC(2025/2/28 7H+tR)
<https://www.ema.europa.eu/en/documents/product—information/humalog—epar—product—information_en.
pdf>
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FENETORTKRE (Ea—<OJIyIR 25 F)

BRE | Ea—~vO4d3vH o R255FE Ea—<RY3IvHR25F
CEBE | TUARY h—+
E4 100 Bifiz/mL, 3mL : 100 BAfiz/mL, 3mL
(R5EEAR)
KE HUMALOG MIX 75/25 KWIKPEN ZL LA
(2008.01)
75 VR HUMALOG MIX25 100 UI/ML KWIKPEN | HUMALOG MIX25 100 UI/ML
(2009.05) (2000.01)
141X R HUMALOG MIX25 100 U/ML KWIKPEN HUMALOG MIX25 100 U/ML
(2008.10) SUSPENSION FOR INJECTION IN
CARTRIDGE
(1999.01)
KA HUMALOG MIX25 100 E/ML KWIKPEN HUMALOG MIX25 100 E/ML
(2008.10) (1999.01)
LIPROLOG MIX25 100 E/ML KWIKPEN#* | LIPROLOG MIX25 100 E/ML *
(2008.10) (2005.11)
F—RE3U7T HUMALOG MIX25 KWIKPEN Humalog MIX25
(2009.07) (2000.03)
hE HUMALOG MIX25 HUMALOG MIX25
(2012.01) (2006.01)
BE HUMALOG MIX25 KWIKPEN INJECTION | &2 L 750y
100UNIT/ML
(2009.08)
BiE HUMALOG MIX 25 100 U/ML KWIKPEN | &2 L7z
(2011.07)
UK=L HUMALOG MIX25 KWIKPEN HUMALOG MIX25
100UNITS/ML (2000.6)
(2013.08)

* F5E =1t :Berlin—Chemie AG

(2025 &£ 2 A7)




Ea—<RA53IyHR 50 3%
KEDRAFXE(20234F 7 A)

HUMALOG Mix50/50 is a mixture of insulin lispro protamine, an intermediate—acting
human insulin analog, and insulin lispro, a rapid—acting human insulin analog, indicated to
%hBEX L | improve glycemic control in adults with diabetes mellitus.

THE Limitations of Use:
The proportions of rapid—acting and intermediate—acting insulins are fixed and do not

allow for basal versus prandial dose adjustments.

See Full Prescribing Information for important preparation and administration
instructions.

Inject HUMALOG Mix50/50 subcutaneously (within 15 minutes before a meal) in
abdominal wall, thigh, upper arm, or buttocks and rotate injection sites to reduce
the risk of lipodystrophy and localized cutaneous amyloidosis.

Individualize and adjust dosage based on metabolic needs, blood glucose
monitoring results and glycemic control goal.

Do not administer HUMALOG Mix50/50 intravenously or by a continuous
subcutaneous insulin infusion pump.

HUMALOG Mix50/50 is typically dosed twice daily (with each dose intended to
cover 2 meals or a meal and a snack).

RZERD

BEx*

*HIGHLIGHTS OF PRESCRIBING INFORMATION
KEDFNXE(2025/2/28 7HU1R)
<https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/021018s132Ibl.pdf >

FX M D 374 3CZ (SPC) (2021 £ 10 A)

$HEEX (L | Humalog Mix50 is indicated for the treatment of patients with diabetes mellitus who

IES require insulin for the maintenance of normal glucose homeostasis.
Posology
The dosage should be determined by the physician, according to the requirement of the
patient.

Humalog Mix50 may be given shortly before meals. When necessary, Humalog Mix50 can
be given soon after meals. Humalog Mix50 should only be given by subcutaneous
injection. Under no circumstances should Humalog Mix50 be given intravenously.

The rapid onset and early peak of activity of Humalog itself is observed following the
subcutaneous administration of Humalog Mix50. This allows Humalog Mix50 to be given
very close to mealtime. The duration of action of the insulin lispro protamine
suspension component of Humalog Mix50 is similar to that of a basal insulin (NPH).

The time course of action of any insulin may vary considerably in different individuals
or at different times in the same individual. As with all insulin preparations, the duration

Fﬁlﬁﬁu of action of Humalog Mix50 is dependent on dose, site of injection, blood supply,
= temperature, and physical activity.
Special populations
Renal impairment

Insulin requirements may be reduced in the presence of renal impairment.

Hepatic impairment

Insulin requirements may be reduced in patients with hepatic impairment due to
reduced capacity for gluconeogenesis and reduced insulin breakdown; however, in
patients with chronic hepatic impairment, an increase in insulin resistance may lead to
increased insulin requirements.

Paediatric population

Administration of Humalog Mix50 to children below 12 years of age should be
considered only in case of an expected benefit when compared to soluble insulin.
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Method of administration

Subcutaneous administration should be in the upper arms, thighs, buttocks, or
abdomen. Use of injection sites should be rotated so that the same site is not used
more than approximately once a month, in order to reduce the risk of lipodystrophy and
cutaneous amyloidosis.

When administered subcutaneously care should be taken when injecting Humalog Mix50
to ensure that a blood vessel has not been entered. After injection, the site of injection
should not be massaged. Patients must be educated to use the proper injection
techniques.

KwikPen

The KwikPen delivers 1 — 60 units in steps of 1 unit in a single injection. The needed
dose is dialled in units. The number of units is shown in the dose window of the pen.

XD SPC(2025/2/28 7H+X)

<https://www.ema.europa.eu/en/documents/product—information/humalog—epar—product—information_en.

pdf>
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BRE | Ea—~<O4d 3y R50E Ea—<RY2vHR50%E
CEBE | TUARY h—+k
E4 100 Bifiz/mL, 3mL : 100 BAfiz/mL, 3mL
(R5EEAR)
KE HUMALOG MIX50/50 KWIKPEN ZL LN
(2008.01)
75 VR HUMALOG MIX50 100 UI/ML KWIKPEN | HUMALOG MIX50 100 UI/ML
(2009.05) (2000.01)
141X R HUMALOG MIX50 100 U/ML KWIKPEN HUMALOG MIX50 100 U/ML
(2008.10) SUSPENSION FOR INJECTION IN
CARTRIDGE
(2006.04)
KA HUMALOG MIX50 100 E/ML KWIKPEN HUMALOG MIX50 100 E/ML
(2009.05) (1999.01)
LIPROLOG MIX50 100 E/ML KWIKPEN* | LIPROLOG MIX50 100 E/ML *
(2009.05) (2005.11)
F—RE3U7T HUMALOG MIX50 KWIKPEN Humalog MIX50
(2009.07) (2005.11)
hE HUMALOG MIX 50 KWIKPEN HUMALOG MIX50
(2011.06) (2008.09)
BE HUMALOG MIX50 KWIKPEN INJECTION | &4 L7y
100UNIT/ML
(2010.03)
BiE HUMALOG MIX50 100U/ML KWIKPEN ZL LA
(2011.07)

SURR—IL

HUMALOG MIX50 KWIKPEN 100
UNITS/ML
(2013.08)

ZLLAL

* F5E =1t :Berlin—Chemie AG

(2025 &£ 2 A7)
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FA—R LSV TDREE
(Ar.1 Australian categorisation of risk of drug A (202349 B)
use in pregnancy)

SEZ . DFEOHE

ZF—XFZ1) 7 D4 %E: (An Australian categorisation of risk of drug use in pregnancy)

A:Drugs which have been taken by a large number of pregnant women and women of childbearing age without
any proven increase in the frequency of malformations or other direct or indirect harmful effects on the fetus
having been observed.

https://www.tga.gov.au/prescribing—medicines—pregnancy—database (2025/2/28 77+t X)



https://www.tga.gov.au/prescribing-medicines-pregnancy-database
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Ea—<A4y 3y R 255F . Ea—<AYIYHR505E
INREEZRFREL-ERREEREIEREL TLVELY,

s} ERESES
KEDHKMFXE Pediatric Use
(2023 7 RB) HUMALOG

The safety and effectiveness of HUMALOG to improve glycemic control have been
established in pediatric patients with diabetes mellitus. Use of HUMALOG for this
indication is supported by evidence from adequate and well-controlled studies in
831 pediatric patients with type 1 diabetes mellitus aged 3 years and older and from
studies in adults with diabetes mellitus.
HUMALOG Mix25
Safety and effectiveness of HUMALOG Mix75/25 in pediatric patients have not
been established.
HUMALOG Mix50
Safety and effectiveness of HUMALOG Mix50/50 in pediatric patients have not
been established.

B D SPC Paediatric population

(2021 &£ 10 A)

Humalog
Humalog can be used in adolescents and children.

Humalog Mix25
Administration of Humalog Mix25 to children below 12 years of age should be
considered only in case of an expected benefit when compared to soluble insulin.

Humalog Mix50
Administration of Humalog Mix50 to children below 12 years of age should be
considered only in case of an expected benefit when compared to soluble insulin.

KE DRI E(2025/2/28 7ItR)
HUMALOG <https://www.accessdata.fda.gov/drugsatfda_docs/label/2024/0205630rig1s202,2057470rig1s028

Lbl.pdf>

HUMALOG Mix25 <https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/021017s146lbl.pdf >
HUMALOG Mix50 <https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/021018s132lbl.pdf >
R > SPC(2025/2/28 7H+t2R)

Humalog., Humalog Mix25, Humalog Mix50 <https://www.ema.europa.eu/en/documents/product—information/
humalog—epar—product—information_en.pdf >
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