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R Ea—<0O453vy R 25:% Ea—<0O453y X 50:%
’ AR/ HA—k AR/ HA—E
1 A=) XIE 1 Fvb(BmL) Fh 1H—r)wPRIE 1 Fyh(@mL)
EES AR YRT O GEIEFHAHRZ ) 300 B AL AR YRT O GEIEFHAHRZ ) 300 B fiL
(25%A > R1) ) R T 0O +75% R E (50%A 2 A1) 1) R O+50%ch s A
AV AU RATA) AV RY)ZAF0)
b/ AR A 48.0mg B 48.0mg
m-oLY—IL 5.28mg m-JLY—IL 6.60mg
HwRIz/—IL 2.40mg BIRTOT/—IL 3.00mg
wmmEl | TOAIURERE 0.84mg TORIUREE 0.57mg
N7/ Sty ol W Ly WG o9 @117 11.3mg UBKERZF NI LEKEF 11.3mg
[ A e [ g oA HE
pH &R F HE pH EREIFI HEE

2) EREFORE
ZAELGL

(3) B=E
LA

3. BFBRADHBRUEE
FZELEL

4, hif
AEF| ImL HI=YAVRYUYRTR 100 BRIEEFT D, 1R RT0 1 BAIIE 0.0347Tmg (CHEHT S,

5. BATHFREIE D HEHRHEY
Tm. AT SRR 2. AMRSOBZEEETICETIREN (RHNRICILERYMIDESR
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6. REIDBREEHTICHE T REN
M & E
1) I5°C, ZF$, ¥

REEHE
B ) » BEmE {77 AR R
BE 3
Ea—vOs3E A FHD
h— H5ah—tyws | 6PA
Eoa—<0O4E |AFEHD 36 # A
100 BA{iz/mL HSRINLTIL
5°C B AT HRERNTH-1=
Ea—<Aa4d3Ivsy
RXR25FH—F W EED
. A5xA—kywy | 6P
Ea—<RAJ3Ivy
R50FH—F

Ea—<O4EIYARY  Ea—<ASEIUARY HD Ea—<AS SIS R 25 FIYARY Ea—
<TASIYHR 50 FEIYARUIZDONTIK, h—bDT—4ES 8,

2) T20°C, ZE&, &S

22
) _REXH B RE EEETL e
RE b/
Eax—<0odiE |AEFEHD
h—*k HSRA—FYwD
20°C | EEAR 6 n A HERTH- 1=
Ea—<n5E \mEFHD
100 BA{s1/mL HIRNLTIL

Ea—<0O5FIARY Ea—<ASEIUFRY HD ([2DOLWTIK, h—hDT—45H,

3) I30°C, ZE&H, #EH

REENG
1| oz | % RiEmEE REHM R
Ea—<O45x EEBHD
Ak ASAR—RUYZ SROETFLUICERNERUE
Ea—wO4 R 1) DFE-ABEOEMERDT-,
100 B {iz/mL HSRINLTIL
30°C | BEFR 6 1A
Ea—<A4yd vl
R25FN—k 5 EEH ) BERVEFA R V)RTO
: ﬁ‘a;ﬁ—w s EEDETERICEBYERVE
Ea—<0Od3Ivy NFEFABBEDEMEZESOT-,
R50FH—F

Ea—=O45FIUARY  Ea—7ASFIYARY HD Ea—<AS 4TIV R 25 FIUARY Ea—
AT ITYHR 50 EIYARUIZDWTIE, h—bDT—4SH,

11



12

4) 3

REFEEH
| L EERE (R AR e
BE 3
Ea—<0O4E 9 34,000 maeEHO 240 /5
h—Fk 30°C Lux ASAA—F) D Lux-hrs | SAERDZEIE GRER) 2861,
Fi-. EBYERUVESFET-
Ea—~0O45F G| 20,000 |mAFHD 1205 | ABBEOEMERNHT-,
100 BAfsz/mL 10°C Lux HIRNALTIL Lux-hrs
i AEOLI (KER) 2RO,
’ # 2,000 EAFEHD 1205 | E£f-. EEQOETHEVIZERY
Ea—<Ogsys | B5C | L HIAA—rJ v | Lux-hrs iggfﬁ%éthaﬁwﬁm
R 503 FH— k pniii=e

Ea—<AyEIUARY Ea—<ASEIYARY HD Ea—<AS 5 IvHR 25 FIYARY BEa—
TASIYHR 50 FEIYARUIZDONTIE, h—bDT—4ES 8,

5 ERARREM

SO CLUTFTRFI HLE ., FEAIL 28 HETHEARIREEZE A b T=,

B R RERE | REHN R
0°CT = . .
RPN E#HL. coR | TS0 | 30H BN TH o 10
1E % RAFHART iR -
Y& L 1=,
CTHRAELER
. . s, 18 3ME NN
f&%ﬁgif gL, comn | P77 wn R TH o1
*RE LG Y
ELT=.
Ea—<O53vs ZBOETEROEN, BRAT
ABENTE | gmvasyLy | mESHO Bt
(25~37°C) HSAA—F 328
A enS s RUBEE" )y SROETRUBHFEALH
X503 L f%ﬂé%mt#,ﬁ%WF&o

Ea—<AyEIYARY Ea—<ASEIYARY HD Ea—<AS 5 IvHR 25 FIYARY BEa—
TASIYHR 50 EIYARUIZDONTIE, h—bDT—4ESHE,

AL

AERUBREROREN




8. thFILDESEIL (MEBIEFIEL)
ZELa

9. B
B4 WAy A

10. -2
(1) FRHLFDELGER AE. SHENRRCER - TEICHTHER
FZELEL

(2 a%
SYARBF/S)F R HD HH
SESTHE] 3mL(100 BfI/mL) 2 Fvk
H—r )y RE
SESEI 3mL(100 Bifi/mL) :2 A—kwo
INAT LB
SESTEI  10mL(100 B AL/mL) 1 /87U

) FREE
FZYLAL

(4) BHROME

<EYARUBF|/Z)F R HD BF|I>

2l WETDZY b 78

TS5 v—\AJFI)LT L

L R)(VTLOTLRVTOETFILT A

FoyT TILE=D L

AR ARIA—RR— ARG 72)A=NJJL-TEUDOIT-XFL2 (ABS)  RYTRTIL,

FEE—IL. RITESTILABIFL U (PTFE) ATV LR

HIAE—X: HSRA(BBEBRRIZT A . Ea—<AFIvIR 25 R UPEL—TASIVHIR 50 FEIZE

FNhB)
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<A—h)yTHFI>

H—R)wT  HSR

TSV v— O FILT L

L R)(VTLOTLRVTOETFILT A

FrovT TILEZO L

HISRAE—X  HSRA(BEERBIZT =6, Ea—<OY3IvHR 25 FRVEL—TOYIVHR 50 FITE
Fhd)

<INATILEEI>
INATIL:ASRA
dJALf:o00JF)LT L
FyyT TILZZOL

1. BIAREEh S HHE
HA AR

12. Tt
HLLAHL
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V. ARICEEY SRR

1. ThEEXETZhE
AR U BRED IS ST D HER TR

2. DRERIHHRIZEES HER

5. IRERIHRICEHET HEE
2 BERBICEVWTIIRZET HEE LN HoMLORERFARDEARATHLIRERE. EFFREET
IS ATERAEZERTHE,

3. AERUAE
(1) AERUVAEOMHS
Ea—<OJFI)ARY  Ea—TAGEIYAARY HD, Ea—<ASFH—+
BEBEATIE 1B 2~20 EEZERERNICKE TS T H5H. ESITEBMEEOLEY., FRi AR U HE|
EHRALEYTHIENH D,
BEE. BEOERRUVBEMRICESCTERBR T 0. FHRE/VRVHADREELEO-HFE
ELTIEEE 1 B 4~100 BB THD,

Ea—<057F 100 Bifi/mL

BE.RATIE 1 E 2~20 BEZERERICE T ER T, FHREA RV EFEHALEZY, LEIThkE
EHEEOT,

BREEEF. BEOERRUBEMRICSIGCTERT A, BRE VRV RAOBREEXEO-HBEELL
TIX@EE 1 B 4~100 BEITHS,

DEIZIELERE T EARTEANTHRET S,

Ea—<0OJ3YHR 25 FIARY . Ea—TOTIYHR 25 Fh—h

AF|X, BEHBEAOR) T AT THIAOR)YRTOEFEBE AV RY )R TO%E 25:75 DEIETSE
EIHREHEITHS.

BHEOBRATIE I E4~20 EfiE 1 B2 06 SIREREY BRERICKE T:EHT 5. 46,1 B 1 @AR50ORIE
HBRERICKR T:EHT 5.

‘52X, BEOEKRRUREMRICHC TSR T 50, #IF2LLTILER 1 B 4~80 B THD,

Ea—<AJIYIR 50 FIVARY, Ea—TOAYIYHR 50 Fh—F

AE|E, BENRAVR)OTFRT THIAVARA)YRTOEFREE AR RXTO% 50:50 DEETEE
THREHATHD,

BE.RATIE 1B 4~20 Bz 1 B 2 B HREAMEY BERICR T ERT 5, LEITRERHEERT D
CENTEDN ., ZDHBEITBEVTEARFITBERIRST5. 48,1 B 1 BRSORIHEBERMICK T TS

15



ERD
REEX. BEEOERRVRERRICHCTIERT 558, #EFELLTILEE 1 B 4~80 B THD,

(2) FAERUAEDOREZEE-RHL

Ea—<0O5FIVARY . Ea—<A5FSYARY HD, Ea—<O5 3 h—F
Ea—<0%3E 100 Bf/mL

AFllEa—<)r REFEHBLLBERABERI S, AFSEARRFMINTETHY . ETADOR
ERRSICKYBRIFEOEIVA—LAELN ., REMICEVTEL—T) Y REFIEDEILEASTZIE
Do ABEIDE TREAMBESERYULEEZON ., Tz, BEE TEARST (CSI) ICKDERRAEBRER
Mo, Ea—<0A55E 100 BAI/mL 0) CSI TO/EIERYEEZIONT=,

BEBAIZONTIE, AFIDSE 3SHEWNMNEERRELERRRAEBRICE LT, Ea—<) > REFIHSAKH
ANFEFRFEETYWEZON, Ea—T YV REFIORHEARVAZRGEISENEMND, E2—TYUR
HWADORERVAEZEICLE-BREERTEITRZLEEZIAON . BEOHAESES 1 B 2~20 BEiiElL,
BHREAORVHEIDZREEZESOMITEE 1 H 4~100 BfiLlLTz,

Ea—<0O53IyIR 25 FIUVARY . Ea—<RAYIYIR 25 Fh—b. Ea—<30O5IYHR 50 FIYAR
. Ea—=<0ny3IyHY R 50 Fh—t

EMERE-EHZHREHN S KESEFITHLRAERLCERAZBREENTSA SETOIOR)VES
Bl BELERRRBRICBVTRESZFDKR TREMESICLY, RiFGmEI O—)LAELON,
BEMICBEVWTAVRVERERIEEN G I-TEM L. KEAHEDKR TRERIREIIZAEEZL
nt-=,
Ea—<0J3y X 50 ZOEBRERM( B 3 BEDEREICOVNTIE, BMBEZHICITEEBGEAOR) Y

DMEEEBELISLEZONDSIL, BEEMBELZHERICINHIL RIFAmEI FO— LA ER SN ST
LEMBERRELEDLREMEICOVTIEHINCBEINILIUBREILV LN ENBR ORI
%@Fﬁﬂmﬁ KRB TREINIENDHRTEL =,

SAERICEET A BRI DIES R

4 AERUAEICEETHIR

16

<ta—<wO5E>

1. RERUVAEICEEYTHIR

AENT, BB AR RANEAR R TMDIYEPMNCRIREH ., MAERTERIERSF (KF 1 L
EFENBA R VHE 1 BVIE RFOMAERTIEREZET D) THH LI >T ZDERADHRRITEL
VRO TERFROBRNED (RSN S BEET) DT EHE ARV HF BEEED 30 578
[ 5)EELGYBERI(15 7 LR ITREETITE,




(B 5 HEED

=4:[]
AH 15 73 LI
BB AR BF| 30 4Bl

Fr MDA RY D HEMNSAFICERETH5EICHL. TOERABELCENBEEEEL. XEITHLT
BREEFEETIHE . BEITTI2L, AZDOREITE., MEOERENSHERMBH DU EEH ARBEIC
BBHENRHD,

BRSO R)VEBIZHALTOAEETE., BREA VR VHEIDREERVEER 7S 21— LD
BALELLEDEENHIDTEETHIL, [16.1.1,16.8.1 SEE]

<ba—<O43IYyHR 25 F . Ea—<O53IYHIRX50 E>

1. RERUVARICEEYTHERE

AH|EL G BEHEDARI I RTODREOHEHNRERE, RER AR )T OO FFE AR
BFENTWS, A1VRY V) RATOOBERNEAD=OIC EHEA VR EZEORERFNBERED 30
RN E) ERGYBERT(15 LR ISR EZTICE,

(=5 EED
Bl
AF| 15 5 LA
BRSO EEUREHA 30 43l

Fr MDA RYDHEMNSAFICEETHIHEICH. TOERABHECEMSREEEL. LEITELT
BREBZBRETILLE EEICITICE, AEDREF., WRDR SN HBMH LI EH AMBEIC
BHIENHD,

PRRERERICE VTV B AR IC— @D EMEDEMAROoNI==HFTETH &,

BEH. ERFEEE, SHREE. FHERIADEEL. KF DA TRET HEILE L THL E A
DAY BB EERTHE, [16.1.1,16.8.1, 17.1.1 BEE]

5. BRER A&
<ta—<wO5EF>

m

2

&)

BT —8/1\vr—o
LA

B PRI ER
ZEEMGL

AERGHRRFER
FZEEHGL
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(4) RELRIEER

1) BHEREEAR
@ ERE I EERRAR (RER SR HHE) "

AR VBB TRABEDOERBEEEDNRELTITONEBRRRRICE T E1—<0SiFeEn
—T)U READHEBEFIUTOESYTHD, FEBIFITEL—<0Y5E 213 il (B 5 27 il (2
RIBEGR R 26 5. 1 BUHEPRAR 1 ) . EEEA RV BF LD HERAERE 186 44 (2 B HEFRFE 65 B, 1 &
HEFRTR 121 ) . Ea—=> R iE 213 il (BImI% 5 23 5 (2 BUHERRSS 19 6l 1 BAERF 461 . B
BAR)HEF LD GRS 190 45 (2 ZUFEFRTR 75 5. 1 BLHERRTR 115 5) ) D#AET 426 HITH S,
BEEFmEI I O—)LICETREELE,

Ea—vOJEFBERN. Ea—TUUREIEBE 0 DANCESLIz 1 BRU 2 BHBEFICBL\TE
A—OTENELI—TYY RIFITHAN 12 RU 24 BBICTER 2 BEMEEZEEICETSE
fzo HbATc (UDS)MEIZDWVTIE, Ea—< Y RIFITHA 12 RU 24 BEFICTIES EIRII ST,
F1-. BAEAND 24 BEETORTEA—YOSTlE1—<)Y R IETHELEZRO-(GR
EHRMIcx 35— Rxttt:P=0.0162) , IREEIZDONTIE. Ea—7ASERUPEL—TUY R iFEL

([CRAREF Mo DBALAGEAL F73<, EHIRZEIXEBHONGH o=,

bl 12 B 24 ;B
Tl A & tai—~v04% | ta—<xYr | kba—~v04Y | ba—<Yr | kba—v0Oy |Ea—<Y
p=S R E R i R
B 2 B 162.6 160.1 1411 %D 166.7 141.1 %2 162.9
M#EE(me/dL) (196 451) (195 1) (195 5) (200 451) (197 51) (202 15
HbAlc (JDS) 7.53 7.51 7.61 7.54 7.52 7.57
1B (%) (207 51) (206 151) (203 151) (204 151) (203 {51) (204 51

1D BREEON DD ELE TOEHRIMLLE (P<0.01, #YRLUBIET—2IZx 9 557815 #T)
X 2)FREE NS D EILE TORFIM LLEK (P<0.05, #YRUBIE T —2IC I 55805 1)

Ea—<AJEQOEMREELERAORYVEREDOHAREIZDONT, BFBRERY 24 BEO
HbA1c(JDS) fEIF B I% 5 T 7.26% K% U 7.50%, BEEEA VRV HEIEDH AIZ S5 TT51%R U 7.46%,
Bk 2 B MBEE L BEM% 5 T 164.5mg/dL R 168.7mg/dL, EREEA RV EF| LD HRAK ST
160.3mg/dL BT 135.4mg/dL Tdh-o1=,

Ea—<OJ DR L MFHE R 213 §id 55 i (25.8%) (CRIEAMRESN . ELELDFEMDFE
RS (46 51:21.6%) . B HE (6 51:2.8%) THY . ERLGEMERIFEMBEERIG 2 FITH =, BRIK
REEOEELEIHHNRESN-OIXETFER KB 213 Fich 22 §1(10.3%) T, THLDI(E AST £F
(208 {5l ch 6 151:2.9%) . ALT £ 5 (208 f5ilch 6 {41:2.9%) . ¥ -GTP L5 (208 {5l 4 {51:1.9%) . ALP L5
(207 f5eh 3 $51:1.4%) . FPERERA L5 (208 5k 3 f5l:1.4%) TH o1z,
REBHMEBECTIVRYUAR, ARV YRTOFUK, A1V R Y- AVRYD) A TAOKTEHK
DLERFEDONGEMN Y,

2) RetEHER

DEBHEBEIZBIT32REH
AEFDOEEZEEORLMEIZIDONT, KFTO 6 HARBEES (RFIEEEHOFFME*TRFIZ:0~12
SERE 307 . 12~24 &/ 289 ) IZH T AR EHED BT EIToT=. RFI 0~12 8RRV 12~24 58



FOEMERETROEESYTHY ., RFIBREFHICEVTHICHELLLEER (B BEERRVER
RRBBEOERELY) FRDoNT . FEEROEENELORERD LR EIRHONGMN-
T BMEAESN R RREBEBORELBICEVTHRARMICAERLEEAONSERFIRDHONT
SHEDAVRA) U HUKRMICE N TEARFIR 52 CRIRFRNS D EEEG A o1,

0~12 @rE 12~24 BB
SHfxt R BIE 307 289
B E AR IRGI $ (FEIRZER) 65(21.2%) 52(18.0%)
BIEFRAFRR R 67 54
BENLE SEIK £ F IR0 (%)
—REHEE B () 1(0.3) 0
MEREEREE MEIEIREE 0 2(0.7)
HEEE HBEAE 0 1(0.3)
BEEBREREE EfES 1(0.3) 0
m#EE LS 2(0.7) 1(0.3)
= M4 1(0.3) 1(0.3)
K- REEE FEZRE 0 1(0.3)
{ES Ifn $8 5(1.6) 4(1.4)
1S I 5 14 S B 54(17.6) 47(16.3)
PR - KA REE | FERLUA ) 1(0.3) 0
WA GEE FESTERML RS 1(0.3) 0
RE-RENEHREE | ERFP 1(0.3) 0

Fro. AR OEMMELLEEGRD 24 BOLBKHABRK TR, Ea—<OJTHOBHREICEIC 24 B
(148 B) [Thf-o>Tea—vRJ AR 5B HELRAR M ERET LIz, R xR HEI 181 451
#5651 (30.9%) [CRIVERAARES AL, T45E 0 (TR MHEME KIS (48 $51:26.5%) . KM HE (8 45:4.4%) T
Hot-, FRRBREEDOEELTEMN|E SN =D (L FFATE T R 51 181 5l 28 41 (15.5%) T, EHHLD L
AST L5 (180 59 7 51:3.9%) . ALP £ 5 (178 5 6 151:3.4%) . ALT £ 5 (180 5= 6 15:3.3%) | 47 &
Bk £ 5 (165 519 3 45:1.8%) . B MEkER £ F (173 5 3 $51:1.7%) . LDH £ (178 i 3 f5i:1.7%) . #
T4RERA £ 5 (180 {5l 3 f5:1.7%) T&H>71=,

F NEIZBEWTAFIO | ERO RS HEBR (RFIE 58561 6l 1R R REIRS .
543 ) AEESNTEY, AFIFAV )Y R HELHLEKL, REMICEALTBRRMICERDOHD
EERDEM oz, Fz FUAEICEALTIE. A1V R —AV RV YRTAORERAKIZONT. B
BLREFIMENZOONTA . UKD LR IZERKRMICITFEETEHLEWEEZONT,

@k
RBRSHRSBROABYMEBL T RYUAK AV RYVYRTRHR AVR)Y — (VR
Y RTORERED LR ERBHLNAEM T2,

(6) BE-REIRR
@ BREICBT EMMELRTEM
RIIZH (T HERRRER 5 RER (R 5 HIR 8 BARMLLL) DIERZEZFHEL. BRI >THOA-EH
E (65 mell b, ARFIBE:39 il 1R R WHIEE: 22 H) = RELI-EEHERMN S, HbAlc EDE AL
EICBVT, AFIBLAORYY REFIFHTENROONT | AFIBHICHTIEHELESHECNE
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RN THHALMGEFEBOHONGI o1, BER2FHHEMBEEDEILE T, SBEITE VTR
EAVR) Y REFKIFEDOBEICENZEDON, REIFETLYETLED., BREICEVTLIESHELR
BROAMENRENT =, KEFBT TORMERARERED, KFFEIOR)Y R HBBHTHLNGE
(XEBHONT (KRHFIEE:25.6%, 1R R HEIFE:22.7%) . £z, AFIFICH TLEERARBEEE. &
BELFSRNE CREETH - (BREHE :25.6%. IE=EEE :28.2%)

INRICBITREMMEET LM

3~16 ED 1 EERFRBE 43 HlIC. Ea—~AJFZRERER G L= 24 BRI OEMRNE I HEER KR
[CHEVWT,. BROBEIVFA—LOFELGHRELNRDHON. REMRITHALEDLLEM S V. REH
ST T SR 451 43 45 ep 7 451 (16.3%) ICRIVERAMRE SN, THELO (SR MEEM R IE (5 51:11.6%) | /=M% (2
Bl:4.7%) THY. COSHEMBERERVENIEDE 1 HINEELRIERALSINT, BBRREEDE
ELEMNRESNT-DILFFE T R B 43 Biep 2 4 (4.7%) T, Y2/ Bk EF (36 Bk 1 45:2.8%) . S%RE
B LR (42 Bich 1 $51:2.4%) THoT1=,

F HETO 3~11 ED 1 BFERKRESE 60 It RICIT o5 I HEERKEER (1> X)) > R ®FIxt
.9 nADYORA—/N—RER) I\ T. Ea—7O5 R E5ICKY,. BROBEOREN TSN A
EERORLHH. BERVCEODERREEICEAL T, ZRRICEFRBHoNGE,N>f-, F=.9~19
RODFERIREE 463 Hlaxt RITIT o715 N FHERFRERER (/R R BFIXE. 8 hADI/AXA—/N
—HEBR) BT Ea—v0yEEREIC&Y . KEOELENBAOL,. B IEIFO—ILOHEN
TSN, HEBRORRGHRUEBHICEL T, FRMICEEROON M >T,

(6) ARHIER
1) ERARERE(—REARERE, HECAREHRE, GFRARBERRAET) . RERFTRT 44—
AFE., HERTRERBROAR
FERAARAEDRHERICOVTIE. VL. X2 (ERALDIESH) ICETSER 8 BFRINESE,
AREFHELTREPEDORBRIREL-AE -BROBE
ZELan
(M 0t

20

1) BHEETEARTREIZLS9EE N HEERFAE (Ea—<04E 100 BEfL/mL OH)

NETEL—YATFEFERETEARTICTERSLIZGE. #RDOE2L—T)Y R FELRLT
HbAlc PfE (F91E : Ea—<0%53E;7.66%, E1—<") > RiE;8.00%(P=0.0041)) R UEAR % 1 BERs M AE
{E (il Ea—<0%3F;152me/dL, E2A—<'J2 RiE;177mg/dL(P=0.0498) ) DB EFETMNEDHS
N M PO—IUHRET HENREINT -, AESRRVEMERBFBE CE IR EMETEIC
BLTEFIBICEILROLNEI ST,

) AHEBRTRIE SN T HoAlc fEIE, NGSP EEL THERE SN ARITAIESN-ETH S,



2)

3)

YAV F4—FT-547(Q0L) ©

HRREEENRELTITONEBRERRRBRICEV T, AV R ABNBED QOL 25X 58 E8%5H
ELESA BERIICKRSAREGEA—YRYEAEA—TY Y RIFICHREEIZEERD QOL 2HE
Ltz F-HERFAERICHTHIHMBEICONTE, Ea—AJFEICENT. Ea—T YUY R FICHARE
ElTtEL,

5} EER R SER G & ARAT
NETEL—ZOTEEARICSNT, EMEEK. RREMERVCEEEMEOFRRBEEN, Eo—
T RAFEABLLERLTHERICETISIEARHONT- 7Y,

<bEai—<OY3IYHR25:F>
BRERT—8/\yr—o
ZALAL

M

2

©))

4

B PRI ER
ZEEMGL

RERGERHR
BH ML

REERIEAER

1)

A SRR SRR

® EM I FEERFREER @
AR RERKI30/70 X (£ 50/50% 1 B 2@ 5HD 1 RV 2 HBERFBEEHRIC. AV
A UREHEK| 30/70 XL 50/50 FFNEF N, Ea—<AT IV R 25 FRIL 50 FICHIVEZ /G
T Ea—7OY IV R 25 FRU50:FD 12:BBRICEIT2E0MRV 48 A RICHEITAR
LHOREET T
AHRERTIL 226 1 (1 BEE 22 . 2 B EF 204 ) AE2—<OTIVHIR 25 5E XL 50 ;DR E
ZRAtEL. 214 BN 12 BREEETTL, £ 171 fiH 48 BRI ORI S EE T L =,
AVRYBREEIZEVTE. WThORRIZEVWTHRBRRBENICOAELEH IR HONY
Motz £z, B 2 BFEMEE. HbA1c (DS EIZDOWTIE. 2 B RUEEF (1 +2 ) EXREL
FBIICEWT. AELRENROON -, BOERBRBEICOVTE AR 2BOVWThLORE
BIEEMTICHE VD THEIRERRL 4 BEFIC—BMEDEMARHONT-A. 4 BEFLUE, ZLDEHITES
ENEELGLFOHEEIKETL, %5 12 BRAICEV T, HEBRBBEISHIEEOEMIEED
SNIEM STz, Tz AR VAREISH T HEHFAZE (TR-QOL) BEFEE "% HLVT, BFHD QOL

DEBERELIECH. 2 BRULBBEMRELEBIFICE VT, BEOAVRYVARRERITH
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THEBERFEIETL. QOL ZHEICHELT-,
48 BB SIZBITAIREMIZDLNTIL, 1 BT 955%, 2 BT 804%. £EBET 81N HEEEMN
BHonf=H ., BBK L. HFICRIEEGERERITEI T,

<12 ;BF 5 TO >

AVRYVRERA | Ea—IOTIVIR | pgpp s
=5 i o . . F I b= b
ST E B f&E | 30/70 _X‘li 50/50 %5 25;3FX (% 50 3% DL E P {&
i < ERFANAAE > <12 Bix5HE>
1E/4 Ry Vg5 | 18 0.57 (0.27) 0.56 (0.26) —0.01 (0.03) | 0.180"
DEHE (EER 281 0.41 (0.16) 0.41 (0.16) 0.00 (0.06) 0.623"
=) <BEfi/kg> 1+2 B4 0.42 (0.18) 0.42 (0.18) 0.00 (0.06) 0.832"
B 2 BsfmsE | 1R 186.0 (92.5) 148.4 (91.3) —31.1(92.8) | 0.151"
DEHE BERE) | 28 201.0 (75.5) 182.3 (79.8) —16.3(77.5) | 0.007"
<mg/dL> 1+2 B 199.4 (77.3) 178.7 (81.5) —17.8(79.1) | 0.002"
HbAlc (JDS) fE®D 18 7.55 (1.14) 7.46 (1.13) —0.09 (042) | 0.324"
FHHE 2 &1 7.70 (1.34) 7.54 (1.37) —0.13(0.69) | 0.009""
(RERE) <o 1+2 % 7.68 (1.32) 7.53 (1.35) —0.13(0.66) | 0.005"
. 4 EBF | 2.1(3.1[45D) | 1.2(1.9[3.7]) | 0.004™
12 09 (1101.4D 12 88F | 09 (1.8[30]) | 00(0.7[24]) | 0461%
EMFERREE 43@BF | 00 (1.1[2.3]) | 00(0.3[4.5]) | <0.001%
opRE) | oo 123865 | 0006014D | (_yop, gy | 028"
<t##/30 B> 4B | 00(1.3[26]) | 00(05[44]) | <0.001%
2R 0.0 (05043 12388 | 00081.7D | 091'([)4_2]) 0.185"
ITR-QOL X 3 7" 18 91.6 (18.1) 94.3 (13.2) 35(13.0) 0.269%
DEHE (1ZER 2% 94.5 (13.8) 99.7 (12.6) 48 (10.7) <0.001%
=) 1+2 B4 94.2 (14.3) 99.2 (12.7) 4.7 (10.9) <0.001%
A1) 23BOBEMMSERIATEY. &M 5 B TEIHESNES B RIEE QOL AFLILETT (RE AL 115 &),
#1; BRI TROMEDOSHS tiRTE
#2; BIRBERTEHOMFSMEIEHLIBRTE
#3; tHRRE
<48 HRIRHBREIZE TS L2 >
FHiEE AT Ea—<0O452vH R 25:ERIE50:THREH
18 955
BEERHREE (%) 2 F1 80.4
1+2 4 81.9
A4 R VIRG A Ea—<vOd3IvoR N
30/70 X1 50/50 #%5 | 25:EXI 50 ;FR 5 F’ﬁafﬁ;jf\; P&
B (HERBISAES) (48 BIZ 585 =
AVRYY—A VR 18 1.75 1.90 —0.05 0.920
YR TORER 2 &1 1.70 1.85 0.20 <0.001
RfDHR{E (%) 1+2 B 1.70 1.90 0.20 0.001

<ZE> 5 ERRKRFRBRKE

@ S E%E I AEERPREER
2 HBERREBEEZRNRELTEA—TATIVIR 25 T RIFAVRYVBEREI 30/70 ZThEh 3
AR E 6 nAMYORF—N—AICKYEEL, M FO— LRV REEDO L REFE1To1-,




FEFIEE 89 BT, Ea—<O5IvH R 2551 H 2 AERVIBERIKRS . 1R VEREA
30/70 IFBEFEDBEDIZERZIIZ 1 B 2 BEENMTON-, 1R REEDE LI EHIRE
TREETH Iz, ERMEIMFEIFO—LIZEEROONGEI oz, Ea—<OT IR 25F
[CEVWTHRER 2 KEMBEZLETARLCRENROONT -, BMERFBETHEENRD
SNENCDEFBERMICEETELG AESFRZETREHICTEFROONGEMN T,

i E B AVR)URERE] | Ea—vRT3IvIR25 | FHIMLEE
" 30/70<EAERIR T BF > E<EHAERRRTHE> P {E
1HA VR V58D
THE (EEEE) < ke 0.64 (0.30) 0.66 (0.30) 0.481
HAE% 2 B mMBEELEEE O
A EUEE R 22)<mg/dL> 22.0 (42.0) 9.9 (41.4) 0.335
BE% 2 BEMEELTELEE O
I E (B A {2 )<mg/dL> 524 (41.7) 60.7 (47.7) 0.365
HB% 2 EEMBEEEEEE O _
T B R £)<me/dL> 16.0 (42.3) 38 (48.1) <0.001
HbA1c il O FHEGEE R E <% 8.05 (1.29) 7.82 (1.15) 0.408
Em#ERFEEOHRIE
(PHEIEEEE]) <IE%/30 B> 0.00 (0.75[1.33]) 0.00 (1.29[2.71]) 0.009
AEEZRREE% 62.5 60.7 0.701

FEE 2HFENBELLEE Bk 2 BEMBEEN S BRTMEEEZZLSILVE
T) AR TRIESNIZ HbATc EIX. NGSP fEEL TIRE /LS ARTITRIESNETH S,

@ S EE I FEEEREER

1TREY 2 BERFBEEENRELT. Ea—7OSIYIR 25 FRIFAVRY VBB EHF] 20/80 &
FNEN 3 HA. 5 6 nAMYORF—/I—ZKICKYHESL, MEI FO— LRV RSO HEIR
HET oI 1271 BIDTRTHOEE( BEF 754, 2 REF 52 ) A, Ea—<OJIVIR 25 F
1 B 2E@RVIBRERNIC. RIFAURYVBERE 20/80 ZEAR UV Y BD 30~45 3 HIICEE
Lfco IVRYVERBEEIZENTIE. 1 BRULEBE(+2 B)ITBELWTARLGERMENROLN
=M. Chnld, BERMICSERDHIETEBNEEZION, BER RV Y BHR M MEED
FIEICBVLTIE 1 B2RY 2 RZATAOREFNBHIRUVELBEEZRREL-BIHTTHBELL
BL.Ea—vOJ3IYIR 25 FREHICHEELGRENROONT-, —F . BE% 2 BREMEEOD
ZEEITBVLTIE. 2EHFERNRELEBH TIVRAVEAEHFIBREHICEELRENROLN
T=o

HoAlc JBICDNTIFEBEZRRELI-BIN T, AV R VESHBRSRICHELHENROL
NEA, Tho T BERMICEROHIETIIBVEEZ O, BENERIFEE. TS HE
ERUVERREBICEVO T, BRBICAEGESIMZEROLNEI o1,
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= o AR VEEHEE Ea—vO45 399 R25 | EFIFLEE
=HERE BE | /s0<HBETE> E<HEBRETE> P B
1TEAVRAY)VEBREED 18 0.54 (0.15) 0.59 (0.17) <0.001
TiE (ZERE) 2 & 0.48 (0.18) 0.47 (0.19) 0.561
<BAfI/kg> 1+2 &I 0.51 (0.16) 0.54 (0.19) 0.007
BB 2 i Mm¥EE 13 27.2 (71.7) —20.7 (54.8) <0.001
FLEE" OFEHIE 2 & 16.6 (40.7) 41 (36.0) 0.003
(FBERE)<mg/dL> 1+2 22.5 (60.2) —10.3 (49.2) <0.001
BRE#% 2 B MFEE 18 57.8 (50.6) 71.5 (48.1) 0.110
FILEEY OTHIE 2 & 39.1 (40.7) 55.5 (45.8) 0.143
(FBE(RE)<mg/dL> 1+2 &I 49.7 (47.4) 64.9 (47.6) 0.035
Y Bk 2 B MAEE 1% 13.2 (65.8) —15.0 (56.9) 0.012
FILEEY OTHIE 2 & 10.8 (40.5) —4.7 (42.5) 0.010
(FBERE)<mg/dL> 142 12.1 (55.8) —10.6 (51.3) 0.002
. 1% 7.82 (0.89) 8.07 (0.93) 0.071
Hb/?;;;gg)j;?ﬁ 2 &l 8.02 (1.03) 8.16 (1.01) 0.684
8 1+2 &Y 7.91 (0.95) 8.11 (0.96) 0.036
KM FEFRIRAE O R{E 18 1.88 (3.59[4.31]) 2.14 (3.61[4.41]) 0.501
(EHEREERZED 2 0.00 (1.30[2.74]) 0.00 (0.45[1.37]) 0.088
<##/30 H> 1+2 & 0.94 (2.62[3.89]) 0.00 (2.31[3.81]) 0.206
ARY—A R Y 18 42 35 —
R TOXERKED 2 &l 23 3.0 —
i LB <> 1+2 B4 34 3.2 —
18 314 28.4 —
BEERHEBE (%) 2 & 51.0 55.8 —
1+2 B 39.7 39.7 1.000

ENRR 2EBEMBELLE, Bk 2 BRI MAEENSBRIMBEEEZELSILV{E
) RFERTHRIE SN T HbATc fEIL. NGSP [EEL TIEESNDRNIZAESNZETH D,

2) REMHR
D EHBEIIB TR eH

AEORHTEEORLEICEALT. ENERKRERD 48 BT SICETEREMDBHEIT o1,
48 B O RERHARE . 185 FI(81.9%CD K EB 1B LU LD EEBRMNFEBRLI-A., 1RV EE|
—HRICROONLEMFENRDHONT, SO, BOERRERY 30 HEAYDOEBRGHKIZD
W, BB SDEFCEEZEROONT . AV R VRERALFRBETHHI LN RSN
tzo BERBREERVRABORSRBENSDERICH N TH, BRRNICHIBELGIEBTROS
nighofz, UE&Y, REIEEICETEEARAABEFICE T 5RF OR LI HEINT,

F-. S EHEETIE. 3 HAMOBRKRRBRET T LESDSH 1 BIHERFEE 33 HIRU2EHER
FREE 27 HICHLTESIZ 18 H AR, AL T 80.08(A x F) DRHMGIR S HBREERELT,
EEERRBFIEIL. BEERERT 26 51(43.3%) THOTA AV RYVERICEET 5LEZOND
BEEZREROONGEI oz, Tz, REBREICET2HAMICBELTIL. 21 n AROKERIZHL
T.BRERTHATEREMABBNSOBELGEBIROONEINof-, TOHRISIZI6 HABOE
BB ESET oM AR —AV R VYRTORENR OB ELHABENOEEIER DL
Ehotz, LEKY, KENIFTREBITEY .. IAEDO LR GRS ARETH DI LM RENT,



@ ik

ERRMICERLGAVR) D ORAEE IXEREN R 10%E2BAS5EIIROHLHEENTIVS, 1VR
o —AVR) Y RTAZREHRARITOVNTIE. TOERNERREEREAE 71 R U5 EER KRR BE
QHNESE I HERRRRER I TREISA A EFLALLTORKEOEERIL. ShELEL T/
Ehotz, Ffo. KEIMNRESNFER D5 . RED EFH 10%E B A =BT TOE RNERKRR
BRALAE 01T 226 i 5 4. THNEERRRERAEQSNE S 1 HEEREKEAER 1T 54 ek 2 Bl TH 1=
M. INEDEFIDIEEHTENTEAI VR BRI G EERRNICRIB LG EBTRO NGNS
1=

(5) BE-REAHFHER
D BHEICBT EDMH
ERERREERICH VT, 65 ML EOTEE (AEMITXIR 58 H) DEHER 2 BEMBERY
HbAlc fEIL. SEEMEBHLABRLEEROONT | BHEICHVTLZOHERAMEIREINT -,
NETOBRKREBRT. Ea—<O4 N Ea—<O453I9H R 25 3F, Ea—<O53IYH X 50 XD
WIFhhTHREBEINTES 396 It 66 FIASEE ThoT=,
*:Ea—<AY NEIE, 2016 £ 6 ARELH>THRFEKRT,

@ MNRIZEITEEMME
ZEBEHGL

(6) ammafEmA
1) EABERE(—REARERE, FECERARERE CARBLERASE) . HERTE®T —2~—
ARE. WERFTREBRFBROAR
FRABBREOHKRICOVTIE, VI 2% (ERALOEES)ICEEYTHIEE 8 BlIEFRAINIESHE,

2) RBEMELTEBFEONERIFEELEAE - RROHE
BB

(M 0t
FZUEHGL

<bEx—vAY3IYIR50F>
(1) BERT—21\vor—>
ZBLAGL
(2) BREREEEHER
ZEERGL
(3) AERGERRRAR
ZEERGL
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(4) RELRIEER

1) BMEREEAR

OENEERRBAE TEa—v0s3v R 25 F1NESHE
<BE>HESE I HEERKHAR
100 B> 1 B4 (37 fil) BRU* 2 24 (63 ) ERBEEZNRELT. Ea—7OJIYI R 50 iFLba—<0
TIvDR 2B FEETNTN. HERVYBEARGLIGEREEAVRVREREI50/50 LAV R VIR
BHK| 30/70 ZFNEFNHEBRUVIBD 30~45 HHIIHRSLESAO MBI FO—ILERUREH
EENFN.3 A5 6 nAMYORF—/N—EICEY BRI LIz, A1V RYVBREEICENTIE, &
BN SO ELEICERMTHEELREZLROONGEI ofz, HR% 2 B OEEOELEIZEL
TIE 1 82 BORBEFRUVLBEERARELERNITEVT. Ea—YAJIYIR 50 T RY 25 %
BEHICHBERESHEERLARLRENROONz, —A. BR% 2 BHEMEEOEILETIE.
AR VRBEFIREHICHEELRRENREDH LN, HbATe PIEIZDOVTIXEFIMICEELELR
HonigMotfz, REEITOVTIH, EMERREE. FEEFRRRERVEBRKEEEICS TR,
ERERMICHEBLERIMZE LR HOoNEA ST,

14 VR ViEEHE| 50/50

Ea—<RYIYHIR50F

o + + SERHIRS Ee 5%
R E BE | o2y maus0/70 | ba—vOsIvsR5E | PIE
<HER#ETHE> <FHERIETH>
1EBA VR UIREED 184 0.63 (0.24) 0.66 (0.28) 0.560
THiE (EERE) 2 &l 0.58 (0.21) 0.57 (0.21) 0.928
<Bifi1/kg> 1+2 Y 0.60 (0.22) 0.60 (0.24) 0.736
BTk 2 RERS MpEE 18 —9.2 (69.9) —60.9 (67.0) 0.002
FEE OTHIE 2 & 21.4 (43.1) —10.4 (44.9) <0.001
(BB (R E)<mg/dL> 1+2 &Y 10.6 (55.7) —28.5 (58.7) <0.001
RE% 2 B MAEE kL 48.1 (66.7) 70.6 (51.9) 0.026
FEED OFHIE 2 &l 40.0 (36.9) 67.0 (44.1) <0.001
(BERZE)<mg/dL> 1+2 &Y 42.9 (49.4) 68.5 (46.8) <0.001
S Bi% 2 BRI MAEE 1 & 6.5 (51.3) —18.6 (73.9) 0.422
TILEE OFHIE 2 Bl 220 (41.4) 6.5 (57.1) 0.089
(FBERE)<mg/dL> 142 16.6 (45.6) —2.5(64.3) 0.038
. 134 7.40 (1.05) 7.69 (1.04) 0.440
Hb?;g;}gg)i;?ﬁ 2 & 7.66 (1.12) 7.73 (1.04) 0.371
i 1+2 B4 7.57 (1.10) 7.72 (1.03) 0.098
BEIMERIVEED 1 8 2.05 (3.47[4.31]) 1.71 (3.09[3.78]) 0.370
PR{E (FEHEEELER 2By 0.00 (0.68[1.19]) 0.00 (1.13[2.43]) 0.774
=D<#%H/30 B> 1+2 & 0.00 (1.66[3.02]) 0.86 (1.86[3.13]) 0.766
. N 18 67.6 64.9 —
ﬁa"%i%ﬁ$ 2 & 492 39.7 —
1+2 B 55.7 49.0 0.289
AR =4 VRY) 18 2.2 35 —
) R T O ERAE 2 &l 1.3 2.0 —
D R{E<%> 1+2 B 1.5 2.6 -

ENBR 2BRMBEELLE, 8% 2 BRI MAEENSBRIMEEEZZELSILV-{E
) RFERTHRIE SN T HbATc fEIL. NGSP EEL TIEEL SN SRTNIZAIESNZETH D,




®)

(6

2) TeWHHER
D BB EICBITARLSH
lEa—<0J3IYIR 25X I DIESE

@ ik
BRERMIICHERA VR ORAE S ZRABAH 1% B2 5 EICRHIESN TN, 1R
o —AR) ) ZATAORERKITONTIE, TOENERRABRBE IO R U ESE I HERKE
BRITEREEN-A EREREL TOIMKMO LR, ChELLBLTIED o, Ff. KEIA
BESNEFDSE. UAE O LFA 10%EFBZIEHI X OENERFREAERREIT 226 fHid 5
{5, T4V ESE 11 ABEGPREAER 1 T 50 ek 2 Bl TH =AY SNODEFIDIREFICENTEAI R UK
MM EERRMICRE LA EEILR DG, o1,

BE - RERER
D ERHEIZBITH2EMMH
lEa—<0O53vH R 25 | DIESE

@ MNRIZEBITEEMME
ZUEHEGL

AEMER

1) FRARERE(—REARERE, FEERARERE, FARBLEERAE), WERFTHRT—2R—
RAFE., WERFTERERABOAR
FRRBEREDHERIZOVNTIE., I K& (FERLOEESE)ICEISER 8 EERINIESE,

<BE>HETHREERKRAR

2 BERRBEERRICAFE 24 BREZRE LN EHREEKRRR AMRLIVEOFHFRATEL—TOY
SyHR50F% 1 B3IEBREANCKREXIER 50 :FEEa—vATIVIR 25 FLEHAEHET1 A3
EEBERICES) ICEVT, MEIVFA—LRUVREMEREH Lz, TR TOEHFICEALMELTE
aA—YAYIYHIR 25 (1 B 2 BHBERVYBRERIRE) + AMRILIV G REEE 6 BRE 2 BRER
L. R—=RSAU LG EAFIR ERBEN LR THETAMRLI VDR EEFEELGM oz, XFIF 1 A
SEERERMICRELEEFICETIREBERED HhAIc PERVERS 2 BT MEEEIR—RS
AV EHBLTHEEIZIETLTLM,

‘ . _ R—RA5M >
HbA1c P R—X : IR EIER R - &
c PIE Sq4 Y XIRERESE o DI p fiE
15154 104 100 100
EE HIEE R E<D 7.75+0.88 7.08+0.92 —0.67+0.84 p<0.0001

27



28

@)

R—Z54 Y

a581 % S S 1) I 5 i R—ZX 542 A 1R EH B - = B

ER® 2 BETHmAEE R—RF54 Y RIRERE e DTS p fE
5%k 102 100 98

EH{E HIEERE <mg/dL> 179.9+37.17 154.4+26.38 —25.94+3545 p<0.0001

F)AFERTRIESNTz HbATc fEIX, NGSP fEEL THRE SN DRITAIESNIETH D,

F-. CONEHTREZERRBRICALVTRADOON-TLEEERIE. ERER . EKEKRLE (157 P
14 151:8.9%) . BEJ&E. THi (157 & 10 $§1:6.4%) THo1=, 158, 157 il 82 §1(52.2%) [Z{E M #EA D
Honf=H . FD55 1 HITEMBEERECHAEMERELTHRESNT-,

2) REFHLLTRETFTEDOARXIIERHELI-HAE -HBROME

ZaELan

20t
BH AL




VI. EXREICEHISEE

1. EEPH(CEEHLHIELEMRITILEME
BIEAR) U BLFH
AE BEOHHLEYMDODEE- MRFIL. RFDBMNXEESETHEL,

2. EBER

(1) {EREGL-1EFAEEF
1) MmAEETER
D AR RTA 1 EJLIK ER R 1 BILERZEDEEEED 019,
@ m¥EkETER

Ea—vaJiE

BERA 12 fllcE2a—<RYERUEL—TY RE% 005 BfL/kg X% 0.025 Bifi/kg BEEIE T
BELER. MElELICOER TIERNED LN 7,

Ea—<RJIvIR25F

A 16 fllCEaA—<OY3IVIR 25 FRUVEL—T2 3/7 5% 0.2 Bifi/kg BEIE TSI
R, mAIELICmER TIERMNROLNT Y,

® FYanES Oy (HoAle) x5

Ea—<aJiE

NEORRART, ERA R ELETHREEDEGRABEZTAEEEIC HhAIc EOHEN
ARETHHIE 00 1 BFERFEE 30 fIERRITHEREE TEARLTICTE2L—TATFE 3 5
ARG LIEE. Ea—T ) RFEZHRELEFICLERBEICHAICEZETIESI LA RSN
fzo FEEINIZBWTEE2A—TOJ T, MR RN TRERAREOLN. ERIERTH L
AU RELFELELZRD Y,

Ea—<0OJ3voR 255

1REY 2 BERFEEEENREL-BRARICBEVT. AR VESEAFIICKDAEYO B 2
EBER] 30~45 N1%5) THHRSHBFLLELT. AFI( B 2 AREANRS) DREEL TH
A TIE. HoAlc IEENBEICIETLE: 19

Eai—<RAYIYHR 50 F

1BERY 2 RBERFEEEARELEEBRARICBEVLDT. /VRVEERAFIIZKSAELH( B 2
EBERT 30~45 N1 5) THAHRSHEEFLLELT. A& B 2 EREMNERS) DRELTH
M TIE. HoAlc IEENBEITIETLE: 19

2) fERRF
AR IRTARFEF P TEIAERELTHET HA. K TIHERONHEERALEEHS S
. RTALMANDBITHIEL * ZOMPBITER. EERRNITETEEREFEETHOP IR

29



HHNOEEBERRX. TV a—RAKBRETHD, = VAUV HEFERRNEBTORBARLE
RAEMBILERZETRT . HRAERLUNDREIRICENT, ARV HHFNTEONGET IVI—R/ T/,
MRERNEEZsIEECL. RIEEREZREL. EBRILERERET 5. FRICENT, 1R EH
FTNA—RMYRAET)I—T VB EREL. HHFAZEEL. BRLGITILI—RDEH~DE

BERET S,

(2) EpEEMFTLHAEBRBE
1) AR RV IGF-1 ZBEAEADHES (in vitro)
(P-4 R RU[PI-IGF-IZ AW T ER U RY D AV RAYVYRTAR B IGF-I D ER VRV
B IGF-1 2BAADOHEERIECOVTRELIZBR. /R VYRTOOHZEARA~DOEMMI
ErORY D EIFIXRIFTHOT=,

30

AR ORBEA~OENE IGF-1 2BARA~DOEE
E ~RAER IM9 1) >/ \HHRE E ~RaER E ~ELAR E R HRRE
Bt Bt Haxt izhal
CoooM) | gy | 100 | gy | 1CM) gy | IO
ErA2RYY | 041+£003 1.0 0.53 * 0.03 1.0 346 + 43 1.0 288 + 05 1.0
1> 7‘7?; WA 0.51 + 0.04 0.84 0.53 = 0.07 1.14 229 + 33 1.57 183 = 11 1.58
IGF-I 326+24 0.016 HEEET 042 +002| 6970 HEEET

2) AVR)ZRAENSDEERE (in vitro)
Ty Z[ PN TRHBLI-EM VRV RUAV R VY RTOFANTA VR O Z BN LD EEEB) RE
[CDWTRELERER, AV AUV RTODBEERIIER VRV EELRELTHST=,

9 %5%)

HEEE (MHE

50 60 70

BB KME

3) FIILa—REYAHER (in vitro)
ErRUSYMMERMEZRAWNT, BIFHEADS IILO—REE (ST HERIZDOWTREILIER. 4
DRAYDYRTAEERM U RV IEIFIERZE THT-,

80 90 100

et E ~RERAHAR Z v AgRAfERE
ECso (nM) HExtiE ECso (nM) HxESE
ErA2RYY 0.11 =+ 0.06 1.0 0.067 = 0.01 1.0
AR)yRTHE 0.044 + 0011 2.1 0.077 = 0.008 0.85




4) HRaENEKER (B ITAER (in vitro)
ERUR)  AVR)YRTORY IGF-1 OERELIR LR EIEREREC DLV TREIL-ER. /4
DAYDYRTAEERMM U RV IEIFIERZETHT-,

A=k ECso(nM) HxHE M
ErAVRYY 16.0 + 3.0 10
ARy 1yRTA 18.6 + 4.1 0.9
IGF-1 0.34 57.0

5 EEIFETILICETIE TRIVEE RS MHERTER
<ta—=AO45iEeEEa—<TY RIEDHR>
FINAaA—RO5TFHERNT, METZ2(h=5)1205 Efii/kg DRI—EAETAVRYV)RTOFEIFA
VAU R BEIEETHRELEBEEDOR TRIGEERUVMAER FERELBLUIER. 10RYVYR
TOFAUR)Y R WFEEART, KYFEONMIRRSN DD TSN, ZIEKY ILO—XEAZICHE
LTIk, AR RTOFEAV R R EHF|ERETHo1=.

Bz TRIHEE  (pmol/ke/47)

[ Sy

v £ LAY L REA

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

BTG ORGRIRH (4))

RTRIGEE (N5 A—45)

AR REH AVRY)R7TA
R ARIRURE E (pmol/kg/min) 296 + 2.7 616 + 105
Tmax(min) 36+ 11 24+ 4
90%H5 4R BF i (min) 174 + 12 106 + 23*
HRUE (nmol/kg) 291 + 0.28 2.94 + 0.19

* P<0.05 (vs. 1R REEH)
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0.2
0.18
0.16
0.14
0.12

0.1
0.08
0.08
0.04

7 v 32— ZENHEE (mmo1/kg 43)

[¢]

AVAYVYRTARVA VR VREKIZE TREZOMBEHFICHEL T IILI—RFIAEE

o.02|lF

— U Rx7n
A A Y URBA|

l*ul.1
nme

e (53)

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

Mm#ERE TR (/85 A—=5)

AR REH AVR)2)RTA
BAY NI -ZEARE 0.163 + 0014 0.178 + 0.023
(mmol/kg/min)
Trmax(min) 168 = 8 100 + 28
T1/2(min) 232 £ 8 190 + 13
5 L a—ZE A E(mmol/ke) 280 + 25 259 + 30

* P<0.05 (vs. 1R R EE)

6) IXETILICHEITHENBERVMERETER
<tba—<v0O5iFébEa—<YU RIIEDEEE>
ERIEMEE—J LK (h=8—10)IZ 0.1 Bfi/kg DRI—AETAIVRYIIRATOFEIEAIVR)Y R &
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AUC(pmol=min/L) 29162 + 1839 30862 + 1723
*P<0.05 (vs. 1R REHA)
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MmERETER (5 A—4)

AR UREFK] AR YR7FB
Crac(FIHAMEIZXT I 5%) 56.7 + 5.3 56.3 + 55
Traci(min) 108 + 6.6 619 + 4.4*
Tcsos(min) 40~50 30~40

* P<0.05 (vs. 1R R &H)
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Ea—~vO5F e —T UV REICLEREELGZEZDH DT Cmax lTLYEL, Tmax, Ty, ldKYUEMND

FREE SN\ BB
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BEM 5 DIRBEFE
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240

1=
AUC, [T & K| TEEFRDEM ST,
ﬁ ﬁ'] ?Q%% n Cmax Tmax T1/2 AUCO—oo
(B3I /kg) (ng/mL) (min) (min) (ng*min/mL)
Ea—v0O4viE 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—~v0O45E 0.025 12 0.87 36.67 52.55 89.38
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= 5= n Cmin Cmax Tmax AUCq-360
(B3I /kg) (mg/dL) (mg/dL) (min) (mg-min/dL)
Ea—<0O4vE 0.05 12 4483 4483 61.67 4168.96
Ea—<YURE 0.05 12 62.58 28.25 136.25 4998.96
Eai—<0O4v3E 0.025 12 63.08 2717 63.75 2912.08
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BFHAFL. HFERFONGMBFRAORIVEED LEENEDONT CNOHEID Tmax DF
{El& 500~525 R EFEFERRTHY ., AVRYVYRTOKREHFNELIZBZBETH AVRYUYR
TOBEARIFEORERGE R THLDRIIFEERIFT 2T EMNRENT, Tz, Cmax R IE 514 5 B
IETOD AUC(AUCy,) &, BREIDAV RV RATODEESLLEICHSTEML. Shd5D/ 54
—ALEAHERLOMICIEDHEBEFZRMNZEOONT:,

% r®E5E N Cmax Tmax AUCq-1 AUCq s AUCs-;
(B i1 /kg) (ng/mL) (min) (ng*min/mL) | (ng'min/mL) | (ng-min/mL)
Ea—<vAayE 0.3 6 7.95 50.0 1118.56 1020.89 97.67
Eoa—~<0O45 32y R50% 0.3 6 449 52.5 803.55 603.75 199.80
Ea—v0O4d3vH9R25:F 0.3 6 2.53 52.5 641.13 404.09 237.04
(FF9{E)
(ng/mL)
104
) Ea—x0O7F
g b a—vns 3w 7 A50i
bEa—~v045 3 w7 A2

W SN AEE

<ta—wO43vHR25;FEEa—7) 3/T D>

6 1

T (n=6), 5 80. 3HAL/ke

0 120 240 360 480 600 720 840 960 1080 1200 1320 1440
570 5 ORI

(41

WA EB R ERFONMBERAR)VEED LEENRHONF=MN, Ea—<OSIYHR 255F
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—<0O453Y5 2R 25D Cmax DFEWEIL. Ea—<YUY 3/7 FICHREEEZRL-. £-. 8 5%

5 R LD MER A2 R) VIREDOHS FAEFITIEERZTHo1-.

% % 5= N Cmax Tmax AUCq-12 AUCq_5 AUCs_¢»
(B i1 /kg) (ng/mL) (min) (ng*min/mL) | (ng'min/mL) | (ng-min/mL)
Ea—vO4d3vH9R25:F 0.2 16 2.23 47.2 402.42 276.74 125.68
Ea—<Y)>23/7F 0.2 16 1.22 91.6 363.62 230.91 132.70
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ATOFEERHNELIIBETEAVRYVYRTONFE DRELERARBREVSIF ML REFT S
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= F k5= N Rmax TRmax Gtoto-12 Gtotg-s Gtots-12
(BRI k) (mg/min/kg) (min) (g/kg) (g/kg) (g/kg)
Ea—v0O4E 0.3 6 8.99 155.0 2.28 1.85 0.42
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B3 BICESTERARESN-CENDTERED=DHERTELT=,

(Ea—<0O%5F 100 Bfi/mL EELEKRMETE 8.9 [CDOLTOFEER)
AR (N T ILEHE]) DEFIFARBEIZ, ARV DEBEMBEDRYOAVR) U ERISHREFEAE
FITRAESNEZ2FEALEER. BEREICES=-BHNERHIHRE SN ENBLETE L=,

6. MEDEREFIHREICAHTHER
WEHHE-BREEEFOHLEE

9.1 AOHE -RIEEFDHLEE

9.1.1 Fli, /MG, BEEZFOEE

AR VEEDEESHNELLY,

9.12 EmMAEEE LOTVLUTOEERTKE
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- T EAEER S XIIEIBTHETS

- TH. BHEOBHES

- BlEHREE. FRBGREER

B L WEREE

- BEOQTILO—)LER

[8.2, 11.1.1 BHE]

913 BEMNEEEDNESE

BANRHHOBENHDBE. BARSICKYELEEZSIERIIETNALHD, Tz, 7 ELF Y
VORZICEYEMEDBREKNSHETLHN ENH S, [11.1.1 SH]

(f2ER)

9.1.1 F4l7 2, 4ME 2% BPSE PREICKDIAMNREANFI =L, ATFASIVEDAV R ERFILEY
SEMELLLERBICHEE525, OO BETIXOEIVFO—LICET Z/VRA)VORBE
ENEHITIETNDNHLIDTEEIRETHIL,

9.1.2 N TEABETENHLHEIL, L FERACERRRERZETHRILEL O BTRE. HAWLIE
RZD=OWHENRDL. AR BEZHLTTET SO T, BMBEEELLTED 9, LA >TL K
TEARBETZOHLIEETIE. AEORELEEITILELNH D,
JUNFJ—IVITHEFHELREL. TILHT R bERIET S 0, SOITALFY—IILIET VAT OTRLF
oD AT RIERERET S P, 2010, BIBHETSFICITEHE. V2T U2 E0E
THELHIELGEICKY BOELELPLTLLGD, LIS T BIBRER LD HLHEETIE. AEDEE
EEEEITTOILENDH D,

9.12 THI. BHEDBHREZTOHLEETIE. REROEN. WINEFTFICLY, BEIELFELCLT S M,
LizhtoT, TH. BEHZEDBEHEEEOHLEETIE. AEDORELEEITILELNH S,

9.1.2 flEKEE. FRALGBBERRKEDOEBEE T BEIEEZELOCTLEIDT FENBETHD %,

9,12 BE  EFIBRHDAR)BRZHEEMSE S 00, £ BHICKEEEHOMTIEMEZT NI
SAVA) RV IILIA—RDBEADEZEEDEKICKY  EEREDEMEELITTRVEOFRALE
mEsd 0, ChITMA T AVRYBEFOBRETILERCKYE TESEBEINSD AR 2 DRINA
RESNDDT, BMFEEECHOTLAS 04, LA > T HITHBLOVFRESZTI3BE. AV RUVER
ETOLE AENERELZEEIITILELHS,

912 AVR)UBERDEFETEHT I I—LICKLEHENFEOEMERICKVEMBEMNEESNEIE TN
DHEIDT FENBETHD 2,

.13 HILEDBEEMREETDHLEETIL. ENBEHHOEEIZKYEYDEILRIROEENADNSIE
BHd O, ZO&SHBETIE, BEMDETHLIAFDOBAIIREICLVIELELZSITECTETNLHD
DTEBENBLETHD,
EmMPEEFOBEERELT. PRLFICOBBIZRD AR, ZHE. BBARR. 5T, 8IRGE O B2
FERDHOHONEH, HERFEE TIIEEHREZTICI>TEEERIELRTEEML8HS 9, ZDLS
KBEFTHELENRRLTL, BEEREZLLAGHOTICERBEE. B, 25O DR MR RIEDIEE
KREEZTIELHLIDTEENDLETHD,
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QBEHEEESSE

92 BHEEESRE

921 ERLBHERERSE

Bm#EEEI LOT L, [11.1.1 B8]

(f&E%)

BREDOBEHEEES (GFR>40mL/min) TlE, BRO AV RV TS U RICEALZROHIELA, GFR AY 15~
20mL/min ATFIZIBEAVRYU YT SV ANMET AV R0 DI HHEITERT LM HONTINS 9,
Lizh T EELBREREOHIEETIE. AZDRELZEEITTILELNHD,

QB EEEESE

9.3 HHEEEESRE

931 ERLATHEEESSE

BmM#EELE LOTL, [11.1.1 SH]

(fR1)

EELVHERTEOHIEETE. FREAUREEBTOIR)AERMEDEINDIHIC. AV RV IBHE
BITBEELYEE, T, FEENETLSE. MEERASGEANETTEIE. RUEMENBEST S
EDHB, LIzh > T EELIFHREREDHLIBETIE. AZDORTELEEITILENHD V9,

DEREREZERT DE
FESHTLVELY,

(5)pE b5

9.5 ITR

IR L =188, H2WIIEEAFTREINIBEICIIEMAMO LS LSBT S L, TR, B
EHZICEA VR VOFEENELLLLT VS, BEICEEL. EHMICREZTVESE.H
BIDHIL, BEAVRYVREER, BIRVHITEDO L. PHRUERITENT 5,

(f#3R)

BEIRS YL CRUIYFICBNT, Ea—v0J TR—EFEHERILVAEBEETIIRE~ADSRIIRH LN
otz BAQMAEIO—LIEBADAHTE RR-HFAERCROFEICBZEERIETT =8 SEIRAT-
PSR DIMAEI FO—)UIFERAE(ZITL RN AT RETH A EMNHER SN THLIEIRY 5 & GHEIEIR) AKX
UTHS. FIREFICIIRBTOAOR) U ERRILVELDEEDAVR) U REDT=OHIZ AR ARG EL
Y AVR)URBEENERT L0, BEEELDREIZHHE-AZDAHTNLETHS 0,
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(B)iRFLIw

96 ZF.ow
HEICBEL. THNICREZTWVESEXAET LI L, 1 VR VDEFEEELELELPTLY,
AEFDE FBIABTIEIFBETHEIN., E AR Ui, B FEIIZRERTT S,

(fRE1)
ERA U RUDIEBIAANTEITT DIENHERINTINS Y,

(MINRE
Ea—<0O53E

9.7 NR%
THMIZBREZITSI L, RERUVEEFHICIECTA VR VOEEENEILT S, [17.12, 17135
FE]

(f&E%)

EREERARICEVNT /MRS BUT)ICBVTHRALEDE. REEICBLWTHEREEROHOoNEI 1=,
INRHERRDAECTIE. RETIHHATHIDTEELZTAYSLTIEARTET . BABATEESESS
EDBETHD, Fl=. LEITEBPNRONIIEDRHIDTIET S P, UH. RiEER 2~3 FTIVR)UH
WILEE(E 1.0 Bfi/kg/ BIRELLGY ., SOHICREHTIILEEN 15~2 Bifi/kg/ BIEEICHEMNT HLDH/E
nHd >,

Ea—<O0J3yHR 25F,. Ea—<AYIYHR 50 F

9.7 MNR%E
INREERRELERRABRIEERL TLVEL,
(FRER)

AFIDERERRART 18 MU LZERRELTERLTEY. MNRIZE T HERRERIETGELY,

@)EEE

9.8 SitE
BEOREZHELLGNASERICIRET I L, SEMENMETLTWAZ ENEL ., EmMEARET
UpdLy, [11.1.1 58]

(fRER)

ERERRHERIZH T, 66 ML LOEEIE LFSEE (65 mAKim) TEAMME. REMEICBEVWTEEEILERD
pEMof=H, —EIICESERE FEERENMETLTAY. SHMEBRREDBRERICH->TITIENLET
%%) 54)0
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7. HE{EH

D)

GHHRARRETDER

ZHLAL

2)

HREELETDER

102 $FtHER (BHRICEETHL)

EH 2 F FRERAEIN - FEE TR R
HEPR A A MmAERE TERDERICLDE | mAERTERISEREINS,

ES 74 FREH
AIRZILY L7 REH|
BRI A VR UiMEE
#
a-7)LaTF—EEEH
F7I) O UREH
DPP-4 [HE &

GLP-1 2 RKEEIE
SGLT2/EE#|%

MmMBEERNHOHONEIELDH
%, AT H5E X MEEZTD
hBEEOKEEZTHEELT
MoxE5ETHE, [11.1.188]

(f#3)

LEROERFRAELOHAICEY., RBICKDEESVRYAMAERIZNA ., ENEFNOERIDA R 5

WREER. AR AR R EER . EDHEL - RIGEEERELHEMMIZERT 5,

EH 2 FE

BRERAEIN - B 5 E

W - fEIREF

E/TIVEIEEBEZRMAOMRE
-1l

m#ERETERADBRICKSHE
MAEEIRDHOHONDZEND
2. ftRAT ISR ITMEEE
DiLEEDIREZ T EREL
BHLERETEHIE (1111 B
]

ARV D3 EREL . #E
HEZEEET D,

(f#3)

MAO FEEHIFA VRV Dy EREL . BIFAZEET S D, KFIEDHAIZKVIRMABEIRDSH

EONEBETNAHEIDT, FENLETHD ™,
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EHaF

BRERIER B

W EIREF

5, AT HEEIXMAEEE
DiLEBEEDKREZ+DEHTEL
NS5 TRIE (1111 S
2]

ZIRFRSDOH MmiERTERDERICESE | #FETATHLHMN. 101
JIVNITFUNEERIES MBEIRDHOONDEND | VR EERTHILEDHR

HEHHS.

(f#3R)

JIVN)TFIEYBITONRIREDHA . RUFFEED M FIROHAICKVBMBOFERARES
NTND P FAITSIVEMTORMBEORRLHRESN TS 7, RFEDH AIZLYIE M AEE IR

BHOONEIEETNAHAIDT, TENLETHD,

]

ERLE ERIRIEK - B A& ¥ - EREF
Y FIVERFEA mEERETEROERICKDIE | SHREOEICHTIEZHED
FAEYY MEEERBHOONLEIENDH | Tt 1R DR EITK
IFUHIR 5. HRATHEEITMMEET | YVINEBRTERETRT . £-K
DLBEEDREEZ+HEEL | HTHWNAVRUUKRIEREZE
k5T HE (1110 5| T,

(f#3R)

HUFIVERFERIT S DRI T HRZMEDTUE LAV R U BDREICKYIMERTEREZTR
FEMS, KEIEDHRICEVIEMBERDSHOONEETNLHIDT, FENLETHS . FITH
DFIVEFEREZSRAERAL TV SBEITHLARZHRT ARICE, MBEDAEEZTVENOBLE
[SHCTAVRYVDREERET 0L FTENDETHD,

5. AT HERITMBEEE

EHaF BRERIER - B W -EiREF
mEsHl MmERTERDEBRICESE | (1VRIUNEETHIREDE
DOARATFIRKFIY MAERDHOONSENSD | REMMHIL . ZDFEEERLL,D

AVR) oS HATEEM

DihBEEDREZ+DEHEL
HALEETHIE (1111 &
BE]

BHd.

(FRER)
DHOORRIT7IRIE AV R) RO EREIFIL. 1R ADEEEEIN AV R) &R SE
BEAEBETAHIENTEINTNS ), XFIEDOHFRAICKVIBEMEERNHOONIEETNNHED T,
EEADETHS,
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EHaF BRIRAEIR - FHEB AR W -EiREF

B EE I MmiERTERDEBRICESE | FRLFIVICEHEMBEN D

Jn73/0—)LiEEE MAERBHOONSIENSD | ORERISENHT S, FTE

T7T/0—)b 5, AT HEEIIMBEMEE | MABECHTEIXBMERDIE

Evro—) DiLEFEDREZTHEREL | KURE. B1FF)E<RIL.
BHALERETHIE 1111 B | EMEEBESEHAREMEN
B Hb.

(f#3R)

EMBERFICIETRLFTIOD L2 ZRBRBICLYFOBEFEAEYIEMENEET S, SEERED
B EMFIECOEBELEET 2EWNDITINS 0, T2 B BEEH] (LK M3 5 R BRAEDOERK (R
B.BEF)EFBEALL BEMEZBESESAMEMENHD . XFEOHAICKIVIEMBEERAHSH
NEBEENLHAHIDT, FENBETHD,

EHaF BRIRAEIR - FHE R W -EiREF
D) U REH MR THERDIBRICLSE | MFIXFHTH S,
JIVIFIH)I L MEERDHOHONDZEND

5, (AT HEEIXMAEEE
DithBEEDREZ+DEHEL
NS5 TRIE 1111 S
2]

(f#3R)

BEIEFBATHLIN. V7 RERIERILARZILOLT7 REFOFETOREEEET HI&LY. o
WERTHERMNBREINDEZZONTNDIEND P I U RERIERIHRZIILILT REFRIERALT
WHBEITHLAKIZGHAT HEICE, MBEEORELTVVENSBEICELTIVRYVOAELHRE
TELE EENDETHD,

EELE
A5 L7Tz=a—)L

ERIRIEK - B A&
Mm¥ERETIEROERICKSIE
mFEFERBHLHNEZENH
5. HRATHEEITMBEET
DBEDKEEZTDERL
HhnkETHIE (1111 &
H&]

W -EiREF
HFIXTATH S,

(f#3R)

BFETRETHSA. /A5 L7220 )LOBERBEETICEY., BOMERTHOFBEHASERL. MAER
TERIERENDEZEZONTNSIENS ¥ H0FLT7T=a— LEEAMBER TRZRALTLD
BEISHLAFIZHAT HRRICIE. MBEDAEZTVEALBEITISCTIVRAV L OREZRE T 57
EEENRETHS.




EELE BRERIEK BB A& ¥ - fEREF

RHFI24T5—k MBEETERDERIZKDE | /R RS HEREDEA
MEEFERDBHOONBIELRD | LY. RBDERAEHERT
5, RATHBEITIMHBEEE | 5.
DiLEBEEDKREZ+DEHTEL
NS5 TRIE (1111 S
2]

(fRER)

NHFTLTS—MIEYMD RIS HREZMEAE RSN, MAEE TR BRSNDARESELAHDID

T EENBETHD Y,

EHBnF

BRERIER - B

W EIREF

HILI7H

m¥EETIEROERICKSIE
mFEFERBHLHNEZENH
5. HRATHEEITMBEET
DBEDKEEZTDERL
HhnkETHIE (1111 &
2]

R TODAV R VDA SN
SEAHIEITKY, EmEEERLC
FTEEZLONTNS, BHEEIR
T.EEREDBE. XREF
B.BERSEINBEREFEL
B

(f#3)

HILTDFHIIERBTOAUR) Db EEMEIERIEICEY  BMEEFRITEEZONTNRIENL, K
FlEDHRICIYIEMBEERDBHOONIEETNNHED T, FENDLETHS. B, BHEEEET. =B

KEDBIE, XBEFR. BERSNBIREFLLLHESNTING ¥,

EILA/—ILIGERIE K FNY

5, AT HEEIXMAEEE
DihBEEDREZ+DEHEL
NG9 52E, (1111 5
BE]

EHLE EREREEK - B A& - EREF
R anggs MmAEETERDERIZKDIE | BIYMEERICEWLNTAIVRID
TYESER MIEERDBHOONEIENH | D WERETHIEDRENH

Y. mAEk T RN BRSNS
AIREMEN BB,

(f#3R)

IRV YESIRDFERICIYEMBEFERIBLI-LD|MELH D, CNOHDEH|L, BIMERERIZE
WTATP BERZME K+FrRILETOVIL, AR Ui ERET HIENBH LN TN V%9 KEFIED 6
RICEWEMBEERNHOONEZENHEID T, TENLETHD,
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EHaF

BRERIER - BB A

W EIREF

FT7 IR RFIREA
R)ZOIAFTOR

mERTERDOBEICESE
MEERDHOHONDZEND
5. AT ISR ITMBEEE
DBEDREE+TEEL
BALIRETHIL,

W) LRENEETDHEER
LNTWD, WD LRZEIC
X. m#ELFRIGICHT A
MDA R) U EEDMET
T HRREMLH D,

(f#3R)

FT7ORRFRFNCEDHI I LEBENEETBHEEZEZLNTIND 70 AYDLRZEIZE, ME LR K
BT D B MDAV RY U BEENMET I DAIREMNH L LA BN TN 07, FTURRFIR
FlEHRALIZEE . AF O MmAER TERNEBESN S MBERIHLOHONIIEAHLIND T, TENDE

THbo
EHanF BRIRAEIR - FHE AR W -EREF
BIEREARTOA MR TERDBEICESE | RIEMEBTIVRYVDOERIC

Juk=voy MAERDHOONSIENSD | Bl FRFTLELRET

M7 LS /By 5. AT DEEIXMMEREE | 5.
DiEEDREEZTTEEL
BALIRETHIE,

(f#3R)

BIERERTOSMEREBBTIORIVDERICERL, F-HTORFEZRETHIEIZKY, M
BELRSES BIBRRERATOSMNEHALELES . RAF O MBERTHERANRBSSNSMABERNHL
OB ENHLIDT. FBNVBETH D, FLEIBFRERATAMREHET HIRICIL. BRFIZAVR) V%
BELGWEEMBERNHoONEZENH AN T, EBEDREBEZHEELGASAVR)DREEEH

b,

E S e

BRERIER - B

W EIREF

ACTH
ThIIY O FREFEAER

mERTERDORBEICEISE
MR HOHONDZEND
5. AT IS RITMEEE
DiEEDREEZTTEEL
BALIRETHIE,

MEALFIA(FDELEZR
L. % EFERERYT,

(f#3R)

ACTH(RBIBRERIBRILED) X MEILFIA(DEEZRET HLICEY, MELFERETT .
ACTH (HFRLTIHE . AFIDMAER TERARBSNESMBERNHOoONLEEADHHID T, FEMN

WETHD,




EHaF

BRERIER B

W EIREF

FRLFIY

mERTERDOBEICESE
MEERDHOHONDZEND

FCOEHFEDIRE. KET
DHEFRIE . 412 RY 253

5. AT ISR ITMBEEE
DBEDREE+TEEL
BALIRETHIL,

MHEIcLVmEE EFSE 5,

(f#3R)
TRLFTIVIE R TOREFEEZREL. RIETOBAAZMHE T D, Tz, 12X 5 | (2 &Y
ELERSEBHILEIZRAONTNSIEND P PRLUFTUVEHALIGE . AFIOMEER TERAMNRES
NEMRBERDHOHONEEAHAID T, FENDBETHD,

EHaF BRERIER - BB A W -EiREF
%= MmERTHERADRBEBICLSE | FTVI—7 U2 RIRE. HEH

MAERDHOONSENSD | EDFEICLYIMEE LRSE
5. AT LEEIXMMEEE | 5.
DiEEDREEZTTEEL
BALIRETHIE,

(f#3R)
TIWATUIE BT ) AT oS R RE. B EDTEICLYMEE ERESE 510 . J AT E6AL
=5E . RO MAER TERNBSEINEMRERNHOONLIENHAHD T, TEABETHD.

EHBE BRERAEIR - B R W - IR EF
FRERARILEY Mm¥ERETIERDBSEICESE | TOBHEEZAESEDA
LARFOFOUFRID LK | MBERSHoONDIEND | BBEA DD,
kY 5. AT DEEIEMMBEEE
FLIR B RER DL EEDIREZ T EREL
BALIRETHIE,

(f#3)
FIRBRRILED X FTORFEETTESEDAREMNH LMD ™ BRIRRILEVEHRALIES.
AF O MAERETERANBESNEMRERSHOoONLIENH LD T, TENLETH D,
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5. AT ISR ITMBEEE
DBEDREE+TEEL
BALIRETHIL,
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BERILVEDIE RIEHEBICE TR A OIE., FF<E TR EDIBMEII TS ADET . BB
RORHEICEY P AR AAERERT DI LMD RRFIVEDEGHALIIBE . RFID MAERET/EA
NEBINBOBEERNHOoONEIENH LD T, TENADLETH D,

EH a2 F BREREEIR - HHE A I W -EREF
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5952,
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(f#:R)
BOBERICEY, ARV BEZMEMNMETL, REMICDRE R VREAERY S, TO7 270V
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BHMEORBDICEDEZZONTVSN 770 FIXFATH S, FOMITELGALIISE . AFI O MHE
BETERMNRBINEMBERNIHOONLENHLD T, TENMVETHS,
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X. EEMERICETSEE

1. HHE 5

HE: Ea—<AYEFEIUARY Ea—7OJFEIVARY HD, Ea—<RYFH—
Ea—<0O%E 100 B {r/mL
Ea1—<OJ3YYR 25 FIYARY  Ea—<IOY VIR 25 Fh—+
Ea—<AYIYIR 50 FIARY Ea—TAT VIR 50 FA—b+
BIEE, MAEEZESY

E)FE-—EMEOLAECLYERTEIILE
BYRS AVR)Y YRTOGEGFHEBRZ) BIE

2. BExhEAME

= FRAAR

(REMHABHERIZES) A

Ea—<0O5FIYARY - YFRUHD - A—F
Ea—<0O%3F 100 Bfi/mL

Ea—~<O453IvyH s R2BFIYARY - H—F
Ea—~vOYIvyIR0FIVARY - h—F

3IFE

3. aRETORE
2~8°CTIEF

4 MFNEDEE
Ea—=<0O4F3YA R /2 AR HD/A—hk

20. kL EDEE

(ERFIF58E)

20.1 JEfEEETEHXLT 2~8CTHBRET DL,

20.2 {EFARIRRIL 30°CLL T TR FL. 28 HLIRNIZHERAT S,

(h—h)

203 RFNEAVR) NV BT ARICERL-FEAREICRELLGNIE,
(AR /2A R HD)

204 fERARIBEE. AT ABEICRELLZNIE,

Ea—=0%3F 100 B /mL

20. Bk EDEFE

201 EEEETEHXLT 2~8CTHABRET S,

202 ERARBEE ABRFETELVZEICE ELLTIOCUTTRET HIL,
20.3 {EFARA%IL. 28 BLURNITHERTSIE,
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Ea—<AYIYIR 25 FIARY/A—b YT R 50 FIYFRY/h—k

20. IV EDEE

(BRI F£58)

201 EEEETEHXLT 2~8CTHABRET S,

202 A—K)yC OBPEICHEOFBRMFNMMIETHIELHEIM. COLIBARFITFEALLENIE,

203 fEMARAE 28 AMITRETHS (EABOREMEZHRALLHARICEY ., FABTEEIERINT
HARD) -

WRAE BEYAVIVIRUBBERER Y

(h—hk)
204 ARFNEADRAYIRVBGFARICEBRLEFFSBEICRFLLGIE,
(FYAFRY)

205 ERARIRERIE. FAFZABEICRELERE,

5. BERITEM
Ea—<OSFEINARY - Ea—TAYFEIYFRY HD-Ea—< O FEA—k-Ea—7AYE 100 Bfii/mL-E
A—YATIYIR 25 FZARY - Ea—TOYZIYIR 25 FA—b-Ea—TATIYHIR 50 FIVARY-Ea—
IOY2YHR 50 Fh—t
BEMEERAN;:HY. <FYDOLEY:HY
(BRA—54))— BEEEFRERITIZITH Ak wwwlillymedicaljp ~5E)

6. Rl— % - REhE
B A A

7. EfgEAEERA
1995 4 A 4H

8. HERTAZFABRUVRRBES. REELNBER A, REMBREAE

BEIRFGEAREAR:
Ea—<RyEIYARY 2008 &£ 3 A 28 A
Ea—<AJEIUF AR HD 20184 1 A 29 H
Ea—<OJEA—k 2001 &£ 6 A 20 H
Ea—<0%5E 100 BAL/mL 2008 &£ 9 A 25 A
Ea—<vAJIYIR 25 FIVARY 2008 £ 3 A 28 H
Ea—<AYIYIR 25 Fh—b+ 2003 3 A 14 H
Ea—<0Y3IyHR 50 FINARY 2008 £ 3 A 28 H
Ea—<Ay3vyPR 50 Fh—k 20034 3 A 148
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A =

Ea—<RJEIUFRY
Ea—<O5FS) AR HD
Ex—<0JiEh—bk
Ea—<055E 100 BfL/mL
Ea—<OJ3yYR 25 FIYARY
Ea—<AYIYIR 25 Fh—b
Ea—<AYIYIR 50 FI)ARY
Ea—<AYIYIR 50 Fh—bk

RimEENHFEAR

Ea—<aJEIYARY
Ea—<AYJEIYA AR HD
Ea—<aJFEh—b+
Ea—<0%57E 100 Bf1/mL
Ea—<AJIYIR 25 FINARY
Ea—<AJIvIR 25 FH—F
Ea—<AJ YR 50 EIVARY
Ea—<0J3yIR 50 iFh—hk

IR5cRmER B

Ea—<RAJEIVARY
Ea—<0JESY AR HD
Ea—<0asFEh—bk
Ea—<0455E 100 BAL/mL
Ea—<AYIYIR 25 FI)ARY
Ea—<RAYIYIR 25 Fh—b+
Ea—<AYIYHR 50 FI)ARY
Ea—<AYIvHIR 50 FA—b

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

2008 £ 6 H 20 H
20184 6 A 15 H
2001 % 8 A 31 H
2008 £ 12 H 19 H
2008 £ 6 A 20 A
2004 £ 12 B 15 H
2008 £ 6 A 20 A
2004 12 515 8

2008 £ 6 A 20H
2018 £7 A2 H
2001 &£ 8 A 31 H
2001 £ 8 A 31 H
2008 4 6 H 20 B
2005 £3 A 10 H
2008 &£ 6 A 20 H
2005 %£3 A 10 H
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Ea—<0O43E/ (7))L 100 Bfi/mL =" | 2001 47 B 25 H | 21300AMY00348 |2001 4£ 8 B 31 H| 2492414A2022
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Ea—<O43yHR 25 FFvE2 | 200343 A 14 H| 21500AMY00053 | 2004 £ 12 B 15 B| 2492414G2025
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2 2010 5 4 A 1 BEMAHIBRESNT=,
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BAZx-AENZEE Ea—<OJIYIR50FIYARY  Ea—<O53IYHR 50 FH—k 200948 A 20 H
BiE-BE0ER Ea—<Os 33 ARy ba—v0O5Eh—k 2016 E£12 A 19 B

10. BEEHR. BB RLAREABRUZORNE
FAKERAE(Ea—<OINE ERAKERZE 383 ). RUBEFEABRERE (Ea—~<0JF HiAE
3115l Ea—<AJIVIRE-NE*$FRIFAE -AAE- 3284l Ea—<AYVIVIRE-NE* HFAFAE
“HAGEREATHEEITH T HHFE- 706 f)ZXEMEL. BEERFETOLHER. 20105 10 A 1 BIZE
BERE UEF2EES (RRESTERH) OVTNICHLZRLELEVEOBEERREER/ .
*:Ea1—<AY NEIE, 2016 £ 6 AREL>TRTEKRT,

1. BEEHM
Ea—<AyEIYARY 2008 £ 3 H 28 H~2009 4 6 A 19 H(#&T)
Ea—<aJEh—k 2001 % 6 H 20 H~20094 6 A 19 H(#T)
Ea—<055F 100 BfL/mL 2001 & 7 A 25 H~20094 6 A 19 H(#T)

Ea—vAJ Sy R 25 F3YA Ry 2008 F 3 A28 H~20094 6 A 19 H(#ET)
Ea—<RAYIYIR 25 Fh—bF 20034 3 A 14 H~2009%4 6 A 19 H(#T)
Ea—<AJ Sy R 50 FE3A RS 2008 F 3 A 28 H~20094 6 A 19 H(#ET)
Ea—<AYIYY X 50 Fh—bk 20034 3 H14B~20094 6 B 19 H(#&T)

12. BERLMKIRICEET 5158
AFEE, FERARUEERASB S CRIERECEITEEFBRENEO LB REEE (FERH 18 £FEE
FEEERE 107 5)D—EEREL-FL 20 FEEFEHEETE 97 5 (FRL 20 FE 3 A 19 BN OIgE
HARIC ERAFRITONTVNAERERITIEEZALEL,
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13. &Ea—F

4 5184 Eff BIEES P—
BRFE4 HRENHEESR a—F HOT &2 __ ;E
a—FK (Yda—FK)

Ea—vOdEFEI ARy 2492414G5024 2492414G5024 1183894010101 620007460
Ea—<O45FEI ARV HD 2492414G9020 2492414G9020 1264272010101 622642701
Ea—<O4dFEh—+F 2492414A1026 2492414A1026 1141337010101 640451027
Ea—<0O%5F 100 Bfi/mL 2492414A2030 2492414A2030 1141344010102 620008916
Ea—<YOY93IvHR2BFIVARY 2492414G6020 2492414G6020 1183900010101 620007461
Ea—vO453Iv9R255FH—F 2492414A3029 2492414A3029 1165937010101 620002439
Ea—<O53IvHIR0FIYARY 2492414G7027 2492414G7027 1183917010101 620007462
Ea—vO45 2Ty R50FHh—+ 2492414A4025 2492414A4025 1165944010101 620002440

14, KRG LDIE
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XI. 2E2&H

1. EGSETORTIRR
ABITHTEHEX IR, RZERVRAERUTOESYTHY . NETOREBKRRESIELS, BRDEEE
REDHEFETAFEERAT S &,

SEEX TR
AR U BRED IS &1L D HER R

RERUA=E

<Eai—<O5FIYARY Ea—7OTEIYA R HD, Ea—va5 Eh—F>

BE.HATIE 1 B 2~20 BAZERERICKR TEF T, LEICEBEEOLEZY., HHR4OR) 8 HF)
EHRALIEYTRIENHD, FREA RV HE DRSSO MHIFELLTITEFE 1 H 4~100 B TH
b,
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MEEXR L HUMALOG is a rapid acting human insulin analog indicated to improve glycemic control in

*hER adults and children 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):
Administer HUMALOG U-100 by continuous subcutaneous infusion using an

BERU insulin pump in a region recommended in the instructions from the pump
AE* manufacturer.
Rotate injection 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
intravenous infusion.
The dosage of HUMALOG must be individualized based on the route of
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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
KED R XE(2022/11/7 THER)
< https://www.accessdata.fda.gov/drugsatfda_docs/label /2019/020563s196s198s199,205747s022s025s026

Ibl.pdf >

EX N D 343X Z (SPC) (2021 £ 9 A)

HEEX (%
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.

HERY

2

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

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

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 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.

Use of Humalog in an insulin infusion 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.
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Intravenous administration of insulin:

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.

ERM @D SPC(2022/11/7 7H+2R)

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

pdf>

FHENETOREFERR (Ea—<055F)

BHaE | Ea—vw0O4diE Ea—<O5E Ea—<O4E Eoa—<O5E
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(R5EHEH) 3mL 3mL 3mL 10mL
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(N HUMALOG 100 HUMALOG HUMALOG 100 HUMALOG 100
E/ML KWIKPEN KWIKPEN E/ML E/ML
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BE HUMALOG HUMALOG e LAY HUMALOG FOR
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100UNIT/ML (1998.08)
(2009.09)
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100U/ML KWIKPEN
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SUHR—I HUMALOG ZL LN ZL LN ZL LAY
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(2013.08)

542t : Berlin-Chemie AG
(2022 £ 10 ARTE)




Ea—<0OJ3vYR 25
KEDFMXE(2019 F 11 B)
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
$hEEX L | improve glycemic control in patients with diabetes mellitus.

e Limitations of Use:
The proportions of rapid—acting and intermediate—acting insulins are

fixed and do not allow for basal versus prandial dose adjustments.

Inject subcutaneously 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
AERY monitoring results and glycemic control goal.
BEx . Inject HUMALOG Mix75/25 subcutaneously within 15 minutes before a meal.

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

KE DR XE(2022/11/7 7HHER)

< https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/021017s141s143Ibl.pdf >

R D A SXE (SPC) (2021 £ 9 A)
$hEEX L | Humalog Mix25 is indicated for the treatment of patients with diabetes mellitus who
THE require insulin for the maintenance of normal glucose homeostasis.

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.
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.
B R U When administered subcutaneously care should be taken when injecting Humalog Mix25
4.

2

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.

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.

ERINaD SPC(2022/11/7 7H+t2R)

< https://www.ema.europa.eu/en/documents/product—information/humalog—epar—product-information_en.
pdf>
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(N 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 *
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Ea—<OJ 3y R 50 F
KEDFMXE(2019 F 11 B)
HUMALOG Mix50/50 is a mixture of insulin lispro protamine, an intermediate—acting
human insulin analog, and insulin lispro, a rapidacting human insulin analog indicated to
$hEEX (L | improve glycemic control in patients with diabetes mellitus.

*hE Limitations of Use:
The proportions of rapid—acting and intermediate—acting insulins are fixed and do not
allow for basal versus prandial dose adjustments.

Inject subcutaneously 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
BiERU monitoring results and glycemic control goal.
AE* . Inject HUMALOG Mix50/50 subcutaneously within 15 minutes before a meal.

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).

*HIGHLIGHTS OF PRESCRIBING INFORMATION

KE DR XE(2022/11/7 7HHER)

< https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/021018s127s129Ibl.pdf >

R D A SXE (SPC) (2021 £ 9 A)
$hEEX L | Humalog Mix50 is indicated for the treatment of patients with diabetes mellitus who
THE require insulin for the maintenance of normal glucose homeostasis.

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.

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.

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

HERY

2

or at different times in the same individual. As with all insulin preparations, the duration
of action of Humalog Mix50 is dependent on dose, site of injection, blood supply,
temperature, and physical activity.

ERINaD SPC(2022/11/7 7H+t2R)

< https://www.ema.europa.eu/en/documents/product—information/humalog—epar—product-information_en.
pdf>
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(2009.05) (1999.01)
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(2009.05) (2005.11)
F—AELSU7F HUMALOG MIX50 KWIKPEN Humalog MIX50
(2009.07) (2005.11)
HhE HUMALOG MIX 50 KWIKPEN HUMALOG MIX50
(2011.06) (2008.09)
EE HUMALOG MIX50 KWIKPEN INJECTION | &4 L %Ly
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(2010.03)
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(2013.08)

ZL LN

* 5541t :Berlin—Chemie AG
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F—ALSVTHEIFIUTDEEYTH S,

k]

T—2 L5 T7ONE
(Ar.1 Australian categorisation of risk of drug A (201948 B)
use in pregnancy)

SE . NEOHE

F—RXRZ) T D548 (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 (2022/11/7 79+t X)
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INBEHERRELT-ERRAERIIEMREL TLVELY,

Hi g ERE 2k

KEDRFXE Pediatric Use

(2019 &£ 11 A) HUMALOG
HUMALOG is approved for use in children for subcutaneous daily injections. Only
the U-100 formulaiton of HUMALOG is approved for use in children by continuous
subcutaneous infusion in insulin pumps. HUMALOG has not been studied in pediatric
patients younger than 3 years of age. HUMALOG has not been studied in pediatric
patients with type 2 diabetes.
As in adults, the dosage of HUMALOG must be individualized in pediatric patients
based on metabolic needs and results of frequent monitoring of blood glucose.

HUMALOG Mix25
Safety and effectiveness of HUMALOG Mix75/25 in patients less than 18 years of
age has not been established.

HUMALOG Mix50
Safety and effectiveness of HUMALOG Mix50/50 in patients less than 18 years of
age has not been established.

x> SPC Paediatric population
(2021 &£ 9 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 DR XE(2022/11/7 7HHER)

HUMALOG <https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/020563s19651985199,205747s022s
025s0261bl.pdf >

HUMALOG Mix25 <https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/021017s141s143Ibl.pdf>
HUMALOG Mix50 <https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/021018s127s129Ibl.pdf >
FRIN D SPC(2022/11/7 7H+tR)

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