L
580698-13
580697-13

20204F 2 FET (585 1 1)

BFEEERSRES
873962
i 250mg $£500mg
AR E S| 22200AMX00234 | 22400AMX01367
BRSE R M| 20104E5 H 20134 8 H

EJ 74 R REOMAERETH

AFERS X RIS ERER
e a//m §E250mg
— M)V $2500mg

B 3 &
) ﬁ%—lﬁ?ﬁﬁ%@ﬂﬁ%ﬁt:; DTSk METGLUCO Tablets
= 3.2 WHIOMIR

11 EBGABY Y R—YRAZRITIENBD. ETIKES
HHHESNTWD, ABRTZ VY R—YRAZRBILPITL
BEICRKRELEBWTE, [21.23,81,9.2.93. 1111 2]

1.2 BREREXBHEREREDHZEE. SHEICRST
ZBHICIE. EHNICBREECITREZERI IR EEE
IERET B L, BicBmULDEHRETIE, FFIRED
BEEZIEEICHIITT 5 &, [8.1. 9.2, 9.3, 9.8, 11.1L1SH]

BEI(ROEEHICE®EELLZW L)

2.1 RICRTHEFB 7 F— 22 LPT v, ]

[1.1. 8.1, 11.1.1 &iH]

CHBET Y R—Y ZADBEDH % HBE

- T O BHRERE % (eGFR 30mL/min/1.73m2A:ii) O & 2
BF BT R (EBSENT % &) [9.2.1 2]

- EEOIHREREE O H 2 B34 [9.3.12 1]

< DIMAE R, WEERE I DREE (2 2 v 7 DA%, DAl
WIZE, MiZEMRSE) D & 2 B O 2 O fth o (K5 5 IME %
PR VIREIC b 2 BFE BRIV O T X D FL
FREEA DM T %, ]

« BEAE D B35 SR BIACIRBED IR & & 4 2 B3 (VL TR
25D H RSO & 5 B, FEIHEHD SR 4 g5

CBEEO 7L a— VEREE[10.1 21-]

2.2 HIET b= A BERREESIE S HEIE, 1R RS
DEBEEE., A~ A ) 2 & 2P E b O 2 IED
WETH S, ]

2.3 EIEEYME, T, BEESMIOH 2 BEA VR
U UTESHC X B B B £ B O TAHI D 5130
v, £, A7 F—s 222 LT, ][1.1,
8.1, 11.1.1 2]

2.4 HEALVIRGE, HUERIRAE, WIIRAE, BT T AR A
X IFHIB A 2o BE RNz R T2 H
2, 1[11.1.22H]

2.5 IEESIRIEIR LT v 2 /R0 & 2 1E[9.5 5/ ]

2.6 AAIDOETXILE 77 F A4 FRIEAN I U ieiE o W

LD b 5 B
3. #ERX - R
3.1 8

W54 | A b 2L agE250mg A b 7L 28E500mg

FIRG IHEPHREA B AL S v THERHBA b dL 2 v
PTG i 250mg HEWEHE 500mg

REFV AT 7V VI~ | RER Y, AT T7VVE~Y 7 2>
JRxyvh e7/RAn—|A BB AR /0 —
A, w7 a—)u400, <[V 400, =723 —1 6000, ¥ L7
71T —)L 6000, ¥L7

I

Woe% | A b 27OV aE250mg A+ 7L aE500mg

Ffa~rsE Ao Aa~ms 0 aoBiA D o
AYD74NLa—RE | 7 4 VL a— bEE

9y ‘@@

[IEKES Eg | mt | B HX
(mm) (mm) (mg) (mm) | (mm) | (mm) | (mg)

9.1 | f4.1 | #9271 | #915.8 | #97.3 | #I5.7 | #9538

-

REE

-y DS271 DS272

4. BHEEX (3ZNR
2BUNERRR
U, TROWITNDDEBERETTHABHRENR/SNEVE
AlR3,
(WRERE - BEREDH
QBRTHRE - EBFEICMR TRILKRZILY L 7HIZER

6. RERUVHEE

JEH, BRACIE A AoV S RIS & L C 1 H500mg X b BHln
L. 1H2~3ENor# L CRERT I %I II#%5 7 2,
FER 32 2 BIZ L 2236 Peed 2 %3, @41 H 750~1,500mg
LT3, kB, MHEOIREIC X D IEEBRT 225, 1 HiRE
5% 32,250mgE T LT 5,

AEL 10K Eo/NRBICiE A P RL S UEBEE L CTIH
500mg & B L. 1 H2~3 BN oy 8 U CRIERTUIZ AR
5.5 2%, MFRFREIIREZEEL 203600 205, @ 1TH
500~1 500mngZ> B, HEOREIC X D EHMKT 3
. 1 HigsE# 558103 2,000mgE ¢ & T %,

1. BERUVEEICEEY 3R

TR O B EERE R EE 0 & 5 B (eGFR 30mL/min/1.73m2 L
60mL/min/1.73m2 A1) TiZ, A F AL 2 v DA s
FRLU, BT F=> ZADFBLY 2 7 D& 7 5 0] figlEns
boHr7cd, LTORICHERET %I &, Fic, eGFR2330mL/
min/1.73m2 L F45mL/min/1.73m2 K00 i id, iBE Lo
Btttz Ll LH I N 255105 T 5 2
&, [8.1,9.2.2, 11.1.1, 16.6.1 %H]
LR ARIDHEBTAZ L,
. %'Z%‘rh I, X DAAEENC B EERE (eGFREE) 2 TR T 5 7 LT
oz L, S5 0@ E RO GROHRE 2T 2 L,
AR T AR, X AL I VIR E LTl iR
LHREZTROHLETHET S Z L TE 50, 2% Bl%
LBDoRAICHETSIE, £, HEICH>TE 1H
HEZIH2~3mn#EREd5 2L,



TR OEERFEDOH 2B ICEIT 21 HiRbk5ROH%E

B A
ﬁ#/’%t\*{d‘\Y)«élﬁE(eGFR) 1 E%%&%%@ Erﬁ

(mL/min/1.73m?)
1,500mg

45 = eGFR < 60
30 = eGFR < 45 750mg

8. EELELRWIER

8.1 FNICHELRAM T F—o 22 RITIENH B, YR

RT-E L Tld, BIMEEIE, IFRREREE, (RS IMLE 7 £ 5

FTUIREE, BK (RUREM 26§ 2 EH 0% &), #MWED

72— )UIBI, RGYRE | SR SRS 10T B RIS, K,

WEDO7 N A= VEREFEICL ) BEORENZET LI LD

HBHDOTUUFDOMICTEET S &, [1.1, 1.2, 2.3, 11.1.1 2]

(1ARF O £ G- BIAHT S Y 2 D8 b &5 dd @ Wi, BiikaE
(eGFR%) K OVIFHERE 2 ERR 3 % & & bic, BEF DRI
SR L TG OME R ORGROMSE R T2 2 L, &
B, HES, FRoEERESBOBBESBREREGAITE, XD
HEENCHERT 2 2 &, [2.10 7. 9.2, 9.3, 9.8 1]

(RWEAIEIRD3 B & bt G E I G % hil L, W) 22 ALE %
19 2 &, RIRMEM %49 % 350 (RIRA, SGLT2 JHEA15)
& DOPFFIRFICIZ VRIS bR IC T2 2 &, [2.1,10.2.1 2]

BTN D e 5 FAIAIE L O 2 D% b 5] ic, LT oW
KeBHEROZOFRIBIHRE T2 2 &,

SBED TV a— VERZET S L, [2.1, 10.1 2]

- FEEL TR MR, A FIEINAREOHFHAR (S v 7 74)
DX, BARENEZ SN B0, Vo ARHZ IR
L. BEREICHZT 2 2 &, [2.1, 9.1.258 ]

BT > R = A%k (B IR, BRI, i, EE
W) 23 & b GEICI EBICZZ T2 2 L, [11.1.1
£ ]

@a—FEERAEZHCTHREZT) BHICB LT, AFl0
BERICE VAR T S F—2 22T EBHZDT, B
HHNIARFI OG- % R 92 2 & (2L, Ba
WA Z4T ) DD 2856% <), 3 — PP 5448
WS AHI DR G2 B L 2\ 2 &, s, GBI 12,
BEOREBIEET S 2 &, [10.2.12H]

8.2 MRIBHERZ 2§ 2 L 23h 2 DT, @i, AFHED
HESERE L T2 BHICRE T L EICIITERTL 2L,
[11.1.22:11]

3 AR ORI B 7> Tk, BEREZ OFKME I LA IMEE
ER MO Z DR GEIC O VT aEHT 2 2 L, [9.1.1,
11.1.2&1]

A BT 25 AR DB L, MR, REES &
MR L. RO 2 MED D, KF% 3~45 5L TH
BRI 2035 AT d, R LD IR~ DY h B 2 %
192k,

I . PFEDERZEIZEEICAHITZER
9.1 BHE - BEEZDHZEBE
9.1.1 BEMEZRIITHZNDHIUTDEEXIFIRE

- ABLEN e A FIEE, A ERRO R L

© L o AL )

[8.3, 11.1.2 1]

9.1.2 RAFE
A7y F—v 22 BITEZNDH 2, [8.1, 11.1.1 B3]
2 BHEEEERE
Bkl B 1 2 HEMDSA L 2 b koL S v ol B9
270, HE7 Y F—v REDOHILY A7 236 7% 5 WHElE
b5, [1.1, 1.2, 9.8, 11.1.1, 16.6.1 =]
2.1 EEDBHEEREEZDH 3 EE (eGFR 30mL/min/1.73m?
Ki) X FEREE (BEERZEE)
BE LAV b, [2.15H1]
2.2 REEOBBEEEEDH2EE (eGFR 30mL/min/1.73m?
BLE60mL/min/1.73m25k i)
B IR 2 2% L S50 E K O S8 o JHE Z i 2

9.

_2_

Z &, Frlic, eGFR2330mL/min/1.73m2 L F45mL/min/1.73m?
K D B, IBIE Lo GREDEBEZ LR 2 &
NaGAIcoORELET L, [1., 8.151]

9.2.3 BEDEREREDH S EE
[8.12H]

9.3 FHiREEERE

Figc 81 2 LBONRBEBIET L, ALBE7 > F—=> 20

FE) R 7 D3 e DS H 2, [1.1, 1.2, 9.8, 11.1.1,

17.1.1, 17.1.2&R]

9.3.1 EEDIREEEDHZEE

BELEwI L, [2.12]]

9.3.2 BE~PEEDOEEEE0H2EE

[8.12H]

9.5 i

IS RITEIR L T 3 WREED & 2 ethic i35 L nw 2 &,

EFYE(7 v~ 7Y X)) THREANDOBITRO 5NTE D,

—H DI (F v ) THRABERADBERE STV,

TR FE 7 > F— 2% I LT, [2.5.11.1.1 2]

9.6 BT

B EOERE R ORI EOEIRIEE B L. AL oMk

ik fatd % 2 &, BHEE(T v ) TR0’

TR DLENTN D,

9.7 INE
RHAAER, Fra, 2L, SRZWSR e U R 5
B LT 2e o, 105% A O /N A DR IZIR S T 5,
9.8 SEE

S TR, B, IS ME T LT3 2 %<, %

FBAERZE I LT v, IS DRETERABT > F—

VAEBILPTOOT U TOMICERT S 2 &, [1.2, 8.1,

9.2, 9.3, 11.1.1, 16.6.2&%]

- RAN O LG BIRHT, $e 5 r3m I, R B E 2 BB
DI B A ITE K D BN B AR IR AR 2 1ER 5 5 7
ETIcBE L AP S HEEICKS T2, KANIZIEEAL
R T, RO F RPN, £, T
BEDIE T I X D FEROIUHEELME T3 5, [16.4, 16.5%1H]

- BIBERE L BIACEIR G R F ORI ER L TS o Rk
PR RET 2 2 &, BRI 7o Lo @i T lE, AR
Loz L HEEBEICHK T2 2L, BT F—2 2A03%
CEEINTED, PHROLARTHZ I L%\, ENICE
V2 AFHN D 7&GRI £ T DR RERIC B VT, 755 Lo
fiE A~ 1H1,500mg% # 2 2 F B O HERIZR S T
%, [17.1.1Z1H]

CME 2 L7 F = U AESIER RPN TH > TH | eGFRE b F
JELC, MEICEFOREBEBZET 2 2L, FlcL-> T
FEROEEPE T L T2 2 E03h 5,

10. HEEH
AENZIE E A ERBEE NS, KEMED £ £, FIchOCT2 %
AU TRBIcHENE 5, [16.4, 16.531/]

10.1 AR GHHALAWZ &)

K45 ERAAER - fET TR BRI - a1
Toa—)L GHED A7 > F— 2 iR B 2 1D
B0 ZRITIEDH REEIMENT 5,
[2.1, 8.1, 11.1.1Z| 2, AFKlDELh| %72, BiAKIRREZ F
1] BEO T La— T ERH D,

JVHEEY (B) %
WEFBZE,




10.2 HAFEHAIKEST S L)
10.2.1 7Y R—YRAZRIT I EHHHEA

10

AT A » A
U Vot
%
a-7"va
%" — X A
FTVYT v
B il
DPP-4BH 551
GLP-132%51k
l(Eipd
SGLT2 B 5=
il
[11.1.25:14]

7 A AL RV
£ VA

) FOLEER
TAEY &

B WA
7a 77
o — L&

7/

€/ 73 Vgl
e S5 BEL 5741

DY A7 DN
LEZNVH 5,
BHEDREZ 47
B Lo kE
T2,

WL | BRI - E S B&IF - fabiA -
3 — FIEEAL | EICKD I 7 > | BBRRE M N L, AAlD
[8.1. 11.1.1 B | F—s A& BT | PEMME T2 2 & 28
] E3H 5, EZoNTw3
3 — FEAI%E >
THEZTHI%GE
ik, AAlD# L
Rtk §
52L&,
Rtk om oL | fEAIC K D FLIE 7 >
LY F— 2%z
FUERAT | LD, PERIT S
% TNk 253
(L1121 %R -
kT2 7% 8 #HY)
RANEZITH L,
FIPRIE %24 3 | BiKIC KD FEE 7> | RIRMEH % H § % 385
2 SEHA Ry 2% Tk b RREIHD L
FI A EWH D, BIAGER | BRI 2 5 2 &8
SGLT2 [ #E|bobhB&|d 5,
Al % ik, KAl # 5
[8.1, 11.1.1&|%IkL, Y724
] ExfFH 2,
2.2 M¥ERETERZIERT 25A
WIS | BRI - fHE T B - fEbRiAT-
B PRS FH 2E DEA S & O (RIRE | OF A 1C X 2 IORE I T 7
AR VSR 5 2 H | H o,
#l %,
ANWEKRZIV T | AINVEZ)ILI LT
L7 #l B IRE 42 AR LA

B

U FOV IR O i R
TERABEZ SN T
%,

BHEWHEHICED 7 F
L) v EA LRI
W#%@Eﬁ%&%ﬁ
LIEBEZLNTO
%,

£/ 73 vigibiEER
ERNZEL AL A v
THIEAE, BT AN
EZZoNTw3,

10.2.3 M¥EETERZREY 554

10.

11.

11

WA | BRI - B - fabRiA T

7TRELFU Y \PEHIC X DR 7 FL ) vick B

NEH DTS T 5 | BT oRER] IS, B
DB, DREFEMRE, £ >~ R
BEOREZ 77|V Vil »E 2 o
L aBo kb | nTnws

AR m A ]S P RIB BRSO E v IC &

'y 2 O W7 AR e 2
BEZSNT0S,

RIS Ve v FR IR R L& v 3B
A A A L o B
EEEBIEDLEEZDS
NTwn3,

g AL E YN OV v L TR
B2 2L 3, % -
I LEMAPRD S
NTw3,

FIRA FIRANCE 2 A0 7 4
WRIZEDAL A v
TWDIETBEZ 65N
TWwa3,

EI7YF3F B A,

4AYV=F7YFR AV 7Y RICk DR
KA B E 235 2
5NTW5,

—aF Ui —aF vgIT X %Ik
LAEH2RE Z 6T
w3,

T2 )FTYV 7/ FTYRIEA

RHEHA ka4 v R U
I, BIE»5 07 Fu
>V VEHESEZ 5N
TWw3,

2.4 Z0ft

WAL | BRI - B - a1

CRFYY KA D MBS | 2 1 5 D FEHA D B T

V7770 | ERL, (EADBE | OaD F 4 v ik R

E7 57 7EN|ET 282NN H | HEMERICLD ., AAID

Ny FE=7 |5, Bz o | PEtsHES S L&

[16.7.1-16.7.3 |7\, BIIZIEL [Z H6NT0 D

2] TARK Z =T %

e EEEICRE T
52k,

EIEF

ROBWERDBH 5o s L3 2D T, Bigz 1I7Icire,

S
192 &,
1 EXE

RO SNt

BI1ER

1M.1.1 A7 R—Y X BHEA)
7> F—> 2 (Ao 5., g/ e e vigtko |-
S MEPHOAR FE 2R ) IZFBRARD 2 L 3%\, — 1Y

IZHBLT B AR I3 % TdH 5 D3,
P OB DFEIR DA B 1D 2 ENL L
LEICREL IS % fik L,
L, B, BT Y F—Y ADRELIRE L
HEFERE 2 FO 2 & MY 2 LEZTTH 2

Sbit:

352 kT % 7 S e LiE &

FEIR, R, A
NS DIERDID
DHEREZ{T)
Baicix, 1o
&L (11, 1.2,

2.1,2.3,7..8.1,9.1.2,9.2,9.3,9.5, 9.8, 10.1,10.2.1, 13.1 Z:#{]
11.1.2 {SMm¥E (5% )
ARMUBEAR CRITIREIR © B0, R D ZE IRk, FETTa5) H3R

s Gé

ISR 2 GO a2 BT 2 7% Sl Y e JLE

92k, L. a7w3/& %ﬁ%%k@ﬁmkib

{R[ﬂl*ﬁr’lkb)wu ) 6 ﬂf’

SR RORERG T L,

m&&&&&QLszzlmjﬁﬁj
11.1.3 FFEeERE. &E (HIEAD)
AST, ALT, ALP, y-GTP, E ) LEYDF LW L% LS
PR, B H 6 b D 2 LD 5,



11.1.4 tERERRLEREE (A1)
i, A, CK S I R S 4 7' a e v ER 2 Ry
WL T 2 BERUTRIBIED S 5 N5 Z LD 5,

11.2 ZoftDEI1ER

5% L | I~B%A | 1% | AR
LS ED R (40.5%) . [0 1L R B[ Iy b i
T (15.4%) | |18 3B 12 S | BRI
B A R, S,
(11.8%). Ig|H%
M (11.5%) .
Mg 1H:
JifiRic3 A, I s AR I8
BRygm, 4L
Jifs BR 3 0
A Ik
SO B, %9
i
R [P fE
R ik BUN F 5.
7 v 7 F
=V 5
Rt LB LA CK 5, fufifn i /R Bg 37 b —s 2
tr U Al
E&7
z f B E 0 5|8 B R AT
5% D e
ML B,
[ )&, %
T, R R
W, WHE, VA
Ji. VRNE, E
2 3 VB2
9&2)
HEDHAM 7Y F= Z0GIERTH 2 Z £ b H 2D THER
THIE,

) RMEHIZL D ESY S VBROWINARBH Sbirs L
BH 5,

13. BEKRS

13.1 fER
7S F—o AW B2 E03H %, [11.1.121H]

13.2 E
Ty R— ZAORIE (RIBKFET bV 7 LAERES) | ik (i
FIIR) . MAGENTE DO FY) R ALE % 1T .

4. BALDEE

14.1 FRRNFOEE
AR EZANAFNEY v AR XY IOVEFIE L O—@ i)
%2k, —afb U ORI A T IS TRAE L 725, AR
DEMTEIENH B,

14.2 FRRMHFDOEER
PTPE D SHNZPTPY — b 22 6 ) L THRAT 2 X 9 4R
g3k, PTPY — M @R#AKIC X O BHGSIA A E R
ANHIA L, B IRZE1L % 3 & L CHERS I 4 % o 11 20 A BREE
ZOFRT B LD B,

15. ZOMDEFE

15.1 ERERERICED < 158k
A VA v XAFRAIER FRlo Gy vt T vy v
BRI EA 2 5T 2 2 Lok ) (RIEEASEE C D T
W EDMEND B,

16. MERE

16.1 meRiReE

16.1.1 BERS
FEBERATIEIC A b AV S v SRR % 22 Al T 5 L 7
L F OISR A b AL S IR RO SEYBIRE S 5 A — 5 13 DL
TorshTHo T,

—o— 250mg
—8— 500mg
—— 750mg

A+ Bl

0 6 12 18 24 30 36 42 48

e 544 IR (h)

B58 | g | g W
250mg (6441) 1.9+ 1.1 | 898 +168| 4,861 £ 577 |2.9 = 0.6
500mg (641) | 2.3 = 0.9 | 1,341 £ 329 | 8,019 + 2,347 | 4.0 = 1.4
750mg(124) | 2.1 £ 0.7 | 2,163 £ 517 | 11,802 + 2,221 | 4.7 + 1.7

P B

16.1.2 RiEH”RS
fRHERR B I 1 H 3 % kAL 3 v K 500mg & 2 v 13 750mg
(96) % 6 HM RO E L2z & &, MR 2 - oL S v
G2~ HB I EFIRIBISE L, KIE% G X 2 BRMEIZ A
STz,

16.2 BRIX

16.2.1 REOXE
TR B E 12012 X AL S v iR 750mg % B 1% (2 A [al g
%5 L7 & &, 22 502 LR T Cmax23§9 20% K T L 72 %3,
AUCo-18 JL DN R HEIERIC 2 13380 s iz o 72,

AR AT X b ROV 2 IR 500mg % B TE T X O B i I
[EO#S L7 & S ORYBIE AT A —F U TDLEEY) TH-
7

g | G| gy | eghi |09
LI (1241) 1.5 = 0.6 | 1,060 + 237 | 6,186 + 1,249 | 4.5 = 0.8
fete  (1240) 3.4+ 0.6 | 1,014 £ 162 | 6,486 = 823 | 4.0 = 0.5

P fiE -+ A E (R 22

16.2.2 &MFHFIRE
AR A 3HIIZ X b AL S i 500mg & HIRIFE I 5. L 72 &
= DAEYPEINFIERIZ 60.6% CTH - 722 (WHEAT— %),

16.3 ©o%

16.3.1 MRBAFKES
1.1~2.8% (/2 vitro, & kI, 0.1~100pg/mL, fR4F2iE1E)

16.4 X
AHENFIEEAERBES ARV, X PRV I vid, BERCYPHT
il (CYP1A2, CYP2A6, CYP2B6, CYP2C8, CYP2C9, CYP2C19,
CYP2D6, CYP2E1 2 IXCYP3A4) DR BHEME I 2% 5. 2 75 o
7= (in vitro) . [9.8. 10.&]

16.5 kit
AHNIAZAAED F FRPICHRM S L5, @HIKAGHIZ X &
LS I S00me Z WInE O S L7 & F, 54815 £ T
DR HEIER X H 55 D 51.6%TH o) FHEAF—%), E b
D+ 7 v A K= —FEBIK (hOAT1, hOAT2, hOAT3. hOAT4,
hOCT1. hOCT2, hOCT3) % fil\> C#at L 725 3. hOCT2 435 \»
A2 R L7 2 £ 5 AFIZTIChOCT2 24 L TR I Pl
INB EEZ o, 9.8, 10.217]

16.6 BEDEREFIIEE

16.6.1 BiEEEEE
BEHEERE (2L 7 F =2 77 A >90ml/min), %
(ZVv7F=v 27U 75 VA 61~90mL/min) LN (2 L 7
FZv 7 YT I A 31~60mL/min) OB EEREREF IC X kAL
S MR 850mg & AEIEIRF I R [T 5 L 72 & E O3B <
FRA—FBHUTO LB THo=Y WEAT =), [7.. 9.251H]

Cmax AUCo-oo T2 CLr
(ng/mL) | (pg-h/mL) (h) (mL/min)
B R AL T 4%
Zﬁg”l%% 1.64£0.50 | 11.22+3.19 | 11.2£5.2 | 394.7+83.8
¢ LS B i 2
%g)ﬁ%ﬁ“h“% 1.86+0.52 | 13.22+2.00 | 17.3+21.2| 383.6 +122.3

13 DJ



Cmax AUCo-0o T2 CLr
(ug/mL) | (pg-h/mL) (h) (mL/min)
gﬁj)ggt%ﬁmﬁ%% 4.12£1.83 | 58.30+=36.58 | 16.2+7.6 | 108.3 £57.2
PR + B
CLrR: &7V 77V A

fR R B O E A . 2L 7 F =2 ) 77 AL >60ml/
min) & Ol EEIEE G B (20 L L40me RN, 2L F = o)
77 v A >90ml/min) IZ X kAL S HEERHE 500mg % Z2IER 12
B E L7z & 0l X kAL 3 iR EHERE L O SR B RE <
FA=FIEUTDOEBY THo, [9.82H]

2,500
i —Oo— flEfER &
s 2,000 —o— eI
it}
{ 1,500 SPE i + R
+
%
31,000
v
b
K 500
(ng/mL)
e -@
0 6 12 18 24 30 36 42 48
L5805 (h)
Tmax Cmax AUCo-48 T2
(h) (ng/mL) (ng-h/mL) (h)
e (1241) | 2.5 = 1.1| 1,935 & 633 | 14,236 + 3,927 | 4.5 = 1.0
eIl (641) 2.9 + 1.3] 1,204 &+ 367 | 8,907 & 2,325 3.5 + 0.6

S ff £ PR 7
16.6.3 /IR

ANV RI R 2 R & L B G EERIC BT, X &
VS R 2 1 H 2~3 [N 4rE L <, 500~2,000mg/ H % # 5- L
72 L Z DR35S 2w T, KE 2L — 3 YPKig 2
FEi L 72, FRARE TN 5155 NI RHENIE R 5 A — & (HEdEE
HHEEMERE) 13, B0 2 ) 7T v A5369.9+3.96L/h, R
DIIARERHI525 + 52.1L, WRIGHIE & $031.98 +0.563h ' TH b |
S &G T, N2 RIBE IR B O S ENE S T X — & B ffEE
LfgE, TR LB Tho7Y,

AE 2L —va YPKET D SHEE L 7z, N2 BRI RIG 5 0 3 5
8T A =5 (550 1 1 H 3Rl KIE#G5)

s |G| gl | aghimh | 0
250mg(364) | 1.5+ 0.0 | 521 = 119| 5,095 + 2,814 | 5.4 + 1.7
500mg (36%1) | 1.5 + 0.0 [1,042 £+ 237 [ 10,191 + 5,629 | 5.4 = 1.7
SEH i + e R

16.7 EYHEEER

16.7.1 IXAFI Y
[Z323 PN ﬂLXﬂ&/x%//%ﬁmLf% VY RAFYV
DEVBE I ZEERASN LD bDD, A PRV I VD
Cmax35960% I 5 L. AUC0-2425%940% 550 L 72 (SHEIAF— %),
[10.2.4%1]

16.7.2 KILFIZENL
fREER AR LAH & F LT 25 € or50mg/ H % K 100mg/ H % ff
JAL TRERSG LA, A F AL I Y OCnadsZ 1LZ166% K%
T 111% 5 L, AUCHS Z 4L 2 4179% % TN 145% 840 L 729 (SR A
F=2%), [10.2.42H]

16.7.3 K¥F9=7
R AN LAKI & Ny 79 = 7200 LTS L 73
Gy A FFRIL 3 2 DCmax L INAUCo-c0 3 Z 21Z 1150% S DN 74% 3411
L2 Y75 v A0852%04 L9 (MHEAT— %), [10.2.4 1]

16.7.4 ZDfthDZFEH
2HIBEIRIR R I LARAI E 7V RV 7 5 2 FEgHH LA, 7
VRV 275 3 FDOCmaxd3HI3TIAE T L. AUCo-00 H3Y 22%38 4 L
7oo BRI LAKIE =7 2P v 20 L7286, X P AL
2V DCmax?321% A L. AUCo-24 381 16% 580 L 7z, 7 a4 2
FEOHL 786, X PRV I Y DOCmaxddi22% AL, 70k
F D Cmax?3$31%E T L. AUCo-36 259 12%Jd 4 L7z, 7075 /7

u—iEA 7707 2y AL GA ISRy EE T X -5
:%&% $otc, WINOHA DL HEHIC X D IEW BB IC KT
T H 2 ML IZA S N> (HEATFT—5),

17. BRER AR

17.1 EWERULLMEICET 2R

17.1.1 A
BN 2 B BRI R 2 W4 & L 7 R ML 2 & b A
PREABRE 12 8> T, HbA1c(NGSP) i, ZEHEIRG It e ¥ 7)) 2 7
V7S UEDOUCEDRRD & T,

) B R & LT 0 B % BRI L 72,

- e E 7V 7= yfﬁrb“% 1.3mg/dLEL I, 2t 1.2mg/dL
DL b (i) o ste s 2 6 9 2 B

. TQL:?FJJ@ASTXO;&ALT%I EAERE RRR O 2,565 DL oo B, RFIEEZS
BH[9.5321]

* 205 AT S AZ 755 A b o B (RIS 53 B & 20 i Al D 2 %
FRok L 72,) [9.821H]

(1) EPEE 1 HHAE R BRETHER (B IhEE)

LR - BRI TRV 4y Ze 2 BB R A 1L 1181 250mg
N Ax500mg 7 1 H 30l 45 £ #% (< 1438 [ (5 5 B & 1B & 1
250mg7% 1 H2[) £ 5. L 72 % 5, HbAlc (NGSP) fifi (°F- ¥ i + £
Hef 22, DU RAR) 13 Z 402 410.67 £ 0.64% (10641) . 1.07 £ 0.68%
(106 BN & T L 72,

Rl £ ) S AR 1%, 750mg/ H BE T 47.7% (51/107 1), 1,500mg/
H T 69.8% (74/10661) Td - 7=, T 7 GBI VE I (F BLAE 1 10% B
)&, 750mg/ H T HI30.8% (3341) . L 15.9% (1741) . i
15.0% (16451) . EACRIR11.2% (1241) . 1,500mg/ F#EC FH#i48.1%
G, L 22.6% (2441) . I 16.0% (1741) . BACAIR15.1% (16
B) Td o 7o, MRMBHE D RITER 12380 Sz hr o727,

2 ENE I tHRAERGRETHER (RILKRZILY L 7EIGHEEE)

T SEEIEEICM A TALFZ LY L P RICRIERA T4 7
2RI PR H 12, 1[1]1250mg X 13 500mg % 1 H 3 a6 £ 5% 12 145
[ (¢ 5-BAEA 1A R 13 1M1 250mg % 1 H 2[0)) # 5- L 72 &G 5. HbAlc
(NGSP)fii 12 2 412 410.74 + 0.68% (10241) . 1.22 +0.75% (103451
EFL7%,
Bl FH AR 1 . 750mg/ H T 58.8% (60/102451) . 1,500mg/ H
FET75.0%(78/104410) T d - 72, F 7 BIMER GEEVBEIE 10% 24 E) 1
750mg/ H #f ¢ TN #126.5% (2741) . 1,500mg/ H # T T #i40.4% (42
B . BAAIR14.4% (1561) . 0 13.5% (1441) T & - 72, (K
FEDFITEMIE, 2 Z49.8%(10651). 21.2% (2241) I FBLL 729,
[11.1.2%04]

(3 EMEE I HHREIR 5 HER

LR - SETEREE O ASUI AR - EERIE IS Z T ALK
=L L 7 HICRIRA A4 2 2 BB R F 1 . 1 H 500mg & D BH
I L. 1 H750~2,250mg % 2~3 [ 43 L ¢ 54 5 U 7 f5 8,
HbAlc(NGSP) i, ZEHERFIMPEIE X X 7Y a2 7N 7 2 i3 s
L. BifFziiha > b a—L 23R & 77z, HbATc(NGSP) fili 13
1.30 4 0.78% (165 %) fi% T L 7z, HbAlc(NGSP)fifi 6.9% A< D E| &
13, BGBHAET7.3% (12/16541) 1 R L T 14584 T 65.4% (100/153
Bl) . 26385 T73.5% (108/14741]) . 543 1% € 80.7% (113/1404)
Hot,
Bill £ JH 8 BB % 13 67.5% (114/169%1) T d o 72, T 2 Wl (F& 81
BEPE10%LL 1) 1, T Hi154.4% (9241) . TE.015.4% (2641) . AR
P1:14.8% (25411) . BEHHE10.1% (1741) T b - 7=, AR IMBEHAE o &l 7F
Z A EE - B O RO EE T IR AEE T, Sk - )
FEEICIMZATAN K=V L 7 RICHIRA 20 72 BH TlE 11.6%
(10/86 ) (2 FEBI L 729, [11.1.22 1]

17.1.2 /\NR

(1) ERNE I HRRR S HER
INUL 2RI BRI L 2 PR & L 22 BB G BT 12 3> T, HbAlc
(NGSP) i, 7'V a 77 3 A, ZEIGRIIHHE D SE DR D 6 1
720
) B R & LT 0 BE %2 BRI L 72,

- BEETOMTE 7 L 7 F = A28 1.0mg/dL ([#551:) % 8 2 2 B

EEEEZ G 5 B

- B GHOASTIFALT S B HERE EIRD 3G Eo B, 727 L
BRI % & 0F L T 2 5813 BERE EIR o 55K 0 B35 13 4% 5
H[9.3244]

< BB ROV 18, o>

1 H500~2,000mg% 2~3 [z 43 & L ¢ 248 [ (FTHE 7 85 45 13 523018

DG LRI T o LB Y ThHhoz (B, fHlAANS L

HEDKTEIT44.4~112.0kgTH > 72),

(1) - SHEBIRE L TR 140 72 2 IR BRI
HbALc(NGSP)fiti C-¥il + R 22, DUT R 13 24 38 4% 5.
T0.76 £ 0.58% (1441) A% T U 72,5238 ik 2 41 T 13 0.71 £ 0.69%



Q0HNET L 7,
g  SHEBIEEICI A TAL A= L7 L P RICRIERAR 4
72 2B RN
HbA1c(NGSP) fiti 13 24 B [ #¢ 5T 0.40 + 1.87% 4B T L 7=,
52 AR T 13 0.45 = 0.78% CHN KT L 72,
()t « EHBEEICM A TLH750mg Ll FD X kAL v T
BIRAA 53 72 2 BUBE LR
HbA1c(NGSP) fi§f i3 243 i £ 5. ¢ 0.98 £1.62% (174) & F L
72 o B2 IR T 13 0.65 = 1.17% (13BN LT L 7=,
HIE 6 BB E 13 51.4% (19/37 1) TdH - 7=, T EI1EH] (FEBIAHNE
10%LA ) 4 FH129.7% (11451) | B 18.9% (7451) | 9 10.8% (4451)
THh o T, BIEHEDRIEIIRD 6 ko710,

18. ZEFNEEIE
18.1 {EFAt&F
TUCHFlikIC B 2R A2 IEI L, R HED A > A ) v irih%E
9% 2 IMBERE FEM 2R3, £ 72, REEHLERIC B 2 BEI
D AZDIEHE, /NI B T 2 BRI OMHESE S s Tz 1),
18.2 M¥ERET1ER
i % 529 2 $ERN € TV T d Bdb/db=< 7 AITEWT, il
B DR T 7R 2 " HD AL o B % 775,

19. E%AAICET 2 IB(LENAR

—fRIIZTR A R AL S U HERE (Metformin Hydrochloride)

{t2%4 : 1,1-Dimethylbiguanide monohydrochloride

7= C4HnlNs - HCI

& :165.62

PR B OREEIERS RO MR TH 5, KT T | FEEE
(100) IcRRRIFITE KL T8 7 =L (99.5) 1T I < W,

{bepEt NH NH

H,N

Iz
zZ

RS F9221°C (4 fiR)

20. RV EDER
FEFIZID T & S ICRRAICE AT 3 2 EhH B, (KA
CHPKET 2 RISk %)

22. 3%

(A MZILage250mg)
1004E[ 104 (PTP) X 10]
1,0005%[10%& (PTP) x 100]
5008, N7, HZEEAIAD ]

(A MZIL3%R500mg)
1008E[ 108 (PTP) X 10]
1,000$&[ 108 (PTP) x 100]
5008, 7 HEHEFIAD ]
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