07

*%20224F 9 HoGT (55 4 B, AIRBATE, FHIEAHE, AEATH) ] =
*202265 5 18T G 3 10 E*"*jf;"fg"“
i 250mg $£500mg
A BB 2| 30200AMX00194 | 30200AMX00195
EJ7F 4 RRBOMERETH R BB sa| 20214621 20214 2 1
I3 SEL =
B e BAERA AMRILEVIERRIGHR

APHRIVE Y gmes 250mgMT roses!
XPiRIVS Y sgmes: 500mgMT roses!

Metformin Hydrochloride Tablets

BRE - S
BEARE - 3 4
) VR -ER SO LTI X DTS 2k

g

=)

1.8

1.1 EBGABY Y R—YRAZRITIEDNBD. ETIKES
HlHHESNTWD, ATV R—YRZRBILPITL
BEICRKRELEBWTE, [21.23,81,9.2.93. 11.1L12H]

1.2 BREREXBHEEREDH2EE. SMEICRST
3IEAICE. EHNICERECITREZERT LG EEE
IERET B L, BicHimULDEHRETIE, FFHIRED
BEEZIEEICHIITT 5 &, [8.1. 9.2, 9.3, 9.8, 11.1L1SHE]

3.2 HFEIDMR

BI(ROEHICE®‘RELLEWZ L)

1 RICRTEFAB TS F—v 22 B LT\, ]

[1.1. 8.1, 11.1.1 18]

CHET Y F— v 2ADOBHED H 2 B
- HE o BHERERE % (eGFR 30mL/min/1.73m2 i) D & %
BE LB R (EESENT % &) [9.2.1 2]

- EIEOIFHREREE O H 2 B35 [9.3.12 1]

< DIE R, MBS ICEIEOREE (> 3 v 7, DA%, DA
BESE, MiZEtes) 0 b 2 BH K2 O fth O (K[ F A %
PRV WIRABIZ B 2 B RSN RN o JTEIC X D 7L
FRPEE DS 5, ]

« BEAGHE O B XA BACIRBE S & & 0 % g (R, i
25D HEED & 5 B, FEIHEHD R 7 g 55

CBEED 7L a — VEEEE[10.1 204]

L2 HRES b= A BEEREE RIS R, 1 RS PR
DEBEZE., A >~ A ) /2 & 2P0 Gk O 2 1IEDS
WHATH S, ]

.3 EAEEYUE, PRI, EEAIMEOH B HBEA v A
U UTESHC & A IIREESE N D O TARK O K5 1358
Sk, £, ABT F—s 22 LTI
8.1, 11.1.1 ]

A KRB RIRAE, OUAMORAE, H9IRME, N T R

SN FRIEREL 2o BERIEZEC T2 00rd
2,1[11.1.221]

2.
2.

{4 P WIS 13 P WIS 13
Hod $&250mg MTTDSPB, | $#500mg MTTDSPB
- A Hta~miE oM Ata~HmHaao#EHEA D O
CAADD TN L= EE |74 Vb 2— R
., DS
e = | @™ =
HEE | B | B | Bt | Mt | ES | HZ
Joxx (mm) | (mm) | (mg) | (mm) | (mm) | (mm) | (mg)
9.1 | f94.1 | #9271 | $915.8 | F97.3 | £95.7 | #9538
HFla—p DS271 DS272
w4, SHEEXR IF5h R
O 2 BIERRTR
L. TREOWT A DBRETHIBMENEShEEL
BEICRS,
(1REBEE - EEBEEDH

QRFEEE - EBREICMATRILIRZILY L 7HIZER
OZBRAMMEERFEICE T DHMFIR. SHEITEINEER

BEOLTEMBIERIC & 1T 5SRO0 R

fefeU. BB, MERRE. X1 Y AU ViEfEOowsh

MEETBHEEICRS,

#5, MEERIHRICEET BER

(S ERAMESPRAEIREHICE 1T D HEORHESR. SEATIEIPREAEIREFD
4B ERIC & 1T B SHERINE )

5.1 BRI % A 0F 3 2 ZZNMEIN BUAE R o B35 TIRREIRIE O
BEEERTE L,

(ZERIESPERAEIRERIC & 1T 2 HEIRES)

5.2 29 F b oy #lEE R PRIIEFE T A R S
N VEEICAROIHEZEZEET S L,

6, FAERUHEE
(2 BUFERIA)
JEH RATIE A ROV S R & LT 1 H500mg & b BiA
L. 1H2~3m\Nor# L CRE I 8% s 9 %,
FREIIS R 2 B2 L 2235 ke 2 A3, @1 H 750~1,500mg
ET 5, B, BEDOIREIC X EERINT 225, 1 HiR&E

5i2132,250mgETET 5,

WHL 10 B/ IciE X b AL S Vg E L C1H
500mg & D EAEE L. 1 H 2~3 [ 2 U CaiEm Iz S ik
%552, MRPRIEIREZBEL 203600 208, #E 1H

500~1,500mg & ¥ %, s, HEDREIC X D EEEINT 5

23, 1 H 513 2,000mg £ TE$ 5,
(S RIGMEIPRAEREH BT DHEIRHEF)

wx 2.5 MEERSUSIEIR L w3 afagMED &b % ZPE[8.6, 9.4, 9.5
2]
2.6 AFKIDSXIZE 77 F 4 FRIEHN KT L EHHE o B
D H 5 B
3. fERK - IR
3.1 #ERk
- PRI 1 R I 3
Wit - r . r
#&250mg MTTDSPB,  |$£500mg MTTDSPB,
s LFEF R A F AL S > [IBeh HRA R L S >
FRRIT | ewsits 250me H WL 500mg
RERV AT TV VI~ | RER Y, AT TV~ 7 %2
R xRy h e7uAu—|A B/ R Au—A vrud—
o A, 271 I—)L400, <400, 27— 6000, ¥ L7
a3 —)L6000, ¥L7

DO BEINFEFEIE & OO T, EE ., X P AL S VIR E LT
500mgd 1 H 1R85 L D BHIG T 2, BEOAREZMER




Lo L, 1 HeG8 & L T1,500mg% i A 7 Wi T,
LH2~3ENCE L TR S5 T 5, 28, RANZPEINE TIc
k95,
(ZEIMESNEERBE O ETEMBIERICH 1T 2 AEINERIED

fl DY FERRHEE & DPFHC, R, A PRV I VERELE LT
500mgD 1 H1#EO#5 L DB § 2., BEOAREZHER
Lanso e L, 1 H#eGE & L T1,500mg% i A 7 Wi T,
LH2~3EN# L TR T 5, 28, RAIZEINE TIc
k95,

1. BERUVHBAZICEEYT 38

R R o BB RE IR SR 0 & % % (eGFR 30mL/min/1.73m?
60mL/min/1.73m2A:5i) Tld, A b AL S v DI RE D
ERU, AB7> F—> ZOFBEY A7 D3E L 72 2 v HglkEds
HoHED, UTOMICERET 2 I L, Fiic, eGFR2330mL/
min/1.73m2 B _45ml/min/1.73m2 Kl 0 HF 12 1F, G Lo
FistE itz BN s LB S 2 5EICoRRE5T 52
&, [8.1,9.2.2, 11.1.1, 16.6.1 %]

LI ARLVBT L L,

- g, kb SIS RBERE (eGFREE) 2 HfEiR 4 5 7 S HEEIC
fomz R L, f5 0@ RO SROREi 2T 2 L,
CRNREAR A B, A AL I VR Y LT H iR
HRZTROALETHET S 2 EBTE 50, 2% Bl%
LADoRAICHRTs2I L, $o, BEIchHz>TIE 1H
BE1H2~3MgHEE5 352 &,

T DEEREREE D H 2 BFIC BT 5 1 HiE &G ROH%

HESRR BRI B (eGFR) L e T o ] cir
(ml/min/1.73m?2) LHRESSRORE

45 = eGFR < 60 1,500mg

30 = eGFR < 45

750mg

8. EELERWEER

(GhEEHE)

8.1 FNICEHEELAM TS F— 22 RITIENHB, YRS
& LCld, ERRREmE . NFRREREE  (RIRSR IMAE % £ v %
FTWIREE, BK (FIRIMERZ AT 23 K0 Mt %2 &), #ED
7V 3 — VIBHL EGYE S SRS 11T B RS, K,
WED TN a—VEREIC X D BHEOREDPZET LI LY
HBHDTUTFDMIIEET 2 &, [1.1,1.2, 2.3, 11.1.1 2]
(1ARF O £ 5B ET R Y 2 D8 & 5 dd @ i, Bikae

(eGFR%:) MO HFHEBE Z TR T 2 & L bic, BEDIREIC T
SEREL TG OGN OGS ROHRETZ T2 L, &
B, EE%E, FRICEELRBBESHELEGAITE, kD
BENCHERT 5 2 &, [2.1. 7., 9.2, 9.3, 9.8&/]

RIATEIRDI D & b F A I 138 G2 ik U, 58y 72 L %
19 2 &, FIRIEA %4 2 38575 (FRA, SGLT2 BHEHIS)
EDPFFHBRFICIZ VR ICBIKICER T 2 2 &, [2.1.10.2.1 2H]

(BIARHN D £ 5-BHIRIE L Y 2 D% b Gt ic, TR
KeBEROZOFRBEIHoHEET 5 2 L,

GEEO 7LV a— DV EREENT 2 2 8, [2.1, 10.1207]

< FEEN TR W, BFERAREOHRHEAR (Y v 77 4)
DI, BARESER SN B 720, Vo AR Z Ik
L. ERCHZET 2 2 &, [2.1, 9.1.2517]

cFBE T Y F—> ZAOREIR (B IBIEE, SR, B, Eer
WE) 3% & b GAICIZ EHEICZET 52 &, [11.1.1
2]

@)z — FEEAlZ O TREZT) BFICB LT, Kl
BEHICE DB 7S F—s 22T EH2DT, |
HRNIARF DS % R 92 2 & (2L, Bauc
WA 24T ) DHED D 28545 R <), 2 — FIEEAI 5 %48
RS AHI DOREG 2 THH L 22\ 2 &, e s, GBI 12,
BEDOREBICHEET S 2 &, [10.2.120/]

8.2 MRIMBHERZH T2 £ 23H 3 DT, mifEE, HHHED
JEIRZICHEH L TR BFICREG T2 L ZICEERTE L,

[11.1.2&0H]

8.3 AAIDMHIZBH 725> Tid, BHF KN Z DFMEIK U ACIAHE
TR LR Z DR A IO LT3 T 2 2 &, [9.1.1,
11.1.22H]

(2 BUFEFRTR)

8.4 53 254 iE, AKX DB L, MCHEE, RIS % 2
PN L. DR Z MDD, KF% 3~4» AR5 1L TH
RIS 5 A IE, R I D B~ DY D 2 %
o2&,

#8.5 AHIL A X7 2 VIFRIE I EET O—230@ L T

BUREVERSH B T b, E7o. A X7 2 VIR O EP SR
BB W, B 7 F A4 FRIEA &G L 256, hofiR
WS & D PFRRTE & L0l L OB EEIR % K R sk
LDOWEDNH D Lo PEHEAOEROBRICIZ-ET 5 Z
&, [10.2.4204]
(ZERMSNEERRFIC K 1T D HEINESR. S ERMIEINEEREFD
4TERBIERIC & T 2 REINERIE)

##8.6 AFNL, AL T R AR LD H 2RO LT

T2 2 &, AR GIC X D PRSI D Y 27 ROUEIRGIY
DARFIDNR 2t T % 72 0 DPRA P ILRHINC O WT, H 55U
SEFITHMEITH 2 &, [2.5, 9.4, 9.5 1]

##8. 7 MEZFIH LTI, S50 LOMUTORZHNT S &,

< K & DBIEIZIETIZ 20D, AFIE H O ANEBEICE
VT, BIHOERITSIEREE S D 5 b s 2 EHZ DT, H
FRER (PR, TR, L, B S) 2082 ik
BEIMDFRD & NG AITIZE S ICEME KT 5 2 &,

- ZEENAVEIN FOREERE 12 80T 2 HEINEE G I A K &2 FH w754
PIBOBREEORER E LU TCHRIEIR & % 2 08tk d 5 2
L,

9. FHEDERZFIZEBEICHTZER

9.1 BHHE - IEEZEDHZEE

9.1.1 BMEZEITHEEFNDHZIUTDEEXIZIRE
- AR 7 R, ATHERE O R e
© WL VR AL S

[8.3. 11.1.2&/]

9.1.2 RRPEE
HE7y F=s A% TEZNDH %, [8.1, 11.1.1 2]

9.2 EREEEEEE
B BT B PSR L A F AL S v olfihisE s LR
270, BT F—2 ZLDFE Y 2 7535 7 5 ek
23 %, [1.1, 1.2, 9.8, 11.1.1, 16.6.1 =]

9.2.1 EEDBHEREZEDH S EHE (eGFR 30mL/min/1.73m?2
K XIFEREE BEEREED)
WL LWL, [2.15H]

9.2.2 HEEDBHEEEEZEDH 2EHE (eGFR 30mL/min/1.73m?2
BLE60mL/min/1.73m2KiE)
[EHEIC G Z B L &5 05 KOS Ro#iiz a4 2
Z &, Rz, eGFRA330mL/min/1.73m2 L F45mL/min/1.73m?2
KD B I, R Lo GIRIEDEBEZE 1R 2 &
NE2LARICORELET B L, [7. 8.15H]

9.2.3 BEDBSHREREEDHZEE
[8.1£0]

9.3 FFiREREERE
JEI I B 2 LB O MRBBEE N L, B 7> F—> 20D
FEL) R 7 D3 e DS H 2, [1.1, 1.2, 9.8, 11.1.1,
17.1.1, 17.1.2&1]

9.3.1 EEDREEEDHZEE
WL LWL, [2.12]]

9.3.2 BE~PEEDOEEEE0H2EE
[8.1£0/]

9.4 HIEREZERY BH

(ZERMIPRIERRICE T DHRFER. SERIEIPRERED
STERBIERIC & T 5 SREISRERRIED
IR D52 38T 2 720 UFoxE 2179 2 &, [2.5,



8.6, 9.5 %1 ]

< IR B U 2 ARG FIRATHICIEIR L Tk v &
EHERTH &,

- ZFENVEIN BUE I I B 1T 2 HRINEE T I B WL T, BRI,
AHIFEGH D 7 < &b 1y HRR O FIH N A R AR 2
DR S, IO AHEERT 5 2 &,

- PEIIEE BRI IC IR 2 ki 3 2 C & 23w X 5 . IRAH
IR 2 B iR T3 2k,

#x9.5 1EiE

IR SURITEIR L T L 3 HREED & 2 thic i35 L xn 2 &,
FYER(7 v b, 7T X)) TREANOBITPRDOSNTED,
—BOEPEER (7 v b) THRTHBEASHRE Sh w32, £
7o IR T > F—v A2 2 LT\, [2.5, 8.6, 9.4,
11.1.1&R]

9.6 RILiw

B EOARIELORFREO A2 FE L. BFLofkit
ik 2§ 2 2 L, BWHER(Z v L) THI A0’
TR ENT 2,

9.7 INB

MR ARE I, B, L, SR 2R & U 2R 52
M LTy Ze v 1078l oD B~ FHREEIFIRs hTw 2,

9.8 =&

EEE TR, EHEEE. FPRERES R T L T3 2 E3% (., £
TR Z R Z LRV, 2o DRETIEFARE? > F—
AZRBI LR TOLOT U TORICERT S &, [1.2, 8.1,
9.2, 9.3, 11.1.1, 16.6.2 2]

- RANDE 5 BHIRET, G m I, R E 2 ol
DI B A IIE & ) HIRNC B AR IR 2 1ER T 5 7
it LA s HEEICKS T2, KANZIEEAL
REn g, REMKO F FIRPICHEM S NS, 72, TP
BEDIETIC X ) FEROUHEEDME T3 5, [16.4, 16.52 1]

- BIBERE L BIACEIR G B F OIREEIC R L TS oIk
RIEEZRET 2 2 b, BRI T5RU LoEE Tk, AHIHE
Loz L) EEICHNT 2 2 L, AT Y F—v 2A0%
CHEINTED, FPROIARRTHL I L%, HHNICE
\F 2 ARFN D A&RR F TOMKRERICE T, 75U EoE
iF~D1H1,500mg% it 2 2 H 5o R IZR & 11T
%, [17.1.1%H]

ME 27 L7 F = o ESIER RPN TH > TH | eGFRE b F
JELC, MEICEFORELZBZET 22 L, k> T
FEROBWREIMET LT3 2 &2 %,

10. HEFRA

AANZIF E A ERBE NG, KEMED F £, FIchOCT2 %
M UTIRBIcHE S N 5, [16.4, 16.5517]

10.1 HAESHABALBEWI L)

HeHI4 ERRIER - BTk | BRI - AR T
Tha—)L GBED | HEET > F— A | K& 2 gD
EH) ZRITIEDH REHEIMENT 5,
[2.1, 8.1, 11.1.1Z| 3, AFlD#L | %7, BiKIRIEZ K
] BEOT VA= TIENH B,

VIR (BE) %
BT DL,

10.2 HAFEHAICERT L)
10.2.1 AP Y R—YRAZRIT I EHHHEA

10

*

S5

FEEARREIR - HE I TT i

H - falRiA T

I — FisHl
[8.1, 11.1.1%

BERIC LD A 7>
F=> 2% I3

BIRRREDME I L AAID
PRMME T 925 2 &A%

FIIRFA
SGLT2JH
Al
[8.1. 11.1.1%&
]

EH B, TAKEIR
BhHobnl gt
I2id, RHIOE L
Zik L, EYIZA0
B2y,

iy LB 5, ZZoNTnwh,
3 — FERHI% >
THREZITHIGE
i, AAlO# G
% —Wiich k¢
52,
RO | EIC KD FLE 7>
LY F—2%I§Z
B4 v |\ EWH 5, HEHT S
& BE AR 05
(111121 %2 —RFi I & -
kT2 7% 8w Y)
BAEERFTIZE,
FIPRIE 246 3 | BiKIc kDI 7> | FIREH % F § 2 35
2 SEHA Ry 2% BTk b ARREIIHD L

AR EEIC 72 2 2 L D8
b3,

2.2 MEETERAZIERY 55H

TS

WEEARREIR - 5 TT i

TP - kR T

B PR FH 2K

AVvAY il
palll
V1% = Ay
L 7 Al
AT A v A
ISRl fisis
%
a-7 ) a
& — X A
FTV)I v
RHEH
DPP-4 fHE 5
GLP-1%Z2%1k
[{ZIES
SGLT2 B 5=
baill
ARXAT7) v
R %

[11.1.25:H4]

e A E RSV
€ VAl

H U FOVEEH]
TAEY V&

€/ 73 Vgl
T S B 41

BRI & D Kb
MBI L EDH
%,
ANHF= )L T
F B FH B L AR LA
DY AT DHEINT
LEZNBH D,
BHEDREZ 47
MEL AP E
45,

PEAIIC & 2 MM RE T 1
Ok,

BEIFAI,

U F OV R A O IR B
TEHPEZEZ 6N TW
%,

BHMEWIERICK D 7 F
LY vEAN LRI
WiH o D nfE % % 5 &
LIEBEZLSNTO
%,

€/ 7 vBLiELN
EHICXBAL v RAY v
THIPEAE, BT AN D
EZoNTWw5,




10.2.3 m#ERETIERZRTEY 5 5H

WG | ERRREIR - S5 A5 B - falslAr
TRLFY Y \PERIC X D IBER| 7 FL ) vick B
TAEH2NEE T % | SRR, T
ZEnbh s, DREF AN, A > A
BEOREZ 3|V v ol 2% 2 5
WMELEBOHRE|NT»D
A | TPk AU B A L E 10 &
Ty 2 JiT ¢ o BT 28 i o 5
MWEZHNTW DS,
RIS L E v RN RIS ¥ Ay
A R U IR AiF
EEEIELEEZDS
nTns3
PUE AL E v BN A V£ v i
ez b, Iz b
AIELEAPRD S
N3,
FPRFA FIRANC X 2 A9 7 4
WRICED AV RY ¥
FMDIETHEZ 5h
TWw3,
SRAV0 SN FEFFANH,
AV =7YFR AV 7Y RICkBR
KA R B E 235 2
5TV 5,
—aF vE —aF VI X B Ik
EREARE Z 5T
W5,
Tx/)FTYV T x)FTYvREHA
T kB4R VW
i, s 07 FLr
>V VEMSBEZ SN
Tw3,
10.2.4 =it
WHILSE | R - W E T FeF - falAr
TAFTY AF DML IRE D 2 6 o 3H D BT
FILF 27760 | ER L, (ERH | O FKSD 7 4 vk
E7 577780V T 28200 H (HEFEHICK D AFD
Ny TFy=7 |5, BlEx o | et HEIN S L F
[16.7.1-16.7.3 |fT\>, HEICIGEL |2 5N TWV 3,
2] TARZRBRET %
L EEICHRG T
52k,

# A X7 I U AL AR O SRR R BRI IS & < S
@iﬁn"l L:ﬁ%‘:ﬁ_%: <'_'_o ﬁ?éﬂﬁr—]ﬁ)wu&) 2/]-
(8.5 ] TWw3,

11. 81ER

ROBWERD ® b s 2 b 2 DT, BlgE+7Ifiv,

SLH
192 &,
1.1 EX%G

DR SNty

EIfER

11.1.1 EE7 Y R—2 R BHEAY])
FUR T > F— 2 (I FLfio LA, FUk/ CL e vkt -
. MWEPHOE FEZ R ) IE PHRARD 2 k?ﬁ%w #}ﬂﬁvﬁﬂ’]

IZFEBLS B AR 3Bk 4 TDH 525,

W3R 2 kT e SEY) R ALiE &

HIEIR, BRI, A

Y, IR EDIEIRAIA 61D T D% (., T DIERDH

ShilaicidEs i fbGzhIE L, BEAREZT)

Lo B, AUBT Y F—2 ADFEOHBRELEEICIE, FBD

HERE RS 2 A8 D & & e CHEY) 2B 2179 2 &, [1.1L 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 2]
11.1.2 {EMm#E (5% 1)

mm#ww«mwrﬁ-Wﬁ@\ﬁgmwm‘ %ﬁ%mﬁﬂb
B B AT IR R G e ST 3 75 XY 25 AL

192k, tfl, a-7nayy— %Zfﬂl%%Jk®{ﬁ%H~iD
RIMBHER 2RO SN LA IZ 7 P o253 2 2 L,
[2.4, 8.2, 8.3, 9.1.1, 10.2.2, 17.1.1=lH]

11.1.3 FRHEEEREE. &IE CGHE A
AmLAm*AU)y ~-GTP, €Y LEYDOF L » ER%EZLE)
JFFERERE ., SHEH D 5 bND 2 DD 5,

11.1.4 {EIEARLARAE (HEEAT])
P, B &, CK LA, M RO Rb 2 4 e ey LA 25
WE T BREBRIRIED D 5 b 2 L 03H B,

11.2 Z0tDEHER

5% E | I~B%Kim | 1%Ai | SR
LA ED | T (40.5%) | 3 AL A B4 BBy Bt 55
B (15.4%) |1 V6 1 sl
O AR,
(11.8%). H|H%
i (11.5%) .
M H:
ML B, 47
BREI, B
R Bk 1
PRI
S RE, 29
i
i iR S
B BUN L 5t
s v 7 F
= &
R (B B |CKS, it R 4| b — 2
Hh ) % A
57
Z D B F o S8 i BRI
5oF D i
M5, B,
BiAvi&, %
T bR 5
i, S, 9
i, PRI,
% 2 v Biz ik
9&2)

HEDHAM 7> F= Z0GIERTH 2 Z £ b H 2D THER
T5I L,
H2) BRIMMHICE Y €Y I UBOWIRARDSH S5 bis 2k
nH 5,

13. BEKRS

13.1 fER
7S F—o AW B2 E03H 5, [11.1.121H]

13.2 E
Ty R = ZAORIE (RIBKFET bV 7 AERES) | i (i
FIIR) . MGENT S D W) 72 AL %

4= 2

1796

4. BEALDEE

14.1 FRRNFOEE
AFNEFNAFLEY v AR XY 3 HVHFIE - o—a 01T
% &, b U CEIREIR S T IS TR L A, AF
DEMT LI ENH S,

14.2 FRRMHFOER
PTPE3E D 3HNIZPTPY — b 22 6 Y L THRAT 2 X 9 1R
Y22k, PTPY — b OFRIC X O BEGELA T B ks
ANHIA L, BICI3ZEfLZ 3 2 L CHER I 4 % o B 2o A OFEE
ZOHT B LD B,

15. ZOMDEFE

15.1 ERARERICED 1B
4/10/1i&ﬂﬂﬁ & THRIOR STy ATy
I ER 2G5 T2 2 L IiIck b, EIFESREZ h 9
W EDMEND B,

16. RHEHRE

16.1 meRiReE

16.1.1 BERS
FEBERATIEIC A bV S v SRR % 28I Rl T 5 L 7
L F OISR A b AL S IR RO BIIE S 5 A — 5 (3Dl



TotshThot,

2,500
—o— 250mg
—=— 500mg
i 2000 —a— 750mg
e
i P fiE -+ RE R
21,500
]\
*
% 1,000
i
?%
B 500
(ng/mL)
0 &
0 6 12 18 24 30 36 42 48
540K ()
= Tmax Cmax AUCo-43 Tz
g5 (h) (ng/mL) (ng-h/mL) (h)
250mg (641) 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 (1245) 2.1 £0.7 | 2,163 £ 517 | 11,802 & 2,221 | 4.7 = 1.7
PRl B R
16.1.2 RiEHRS

BRI T H 3 X kAL 3 v 3B 500mg $ 2 v 13 750mg
(% 9W) % 6 I RISAERE e G L 22 & &, U 2 b AoV 3 s
F PG 2~4 HAg IS IZERIRIBICE L, KE RS2 & 2 BRI A~
SN0l

16.2 MRUX

16.2.1 REOEE
R HE RN B 120012 X AL 3 v BB 750mg % % 12 B[l
[BE AP - %H’Eﬂ%&ﬁ 2 AR T Cmax 3K 20% 05 T L 72 23,
AUCo-48 L ORI HRIERIC 21338 s e dr o 7,

TR B IC A b oV 3 iR 500mg % £ Bl L OV I H
MR G L7 & EDORYBRE NS T A=Y IZLUTDEEH TH>
7o

™ Tmax Cumax AUCo-24 T2
B (h) (ng/mL) (ng-h/mL) (h)
LrEG(1261) | 1.5 + 0.6 | 1,060 = 237 | 6,186 & 1,249 | 4.5 + 0.8

% (124)
S it £ B 2
16.2.2 &£¥FHFIRAE

TREERR A 3B X k&L 3 v R 500mg % B¢ ¢ 5 L 7= &

= D EYEIIRITE I 60.6% T H - 72 Y GHEATF— %),
16.3 9%

16.3.1 MIPEAHKEE

1.1~2.8% (/n vitro, & +II#E, 0.1~100ug/mL, R4} 2 i8i5)
16.4 X3

ANz EAERBS RV, A AL VE, FELECYPH T

f# (CYP1A2, CYP2A6, CYP2B6, CYP2C8, CYP2C9, CYP2C19,

CYP2D6, CYP2E1 2 IXCYP3A4) D RAHEME IS 2 % 5. 2 75 2o

7= (in vitro) , [9.8. 10.2:Mi1]
16.5 kit

AHNIAZAED £ ZRPICHR S 15, @FRASHFIC X T &

LS MR S00me 2 W O G L7 & &, B G548 £ T

D VR PR

3.4+ 0.6 1,014 £ 162 | 6,486 = 823 | 4.0 £ 0.5

xR G R D51.6%Th oY JHEATF—%), &k
D FF v AR—F —FEBIH N (hOAT1, hOAT2, hOAT3, hOAT4,
hOCT1, hOCT2, hOCT3) % fi\> That L 7% 5. hOCT2A35E \»
Xz R L7 2 £ 6, AFNZEIThOCT2 2 4 L TR i
SN EEZSNT, [9.8, 10.2H]

16.6 BEDEREEITIEE

16.6.1 BiaEEEEE
BEHEIERE (L7 F=v 27 )77 A >90ml/min), %
(ZVv7F=r 27 U7 5 VA 61~90ml/min) LR (7 L 7
F=v 7 )75 VA 31~60mL/min) OB EEREREEHE IC X b AL
3 VTG 850mg & 22 IR I HAIRE 18 G- L 72 & & O BT fE <
FRA—FRUTOEBY ThH- 7Y HHEAT—5), [7.. 9.281]

Cmax AUCo- T2 CLr
(ng/mL) | (ug-h/mL) (h) (mL/min)
B R B T A
PHAHE 1.64£0.50 | 11.22+3.19 | 11.2£5.2 | 394.7+83.8
(344)
£ HE B B Bl s
%;)ﬁ%ﬁ”ﬁ%% 1.86 +0.52 | 13.2242.00 | 17.3+21.2 383.6 +122.3

Cmax AUCo-c0 T2 CLr
(ug/mL) | (pg-h/mL) (h) (mL/min)
Z?‘;J)ng%ﬁ% i 4.12£1.83 | 58.30+=36.58 | 16.2+7.6 | 108.3 £57.2
+1'Jﬁ+fm‘1fr§
ClrR: &7V 77V A

fR R B E L L, 2L 7 F =2 77 v A L >60ml/
min) S OV HEIE S T3k (2078 A 40 AT, 2 LT F=v 7Y
77 v A >90ml/min) IZ X kAL S HEERHE 500mg % Z2IER 1
WAL L7 & ZOMIER X bRV 3 v EEHER S OSSRy B R <
FA=FIEUTDOEBY THo7, [9.82H]

2,500
i —O— flEfER i &
s 2,000 —o— eI
it
{ 1,500 SPE i + R
+
2
31,000
v
b=
500
(ng/mL)
0e -0
0 6 12 18 24 30 36 42 48
B 5805 (h)
Tmax Cmax AUCo-48 T2
(h) (ng/mL) (ng-h/mL) (h)
S (1261) |25 £ 1.1] 1,935 + 633 | 14,236 =+ 3,927 | 4.5 £ 1.0
ftEIE b (641) 2.9 + 1.3] 1,204 &+ 367 | 8,907 & 2,325 | 3.5 + 0.6

S £ i

16.6.3 /MR
ANV PRI 2 R & L B GEERIC BT, X &
VS G A 1T H 2~3 BN L T, 500~2,000mg/ H % £ 5- L
72 L ZDIMFEREIEL73 52w T, KE 2L — 3 YPKig 2
FEi L 72, FRARE T A0 5155 NI RHEMPE R 5 X2 — 4 (HEEE
HHEEMERLE) 13, B0 2 ) 7T v A5369.9+3.96L/h, R 1r
DOATEREAS525 + 52. 1L, WU 431,98 +£0.563h ™ TH b |
S &G T, N2 BRSNS B O S ENE S T X — & B ffEE
LEfsERIE, FTEOLEBY) THo71Y,
AE 2L —> a3 YPKETILH SHEE L 7o, N2 RIBE R 35 o 4 B) e

8T A =% (BG40 1 1 H3IIKERG#)

SR || e | g o
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 EMHEE(ER

16.7.1 IXAFI Y
(35359 ﬂLZIiﬁJJ: SAFUVEFHLIEEAE ATV
DEVBE I EERAS NP2 bDD, A PRV I VD
Cmax%3 9 60% 15 L . AUCo-24 2589 40%35 i L 72 (SHEAN 7 —%).,
[10.2.4%01]

16.7.2 RILFFSEIL
fREER ISR LAH & F LT 25 € or50mg/ H % K 100mg/ H % ff
JAL TRERSG LA, A F BV 3 Y OCnaxds Z 1LZ166% K%
T 111% 5 L, AUCHS Z 4L 2 4179% % T8 145% 840 L 729 (4+E A
F=7%), [10.2.42H]

16.7.3 NvF4=7F
ER AR LAKI &Ny F2 =7 %20 L CHERE L 728
. A FFRIL 3 Y D Cmaxt INAUCo-c0 3 Z 212 2150% S I8 74% 3411
L2 Y75 v A052%04 LD (SHEAT— %), [10.2.4 1]

16.7.4 ZDfhDZEH|
QHIBEIRIR R I LARAI E 7V Ry 7 5 2 FegtH LA, 7
VRV 753 FDOCmaxdSFIZT%AE T L, AUC0-0 D359 22%38 4 L
7oo BRI LAKI E =7 2P v 20 L7286, X P AL
2V DCmaxdi21% A L. AUCo-24 381 16% 550 L 7z, 7 a4 2
FZOEAL728E. A AL I vOCnax3f22% AL, 7ut 3
F D Cmax?3$31%E T L. AUCo-36 259 12%J8 4 L 72, 7075 /7

U—NXiEA 7707 2y ZHALESAREDEE AT X -5
:%&%cif;z‘»of:o WO EH S PR I & ) S B R
FO D 2EYM I A S N b o7 (BHEATF—%),



17. BRPR AR

17.1 BWERCRLMEICET 3R

17.1.1 A
RN 2TEIBE DR B 2 W R & L 72 EE e 2 & O AR
PRFERE 12 3T, HbAIc(NGSP) fiti, 22l ifibifE e X 2" a7
N7 L HEDYEDTED STz,

1) AN R & DUF D BEZ BRI L 72,

- BEHTOINE 7 L7 F = Al 1L.3me/dLE . ZiE1.2mg/dL
DL (ki) o B RER S 2 15 9 2 B

- B G- DASTXAFALT S FEHEE FFR D 2.5 65 DA Lo B35, RFREZS
BHFH9.321]

+ 207 AT S 755 A L o> [ (R W8 53R & 20 i AR it ) A %
PRot L 72,) [9.8 2]

(1) ERE I HRER MR R (EhEE)

LR - EERE TR A4y 2 2 BB RY 312, 1[0]250mg
N AZ500mg 7 1 H 3[4 £ %12 1458 1 (3% 5B A5 1E [ 11 E]
250mg# 1 H2[) # 5. L 72 #5 4. HbA1c(NGSP) fifl (7= ¥ fii = #52
HEfR 22, DUTERR) 13 2 2 410.67 £ 0.64% (10641) . 1.07 +0.68%
(106N T L 72,

Il FH F6 B I 1%, 750mg/ H B T 47.7% (51/10741) . 1,500mg/
H T 69.8% (74/10661) Td > 72, T2 7% BIE A (G B8 1 10% B
) 1E. 750mg/ H #ET T 130.8% (3341) . B0 15.9% (1741) . [EH
15.0% (1641) . BAAIR11.2% (1241) . 1,500mg/ H T TH#148.1%
(514) ., ML 22.6% (2441) . B 16.0% (1741) . FEEAHR15.1% (16
BI) TdH > 72, MIMBEE DO RIEIZGED & e dp 5729,

2 ENE I HBAERMBRFHRER (RILKZILY L ZEIGHEEE)

frFpE BRI A T AL A =LY L PHICRIRA 45 75
2 WU PRI HL 12 111 250mg 13 500mgZ 1 H 3048 £ 4 12 14308
(5.5 A IR I 19 250me 2 1 H 2[0)) # 5. L 72 K5 4L, HbAlc
(NGSP) i % Z 41 2 410.74 + 0.68% (10247) . 1.22 +0.75% (103 45i])
KT 7%,
Fll 7 i BB EE 13, 750mg/ L BE T 58.8% (60/102451) . 1,500mg/ [
FET75.0%(78/1040) TdH - 72, 2 BITEH CREBIBEIE 10% L 1) 14,
750mg/ H # T F#i26.5% (2741) . 1,500mg/ H # T T #i40.4% (42
Bl) . AR 14.4% (1541) . H.013.5% (144) T & - 72, (Kb
JEDRIME X, 21 Z419.8% (1041), 21.2% (2241) Ic FBLL 729,
[11.1.244]

I EMNE I HRIIR S HER

gk - HERE O AT IR - EEIRIE IS A TRV R
=L L 7 RICRI AR 7 2 BB PRI B 1. 1 H 500mg & 1 B
B L. 1 H750~2,250mg% 2~3 [N 438 L C 5405 L 7o fk 5,
HbAlc(NGSP) i, Z2HFIMBEAE S X 77 ) a 7oV 7 & v fitiid s
L. BAFzifbEa v b a—)L 23R X 17z, HbAlc(NGSP) il 1%
1.30 4 0.78% (16541) {% T L 7z, HbAlc (NGSP)fi 6.9% A i 0 & &
V. B GBHIRTT7.3% (12/16541) 12 %F L T 14385 T65.4% (100/153
Bl) . 2638 T73.5%(108/147f1) . 543E % T80.7% (113/140%1) T
Holz,
il 71 FH 56 B A FEE 12 .67.5% (114/169451) T & > 7=, 3 72 Hill 76 I (FE B
BEIE10%LL 1) (3, T Hi154.4% (9241) , T 15.4% (2641) . & aA
i14.8% (25451) . BEIF10.1% (1741) T &b > 7=, AR MLBERE o &l 7F
B - HEEEE O A O BHE TR FEHE T, AL - EH)
FEEICMZATANL T =L L 7RI CHIRA 7 72 BE T3 11.6%
(10/86 %) < FEBLL 72100, [11.1.25:H]

17.1.2 INR

(1) EIRE I ERAR SR
ANV B S R A KGR & L 7 RIS 12 5\ T, HbAlc
(NGSP)fiti, 7’V a7V 7 3 Al ZEERFIEE O SEITRD &
7o
1) B R & DU T D EZBRIFL 72,

- BRERTOIMLE 7 L 7 F = VA3 1.0mg/dL (1) % 8 2 2 B
BhEE AT 5 BH
- B HATOASTIAZALT L HEME LR 35 DL Lo R, 7272 L.
eI 2 & 0F L Cu 2553 IR o 5 %A 0 g 131 5
H[9.32HH]
< BB T RO 18U, oo
1 H500~2,000mg% 2~3 [\ 43 & L -C 2438 (W68 72 8545 13 5230
DL LRI To LB ) ThHhok (B, llAANS N
BEDREIZ44.4~112.0kgTH > 72),
(1) - SHEBIE L TR T40 72 2 BB LRI
HbAlc(NGSP) fifi (¥ fiti = BEHERR 72, DN AR (3 2438 [H1H% 5
T0.76 +0.58% (1441) 5% L 72,5208 {5 41 T 120.71 +0.69%

(10NAET L 72,
(QVEHEE « HBEE IS A TAL A Z LY L 7HICTHIRA -4y
72 2RUE RIS
HbAlc(NGSP) i 1% 2485 #% 5T 0.40 = 1.87% (4% T L 72,
52 B kST 13 0.45 + 0.78% QBN LT L 7=,
()t « EHEEEICM A TLH750mg L FO X R AL T
BIRAA 53 72 2 BUBE LR
HbA1c(NGSP) fi§ i3 2438 ] £ 5T 0.98 £1.62% (1741) & F L
72 o B2 FAMEHH T 13 0.65 = 1.17% (136 LT L 7=,
FI I T8 BIARIE 12 51.4% (19/3741]) TH - 7=, T2 FHIEH (GEBISESE
10%LA 1) V&, i 29.7% (11451) | B 18.9% (7451) | 9 10.8% (4451)
Th o, EIMEHEDRIEIZRD s ko 21D,

18. ZEFNEEIE
18.1 {EFt&F
TUCHFliRIC B T 2 HEF A2 EI L. R HED A > 2 ) v irih%
9% 2 PR TR 2R3, £ 72, KRR IC B 2 BEI
D ABDIEHE, /NI T 2 BERINOMHESE S M s T2 12,
18.2 M¥ERET1ER
0 % 529 2 $ERN € TV T d Hdb/db=< 7 AITE LT, il
B DA% T 7R S C"HD AL o B i % 775,

19. EsRAICET 2 IB(LENAR

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

{t2%4 : 1,1-Dimethylbiguanide monohydrochloride

7= C4HnNs - HCI

& 1 165.62

PR ORISR RO MR TH 5, KISIET T | FEEE
(100) I2RRERIFITE KL T8 7 =L (99.5) IS < Wy

{b2EpiER NH NH

H,N

Iz

RS 59221°C (4 fiR)

20. RIEW EDERE

FERIZHLD INT & SICRBERICBEVLYT 22 E03H 5, (RAIONFER
ICHET 231 & %)

22. 3%

(X MRIVE ViEEEIEER 250mg MTTDSPB.)
1004E[ 104 (PTP) X 10]

1,0005%[10%& (PTP) x 100]
5008, N7, HZEEAIAD ]

(X MRV S VIEEEIESR 500mg MTTDSPB))
1008E[ 108 (PTP) X 10]
1,000$&[ 108 (PTP) x 100]

5008, 7 HEHEAIAD ]
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