08

*%20234E 11 H &G T (45 5 )
*20224F 9 HYGET (5 4 i, ADREZSHE, FHILZEE, RS H)

BE

BAEEBRIHES

873962

$t250mg $£500mg

& BB S| 30200AMX00194 | 30200AMX00195

EJ 774 RRBOMPERTH BR 35 B #A| 2020462 /] 20214 2 1

e BEERH ANV VSRS
APHRIVE Y gmzs 250mgMT roses!
XPRIVS Y ssmes: 500mgMT roses!

Metformin Hydrochloride Tablets

IR

BEARE - 3
) R -ER SO MBI X DTS 2k

1

1.
1.

g

=)

1 EEGIAB7R—VRAZRIIIEDHBD. FETIKES
feBlBW/EETNTWVWS, ABET7IYR—YRAZRILPTWV
BEICRKRELEBWTE, [21.23,81,9.2.93. 11.1L12H]

2 BREREXIIAREREDSSBE. SHEICKSY

3IEAICE. EHNICERECITREZHERT LB EEE
IERET B L, BichmULDERETIE, FFIRED
BEEZEEICHRIT ST & [8.1. 9.2, 9.3, 9.8, 1LLISE]

3.2 EHAEIOMR
RNV S R R bRV S R

WIS g 50mg MTTDSPB, | $500mg MT DSPB,
- FY i~ o A fa~HE A OoFHEAD O

AOD74NLa—=rE | 7 4 V53— MEE

e =|@m G ==
Fx | #EZ

[IERES H Bt | mft | B | '
(mm) | (mm) | (mg) | (mm) | (mm) | (mm) | (mg)

REX

9.1 | f94.1 | #9271 | $915.8 | F97.3 | £95.7 | #9538

2.

2. ZR(ROBEICBERELBEWI L)
2.

1 RICRTEFABR TS F—v 22 B LT\, ]
[1.1. 8.1, 11.1.1 &1H]

CHWT Y F—v 2ADOBHED H 2 B

- HE 0 BHERERE % (eGFR 30mL/min/1.73m2A:5) D & %
BE LB R (EESENT % &) [9.2.1 2]

- HIEDNHEREREE D & 2 B [9.3.1 5]
DI R, BRI L DIRE (2 v 7, DA%, Dl

FHIE, M%) D b 2 BH KO Z O b D KR 5 MU %
PEDR T WIREEIC & 2 HF BN o ik X D #l
e § %, ]

+ BARRE > 45 3L A IR BB 2SI & & A 2 B (TR,

M55 D HIGETE D & 2 B35, #E LS EE . 55 5%)

SEEED 7L a2 — LEREE[10.1 501
L2 HRES b= A BEEREIE RIS B, 1 RS PR

DEBEZEEE., A >~ A ) /2 & 2P0 Gk O 2 1IEDS
WHETH B, ]

.3 BIERRYYIE, TNHR, EELIMEDH 2 BHIA VA

U VSN X B MAE DS £ 5 O TAFI D% 510w
S, A7 F—s 222 LT, ][1.1,
8.1, 11.1.1 2]

A SREARIRGE, WUECIRAE, W99 IRAE, I T HE AR A

ASFEIE A 2o BH RN 2EZ Sz nrd
2, ][11.1.2&1]

5 IR SR L T B ATREME D & B 2 1E[8.6. 9.4, 9.5

2]
6 AHIDIRDIIZE 77 F A FRFEHN T U AEABAE D I
fEWED & % 85

kil a—F DS271 DS272

4. FHRER I3 3N R

O 2 BIFEIR TR
2L, TREOWFNADBRETHI BRI ESAEW
BAICES,
(1REEE - EBEEDH
QBEREE - BEEEICMATRIKRZIL YL PHIZER
OZ T INEEREFICH T D HINFR. STITEINEER
B O4TERMBIERICE VT 2 SRETSR R
fef2 U, BB, MHEEERE. Xidr YR ViBREOWSh
hZETIEEICRS,

*5. EER ITRICEET 5=

(ZERMINRERRICE T DHINFER. SERIEINRERED
STEMBIERIC & 1T 3 SRR RIED

5.1 BEIRIA 2 O OF T 2 S 3NN SRR O (% T IR RN O
BT 2 L,

(ZEREIPRIERBEICH 1T D HEIIEF)

5.2 I F w2 bR < JRINEEFEE T 1 A G S
N WEARICARADOINZHEET 5 &,

6. AERUHEE
(2BUFERIA)
JHE L AT A R AL S UHEERE & LT 1 H500mg & b BHA
L. 1H2~3mN ¥ L CRER I B%IcRfE9 %, i
FREIS R 2 B L 223 B 2 A3, @1 H 750~1,500mg
ET 5, hB, BEOIREIC X D EERINT 225, 1 A&

542132,250mgETET 5,

3. MR - IR

3.1

R

WHL 10 Lo/ IciE X b AL S VR E L C1H
500mg & D EAEE L. 1 H 2~3 a2 5# U CEiEm I3 S Ik
%552, MRPRIEIREZBEL 203600 208, #E 1H

[/ d

X b AV S A b AV R
$E250mg MT'DSPB,  |$£500mg MT DSPB,

500~1,500mg & ¥ %, s, HEDOREIC X D EEIKT 5

(Ep %y

1HERHRA B F L S v |IFERHEA P AL S v
S 250mg SR 500mg

23, 1 H #5513 2,000mg £ TE T 5,
(S RIGEIPRIERE BT DHEIHEF)

1Bl

RERY AT 7V VB~ | RER Y, AT TVVR~ 7 %2

A, ® 270 3—)L400, <)L 400, v7aa—)1L 6000, ¥
71— 6000, ¥ L7

IR h bR Au—|A, E SR A0—RA w0 d—

DO PEINFEFEIE & OO T, HE ., X AL I VIR E LT
500mgd 1 H 1R85 L DG 2, BEOAFEZMER




Lapso e L, 1 eS8 & L T1,500mg% i A 7 Wi T,
LH2~3ENCE L TR T 5, 28, RANZPEINE TIc
k92,
(ZEIMESNEERBE O ETEMBIERICH 1T 2 REINERIED

fl DY FERRHEE & DT, R, A PRV I VHERELE LT
500mgd 1 H1E#EO#5 L D BG4 2., BEOAREZHER
Lanso iU, 1 H#eGE & L T1,500meg% i A 7 Wi T,
LH2~3ENC# L TR T 5, 28, RAIZEINE TIc
k95,

1. BERUVHBAZICEEYT 38

R R o BB IR SE 0 & 2 % (eGFR 30mL/min/1.73m?
60mL/min/1.73m2 A 5) Tld, A b AL S v DI
ERU, AB7> F=> ZOFBEY A7 3E < 72 2 1] HglkEds
HoHED, UTOMICERET 2 I L, Fiic, eGFR2330mL/
min/1.73m2 B | 45mL/min/1.73m2 Kl 0 g 12 13, G Lo
stttz BN s LB S 2 5EICoRRE5T 52
&, [8.1,9.2.2, 11.1.1, 16.6.1 %]

LI ARLVBT L L,

- g, kb IS RBERE (eGFREE) 2 gl 4 5 7 S HEE(IC
fomzEgE L, B 0GOS ROREi 2T 2 L,
CRNREAR A B, A R AL I VSR Y LTl H iR
HRZTROALETHET S 2 ETE 50, 2% BI%
LADoiRcIcadT sl s, £, BE5I1ChHz>TE 1H
BE1H2~3MgHEE5 322 L,

T DR e E D H 2 BFICE 1T 5 1 HiE R G ROH%

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

45 = eGFR < 60 1,500mg

30 = eGFR < 45

750mg

8. EELERWEER

(GhEESE)

8.1 FNICEHEELAM TS F— 22 RITIENHZ, YRS
& LCld, ERReEmE . NFRRERE S (RIRSR IMAE % fE v %
FTWIRAE, BK FIRIMERZ AT 23Kt % &), #ED
7OV 3 — VIBHL EGYE S SRS 11T B, RS, K,
WED TN a—VEREIC X D BHEOREPEET LI L
HBHDTUTDMIIEET 2 &, [1.1.1.2, 2.3, 11.1.1 2]
(1ARF O £ 5 BHEAET R Y Z D8 b 5 d 3@ I, BikaE

(eGFR%:) MO HEEE Z TR T 2 & L bic, BEDIREICT
SR L TGO MO G ROHRET Z MR T5 2 L, &
B, EESE, FRICEELRBBESHELEGAITE, kD
BENCHERT 5 2 &, [2.1. 7., 9.2, 9.3, 9.8&/]

RBIATEIRDI D & b3 E I 138 G2 ik U, 58y 72 L %
19 2 &, FIRIEA %49 2 38575 (FRA, SGLT2 BHEHIS)
EDPFFHBRFICIZ VR ICBIKICERT 2 2 &, [2.1.10.2.1 2H]

(BIARHN D £ G- BHIRIE L Y 2 DB b Gt ic, LT oW
KeBEROZOFRBEIHoEET 5 2 L,

CGEEO 7LV a— LV EREET 2 2 8, [2.1, 10.1207]

< FEEN TR W, BFERAREOHRHEAR (Y v 77 4)
DI, BAREDSE RSN B 720, Vo AR Z ik
L. ERCHZT 2 2 &, [2.1, 9.1.2517]

CFBE T Y F—> ZAOREIR (B IBIEE, SRR, B, e
WER) 3% & b GAICIZ HEICZET 52 &, [11.1.1
2]

@)z — FEEAlz O TREZT) BHFICB LT, KAl
BEHICE DB 7S F— 22T EH2DT, B
HRNIARF DL % R i3 2 2 & (2L, Bauc
WA 24T ) DHED D 28545 R <), 2 — FIEEAIS5%48
A DOREG 2 THH L 22\ 2 &, e s, GBI 12,
BEDREBICHEET S 2 &, [10.2.120/]

8.2 MIMBHERZ T2 L 23H 3 DT, mifEE, HHHED
JEIRZICHEH L TR BFICREG T2 L ZICEERETE L,

[11.1.25&1]

8.3 AAIDMHIZBH 725> Tid, BHF KN Z DFMEI K U AR
R LR Z DR A IO LT3 T 2 2 &, [9.1.1,
11.1.22H]

(2BUFEFRTR)

8.4 #5325 A %, AKX DB L, MCHEE, RIS % )
HNCHREE L. RO 2D, KF% 3~4H AR5 LT
RIS 54 IE, R I D IR~ DY 2 %
o2&,

8.5 RAlL A X7 2 VHEIEEIZERBT O 23 E L Tw
BUREVERSH B 2 b, E7o. A4 X 7)) 2 VIR O EP SR
BB W, E7 7 F 4 FRIEA &G L B4, bR
WS & O OFRIRTE & LR L OB BRI % K R s
LOWEDNH B Z Lo PEHEROEROBRICIZ-ET 5 Z
&, [10.2.42:04]

(ZEMSNEERRFICEH 1T D HESNESR. S ERIEINEEREFD
4TERBIERIC & 1T 2 EEIINERIE)

#8.6 AFNL, ALHBEIC T AR LD H B RHID D LT

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

#8.7 BEICHL T, H50LOMUTORZHITE L,

< K E DEIEIZIHIETIZ 20 hs, AFIE H O NEEEICE
VT, BIHOERITSEREE D 5 b s 2 EHZ DT, H
TR (PR, TS, L, B S) 2082 ik
EINDFRD & NG AITIZE S ICEME KT 5 2 &,

- ZEENAVEIN BOREERE 12 80T 2 HEINEE S I A K &2 FH w7254,
PIBOBREEORER E LU THRIEIR & % 2 0 etE2sd 5
L,

9. FHEDERZEIZEBEICHTZER

9.1 BHHE - IEEZEDHZEE

9.1.1 BMEZECTHEEFNDHZIUTDEEXIZIRE
- AR 7 R, ATHEIE O R e
© WL VR A )

[8.3. 11.1.2&/]

9.1.2 RRFEE
HE7y F=v A% TEZNDH %, [8.1, 11.1.1 2]

9.2 EREEEEEE
B BT B PEHASRA L A R AL S v olfihisE s BR
70, BT F—2 ZLDFE ) 2 7535 7 5 ek
23H %, [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)
BELEwI L, [2.15]]

9.2.2 HEEDBHEEEEZEDH2EHE (eGFR 30mL/min/1.73m?2

Bl E60mL/min/1.73m2KE)
EHEIC O Z B L 505 KOS Ro#iiz a4 2
Z &, Rz, eGFR2330mL/min/1.73m2 L F45mL/min/1.73m?2
Kl D B I, R Lo GIRIEDEBEZ 1R 2 & HwT
NGB ICORELET B L, [7. 8.12H]

9.2.3 BEOBSHREREEDHZEE
[8.1£0]

9.3 FriREREERE
JEIRIC B 2 LB O MRBBEE N L, B 7> F—> 20D
FEL) A7 D3 e RS H 2, [1.1, 1.2, 9.8, 11.1.1,
17.1.1, 17.1.2&]

9.3.1 EEDREEEDHZEE
WL LWL, [2.15]]

9.3.2 BE~PEEDOEEEE0H2EE
[8.1£0]

*9.4 HIEREERI B H

(ZERMIPRERRICE T DHNFER. SERIEIPRERD
SIEFBIERICE T 5 BREISRERRIED
IR D528 2 720 UF X219 2 &, [2.5,



8.6, 9.5/ ]

< BRI B 2 ARG FIRATHCIEIR L Tk v &
EHERTH L,

- ZFENAPEIN BUE I I B 1T 2 HRINEE T I B WL T, BRI,
AHIFEGHTD 7 < &b 1 HRR O FIH N A R AR 2
DR S, IO AHEZERT S 2 &,

- PEIIEE S ERINR ISR 2 Mkt 3 2 C & 23w X 5 | IRAH
IR 2 B iR T3 2k,

*9.5 1iE

*3k

IR SRR L T B HREED & 2 thic i3 5 L w2 &,
FER(7 v b, 7T X)) THREANOBITHRDOSNTED,
—BOEPEER (T v b) THRTEEASIRE Sh w32, £
oo IR T > F—2 A2 2 L2 \v», [2.5, 8.6, 9.4,
11.1.1&K]

9.6 RILiw

B EOARIE L ORISR EO A2 FE L. I oMkt
ik 2§ 2 2 & BWFER(Z v L) THI A0’
TR ENT 2,

9.7 INB

MR E I, B, FLE SR 2R & U 2R 3 52
i LT Ze v 1078l N R~ FHREEIFR s T 2,

9.8 =&

EEE TR, EHEEE. PRERES R T L T3 2 E% K, £
TR Z R Z LRV, 20 DIRETIEARE? > F—
AZRBI LR TOLOT U TORICERT S L, [1.2, 8.1,
9.2, 9.3, 11.1.1, 16.6.2 2]

- RAN OB G BHIAET, 5 rZm I, R E 2 B
DI B A ITIE & ) RN B AR IR 2 1ER T 5 7
it LA o HEEICHS T2, KANZIEEAL
e n g, REMKO F FIRPICHEM S NS, 72, TP
BEDMETIC X ) FEROUHEEDME T3 5, [16.4, 16.521H]

- BB RE L BIACEIR G R F OIRBEIC R L TS oIk
RIERZRBT 2 2 b, BRI T5RU LoEEE Tk, AHIHE
Loz L) EEICHN T2 L, AT Y F—v 2A0%
CHESINTED, PROIARTHL I L%, HHNICE
V2 ARAN D &R F TOMKRERICE T, 75U EoE
iF~D1H1,500mg% it 2 % H 5o R IZ IR & 11T
%, [17.1.1%H]

CE 27 L7 F = o ESIER RPN TH o TH | eGFRE b F
JELC, MEICEFEOREEZBZET 2 2L, Flc k> T
FEROBHREIMET LT3 2 &0 %,

10. HEERA

AANZIE LA ERBENT, REEDF £, FICOCT2% 4
L ChRticit s 3, [16.4, 16.551H]

10.1 HAESRHABALBEWI L)

(2.1, 8.1, 11.1.1%
i)

%, KElOF L h
EED 7L a—
VIR (BE) %
WETFBZ L,

HEH 4% BRRIER - BTk BRI - AR T
Tova—)L GHED g7 > F— 2 | JFlgic B 1 2 gD
EH) ZRITIEDH REHEMENT 5,

F7, BUKIREZ R
TIEDDH 5,

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

10

e A

WEEARREIR - HE W7

H - falRiA T

I — FisHl
[8.1, 11.1.1%

BERIC LD A 7>
F=> 2% I3

BIRREREDME I L AAID
PRMME T 92 2 &48

FIIRFA
SGLT2H 5
o
[8.1. 11.1.1%&
]

LB B, TAKEIR
BhHobnlgh
I2id, RHIOE L
Zik L, EYIZA0
B2y lL,

iy LB 5, ZZoNTnwh,
3 — FEEHI%E >
THREZITHIGE
iE, KAl G
Z—Wiich kg
52,
B0 | EIC KD FLE 7>
LY F— 2%z
P4 v |\ EWH 5, HEHT S
% BE AR 05
(111121 | %2 —RFi I & -
kT 2% 8 #HY)
HAERFTIZE,
FIPRIE 246 3 | BiKIc kD FEE 7> | FIREH % H 3 2 35
2 SEHA Ry 2% BTk b ARREIHD L

AR EEIC 72 2 2 L A8
b5,

.2.2 MEETERAZIERY 55H

HHE S

WEERREIR - H5 T3

TP - kR T

B PR FH 2K

A VA vl
paill
V1% = Ay
L 7 Al
AT A~ A
ISRl fisis
3
a-7 )N a
& — X A
FTVYI v
RHEH
DPP-4 fHE 5
GLP-1%Z2%1k
[{ZIES
SGLT2 B 5=
baill
AAT7) v
R %
[11.1.25:H4]

e A E RSV
€ VA

H U FOVEEH]
TAEY V&

€/ 73 Vgl
T S B 5 41

BRI & D Kb
BRI L EDH
%,
ANFHF= )T LT
F B FH PR L AR LA
DY AT DHEINT
LEZNBH D,
BHEDOREZ 57
MEL AP
45,

PEAIIC & 2 MM RE T 1
MOk,

B,

0 F OV A O IR B
TEHPEZEZ STV
%,

BHMEWIERICK D) 7 F
LY vEA LRI
Wi o D nfE % % 5 &
LIEBEZLSNTO
3,

€/ 7 viBLiELM
EHICXBALRAY v
THIEAE, BT AN D
FEZoNTWw5,




10.2.3 m#EREFTIERZRTEY 5 5H

WAL | ERER - 5 E T BRIF - faksR 1

TRLFY Y \PERIC X D IBER| 7 FL ) vick B

TAEH2NEE T % | SRR, T
ZEnbh s, DREF AN, A v A
BEOREZ 3|V v il 2% 2 5
WML HE | NTwa,

AR | TP AU B A L E 10 &

Ty % JT ¢ o BT 2 i s 5
BEZLNTV S,

RIS L E v RN RIS ¥ Ay
A R U IR A
EEEIELEEZS
NnTn3,

PUiE AL E v PN A V£ v i
ez, IfifEz b
AIELEAPRD S
N3,

FIPRFA FIRANC X 2 A9 7 4
wWHRICED AR
TWDETBHE Z 61
TWwa3,

¥5YF 3 FEFANH,

AV =7YFR AV 7Y RICk 3R
KA R BHE 235 2
5NTW5,

—aF g = a5 VBT X %Ik
EREHBEZ 6T
w5,

Tx)FTYV T x)FTYvREHA

S WX 24 YA VAT
i, s 07 FLr
>V VEMESBEZ SN
Tw3,

10.2.4 Z0ft
RIS | R - AT FeFF - falAr
# OCT2, MATEL, | A&l D it rpi £ 23| OCT2, MATEL, 1%
NAFMATE2-K| E5 U, 5 5388 | MATE2-K% /i L 72 A
ZIHET2HA BT 282005 | OBPHESHEZ NS
VRAFTY | B, BRI EEIZLNTVS,
RILT 77 EfTwv», FIZE L
Ny TAKZRHET 2
ErF 758 |k EEEICKST
% 52 ¢,
Ny Fy =7
Ay 7ary
= LilgiE
EIFRES
=

[16.7.1-16.7.3

2]

A A7) 2 U AR O FE B KRS BRI IC % <

73 WKHEET22 L, BT 207D 51

(8.5 2] TWwa,

11. ElIYEF

ROBMEHNS 60 2 EW3H 2D T, BigEz ricfre,
BEHED s e GBI 3G 2 kY 2 % EIEY) m LE %

192 ¢&,

11.1 EXBENER
11.1.1 ARFYF—

2 A (BEEAH])

e 7> F— A (P ALEED L5, FLEE/ v e viglho k
S MEpHDAR P2 R ) X PERARD 2 L 23%\», — 1
ICHFBLT 2 BERREIR 134 TH 223, HIER, BRIE, A
I, EIFR S DREIRDIA S NS 2 ED% L, T DIERDH
SbNGEICBEL IS EZRIEL, BEREEZIT)
E, B, BT Y F—=Y ZADEELISKE WEEICIZ, AED
HER R MFD 2 & QY RNEEZITH 2 &, [1.1, 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 B G%LL 1)
ARIMUHERE R COIIREIR © BETEE, WL D ZE IR FITAE) D358
NG IIEE 2 ST am 2 BT % & L) 2 g &
A28, 2L, a-Zas ¥—YHERLEOHIZLD
{RIMBEAEIR 23T D 5 NG A IR 7T Rz 5322 &,
[2.4, 8.2, 8.3, 9.1.1, 10.2.2, 17.1.1Z#]

11.1.3 FRHEEEREE. &IE CGHE AT
AST, ALT, ALP, y-GTP, €Y LE v DFE LW LRSS
JFFERERE S, SHEHD D 5 bND 2 3D 5,

11.1.4 1EWERRARAE (A1)
P, Bk, CK B, M O Rb S 4 e ey BA 25
WL T BREBRIRIED S 5 b 2 E03H B,

11.2 Z0tDEHER

5% 1 I~B%:A | 1%AG | AEJEAHH
PGS D R (40.5%) L 35 1L A5 B | S g
T (16.4%) (|8 5 1% il e sg
oA A RE, R
(11.8%). I8|H %
Ji (11.5%) .
AR
ik FIML, P AL 0N A 3
Ry, 4
i BR 89
ki
AT B, %29
E
TG I HEAE
e BUN | 5.
7L 7 F
= L&
@Ry | LA CK_ 5 finfin o R e 3857 b — > 2
C DR/ RN
L&
Z 0f B F e 5|8 B RE FAETY
5O D s
M4 B,
Wi, F
. RE R
., BHAE, §H
6. RN, ©
2 3 VB2
9&2)

HEDHAM 7Y F= Z0WIERTH 2 Z £ b H 2D THER
T5I L,
H2)BRIMMHICE Y €Y I UBOWIRARDSH S5 bis 2k
nH 5,

13. BERS

13.1 fER
7S F—o AW B2 E03b %, [11.1.121H]

13.2 E
7Y R = ZAORIE (RIBKFET bV 7 LERES) | i (i
FIIR) . MGENTEE D W) 72 AL %

4= 2

1796

4. BEALDEE

14.1 FRRNFOEE
AFNE TN AT LG v AR XY 3 OVHFIS - o—a 01T
52k, —afb U ORI A T IS TRAE L 725, AR
DEMT LI ENH B,

14.2 FRRMHFOER
PTPE D 3ANIZPTPY — b 22 6l L THRA T 2 X 9 1R
Y22k, PTPY — b OFRIC X O BEOELA 2 B ks
ANHIA L, B3 ZEALZ & 2 L CHER I 4 % o B 2o A OFEE
ZOFT B LD B,

15. ZDDFE

15.1 ERERERICED < 15K
A VA XAFROIER N Rlo Gy v Ot T vy v
B EIAER 2552 2 ik b, (RIS D 25
W EDMEND B,



16. E¥ERE

16.1 MR

16.1.1 BEOEs
AR AT I 2 b oV S R & 22 IR I AR T S L 7
EEDIMBEF A bV S VIREHEE KOS EHE T A — & XD
Tt THoT,

2,500
—o— 250mg
—— 500mg
i 2:000 —&— 750mg
I
i SN+ BEE A 22
21,500
}.
i
X 1,000
b
b3
EE 500
(ng/mL)
O d
24 30 36 42 48
555 (h)
PR Trmax Cinax AUCo-48 T2
(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
SEHE fiti + B e 75
16.1.2 RiEH”RE

TR AT T H 3 X koL 3 VIR 500mgdH % v 13 750mg
(%96) 2 6 HRE S ERE G L2z & &, MR A koL 3 v s
F PG 2~4 HER IS I ERIRBIGE L, KER SIS X 2 ST~
SN0l

16.2 IR4Y

16.2.1 REOEE
T HER N B AE 120012 X AL 3 v IRIE 750mg % &% 12 i [al %
DG L7 & &, Z2lEIE 502 X T CmaxSF 20% 15 T L 72 28,
AUCo-18 L VPR PEIBRIC 2213500 s e o 72,

AR R AN BT X b oL 2 R 500mg % £ 1E i L OV fg 1
ARG Lz & EORYFE AT A5 ZUTOEB) TH-o
72

pow | G | gy | aghmb | 0
LR (1240) | 1.5 + 0.6 | 1,060 + 237 | 6,186 + 1,249 | 4.5 + 0.8
&% (1241) |3.4 +0.6 1,014 =162 | 6,486 + 823 | 4.0 = 0.5

S it - B

16.2.2 £¥FHFIHEE
TR 3B A+ RV S VIR H00mg % HinRE G L 72 &
X O EYEIIRE 2 60.6% TH - 72 Y JHEAF— %),
16.3 9%
16.3.1 MIPEABEFE
1.1~2.8% (72 vitro, & F 1%, 0.1~100pg/mL, BRI} iti:)
16.4 &g
ARAENFIF EAERBE N\, X PRIV iE, BERCYPS T
 (CYP1A2, CYP2A6, CYP2B6. CYP2C8. CYP2C9, CYP2C19,
CYP2D6, CYP2E1 J2 (NCYP3A4) D fE G 1c B 8% 5. 2 2 v o
7= (in vitro) , [9.8. 10.%H]

*x16.5 HEiH

AANIRZA AR D £ ZIRPICHEN S 5, R ASHIC X F &
U2 VARIBHE500me & BRI L. L 7c & &, H G- 8IRfE £ T
ORISR IZ B G RD51.6%TH -7 BFEAF—%), & b
D+ F v AR—% —JEBIE (hOAT1, hOAT2, hOAT3, hOAT4,
hOCTI, hOCT2, hOCT3) % fi\> That L 7% 5. hOCT2A%E \»
fikfEZ R L7z 2 26, AANFZTICOCT2 2/ L TR S
Nz rEZsN, [9.8, 10.21H]

16.6 HEDEREZEFIZIEE

16.6.1 BHEESEE
B ERE (L7 F =270 77 A >90ml/min), #)E
(7L 7F =27 075 vA 1 61~90ml/min) KON HPEEE (7 L 7
F=r 7 Y75 v A L 31~60ml/min) OB EEREREE R 12 X b BV
S MR 850mg & ZEIEINF IC AR [T 5. L 72 & & D IEYBRE <
TA—FEUTOEBYTH-> =Y BHEAT—4), [7.. 9.250]

Cmax AUCo-c0 T2 CLr
(ug/mL) | (pg-h/mL) (h) (mL/min)
B R Bl T A
PASHE I 1.64+0.50 | 11.22+3.19 | 11.2+5.2 | 394.7+83.8
(344)
X HE X s AU 6% 292
fzﬁ)ﬁm”“h%% 1.86£0.52 | 13.22+2.00 | 17.3£21.2| 383.6 + 122.3
A X R Bl I
t;f)iﬁmzm”% 4.12+1.83 | 58.30+£36.58 | 16.2+7.6 | 108.3+57.2
SR fiF £ PR
CIR: 7V 77V A
16.6.2 =knE

fe R B O5L L, 2V 7 F =27 )77 AL >60ml/
min) K& O R IE E e 5 4 (20 A L 40, 2 v F =2
77 v A >90mL/min) iZ A AL 2 IEEEE 500mg % 22 I 12
WA 5. L 72 & Z oI 2 b oL 3 s EHER e OV SR Eh i o<
FRA=FRBLUTDEEY) THo7, [9.82]

2,500
i —o— it ER Sl
# 2,000 —o— fERIE &
it
T L0 A+ B
&
%
31,000
>
i
K500
(ng/mL)
0e : : o
0 6 12 18 24 30 36 42 48
e L%k (h)
Tmax Crnax AUCo-48 T2
(h) (ng/mlL) (ng-h/mL) (h)
R (1261) | 2.5 + 1.1{ 1,935 + 633 | 14,236 + 3,927 | 4.5 £ 1.0
IR E R (641) 2.9 + 1.3]1,204 + 367 | 8,907 + 2,325 | 3.5 £ 0.6
S fi £ A (2

16.6.3 /MR
NR 2RI R 2R L L B SREBRICEB VLT, XA R
VS I A 1 H 2~3 243l L T, 500~2,000mg/H % #:5- L
7ok EDMBEPREITSEZHWT, R 2L — 3 VPKgT %
Fhi L 72, RAEE FUD 5155 N RHENPEY R 5 X — & (fEE 1
HHEHERE) X, BT D2 ) 7 9 v A0369.9+3.961/h, WK
DIIATEREHI525 £+ 52.1L, WRIGHE E$531.98 £0.563h ' TH b |
TS BT N2 BIE IR B O SEWEIRE S T X — & ZHfEE
LRI, TEOEBY TH-7Y,

AE 2 L= 3 YPKETILH S HEE L 72, /N 2 IS s (3% o SR Bl e
8T X =8 (55 0 1 H 3K 54%)

SR |G| g | aghimh | 0
250mg (36%1) | 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
S if - A 7

16.7 EMHEEER

16.7.1 YXFI Y
R LAR E S A F P v 2L 5O, v XA F P v
DIV ZHEDRARSN P2 DD, A FALI VD
Cmax237960%_1 57 L. AUCo-2425%940%38 M L 72 (SR A 7= %),
[10.2.4%14]

16.7.2 KILTJZENL
AR AR LAK & Fov s 29 €L 50mg/ H & ON100mg/ H % f§f
AL CRKBEREG L 7Sa. A P AL 3 Y OCmaxht Z N2 166%%
O 111% 5 L, AUCH 2 11 2 4179% 2 OF 145% 151 L 72 © (S A
F—=%), [10.2.4%7]

16.7.3 K¥F9=7
RN N LA L Ny 79 = 72080 L CHEIEG L 728
A A LRV S Y DCmaxZ RAUCo-00B3 Z #1Z #1.50% 2 T8 74%14 111
L.B2 )75 v Ans52%iHd L7 D (SHELA T — %), [10.2.4 2]

16.7.4 ZDfthDEH|
QHIBHIRIGHE IS LARIE 7RV 7 5 2 REUH LA, 7
VR 275 3 FDCmaxSHI3T9E T L. AUCo-c0 9354 22%38 4 L
oo fEBRAICR LARI E =7 2PV 2 L2854, X FBL
3V DCmaxhif)21% 5L, AUCo-24 25 16% M L 72, 7\ &
FEOHL78A. X P AL Iy DCmaxddf22% FR L, 70k 2
F D Cmax?3F31%ME T L. AUCo-36 2359 12% 4> L 7=, 7a 75 /
u—NVXFA 777 2y 2L G I3 E R X —%

B o e, TN OSEAS ORI X 0 Y BRI R T



HED D 2PN T A il o - (BHEAT—7),

17. BRPR AR

17.1 BWERCERLMEICET 3R

17.1.1 A
FRN2TRIBE DRI B 2 W R & L - T E R 2 & O AR
PREVERT 12 35\ C, HbA1c (NGSP) i, Z2fgWs Ui Sz N 7)) a 7
VT L MEDWEDTED S Tz,

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

- BEH DI 7 L7 F = Al 1L.3mg/dLR ., Ztk1.2mg/dL
DLE (ki) o B RER S 2 15 9 2

- B Gnii DASTXAFALT S FEHEE _FFR D 256504 F o B4, RFEEZS
B#[9.321]

+ 207 AT S 757 A L o> B (R W 53R & 20 i AR T ) A %
PRAt L 72,) [9.8 2]

(1) ERE I HRERBRETHER (EhEE)

LR - IR TR A4y A 2 BB R AT 12, 11 250mg
N 500mg 7 1 H 3 1a] 45 £ % 1 1458 8] (5% 5B 40 1E 81 11
250mg% 1 H2[) # 5 L 7 #5 5, HbAlc(NGSP) fii CF-¥ fif + 13
e 22, DU RER) 13 2 412 410,67 +0.64% (10641) . 1.07 +0.68%
(106 BT L 72,

Bl B FE BB 1, 750mg/ H T 47.7% (51/107 1), 1,500mg/
H 1T 69.8% (74/10661) Tdb > 72, T2 7 B E A (8 B8 £ 10% 2
)13, 750mg/ HEET FH#130.8% (3341) . M0 15.9% (1761) . N
15.0% (1641) . BAAIR11.2% (1241) . 1,500mg/ H T TH#148.1%
(5141) . HL22.6% (24%1) . [5E5#16.0% (1741) . BAANR15.1% (16
Bi) T H o fo o ARIMBERE DB Z780 & 17 hr o 728,

(2 ENE I HBAERBRFHRER (RILKZILY L ZHIGEEE)

CrEEE O EEIEE IS A TALF =L L P RICTRISA T4 7
2R PR H 12, 111]1250mg Y 13 500mg 7 1 H 3 [A1 5 & % 12 143
(5.5 A HE R I 19 250me 2 1 H 2[0)) # 5. L 72 K5 5L, HbAlc
(NGSP)fifi 1% Z 41 2 410.74 & 0.68% (10241) . 1.22 % 0.75% (1035)
KT 7%,
Bl FE BUBE I 13, 750mg/ L EE T 58.8% (60/10241) . 1,500mg/ [
HET75.0%(78/1040) TdH - 72, T2 BITEH CREBIBEIE 10% 2L 1) 14,
750mg/ H #E T T #126.5% (2741) . 1,500mg/ H #f T T #i140.4% (42
Bl) . AR 14.4% (15641) . FE013.5% (144) T & - 72, (Kb
JEDRIME X, 212 419.8% (1041) . 21.2% (2241) Ic FBLL 729,
[11.1.2514]

S EME I HRIIR S HER

LFRRE - ERRE O AU R R - OEBREICN A TA LK
=L L 7 AICRIRAR A 72 2 BB PRI B 1. 1 H 500mg & 1 B
B L. 1 H750~2,250mg% 2~3 [N 53#] L C 5405 L 7 f5 3,
HbAIc(NGSP)fifi, Z2ERIMBEE S O 7' ) a 7V 7 2 vid ks
L. RIAFZIEE 2 > b a—)ua3fERs & 117z, HbAlc (NGSP) fif 1%
1.30 4 0.78% (16541) {% T L 7z, HbAlc (NGSP)fiti 6.9% A i 0 & &
1E. 5 BEARG7.3% (12/16541) 12 5% L T 1438 % € 65.4% (100/153
Bil) . 2638 T73.5%(108/147 (1) . 543 % <80.7% (113/140%1) T
Holz,
7 P 6 B S 12 67.5% (114/16941) C & > 72, 3 72 B/ T (FE B
BHEE10%L 1) 13, T H#i154.4% (9241) . T 15.4% (2641) . B oA
#i14.8% (25451) . BEIF10.1% (1741) T db > 7=, AR IMLBERE o &l 7F 1
I EFERL - EEEEO A O BHE TR AT T, AL - EH)
FELICIMZATANL KT =L L 7RI CHIREA 97 72 B T3 11.6%
(10/86 %) I FEBLL 7210, [11.1.25H]

17.1.2 /MR

(1 ERE I ERARSHER
ANV 2 BB S R 2 KGR & L 7 RIS 12 5\ T, HbAlc
(NGSP)fiti, 7’V a7V 7 3 Al ZENERFIEEE O SEDRD 6
7o
1) B R & DU N D EZ BRI L 72,

- BEERTOIMLE 7 L 7 F = VAlH31.0mg/dL (s51:) % 2 2 B
REEEEZ AT 2 BH

- B HRTOASTAZALT S FEHEME LR D 35 DL Lo B3, 7272 L.
NEWGI 2 & 0F L Ty 2 8503 HE IR o 5 %A 0 g 131 5
T[[9.3%:H4]

< BB T RO 18, oo

1 H500~2,000mg% 2~3 [\ 43 %] L C 24388 (FT6E 72 85 45 13 5230

MG LRI T EB ) ThHho7 (k. AN N

BEDREIZ44.4~112.0kgTH > 72),

(1) - ST CRIRA |40 72 2 IR LRI

HbAlc(NGSP)fifi (¥ i = BEHEfR 72, DT FIAR) (3 2436 [H1H 5
T0.76 +0.58% (1441) % L 72,5208 k5% 41 T 12 0.71 = 0.69%
0BT L 7,
(s  SEIEEIC A TAL I =LY L 7 HICHIRA T4
75 2B PR
HbAlc(NGSP)fiti 13 2431 [8]# 5 0.40 = 1.87% (4K T L 72,
52 Bk T 13 0.45 £ 0.78% (2 ) (£ T L 7=,
() gt « HEFEICM A TIH750mg L FO A R AL T
BIRA 53 72 2 RUBE DRI
HbAlc(NGSP) i 13 243 [ #% 5 < 0.98 + 1.62% (1741) {% F L
72 o B2 JAREGHE T 13 0.65 = 1.17% (13BN T L 7=,
Rl B E 13 51.4% (19/37H1) TdH - 72, FRFIFEH eI
10%L4 ) 1 T9#129.7% (11451 | 0 18.9% (7451) | [ 10.8% (4451)
TdH o fo, MRUMLELE D RIEHNZRD S e o710,

18. EXhEEE
18.1 {EFAt&FF
TSI IC B 2R 2 IHI L, LMD 4 > 2 ) o3k
95 2 & IR TR 2R, 72, BRI ICE 1T 2 BEI
D ABDYEHE, INIFIT 3 1T 2 BRI OBIFISE & A S5 TW» 3 12,
18.2 M¥ERETIEA
A 2 23 2R E FTAEYTH Bdb/db< 7 AITEWT, L
S DA T 7B S O"Hb AL cfif O B/ FH 2 75 5,

19. EMHDICET ZELZHHR

— IR 2 A BV S VIEERE (Metformin Hydrochloride)
{b2#44 : 1,1-Dimethylbiguanide monohydrochloride
43130 1 C4HuNs - HCI
9y F-& 1 165.62
R - A RE ISR RIEOM R TH 5, KISIEIT R < R

(100) 12T KL 28 7 =L (99.5) ITIEITIZ < W,
ot NH NH

_CH; - Hcl

N

|
CH,

HoN

Iz

RS © f9221°C (4 R)

20. BiRW EDEE
FERIZHLD T & SICRRZICBWAT 22 E03h 5, (BAIDJE R
WCHKT 20c L 5,)

22. G%

(X MRV S ViEREESR 250mg MTTDSPB,)
100&[ 108 (PTP) < 10]
1,0008#[108E (PTP) X 100]

5008, N7, FZEEFIAD ]

(X MRIVE ViEEEIEER500mg MTTDSPB.)
1008108 (PTP) X 10]
1,000%E[ 104 (PTP) X 100]

5008, N7, WZEEAIAD ]

23. EEXH

1) Dubourg J., et al.: Diabetes Obes Metab. 2022; 24(4): 609-
619

2) Tuchmann-Duplessis H., et al.: Compt. Rend. 1961; 253:
321-323

3)Pentikainen P.J., et al.: Eur. J. Clin. Pharmacol. 1979; 16:
195-202

4)Sambol N.C., et al.: J.Clin.Pharmacol. 1995; 35: 1094-1102

5)tEINERL IR 2 RS & L 7 RIAR GRS 81 % REER]
SEYIBRERNT (X 7L 2 8E)

6)Song L.H., et al.: J Acquir Immune Defic Syndr. 2016; 72(4):
400-407

7)Johansson, S., et al.: Clin Pharmacokinet. 2014; 53: 837-847

8) kL NERE © B RET BB (HATRe ) (X b 7L 2§, 2010
41320 HGR. CTD2.7.6.15)

9) FhINEEARL ¢ HI BB R ER (SUAIOF I ER) (X b 700 a g,
20104F:1 H 20 Hz&GE., CTD2.7.6.16)

10) +ENEERE @ BRI GHE (X b 700 adE, 201041 H 20 H &R,
CTD 2.7.6.18)



1D #ENE R N A2 IR & L 7 RIS RER (X b 7L 2 6E)
12) Lee, A.J.: Pharmacotherapy. 1996; 16: 327-351

24. XEREERERUBEWEHLEE
B 7 7 —~ et
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[ <gohEREII—
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26. HEERFGEHEEE

26.1 BHEERSETT
ER77—7O0EKkA S
AERFFR AT INOABI33-94

26.2 HREIT
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