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HRIE R A TRN RPN L ARMK < [FRAMELE]

gy geb > RGN SRR P 28N A A SR RO T 4 M5 A cmpoglifiozingd « 3

k3 BASEMNNRBRY AR PREEAREGHOFLE
HRhik EX3] JARDIANCE 10 mg JARDIANCE 25 mg
(24i8) (a=229) (n=224) (a=223)
82 (3 0.4% 0.4% 0.8%
HE (%) e 0% (Y
B
FeMetformintt B £HH + Mtformin JARDIANCE 10 mg + JARDLANCE 25 mg +
(24 ) (n=206) Metformin Metformin
(n=217) {n=214)
S54% (%) 23% 18% 1%
AE (1) % 0% [
SMetformin + 3K P JARDIANCE W mg + JARDIANCE 25 mg +
BRLHRPER (n=225) Metformin+ SMR-EMM | Metformin+ sFaUE-ER M4
(24%) {n=224) {(n=217)
4t (%) L.4% 16,15 11.5%
B (%) 0% 0% 5
MPioglitazone </ E JARDIANCE 10 my + JARDIANCE 28 mg +
Mettormiaft s ( Ca=i65) Piogli +- ¢ +-
2420) (n=165) (n=168)
1t (%) 1.8% 2% 2.4%
RE (%) ot 0% 03
REUR L F- N JARDIANCE 10 mg JARDIANCE 25 mg
Metformiadb B ( (a=i70) (0=169) {n=153)
18384
B3 (%) 206% 19.5% 284%
BE (%) 0% 0% t3%
RMDIR L+ UM JARDIANCE 10 mg JARDIANCE 2§ mg
Metformin®t /i ( (n=188) (n=186) (n=189)
18:8%)
faar (%) % 39.8% 41.3%
Ef (%) 0.5% 0.5% 0.5%
ERAARER RN ELT DR AEA S F 0 mydl,

PREBaEH KGR (AGRiti b}
R (RIRRE Y —ARBRBURAD
i IR KSR G  RB F R

LA BRELE

EHREAEAAT LU ESAURGARER Y AU SRAKS (PRARNEYE - RURR -2
AERBES ~ ASRE AR ARHE L) 984 R L UARDIANCE S S S R2 BR6 %
B SRS BFEELA] - JARDIANCE 10 mgfoJARDIANCE 25 mgin 6o A F 4 51 50.9% « 4.1%
F03.7% « BAMB& R @R IR H] SRR ELREHE ¢ H0% » £IHLIARDIANCE 104
25 mgibin A P H02% ¢

ERBHRARRELERAPHELEHZA DN (FRK]) «

£48RIARDIANCE 10 mg ({&#20.1%) FJARDIANCE 25 mg (0.1%) SR &G SR EAY » 80
FEEGRELRAMGRA (0%) -

HEFELB

MEERE B RS R G R SRR ¢ AL JARDIANCES R i A Y o R8BS (o
ARG BERL BAERIEL) B2 RN ERREME (ARK1) « FERIEHHR
BHEEGRBRGBA  PARGORERE LB AY - B AR KB R P IS - £%
L9 ~ JARDIANCE 10 mg#oJARDIANCE 25 mgfa i 4 %1 5.0.1% » 0.2%500.1% »
RAEBERELRBATHRLE0E - LRBBRSREE LY JARDIANCE 10 mgés
JARDIANCE 28 mg B R 2 B A ¥ - B R 9 £ S 5 B 16.6% - 184%$17.0% » HHMK
FRELZ IR - JARDIANCE 10 mg#JARDIANCE 2S mgin ¢ S #5 A ¥ « B RE R K @wRERY

BERRF R - ABRABRERE CBQORE IR TR T R AT AT IR 5L % 300
mekger 3 HE (U8R TNREA SRR ES mpHasl 128 48) FTRAF R « [ 24 F
#l -

HENAR IS BEGLHDAIC TS A ABARETAAARGOT EOAKRENS
56-10% » f £HOAIC >10693ctE 0 A » B 0] i 28 y20-25% « 8 AL sk a9 368 3 F LA 2 ki do
CEAB ARG REARTHRRRNT  RLEAERBBILE OF FRRE LSS 2
A% 15-20% «

4.5 4

RARMEER /LB B ER CRPUMSEAEHR LRS- O RREA RS
MEEAE TR BEEAE - VA - REPFRFBEGRE  RURAT L BB ERE
CEBEBEBLEARARAL  BA - E RS M5E MR -

s
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A RA LGSR B B ERR2LAPND 21) % + X1+ 10 + 304 100 merkg ey 2 B8 L

4 FempaglifodnE RI0K B L - £100 mpkewr B 8 METHBAUCHE - BERRABANE
25mety1348)  RAEHTREESHLUBT HFRFLIMARAL - ABBOTE BRAMBLE
CHAMBHLERL - ALAKILEXATRETHMEERARTRETOZ 28 MNF R
EREEBRRHEEE -

AR LT AR AR WRSF - empaglifiozin R AR ERAMBTBANE — 2R OsEME
Ao ERG300 mphe ) B RE (RHAUCH I - H 30§ ROABA R £25 meaydsit 128 45)
FARUETRAT RBE « £ HAREHEH AR BHET » $RH700 mpkethE 3 4 (g
FRERLELE S mepeyI54E) o R B R« AARY empagliflozin § % 2%
BadR B ARG LAIR ¢ R HE M L% thempagliflozin (700 mp/kgahd A BT - A E B AR
FE25 mgag 13948 ) I SRR L -

ERZARNENH RS TRRY - - Pempaghifiorini F %100 mekptr 5 8 M E (Sl tn
ARERMEBmeWI6) » ARECANMRA R RAR20R (M) Bt - AEXAAGERE
e EARKFRI0OmpheE 8 OB T (HAERRABRRE2S mgadss ) « TIRBHF
KA EREE -
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HIJARDIANCER B 4 e A ARG LT QAR S E LB RALT L AN BT SRR
Fo#t - Empagliflozing & 30 L T A MR I/ RA FH/ - GRALTRAEEFTANEL K2
FRRHARLTRIRLAESD) BAST Y RASTRTRANRE R -

B JARDIANCET R 8 R L9 B Lk ML R LA K » & 4empaglifiozine fe $59 4 2 1 55
BAER « Bddedfd o RUEWARLMMER -

s

ARPERIBRMARSTEAE 0 MRl o X KBRS $ 75 4 shempaghillozini B 4& « £ A &
A A AR RaRE P IHBA063 - SEEN  HEEMAER2EMN NSRS
HAHLRPRBRZETHURAASH L LB B S BRicempagliflosn® B LA N -
F R KA A Farempaglifiozin®f « 4 8 RBM BT ¢ SRS R E PR PR -

83 _RELA




JARDIANCER 8 236 ISR AL B AR SRS ER A 2 S R g -

85 BEALR

F ARG S S BTARDIANCES B % (F £HMARE ()] « £8P H B BB m AT
empaglifioringd ¥ & E M 45 BRS¢ S 2721 (32%) &5t empaghifozinigh dhul A
SEOSE 491 (6%) B4MTSH - BUMJARDIANCES S2p (2K £ (o8 S AP b8 S84 [3F
PR EFESF IR (8.6)] « e H TSR B AR T » RS E MY SRR RA S 00F 2 B
% 58] - JARDIANCE 10 mgfoJ ARDIANCE 25 mg#era 4 %) £ 2.1% » 2.355404.4% » $422 5 758
B ARTE  RARME R OGN ARSI E LA - JARDIANCE 10 mgfeJARDIANCE 25
mgRg AT BB I05% ST SN [ R PR L FH 5.1) BAFLEL 6.1]

86 TahfAd

S ST SERHE S o ¥ L T LT & AT 4T SJARDIANCE 0935 20 26 B LB ¥ B 0 3k [2F 4
SEERARSEAE (14.1)] « ¥ 3L AP - 1955 (B TARDIANCESS:% A JL 4 A 3060490 mlimin/173 mi2
B 60 B 8RR A5 SHA ~ 915 2 BIARDIANCE #25 A L3 30455060 mL/min/1.73 m?2 B 63 ¥ 4%,
MBI R BITHBASE 300045 miimind], 73 mir 05 65 U IR R4S -
JARDIANCE 25 mg@fb A g s e M B8 AT H R 0B Imllil - TR &/d R_REPHLRE
PRGN BRETRSARARE AR E RN RASGEARE  SYME VAR
B Lt

Ao R AR 2 AT B DR 0 18194 JL 485360 mL‘min/1. 73 mia S RS T b it
BALg ARSIARDIANCESR » L4 o fF R R SLBM B — 28 LA HG(14.2)]
JARDIANCE @3 a8 & % &4k « B AR AN D EF & ~ R FmRERCEIER PG AP 8 »
JARDIANCES Hi¥ 7 5 LAl A St S b Bk [ P HHAHH Q2) RS2 () RRBEE
R (I 53)

87 EFhfRd
JARDIANCE M A sh e R 2 A [ 08 R BB E ¥ F12.3)] »

16 Bk
- & JARDIANCE 18 WS 3 054591 » T 3n Ppaksh o st af o] f3ksm A G SR MO so 7 I ALOL A /4
SN (e T B T SRS doRidgin AT EUEE DR T RAFIER) 0 BITH

BT e W18 W o P empAghiiozan F Ak e L FF 3%, -

SRS § A

JARDIANCE @ 348 3 4 empaghiflozin » %5530 6% 8 -3 380 383 (sodiumeglucose co-
transporter 2 » SGLT2 ) #pdifi »

Empagliftozin 69464 8 5% & D-Glacitol,1,5-anhydro-1-C-}4-chiloro-3-[[4-{{{38)-tetrahydro-3-
furanyljoxy Jphenyljmethylipheayl}-, (15) »

Fe o F K BCaHRCIOy » 7 H45091 - ik X &y ¢
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Empaglifiozindy & &2 85 &  FRUREHEEH A o RSRE SRy 8 - Jien st
Fel By TIESSO%NH T RER  BLELRBH PR -

HHUARDIANCE 688304 3 10 mg 25 mg empaglifiozind§ uid & F P& E A2 ¢ BALE (
Lactose Monohydrate) ~ #tfh 8k (microcrystalline celhulose ) ~ 52.@ it £ Chydroxypropyl
cellulose) ~ b T £ 404 s (croscarmeliose sodium ) ~ 1048 = RAbay { colloidal siticen
dioxide) s WEEEASE (mognestumstcarate) Sb&  BRAFSH THEFBAS © BAVIRS
# (hypromellose) ~ =¥ {cak(titanium dioxide) « i & By(tale) » KT 28 (polyethylene glycol )
BB e (vellow ferric oxide) «

12 EREama
120 460 440
2R E- 1 3 ARIEE . (SGLT2) fh it T H 2Lk d F kB o A R 1) B e e & R 4p 88

Empaglifiozinth -~ $&SGLT2 4§34 » 4 & 39 HSGLT2  empaghiflozin® 3 & 5t 82 B 3865
R AR o B R B SRR R - St e R i R -

12,2 s

BATYES

E SRR AR > A - RUARDIANCES R $ o il - R AEGRG — 4
mg JARDIANCE®) « #f5T 4045 2438 o o815 40§ - B 2die T 47878 -4 8 W — 110
myg empaglifiozin « T S 9.8,64 o/ B [3F £ 4RG]S E LA o RER
empagliflozin 10mg ~ 25mgY B MAF - FHH T RSN MTTE3AOREED -
£E

L3RS 58 W ¥ o stempagliflozin 25 mgdp 8 — UL TR EE 0 R 240 SR T an fa e
BEAE A R R I ARSI mL - B RSRHHH IS L -

SR A

Jr SRR A O B0~ RO MEAN A SE 1 ST 0BG 09 S8 R B b 0 S 30548 B SR B R - R
FRIARDIANCE 25 mg » JARDIANCE 200 mg (JUARIE #5845 ) ~ moxifloxacinA B 8 REIGH - &
WM 25 mg & 200 mgyempaglifozin - QT ks k »

1.3 dnds A 4

B

SAPEHE SRR ST s A BT S thempagliflozin (3R ARI N 4 0 HRE AR
B2 MEAEMATBREN GLR - LR  empaglifiozin g f $ 481540 HitHh e
BRE - 2 BARA TR eSSBS (dstibution phasey « L da N4
1§ #9552 83 Cerminal phase) « 46710 mg empaghifiozindh 8 — R e95% 6F « SBAREP AL RGBS
F@ih (AUC) $0Cuas 5 & 1870 nmol-h/L 40259 mnolL » & #F25 my empaglifiozind 6 — s aysts

B 0 RS 54 254740 nmol- WL 687 amol/L. § 2368 B R R E R - ompaglifiozintg 2 & B 5§ 5 0 g%“’?‘%’\\é‘%mm%

S AE b empaglifiozingy S sGE RIS R M40 9 S S lin e BT IR SR8 R AR ) B
BB -

+ empaghifiozin ™ fifedp—AMRH © AT E BRI -
A

RARRER SRS B A B b st - ST S At AR A Capparent steady-state volume of disuibution ) (1

W \
RO SURG BT % 9 05 A IR 11 25 mg empaghflozing R L R A b KR4S 1 AUC,
R 16% « A Can FRH37% « 36 Hempaglifiorin Mib¥H PGB EREILERTBREE ;;

%

HT3EL (AL WA 0 R MO empaglifloziniG i 46« kel o2 (partitioning ) #9236.8% + &
K& @SS (plasma protein binding ) H86.2% -

it 4

Eempagliflozin & SRR A RAR & MAE - SN F SRS 288 W isetag (
glucuronide) #4484y (2-0-, 3-0-0R6-0-5 S48 408E) » HHRMB BT SLBF I8 Rn gy
B H10% ¢ BT R AR ¥ empagliflozint) E B 4OMEE S B & UGT2BT « UGTIAS ~
UGTIASALUGTIAY Fihors- a5 &) sbntas 484588 (uridine S-diphospho-
slucuronosyltransferase) &4 15 @aARIL AN «

e

TRIFETF B0 B 7 B D49 463T - empaghiflozind 82K 4% 4LF - 7238 Capparent terminal elimination half-
fife) M 124088 k% (apparentoral clearance) WHI106LApHE S B A B -tk » &
2 RAUCH & - 152 @M R1E22% » Rempagliflozin #ERM—R - 5284 0K (NC)-
iffozinip el < $95.6560 AR I AL SIS SE I8 b S48 (91.2%) M Aka (S4.4%) 3Ry » R4F
bk A 26 B ALATE IR A By R EE 2 4L €55 91 #i(unchanged parent drug) + % L33 fUL
Gk M AL A A R A G B R -

25 {eGFR: 603/ %90 mLimin/L.73 m*) + ¢ & (eGFR: 302 J£60 mLimin1. 73 m?) ~
F& (eGFR: 2030 mEmins1L73 m° ) B o) 60 & 525 A AR T 5 0% 3% 2 ss% (ESRD)
A5 - empaghiflozin sy AUCH S8 T 5048 JE 4 6 8 WA % #18% ~ 20%  G6%IRAL48% & 4n dead
HREEF AL P AT SRR 4L A K TN/ ESRDSS A 69 empaglifiozingl & 4 348 434
*EPE AT O & IR thempaglifiozing % de SR 82 5 o £ B 4540 BUA 8 4920% - TEAL R

dadh # & 9 M B G eompaglifiozin 938 2 SRR BRE SR OFRTF & - BB R B# K EM o « Bm
& RS EUE s e Srempagtiflozinat BRI E SO BeGFRTER XY «
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AR~ PENCEHFETD (RHEChd-Pugh$ 5% H R iR R4 1% - empaglifioringg

AUCSH BURITh 52 B 69 R WA S $23% ~ 47% AR T5% » Con 55 BT AR IR A 648 00005 10455
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Empaghifiozinan @444 + 845 RS CYPAS0R 015 « S sMAS T B 37 > & A4 empaglifiozin
o F L RWE RN B W UGTIAS - UGTIAS ~ UGTIAYM RUGT2BT§ Sk 5-= 45084 1 i an i A
A5 8505 8 S SR F A > Empaglifiozin s § 47 $UGTIAL ~ UGTIA3 « UGTIAS ~ UGTIA9MA
UGT2B7 » B4k + 4-60 7 8 by 2 BCYPASOR 2 85 A UGTIAT - UGTIAS » UGTIAR » UGTIAYMA
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UGTIBT & % > &R i Mempaglifiozin ¢ B M E £ BE - BB UGT (#idrdirifampicingd & 47
FRUGTH £ Y HAL R B HR) Mitompaglifionn b B EME AR BEH AL RL 8 -
Empaglifloziny P-glycoprotein (P-gp) SR LG #AE R G (BCRP) 24 f « AEGHEMEF AT
Sl hEg e Cefflus wansponer) » 200 4 % 251 K % £GF » empaglifiozin R K 7§ fiep-
epd ¥R A L 2 E4M ¢ Empaglifloziny AR & HER & (uptake tanspotter) OATS ~
OATPIBLMAOATPIBIL A ¥ ( R4O0ATIROCT2) » BERM 8 & 5 2 Lempaglhillozin X i d]
ZHERARRRNEEE Bl B HRM R L ERTRNET G2 EH - MAEH
empaglifiodn gL S R4 AT -

BRI E G

BERAEL RS REE R  JARDIANCE §hR SR A S & 2WREWEME - 5
F B SRR s A (37 & A 1) hydrochlorothiazide 2 5 ide) of 0 Bk 080
metformin + glimepiride » pioglitazone « sitagliptin ~ linagliptin - warfarin « verapamil « ramipritst &
simvastatin » empaglifiozinsy 386 A1 48 % 4a4t (B ML) » $18 gemfibrozil » rifampicin 2 probenecid
% Bz empaghiffozin@ £ 5K ¥ (AUC) i R &ML - £ AmE FRelsd «
empagliflozindi 18 probenecid 4 48 & ¥ thempagliftozinif i ¥ F 130% » R4 824 ka5 2 %‘HIL 24
HBSETHE - HRTHRFCHADE  RRTER OB MILRY -

W1 SRS EEmpagifoziniiis & ) T HBIE » BT FHAUCHCon LM HIN%EME
1 3R | A AR R T00% (809 - 1259%) |
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Change eeiative to empagifiazin alone
8 — & % empaglifioan, 25 mg, B #%,° cmpoghtlozin, 25 mg, 4 & — &: ¢ empugliflonn, 10 ma.
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warfarin ~ digoxin ~ ramipril - si i N
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Articfishotic drugs Wetiormin, 1000 g fudon Gat =
Girrprde, $ my. suxre doce® —
Fropuiazone, £4 g, ooce GRY —
S, 1007, once caly® rmand
Uinagigpin, 5 g once ddy® o mme—
Omicontracaptives  Evéryfestingiod, 30 mog. cree cwiyh! e

Levonoriavel, 152 e, s dath?

BRORRBRABR BB BRERER

Othars Smastata, 43w, singie dosc*
Surnnetin uef® o mm—
B¥iartors, 25 g, sgie done s
§-Warlorin, 25 g, ¥ngie dos™ A
Raetigrk 5 v, ooen casyt ——
Rampenate -
Digano, 0313, singe done” == .
Bysocioviase, 25 0y, ook G oS
Ternsemsze. & mo, onec Exift P
@ " © 25 3

* empogliflozin, 50 mg, 4 8 - 2: * empuglitiozia, 25 g, 4 8 —:R; < ompagliffozin, 25 mg, 24 AP simvasiating® 8
Fwarfacingk 208448 (mcentic mixture} - f 5% Micmgynon®; ¢ Framiprit
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13

AHh AR
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HbAICRIARDIANCE MMM F AT MM TR OR R » ZHEREH - A LTER S50
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SLRJARDIANCE 10 g - JARDIANCE 25 mpfu & S8R BB A 4+ F5F 0.4% » 24%P30 70040 L 35 M 45 -
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£Metformin 656 G

3tk 637 &R SRR B AR A TJARDIANCE £ M metformin®¥ 2 45 24 #4824k 608§
FARH % AT R4

S48 S E 1500 mpid b dhmetformingi . - AL ESEHSAT O SRS EEHAREIBR
BRGRBEHEAMGHE » FABL RS ABEHHR ELHAICARTRI0%Z MBHBA L
Mg AL EHm - empaglifiozin 10 mgn Fempayliffozin 25 mg g iR 47365 -

24 ey - JMBNE BN - 5 9 JARDIANCE 10 me .25 mg 564 T £ HbA e {p<0001) ~ TH A
EH (FPG) MM EA L RS EBMFOTH (LAS) -

& 5 JARDIANCES il Metformin 5588 #{ 91 MBA 5 § 258 TF 06545 £
JARDIANCE 10 mg | JARDIANCE 2Smg | K8% +
+Metformin +Metforntin Metformin
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HbATe (%)
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ARD Wi B (YRR EIR) 0 08 A1
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