HE IR EE25/52 %
Glyxambi Film-Coated Tablets 25/5 mg

WEZEE = 55 027073 5%
AHRERNET EH
heZAHH#A 2023-06-09

T MR
1.1 BERDRZE
GLYXAMBI fe & O REZEY Z A : empagliflozin X linagliptin -

Empagliflozin

Empagliflozin 2 —1@#-BEE1EEEEZXES2 (SGLT2) HIHIH

Empagliflozin B{EB &% D-Glucitol,1,5-anhydro-1-C- [4-chloro-3- [ [4- [ [(3S)-tetrahydro-
3-furanyl]loxy]phenyllmethyliphenyl]-, (1S) -

2T & Co3Hp7CIO7 - 2 FE%5/ 45091 - BBENSE ¢

Cl

OH

Empagliflozin REHEEX=E® - ARRRMEREZH - KORMERIE - BARTPE - SUaRERBHS
&, 7 50% OBB/KFH/OE ; EREPEALS -

Linagliptin

Linagliptin @ — &£ XM AAES-4 (DPP-4) BEXHNHIE -

Linagliptin B9/ &% 1H-Purine-2,6-dione, 8- [(3R)-3-amino-1-piperidinyl]-7-(2-butyn-1-
yl)-3,7-dihydro-3-methyl-1- [(4-methyl-2-quinazolinyl)methyl]-

DFIE CosHpgNgOp - B FER 47254 - HREXE -

Y ;&H

NH,



Linagliptin 3EBEXEE - AEIHERRUNERYE - KAUBE - oDARFE - BAR

i ERAREPELNS - EARPELS -

GLYXAMBI

GLYXAMBI B BEmiEEIE - &7 empagliflozin 10 mg 5 25 mg - Ak linagliptin 5 mg -
12 e

GLYXAMBI BOIESEMERM DT @ BIRERZ/0 - HERS - FEMERN - BRED - B4 - K2
HEER ~ BAr -~ BEERREE - IRIK  KRPEEER - HERE - B4 - &tk B2 ; E16#
=B (10 mg/5 mq) - sK&E(E#HE ~ A6 (25 mg/5 mg) -

1.3 HIR

1.4 ZmipeR

GLYXAMBI % empagliflozin X linagliptin #ESH :
« 10 mg empagliflozin/5 mg linagliptin®2=t - BIl=AF - FEH - BE&RURRIKEE
- —HEBHEBERBHATER - »—HEHF "10/5, -
« 25 mg empagliflozin/5 mg linagliptin® 241 & - BSl=A - FE - EER TR
it - —EBRINBABERBH AT - »—EEONEF "25/5,1 -

GLYXAMBIfRE#E AR SRR 6 REE - MRS T3S _BRRRAZSNIMEZES . £/H
metformin& fffempagliflozingtlinagliptin REEZEZE S MAEEHIZE ; st E&EEFHempagliflozink
linagliptin& f#f;8/&#& -

Empagliflozin iR BE _BigkRBE AL MEEBRNEARAR - O ENMEREETHRE -
M - AmiEEFEAREE _BARRFREEALOMEERNBRARAR - ERELMERFALTHE
PR RO A R e R AR T -

{£ A3 _EAYPR

GLYXAMBI AZZEARE—EREREA - HOgEERNMEERARKRISNER - [FREBRIE
£I15(5.1.2)] -

FR AR T ¥ B 75 BRI S 8 SEAUR A ETT GLYXAMBI fOEtER - EIL B AT AR EBRM X R E 2R
A GLYXAMBI - 2EE8MNEERKNER FREZEESIE (5.1.1)] -

RzERAE
3.1 REHE
3.1.1 FRtaERREIR A
- RBEAREIEFERFLILBING  LBRERERFSREERIESEE (5.1.3)]
o HHERFERVOBA  ERERBRABEIETRTELEL—IR [FERERB L
BSIR 5.1.3) R GREEEEIR(6.5,6.7)] °
3.1.2 EEHE
GLYXAMBI WEZHIEREBHE E—X - X 10 mg empagliflozin/5 mg linagliptin - T
PR —ERA - TNoZERA - GLYXAMBITIIGNZE S H—R 25 mg empagliflozin/5
mg linagliptin - H7ZE MY MBS -



33 i A RHE

EVERZHEANEESRE

B 443K 8 B EHE (eGFR) 1EH 30 mL/min/1.73 m2K95E A - RAFEEE A GLYXAMBI -
B AT TR EHE AR ER 30 mL/min/1.73 m2lfE A - SmIERHERE S -

B G RRAFHMEREER 30 mL/min/1.73 m2 - FEEA GLYXAMBI [#R
(5.1.3 - 5.1.5) ARREEEEFIR (6.7)] -
4 2=

X

2=
=

mAEREIR
GLYXAMBI AoJHRAE FAARRAIEA

=

- BEEEBYEEAE - RMBRAEERBEN FREAXGAEIESEIR (6.7)]

¥ empagliflozin -~ linagliptingtl GLYXAMBIFHEfRZEl IR B EBHBRIE - AlilsHiBs
- MEHKE - SBAWNRE - S2MP - SREXFEBH [FR
/ARRKFE (8)] -

RE EREFOEEEIR (5.1.8) ~ BIfEA
5 ERRMEREIR
51 ER/ERZFIEA
5.1.1 FRkE%

ZHERA linagliptinByE A S8 S BRI RV S - ECARMELINAG B2 [7F R ER R al BR &

(12)]9 - BIE (0.3% ) % linagliptin&FEREANSE (0.1% ) BEILZEBAENREA
A S MRRRE K - ZECARMELINAGE RS - 221X linagliptini&a RIS A 55 4 o M Bk B 35
T EMEIE - linagliptin B9 &S

ZREMREAAES - B RIRRME K -
am R R R BRME K AU T BE IR ANEAR - FHIRFE L IRMRA S - B BN= LA GLYXAMBI I
Fiaka T EERAE - BRI ABREBERIESEE 2B AER GLYXAMBI - 2EE ML
PRI S By PR -
512 FfESE

—RERE - BBELEmHEMNRERER

=RVAN

BRI S RN BEEEERE (SGLT2) MEIE (B &empaglifiozin ) KE—1
M RERBRAET EHEENE - MRERKRDRT

70/

LRIBMEPSNERS ; B2
BHVER - 5 Aempagliflozinffm A BB RS
W PERS - EUE-HRKERASMEHE N HTHRGERED - HAIERESZRE
Elevm A - #ZSGLT2HIFIEA AR A - BifE S ERIEM - GLYXAMBIAZZRRIAE
F—HRERFERA [FREEIE (2)] -

ERGLYXAMBIEER R ANREBHIREENH M PSHOEZRMNER - FmENERES
5 - RN EERERE S - ERAMEMEREER 250 mg/dL - iTlRERE
GLYXAMBI#HEAEIRE 55 - IR WA DS - BIFHAGLYXAMBI » FEHERA - WI7BIFEA
KA /8% - SRR ST - iR EA

BE™m =<1

il

ATRER Ko lifsetkKIES" -

MHEZEHRBEEN  LEZES—ERRFERAT - BEREBRIRIE PSR - O
FEIIEIERR 7 17BRYEE - HIREARZ R AN MERE SR —iiEKmEE P SRHERMM
RE (AAEER250mmg/dL) - MAREZRKEREERTSRKREECHER S
A2l - BFEIED

BNt - e ~ =BAE - URTFRZE - EEA 2 ELIEZERZRHI P
BRABSREMKFSHREER - AINRERTIERRE - SR ELER - RERIURD

: EBH
il  VHEBESETRNERESR (ANS—DERE  BRISBERTITES) - bl




5.1.3

514

5.1.6

5.1.8

B ENE -

FlUa FHGLYXAMBIED - FFoE BB AREPIRERERSBREMBE TP SNEER - SFED
RS RERVRIEIRE R AT - REBEURS - DUREAE - mAETIRE FiE - ZRBR1TA
b = R ERFHGlyxambi - [# REBRM(10.2) EE 8 HESM (11)] - ZEEAIFRE
TEFINECHRSZEMKPSHOEMBERER N (HANESTEERIIMEMRBEZERR
) I FAGLYXAMBI - BRI AGlyxambipl AR B LMK P SN REEF 2R -
BEE R AW PSEROER R - WHRATELIREEERE - BELLEH

ez

RS
Empagliflozine] 3|15 MBI - BRI S ERBRER0EN L MBI MET S
BRI FLEERRRERE2)] - HEREEARSISCLI2HNES

empagliflozinfE _HRERAEEA - LIRSUBIRE  BERAZTEER MRS -
BINEERZHEA (€GFR 5 60 mL/min/1.73 m2) ~ ERAEA -« SUIEAEEABERREK
WA CRERER RS ER VA EMENERIEN - mABB Ll — (B S E R R - £
IR e 2A) - B RRERBINEE - BRBERDVABA - IR e 28]
TR LEILIEH - MaRIE AR 2R - BSEARREER D ZERNERU KB IIEE -
P B R MM e £ B o B 3K

ZIBMERASGLT2HHIE ( B=empagliflozin ) KR ABREEREWRERS ( BEREM
MERBEERNE LS X ) HEA - SGLT2FIEIREES IR R ERENER - B
ERAZEANRERENEERAER - WRNERIEG T AR FREFR/FARRE
@) -

HHARERERER W HIFEENEME

BRERERERITLH S METIAESIREMIE - GLYXAMBIZAREREWE (AliltakE K=
BELY) ARERFAR - REBMBEENERRS - EUIE - 2 GLYXAMBI RIS - olsEA
[RERSERELVHNKRERWEIE - PUB/MEMEENERR -
ZEERRIC R IE X (35 EM KIRE)

ZEEERIEMFER(FERREE ZE—BFREREE IR IEmAVRITERS - FE
ESFMAE - EHESGLT2ANHIH (E1¥Eempagliflozin) Z B RFEHEA P - BEIRGZERR
SEMFEXRNFERRY ; EXMESUERRE - HhBREET A ABEER - SRFIMEL
BT -

HREZREIEDaRNBLIREERN SRR RBNER - AP BRI a3 IE 55
ABREA - BERFEEERERIEMHIER - WHEREE - BUADBEIMNERET AR
CWEME - TTESTFITER - FRARIEY - BUEANERE - WRHEBENMEEGE
REX -

Empagliflozin SJEE 2R SEERBE R RRER [F RERAGRAARB.2)] - BEBEMN
ERMEERVERRMRENBA - ZARSHWHERELEREERS - BREBERENK
A

BYE




linagliptin £ - B@MBEBREBHSEOREE - EESMBE - MEHKENSE AR
K - BEREFEREERA linagliptin JAa&EE 3 BEA - BLRAREES —KEIS
2%

1o E SRR R BX A -4 (DPP-4) MIHIE - 84 ME M /KIERRAI - ¥ E 1 DPP-4 1|
BlEamEKEEERNBA - BRAEE  BRIDARBREERALR GLYXAMBI 24
@i@ﬁﬂﬂﬂﬂ%ﬂ@kﬂiﬁﬁﬂﬁﬁ

ff thEERLRT  LiBHRERempagliflozina BN R ABREBBRE (flMMEH
KEE) -

MRBEBHRIE - FFLEGLYXAMBI - ZRBEEWRERERE SR - TEIEZEICN
REARER - GLYXAMBIZ AR #empagliflozin - linagliptingXGLYXAMBI g 48] Bl 2 B A &
EBYNBEFLRER @) -

519 BZEEIREAQEER (LDL-C) L7t
£ empagliflozin TJEEZE % LDL-C 75 [FFRERARGBEALER(8.2)] - BEBRER G

5110 BENTEAEZEEZRE

LR MALES-4(DPP-4)IHI B LB BRE P EERENTIHAAMEZEEERBIEAL - 5L
MARERBREBEI RN LFRELEBERENR - KIHFEATEFERBERBERE -8B
L2 B 7E 22 - EARAEAR1E LS IR FAE{th DPP-4 AIHIEIRS - BRABEERENR - BB
DPP-AHHITI O BEIS Ak B B RAEN IR IR - B3 - [BIFZE -

5.1.11 Rpat#aKEaE ( Bullous Pemphigoid )

FECARMELINA B[R RERPRABRE R (12)] - BA7R (0.2% ) #X linagliptini&a&E %
ANBRERBEMEEREEE - HF3A (0.1% ) FEEFOAE | ERLZEE aEERIRILER
Bl - DPP-A{HIEIR EH RSP EEFRERNAMMEBRRMERS - EAHRSHIHEA
b BmABBUEEZFEHSE U R RIS EEE ILERADPP-A4IHE 2B ER - 55
FHBEA - BEREEZGCLYXAMBIR LIRS ER - SRFEAEARUEERME - &
FLIEEAGLYXAMBI - 1E B2 K BHEMERZE NEERAE -
6 BARGRIESIA
6.1 &%

NS

HiRempagliflozinEB MM RERBREARBERTE - HIAEBRERZE_Z2HNE=-2H

R E FIGLYXAMBI -

ERZPIHLFEAGLYXAMBI -~ linagliptingiempagliflozinf3R B & R /D - (& I AR DA B %

MEAE RS RRFEFARERMR ZBEEEBHE Y - ER B REES A EoEEEEMER

L/ﬁﬂﬁﬁ(n$% MERIRE = | —&n) -

EE RS - ERERARE 2B IANSE =2 0 KB B 3% 5 BB Aempagliflozin

(ﬂ%JHEiE’JﬁJZ D2 BRARBREL - WARABRABEIS13ENEE 513 0EBRNE LM
BN\ERER - R AEHBlinagliptinflempagliflozinfs - REZFHEEELEFE FHR T

By —8) -

TEBEZAMERBEBHDATC >7THX M - E/NZEIREREXRRENE REMRLEHER6%-10% - T

HbATc > 10X RIS E20%-25% - BAMB KRR ES SRR E - EXE—MRIGHF

7R RTERNIRZD - ERSERREERENES RBERGSTED B 52%-4%5115%-20% -




6.2

fERES
AR RN/ B M Re /e R AR  RZ2HABE BB EGIOAERRRTE - SIRSEERE
iR IE ~ FEERTE ~ BRMRE - BE  TEMEEFRSENRER - ZEHAOTAMERTE

Rt ZiE Bl RBEEEATKRE - SEENEREMREERER -

M EREIE

EREREFABEEREHEE5&S empaglifiozin 700 mg/kg/X - N L linagliptin 140
mg/kg/X (7 BIBERREIER) 253 &40 353 15) - BRI AEREIEMY - EREHE GLYXAMBI /9
AR ETEERNMEERNERGER -

Empagliflozin :

A EERSE21R (PND 21) Bga - D1~ 10 ~ 307100 mg/kgz B HEISHF KRB & #it A
empagliflozinZPND 90%& 1t - 7 100 mg/kgiyEHEE F ( IRIBAUC - ABERARIKEIE25
mgiy 131 ) BRI EBRHESEMUKLBNENB LRBRIRR - £13BROARERERER
% AIRERT LR -  BEEREEAREBMSAEHEB(MHEERNARBERBENE _2HBH
MEBE=Z2H) RENEYRRE -

EREMRFHRIBIREEEMED - empagliflozin2EEER AERER R H(E—Z2 )R
HitA - & 2300 mg/kgMBHEIE (RBAUCGE - KEBERFEABIEDAEEREAK
ERIREIE25 mgry48EL 128 & ) FAYERBEMAREE - 5| R ABHESUMNESTHE T

- 700 mg/kgiIBHEE (HEREARAKEE25 mghy15418 ) - Ia RIS BT NZE
BIEIE NN - Empagliflozin OlEBABREEARZAE - RERFERARSWempagliflozinEl £
(700 mg/kgiBHEE - HEREARATIE25 mgi1391% ) E51BEERKIERSM -
ERZAEBNERNMEBRRZBEMEDT - FH empaglifiozin &EEIE £100 mg/kg/X (KHEER
BAAREIE 25 mg /Y 16 18) - BEIRSE 6 KFEWBHAZWELE 20 X (i) /L - WAREES
fes=tt - fEHIE 30 mg/kg/K (KR REAEKREIE 25 mg 4 &) DLE - BIRANMENE
B -

Linagliptin :

RiEZWistar Han A B EE FHu i R0z EF R EARB & Alinagliptin (B2 7 Bl&&SE—X240
mg/kg&#2150 mg/kg)fs - ERBRIARNEBER - RERBESHE  EAREHERFERANE
EHEX 7R R RAEE5 mgii943811943£F - 7EWistar Han KERIRZ2 5 6 REIWIE

21 REAE - AARESEZRLEIE 49 Z0 linagliptin BER RIBERESTE) - WARTEMNEES
HAARWINEE - TRARNEEER -

ERZOAEBMRFAORKRE % - linagliptin DIEBREEAZNE -

I %L

ER S

BRGLYXAMBISIE BRI D EE S EAAN BT R EHBA BRI ERBUTE - B
BIERABR - Empagliflozinfllinagliptin& 2w 2RI P REBNETAGR "1, —&) - AR
ABRNBRZEEFSABEER2FAZT AN (WK ER I MEE) - FHIABEBROKRET
BEERERZSP -

EZGLYXAMBIT SE ¥ 2B FL A8 IS Al BB A R R (BliEempagliflozintl sEF 2 H £ 2R
BEhE)  BEHEA - FEBETEHIL B ERGLYXAMBI -

B

ERZBIBRNBAREMAER OREY 2% - KRERZABPEFEENempagliflozinRER - £
REF TS - T MERPEY)RELLFI9ET0.634 -58E R - MBEERZEE2E24/)N\HHABE




6.4

6.5

6.6

6.7

R e FoTH MR PEYRELEFIIESRKESRETERERS/NT - BrempagliflozinZE71&

AT - FOABEERERempagliflozinks - Z¥E R REARE 345 PV B SRR (B &
B/ \ERER) -

NG

GLYXAMB| £#RERWMAEANZEZ U RBNM - BARESHEIL -

EFA

GLYXAMBI

Empagliflozin 5[ E2EMRK - OJREFE 75 mM LW ARNKSRE[FLSREE L EIESIE
(5.1.3)] -

Empagliflozin

£ empagliflozinfE R 5 “ B R EE P - #BETH2721 ZERempagliflozinia BERVE A
FMOSEIUARAN BEMT55 - iR - 75mU LR ARERRBERVHBEARRE - £%
R - empagliflozin 10 mg#lempagliflozin 25 mg&E—KIBRA—XREET - 251%2.1% »
2.3%M4.4% ; 75U LR AN BRBRGEEER - 2R - empagliflozin 10 mg#]
empagliflozin 25 mgBHA—XRA—RWIEBEE T - 251%10.5% ~ 15.7%F15.1% -

Linagliptin

fElinagliptinBg ARt a s - Hor 51085 fiiE=Xlinagliptin/a BB AR65E L L - 5B131415%
ABTSELLE - WEEHRARAEREIZRZ - linagliptintlZ 2 MaiEN - #iE FEFRARRFEK
A FERALEEE -

FIheEAZ=
GLYXAMBI cI] R INBEAZRA [FRENH NERME (11)] -
BINEEAE

Empagliflozin

Empagliflozin 25 mg HEMENmEBEERABINEENRIETMRD - BMEAE [HFREZ T
BFIR (5.1.3)]  ERBERVARRE - MRERAMEEARRESER - HEBEEBINEERIE
miEs -

Empagliflozin BRI K Z = Ml BRI RN A IEEZBEATRIESRDIE A - TR B AeGFRIEHR 30

mL/min/1.73 m2B9EA - EmpagliflozinZ2 R IEE EZBTAEA [ REREEQR) BT (4)] -

7 REEH
&1 EGLYXAMBIER R EHHEARYRZE (EH

I FREI

ER/K L | Empagliflozin EF| K I E MR EMBFRREUBI - JEEEMBEAIZREER DAY
MEE | et

BRE | EMBGLYXAMBILAEZA] - BRHEIRA RIRE KRB INEE - BRARBDVEIEA - FBGLYX

AMBIEEEZ R - BB IEULIET - FRGLYXAMBIEE 2% - BRIERA RR/D Z BIRIE
ARLA K B TNBE °

BRERVRSHEWE




iR _Eo| GLYXAMBIE R SRR SR @ El (Bl sulfonylurea) it BIRs - S84 K M #EAERY ELFRER

WEE [

EE | GLYXAMBIEREREVE (ANt R ZEEY)SREZH AR - JEERRERSERE
DEERERNEE - LURMEMARER E R

s288
ERER L | GFISGLT2 s - 4 PSRBTl AE B 6 (DR PSR B R TR 16 -
LA

RE |HEEEAGLYXAMBIZGRZEIER - AEBAENEMSFEERE -

P-#ZE B (P-glycoprotein) 3t CYP3A4 B & ZEEEE

E%FRL | Rifampin BJFZME linagliptin WREE - B/RERY P-#EER (P-gp) 2t CYP3A4 5% 3K
WEE | AR - EREWNCIERE -

BE |linagliptin ZEB8 P-gp 5 CYP3A HREGAR - BIRBMEAFHEME RS

FReh B & E iR 5 1

BRPR L | SGLT2HFIEIZIE IR P AEE L EMER P EEERAZIRGH -

B2 %818
NEE

RE | A SGLT2 MHEFAEA - ARZELARAIR P B E MRS MAEZES] - A5 SGLT2 fHIE
ZENMRFHBERFLEMERPEAERRUZIRGH] - BUEMSAE R MEZES) -

T8 1,5-anhydroglucitol (1,5-AG) 731

PR L | #H¥ER SGLT2 MIHIEAmA - 1,5-AG RORI B EEE MG T4 LI AT 5

WEE

RE | AEEL5-AG oERIMAEES - B UE M7 AR Mg -

8 BIfFR/FARKIE
8.1 BRAREZRIFH/ARKRIE

MIEBARRERELN N RBEAREMED
o Bk [FE2RERMERSEIE (5.1.1)]
c kP S [FEREZINEEFIE (5.1.2)]
- BRBERY FERHERNEESIE (5.1.3)]
- REMMEABLZE R FESREREIRSIRE (5.1.4)]
- HHREZEREREVHIFRENEME FE2REZLEEFIE (5.1.5)]
- SEEEMERISEMHIER(FBERMRRE) [FERER LNEEFEIE(5.1.0)]
« EEF[EBERR [BFEREFLIEFIE (5.1.7)]
- BYNRE [FEREZIEEFIER (5.1.8)]




- [ERERRERMEER (LDL-C) £H [FE2REZERIEFIE (5.1.9)]
o BRENTHAEZERESRRE [FESRERIEEIR (5.1.10)]
o NP RRBEE [FERMERERSIR (5.1.11))]

8.2 HmRlBALh

SRR REESEARNMOR FET - RItER—BEYNE KRB PAIBRRIINARRE

BAR . ARG S —HEYNRAKGE PR RINARRBRERERETLR - MEARB

BERERRAR PR SE LR -

Empagliflozin & Linagliptin

it empagliflozin (8HEIZ 10 mg 3t 25 mg) £2 linagliptin (BHEIE 5 mg) WLZEY - 1R
BYEYH R RER P ETIMM - BFHHE 1363 IS _AiERRERA - AEAEERE 52 B
- BEEABNRESONER - BRI empaglifiozin & linagliptin &% R AR KRB
2 Fi7R -

=2 Empagliflozin ##F Linagliptin j/aEHEA LR >5% WARRE

GLYXAMBI (%) GLYXAMBI (%)
EN=35 10 mg/5 mg 25 mg/5 mg
n=272 n=273
W PR 78 Bk v 12.5 114
BIR% 59 66
R 5 R S 7.0 7.0

GHEBRTER I ARSHRR - BRBARKIMBRBER - FER ZERKRE - BK

Empagliflozin

% empagliflozin BEA - BER >2% HERZREANARKE (10 mg ~ 25 mg ~ 2/

) @ WIRIBREZ (9.3%, 7.6%, 7.6%) ; L tEEREERF (5.4%, 6.4%, 1.5%) ; LIFIRE R
(3.1%, 4.0%, 3.8%) ; BEFRIENN (3.4%, 3.2%, 1.0%) ; MAEEE (3.9%, 2.9%, 3.4%) ; FEEiE (2.4%,
2.3%, 2.2%) ; BHEIEBBERI (3.1%, 1.6%, 0.4%) ; BB (2.3%, 1.1%, 1.4%) -

1’8 ( BEZ8E ) L EE - empagliflozin 10 mgflempagliflozin 25 mg#B AR B R ELHI 5
Al%&0% ~ 1.7%+11.5% -

Empagliflozin @5IE2E UK - EMERMERNST R - UKEASS RV EEARKRE -
B31Em A (1.1%)#=Glyxambi#Emetformina EiF 2 £ R RAB SR /D (B ERLAERM)HESH -
Linagliptin

linagliptin 5 mg JBEARBEE >2% BERLZRBANARRESFE | SIEK (7.0%,

6.1%) ; BE% (3.3%, 3.0%) ; "% (2.1%, 1.4%) -

£ Linagliptin BEF AR R BIPIRESNEM AR REERFEBH (FINZMZ - MEMKE -
FBER R - EREBE) MALE -

R SRS - B linagliptin A ERREX BERSE—ERAFREEPLIR 15.2 4 - HWER

2Y) (ZREFDE B REMIRIERRE) ANRERXAE—ESRAFEREEPLIR 3T - 35
= ERRbE R B 2 E EA&EE—H linagliptin Z &3 4£ER7 -
M

% 3 #7BE empagliflozin & linagliptin ;&% 52 BHEMES 4 -




3 40580 MREL BOREARRERER

9 9
Metformin EBhEE GLYXAMBI (%) GLYXAMBI (%)
(527%8) 10 mg/5 mg 25 mg/5 mg
(n=136) (n=137)
Hee 22 36
BE 0 0

SEEREMIEE Y | MR EAMEHERE 70 mg/dL LT A BE BN
bR EMEES  BERE - FpMBESE

BR=WH

Empagliflozin & Linagliptin

A empagliflozin X linagliptin JaZE8EA - Bzl RS CE BRI MIKE B
SREEMEE -
Empagliflozin

MEMBEETH S K eGFR 1K : BsALlempagliflozin/aBH4&BR - EF R MBENBEAS R
eGFR [REMIBF - 2 RELESEBREE - £ —BUTEBMEASRABHENHED - #2=
FEANFIIE(EE - £-RRPANOMESRERD - MENEE S K eGFR BEERIBEHE—
A& A #8380.1 mg/dL&-9.0 mL/min/1.73 m2 - REMUBE - FEILABEEEDE - #AER
empagliflozin & - SHMARBNBEEEBNEZ I NE—ENEE -

BREREAERERE (LDL-C) £F : EE#= empagliflozin JAEMNRAT - SEEINEBERSE
HiEEEZ (LDL-C) HIREEIEAMN EAIRSE - EESZRE « empagliflozin 10 mg -
empagliflozin 25 mg JaEREA S - LDL-C 28l LTt 2.3% ~ 4.6% ~ 6.5% [FREZBRIEEIR
(5.1.9)] - F9EER LDL-C REERAEMAZERIEEE S 90.3 2 90.6 mg/dL -

MIKFFELLIBNN « ZREARIMIKEELLPAIEURD 1.3% ; empagliflozin 10 mg A BEHIEN
2.8% - empagliflozin 25 mg J&&EAENM 2.8% - Z&H ~ empagliflozin 10 mg ~ empagliflozin
25 mg HA—RGBRIMKBBLEESZLEANNRA - 2515 0.6% ~ 2.7% ~ 3.5% RIa BRI B
BEESHEN LR -

Linagliptin

FREEIENN : Linagliptin J2EARERERERSREZREIEED 1% NWEREWRUNELEARKRE
N (ZEEIAE 1.3% - linagliptin JAE#H 2.7%) -

PEREIENN . E— R ANENEARIEEQERRNE _ERERER A ETZZREISERN
linagliptinE& Rzt &2 - linagliptina FAE W EER £ 24BHEEERE FI91EM30% - LREIHERIF
19181MN2% - Linagliptinia B #H B % R Hisks R E SR IERE LIR3EHNmA D RIE8.2%
1.7% -

R EEIE NN - T BRERFE R ALLRlinagliptinflglimpiride Z/0 M & 22 2t g PR 5

- linagliptina A Bglimpiride’aBEH P B R E SR IEEE LIR3ERBA D BIBE1%E
0.5% -

1252 A EL At IR B S BIKFNAEAR - ERlinaglipting& el B EREA SRR R G A5R
[FEREZRTESEIE (5.1.1)] -

8.3 Lk




# finagliptinempaglifiozin -4 BB IBEM R B R - B ISLE R SR E A B B

9 BE

Heciia . FI @R FRAYRMATRER AU RABEYRES ZANWERE % -

o B ERR  MRREEX - SREEmRIRNEER [FRERE (2)] - #w - OEES - DR
o RREZHER BENRE - SRR - MEMKERSE R AR K

o B SREEMRIEEMER(FERMXERE) - REMMEABRZE X

. ﬁu%ﬂiz =BER K S

- NNBRELEHEESER RENTIAMEZREEH KRR

- BRAVEKZAER  2EBEES

o RBERKETNEBER  KBEEREE KERE W &P - EMP)

GLYXAMBI FZE8 2R - 5118052 - BRI R MABE TSR empagliflozin FIRETIHR
- UM BT IE R BT BRR linagliptin BIAKAT -

10 ZEIRRM

10.1

10.2

TERKE

GLYXAMBI

GLYXAMBIZ %A : empagliflozin (55 _Zith-E = 115 EEE [SGLT2] #IFIE]) & linagliptin (2

RARERKES-4 [DPP-4] #HIR) -

Empagliflozin

Empagllflozm EEF_RR-FEREERE(SGLT2) 5% - aEBRIWAB44EKEIED
RERZEEENEZEERE - 3RS SGLT2 - empagliflozin olEl/> Bl E 2818 2 &

%‘*}?E’\Jﬁﬂﬁuﬁ’ﬁﬁﬁ - REBROEEERE  EMENREIPTE -

Linagliptin

Linagliptin @—7%& DPP-4 %% - ™ DPP-4 0B Y REWEEAAERMAL 1 (GLP-1) A

BEEKBERRERZIK (GIP) WX - B - linagliptin AlEEFHBEL ZERENREIL

2 EEEEKEENRERFERERNELY - UREBRTIHNABREE - EMEEYRD

WEESE 7T HEREENFENEIERGER - FREBERNREENREGVETRZIW
BEEEEQRAERUE LA - #IEEEEFEASH - GLP-1 & GIP EoiEMEREEHN

FERMLURAE IR B ABMEA D - SN - GLP-1 TRO BREARMNE o APRROFIER W - TERTHE

I EEIE & S PE1E -

BB

Empagliflozin

1% 18 B hroR B

%_ifrféﬁérr/\@}ﬂ—”mﬂ empagliflozin % - FRIEFEHEE S IIBIEN - WROHARFE 4 Fa

K,Hﬁii%h HH—X 10 mg empagliflozin jaEAFI9K 64 52 - BH—RK 25 mg AT
78 5% - 1U$£Eit%DEE%mJempagliflozimOmg - 25mgRVBIREETR - IS - ARIEHEM
S1EN tﬁﬂ;%’Bi@EU%Eﬁ%ﬁ

PREBEE

FE—IERE 5 XEiRT - 8K—R empagliflozin 25 mg J&8EAF19 24 /N\RHERE - 5

1 RSN EAERLIE 341 =7+ - 555 KEBM 135 =7+ -

/B\HF;‘E“EEEEEE&

E—IREBH A - ZREREMEYER  KXEETERT B30 BREIEHEESE—




10.3

ELLTAE empagliflozin 25 mg ~ empagliflozin 200 mg (RS EZEEIE/ 8 13)

moxifloxacin MZ&H - empagliflozin 25 mg 3¢ 200 mg A1 AKEZ 2R IE QT EHA
(QECNEER -

Linagliptin

Linagliptin B2 DPP-4 NS ROE Y - tliESB B REMEAEE - Linagliptin B E K
FEVLIARE MBNRE RN W - W EFEERDW - It EZ4 83BN EE EIE N &5
g - ERRINERTD  EHERAERESIRET - linagliptin E#ME DPP-4 A5 m IS H
EME - ¥ DPP-8 3 DPP-9 SEMRIIER -

NHEE A IRER

E—IRBH R - ZRTROEMENER - 4 AR XNEETRRERT - 15 36 BRESEEER
B—HE O/ linagliptin 5 mg -~ linagliptin 100 mg (&2 &E 28 20 18) - moxifloxacin 1
ZRE - 5 mg BFEIE5, 100 mg BIE4A - 9RE=ZRIE QT BH (QTc) iER - 100 mg A

A linagliptin &S MERERE 4% 5 mg #HRY 38 &

BARRIZ = HER

FERASYE

10.3.1 2=t - BREM - FFENTE
GLYXAMBI
HARAE ¥ empagliflozin & linagliptin 8 & #1727 2R - BREY - £BEHZIE
AIRRSE -

Empagliflozin

2R CD-1 /NE & Wistar REF#1T 2 FRBEM AR - 2T empagliflozin 100 -
300 ~ 700 mg/kg/X (RZEEmEMRABIE 25 mg B 72 18) - WARIGNHE M R ERIMEE
BAER - HIEMAESE - BIEE 700 mg/ kg /X (KBERAKLIE 25 mg B9 42 15) I

- BREEMNEEMNERNWEANSEZIEN - 1T empagliflozin 100 ~ 300 ~ 1000 mg/
kg /R (RZESSEAREIE 25 mg BV 62 {5) - WARBMEES/NERERERER - 1£5
£ 1000 mg/ kg /R (W RS EARIE 25 mg B9 45 18) 5 - SI=2E %/ NERES /N
ERBENB/ SR SLERuEETEFEREE/NEBRN—EXHBEARH -
B29h Ames MEREE D - 5290 L5178Y th*/- BEMEBAREAH - LR AERIEER
MZATEER - AReaBKHENEL - empagliflozin #BAERRE Y - HAEEMN
FEBRETR -

£ empagliflozin &&= 700 mg/ kg /KHEE N (W AEAKEIE 25 mg B9 155 f5) - ¥
mHEs M RENRE - FENNFHRREEEETE -

Linagliptin
E—IRAH 2 EavEEaS - B linagliptin 8XEIE 6 ~ 18 ~ 60 mg/ kghfi B K&, - 1
RNIBNNZEM R UEM KRB AR - RiIE AUC REE - IEESHIZ 60 mg/ kgl B

REIE (5 mg/X) 418 1§ - E—IBRH 2 Fa9E P - Bllinagliptin &5 80 mg/ kg
(H1) #0 25 mg/ kg (M) WEIERAT/E - RE AUC REE - ILEISHNAHAKE
£/ 35 5/ 270 & - BRI ARG/ NERERERER - ESEIEMW linagliptin (80
mg/ kg - R AUC REE - AREIKREEM 215 2) - I EZMM/ N EBRIMREREREE
IE -

£ Ames AiEE=E MR - AREIRREREZEA - BAMZADS - CHREER



“E(ETER - linagliptin B REZREN - W AREMREIEH -
T REREENFRSD - 7 linagliptin &= 240 mg/ kgEIE T (1R#E AUC RE=E - K
RERIREIEM 943 £2) - HREHAMIREE - R - £FENAFEXEELRTE -

11" 20E) D25

GLYXAMBt

HBEY—ERAEEES®EE - L E empagliflozin 5k linagliptin HEERES ; B2
- empagliflozin 1 linagliptin B9Cmax72 B> 39% 1 32% - ELE{EARBREZR M -

IR U

Empagliflozin

St ¥R R E RS E S T BRERER AT Empagliflozin FZE8) HERT - MEKREERBIL R
HIRBERAREEMMER - O empagliflozin % - &£ 1.5 NREIAFSMFTRE - ZEMBRET
ROl D AMPEER - T MEAERIE TN BE - B IFHARIARE I8 - IR SRR MR MR T EiS

(AUQ) &= MIFEE (Cmay) £ empagliflozin 83— 10 mg 24 51% 1870 nmol-h/L 1 259
nmol/L - &H—= 25 mg #% 4740 nmol-h/L 1 687 nmol/L - TR EEI S E KN

- empagliflozin WE B REEBEHEZLEAIEN - empagliflozin B EREMREEYE NELE

MU BREGUEY S NEESEAER -

EINEERSHENEERA empagliflozin 25 mg - EFEERBEERRRE ;| BRNZERA

» AUC BV %I 16% - Crnax B A 37% - BERBIEII empagliflozin MEZEYEI HEAFEERRIK

SZEUMNFE - empagliflozin IJLUBEE R Z=REARA -

Linagliptin

Linagliptin B94BE E2 D] RS 30% - SIEERVEROE Crax FEI1E 15% - AUC 1N 4% ; IEXE
BEEREZMY - Linagliptin TIIMEE S Z=IERA -

paN(il

Empagliflozin

BB NENTERER - BERENERLID HEETEGS 73.8 7 - #ESHE DR ['4C)-
empagliflozin A& % - A M2 ECZE (partitioning) 7% 36.8% - MBELHESER 86.2% -
Linagliptin

fREREEEZFIOTH ER linagliptin 5 mg & - BEMRENELID HEERFIENR 1110 7 - B
7~ linagliptin B:Z 2R 244 - Linagliptin BMRTEHENESERERBYE - BE 1

nmol/L &% 99% - >30 nmol/L B FFEE 75%~89% - Bi/RBEE linagliptin /2 EIGINREF - &2 DPP-
4 WEEHERSR - E5RE T - DPP-4 2287 - EHIEE 70% £ 80% 1 linagliptin B#&&
TARE + 20% & 30% RIEMER P Z2RESIREE - EEINBESMINBEEAZHEA - LEEYEMER PN
BRI AR L & -

BEBR

Empagliflozin: fIBEEZEY B HE S ITEET - empagliflozinf9#E R InHEBR ¥ = HA (apparent
terminal elimination half-life) Z312.4/\fF - # O REPRZE (apparent oral clearance) BIZ10.6L//)\
R, SHRAZ—RE - EMRAUCHE @ BEHNEREZR22% - Hempagliflozini+¥=E—2 -
Linagliptin: Linagliptinf R In B bR REAERE MBI A/ 200/0E - EEBHFRBAOSTT/NE -
BEMRBRNERSRELNS 70 mL/min -

%]

Empagliflozin

ABBMETP ARG empagliflozin WEZRHY) - LEFSHWAHN R _EEEEEEILEY 2-
O- » 3-O- » 6-O-glucuronide) - SERHMNEERES/NRABEYMBER7M10% - f25tinE




R TEAGE S empagliflozin WEZH B L AEHRKE 5 — RSB REMEREE (uridine 5'-
diphospho-glucuronosyltransferases) UGT2B7 ~ UGT1A3 ~ UGT1A8 ~ UGT1A9 ETHE & IEE
[l

Linagliptin

linagliptin FIfR 2% - K& (K 90%) EDURBLRE L - BERAERHBMRAVISISEIL/NERD - &S
INVEES EIRILEY linagliptin ERUE A BEIRRUNREY) - BEREBIFARESES linagliptin A9
13.3% -

Bt

Empagliflozin

fE=S & EAOR [14Cl-empagliflozin FA&E - £ 95.6% MIZEYARRM B KRS

(41.2%) LR (54. 4%) BEBR - RER D EE RIS EY BN EM Y BREEES (bR B %%
- RFEE R AHEE KO EY ARG E Y AR BB E SRR BV EE -
Linagliptin

eSS EAOR— [14C)-linagliptin % - EYABRBEKEDEELS 85% 1K 4 RAEHBIT 24
(80%) SKFR& (5%) HEER -

13 E I AF

BEINEEAE

GLYXAMBI : kgt B ThEEA 2 m A ETEA GLYXAMBI &/ empagliflozin & linagliptin 4
B NEME -

Empagliflozin : FIRAEEE (eGFR : 60 = 90 mL/min/1.73 m2) « $[Z (eGFR : 30 ZE 60
mL/min/1.73 m2) £ (eGFR &/ 30 mL/min/1.73 m?) BINAEARZMHEA - UREB RSB
HRVE AR - empagliflozin 89 AUC 2 RIEB INEEERERIRHEESA 18% ~ 20% ~ 66% ~ 48% - 1H
BRENEEENZAE - FEBNEAZ REBRIBMBEMIE AR empagliflozin &5 MiFEE
i - BREREEBINEAZTHRAN empaglifiozin RSMTRE - BREMEEENRHRESH
20% - BXESEEEN NE N TEIR empagliflozin ROBEIOMRBFRZREERE eGFR TF& - EMEAEY =
BEEEM - AWM - ERPUREEBHAIZED empagliflozin URRIBEHEESE - #EHEZE eGFR T
BE TR -

Linagliptin : —IBREMIERNZEYE NEME - stHZBREEZEUBINEAZNBUHELMREA

- 317 linagliptin 5 mg ROZEY) ) NETAG - LR BRHEILER 6 BB INEEEBRERGE (WA
BERZE [CrCl] >80 mL/min) ~ 6 BEEEINEEAZHA (CrCl 50 £ <80 mL/min) ~ 6 R EEINEE
A (CrCl 30 £ <50 mL/min) * 10 BEEBINEEAEZME _BERBRA (CrCl <30

mL/min) - BUK 11 BBINEELESRSE _BiERERA - EEDSREGA 24 /NSRPHEESER
£58 - 3R Cockcroft-Gault AR MBABEET & ET -

ERERET  BEBNEATRALRREZHEN linagliptin RESMHAT -

HEREEZHE  PEBNEAZHBANRERE Flinagliptin RESIEM (AUC 57 71% »
Cmax % 46%) - LRBSENESEFRPLR - KIRPIRFERPASE GBS NS EBEABMY -
Linagliptin BB lEBFBRIVEY EBR 5% - BAZBINRERELE - MERBENSEEEME _BHEK
BEA - EEBNEAZZE _HRKFRBANRBERERESLIENM 40% (AUC 55 1B

42% + Crnax 380 35%) - EM#AEZE _BEKFBANBRSHRESERTATIEMN 7% -
HIREYBNEIMERE—DF L -

N INEEAZE

GLYXAMBI : ket EHFINEEAE R AEITER GLYXAMBI &/ empagliflozin & linagliptin Z£47)
BN HEBMR -



Empagliflozin : HBERHFINEELEREHNZEZE - iE Child-Pugh 2 EREE - FE - SEMNINEE

A empagliflozin B9 AUC 2 BIIBINAY 23% ~ 47% ~ 75% + Crnax 1BI0A 4% ~ 23% »

48% -

Linagliptin e RRBEZEE - BEMNIBEAZEA (Child-Pugh 2 A #4) WIZEREE

linagliptin FE 8 (AUCy ss) KA 25% - Crnaxss FRIE 36% - HENBRZHE - PEMNINEE

7w (Child-Pugh 2 B #&) /9 linagliptin AUCss KAIBEME 14% + Crnax ss FE1E 8% - EERTINGEE

2 A (Child-Pugh 2 C #) 89 linagliptin AUCy 4 REEEEESHENEIE - Chax AIRELN

23% - EHINEEAEEFTERINEYE HEL R N RIER - WARREEHER DPP-4 ROMNHIEAR -
e  SRRESHES - UANAENES

Empagliflozin : B#BZEME NEDERER - Fi - BREZEEH BMI) - R RAE (EEME

Z/HEA) B empagliflozin WENE NEBEUBEAGFTERRKREREZNEE [HFREKEHIESIE

(6.5)] °

Linagliptin : Bi2ZEYE HENTEREER - Filk - BRRES1EE (BMI) ~ HEIEARE (ENEE

HBA) 81X linagliptin WEYEB HEMBEAGEERARENTE [FREKRGEHIEER

(6.5)] -

B EIEH

ATt ¥ GLYXAMBI ETEME NEBNR G IERAE ; FBEit# GLYXAMBI B9E R 72
(empagliflozin # linagliptin) #4775 ERIFRTE -

Empagliflozin

A2 MY X B {E R (h

Empagliflozin A &%l « £3E{EFEECYPAS0RIINES - FEINEREET - TEABET empagliflozin_fY
FTEAHEEBEHERE 5 M BB EEKERE (uridine 5'-diphospho-
glucuronosyltransferases) UGT1A3 ~ UGT1A8 ~ UGTTA9A] UGT2B7ETHE B EELBL1E1ER -
Empagliflozin AZ#HIUGTT1AT ~ UGTT1A3 ~ UGT1A8 - UGTTA95KUGT2B7 - L& FRZEY &
F 2 CYP450 ETh#Essl UGT1AT UGT1A3 ~ UGT1A8 ~ UGT1A95kUGT2B7 2 =& - BIATEHRA
empagliflozin B ZEENELETE - FE UGT (FIENE rifampicin SiEM UGT BRFER ESE
BEMEH) WX empagliflozin REEMEMT ENIAR G B2 -

Empagliflozin %% P #28& 8 (P-gp) KFEMMES (BCRP) ZRE - AT AELIE N A HH it
HEHEEER - BRINEYT MR ER - empagliflozin A XBIEEE P-gp SEREYEERGE
R - Empagliflozin s Af2RUEEESE H OAT3 - OATP1B1 ~ OATP1B3 ZX & - {Bii3F OAT1 X
OCT2 Z=2 & - Empagliflozin FEBEAEZNMITRE N - ASHIH L ABRIWEEESS ; Bt
EREYS RRUEEEH 22 E - BIATEH empagliflozin EHZEEYELEFE -

e EY R B EAFY G

L empagliflozin 4281 EZHER - BmAEMA metformin ~ glimepiride - pioglitazone -
sitagliptin  linagliptin ~ warfarin ~ verapamil ~ ramiprilfisimvastatin - LUK FRGES — BUiERR
RRAR - EmAB RN Ahydrochlorothiazide Ktorsemide - ZE) HEBEEL (RET) - EBEHE
MEEIEEN=HE T - Bl empagliflozin #fA probenecid 1R 3 empagliflozin HEttE B
30% - BAEH 24 /NSHRIBEOHSEMETE - DB EEBNEAZRAPEABEE -

1 BREZEYY Empagliflozin ZEMENNEBNFE - DUETF9 AUC B Cipax ZEEER

90% EEERBRR [2ERKE 100% (80% - 125%)]




Geomelric mean ratio (90% confidence interval)

Aptidiabetic drugs Metformin, 1000 mg, twice daily” AUC —
Cmax —
Glimepiide, 1 mg. single dose” AU -+
Cman —r
Fioglitazone, 45 mg, once daily” AUC .
Cman —p L
Stagliptin, 100 rg, once daily® aue [
Cran A
Linagliptin. & mg. once daily” AUG ——
cma ——
Others Simvastatin, 40 myg, single dose” AL >
Cmax L
Warfarin, 25 mg, single dose’ AUE -
Crmn —d—
Verapamil, 120 mg. single dose” AUG -
Cmax ——
Rarmigdl, 5 mg, once daily AL -+
Gmax e
Gemebrozil, 600 mg, twice daily” AUC ——
Cmax P
Hydroch lorothizide, 25mg, once daily” AuC e
Cmax .
Torsemide, 5 myg, once daily’ AUC —r—
cmax ——
Rifampicin, 600 mg, single dose? Auc ——
L=l H ——
Probenecid. 500 mg, twice daiy” ALT | ——
Cmax | ———
= 745 00 125 150 17% 200

Change relative to empagliflozin alone

3empagliflozin 50 mg - &H—% ; Pempagliflozin 25 mg - EXE ; cempagliflozin 25 mg -
B

H—= ; dempagliflozin 10 mg - B S

REZHEDR A empagliflozin 1 MIREEY) - HEY S HEMETRERKEENTE
: metformin ~ glimepiride - pioglitazone - sitagliptin - linagliptin ~ warfarin ~ digoxin »
ramipril ~ simvastatin ~ hydrochlorothiazide - torsemide ~ M iRE 2% (RE 2) -

2 Empagliflozin I Z B 7 EMENNEMNTE - DIKOIF1g AUC B Cx ZEEER
90% EEEBKRR [SEZ4KEK 100% (80% - 125%)]
Geometnic mean ratio (30% confidence interval)

Antidiabetic drugs Metformin, 1000 mg, twice dady* ] ——

Cenax e
Glimepiide, 1 mg. single dose” AUC ——t
Cmax —_——
Pioglitazons, 45 myg, once daily” ALC [ CR
Cmax
Sitagliptin, 100 mg, once daly” ALC g
Cmax ——
Linagligtin, 5 mg, once daiy® AUC ——
Conan —_—
Iy ! Al -
Oral contraceptives Ethinylestradiol. 30 meg, ence daily™ AuG: y
Levonargastrel, 150 mog, once daly™’  auc e
Lo P
Cthers Simvastatin, 40 mg, single dose’ AUC S -
cms —_——
Simvastatin acid® AuC ——
cmax —
R-warfarin, 25 mg, single dose™” AUC 3:
arfarin, 25 myg, single doge g :
S-Warfarin, 25 mg, single dose™* AUC -
. 2ma =g G .
Ramipri, 5 mg, once daily” ALG [
Gmax B T TR
Ramigriat? Al .
Gmar —H—
Digawin, 0.5 mg, single dose® AUC ——
Cmax pa——
Hydrochlorothiazide, 25 mg, once daly” o —gf
x —
Torsernide, 5mg. once dedy” AUC e
AR —t—




aempagln‘lozm 50mg - 8H— bempagllflozm 25mg - 8H—RK ; Cempagliﬂozin 25
mg B & 4z simvastatin A8E ; e4AZE 5 THER warfarin »%E’E;‘E:.%*Eﬂ ez =
£ I\/Ilcrogynon® HE ; IAZESE ramipril 4=

Linagliptin

A2 INEEY) 2 5 {F TS

Linagliptin & CYP [E1Zh#g CYP3A4 M55 Z P EHIHIE - BEEM CYP EINEsRIEAIGIER - 713k

CYP EINEsRVE ST - B335 CYP1A2 ~ 2A6 ~ 2B6 ~ 2C8 ~ 2C9 ~ 2C19 ~ 2D6 ~ 2E1 ~ 4A11 -

Llnagllptln S P-HEER (P- gp) 28 - EeeE Faidl P-gp PR TR digoxin B2 - BLEERK
EMZIHIERMRERR /;?FE’] linagliptin AAXOJgEEAE A P-gp REREY EERE

T’EFH

R B R
CYP3A4 8¢ P-gp Z@E R (HIE0 rifampin) OIEEE R linagliptin WREBERE - EREREN
mEMARREN - [HFRIGFRT) [BRRMTRER - linagliptin 22 CYP3A4 ~ CYP2C9 - CYP2CS8 -
P-gp REHGE FEESER (OCT) SEELEY X EEAMN TR -
x4 HEAEYH Linagliptin Z2BRBEEMFE

LOIEigEEE
i FIBE HEEYAAEAE? | Linagliptin wAsmEa | (A/RGARILE)
®\YE=1.0
Aucd Crmax
Metformin 850 mg TID 10 mg QD 1.20 1.03
Glyburide 1.75 mg*¢ 5mg QD 1.02 1.01
Pioglitazone 45 mg QD 10 mg QD 1.13 1.07
Ritonavir 200 mg BID 5mg°¢ 2.01 2.96
Rifampinb 600 mg QD 5mg QD 0.60 0.56
AZHE (REAMER) - FRIFS AREHA
Eﬁﬁ "EF“L"EEH[E%QEYE%(?)]
BHS
d%”féﬂg/ £ AUC = AUC(0 £ 24 /)\Is) ; ZEIEA%E AUC = AUC(TAU)
QD =8H—=
BID = ®HMR
TID = BH=%
*=5 Linagliptin B ZEY 22 ERZBENTE
. o LIRS =l =
3t R 3 M O A A R 2 inagliptin &9 (/s AR ASLL E)
RizRE" mEE=10
AU | Cm




Cc | ax
MetfoEmin 850 mg TID 10 mg QD Meh;orml 11'0 Oé8
Glyburide 1.75 mgP 5mg QD | Glyburide Oé8 068
Pioglitazo [ 0.9 | 0.8
ne 4 6
Pioglitazone 45 mg QD 10 mg QD ﬁa%ﬁ#”% M- Oég 069
KEM-1]11.0 [ 1.0
V 4 15
1. :
Digoxin 0.25mg QD 5mg QD Digoxin 20 049
Simvastati [ 1.3 | 1.1
Simvastatin 40 mg QD 10 mg QD n 410
g g simvastat | 1.3 | 1.2
in acid 3 1
0911.0
9 (0
R-warfarin [ 1.0 | 1.0
S-warfarin | 3 1
i b
Warfarin 10 mg 5mg QD INR 09 | 10
PT 3d | 4d
1.0 11
3d | 5d
ethinylestr| 1.0 | 1.0
Ethinylestradiol & | ethinylestradiol 0.03 mg X levo adiol 1] 8
5mg QD
levonorgestrel norgestrel 0.150 mg QD levonorge | 1.0 | 1.1
strel 9 3
AZHE (REMER) - FRIFSAREHR
besm 2
CEREE)8% AUC = AUC(INF) ; ZH|E/a% AUC = AUC(TAU)

I'

Z‘E

ML IEIE AUC=AUC(0-168) - Cmax= Emax

INR [ R AR 22 5% M A R8I B

T = 5 MAS RS
QD=§E—W
TID = 8H=+

12 BRARELEBRER

GLYXAMBIZ [ #2552 5




GLYXAMBI AR Metformin & A

1L 5  ANEMHREET - AETUEE 686 B _AERBERA - 7l empagliflozin 10
mg 2425 mg A linagliptin 5 mg &R ERM SN BEY KL E M -

LEHEIZ 1500 mg BLER metformin j8E# - RAEHIAENS _BERRERBA - EABEF%L
TEEARAE 2 18 - BABRGERE - MEZESIDALE - HbATcA R 7% £ 10.5% BB A - 1%
T LEOE A EE 5 EEHaEA - 7180 empagliflozin 10 mg 3% 25 mg - linagliptin 5
mg - 2% linagliptin 5 mg #F empagliflozin 10 mg 3 25 mg HWEER EE S TeH -

2 24 B - HRRERIR D AEADT LS metformin MIEFIAERREA - empagliflozin 10
mg 3% 25 mg #F3 linagliptin 5 mg j&8%&# - £ HbA1c (p 1 <0.0001) I FPG (p & <0.001) 5 &
ZRFHETHEENNRE (RER 6 B 3) - ER linagliptin 5 mg JAEA - ©HES GLYXAMBI 25
mg/5 mg 8 GLYXAMBI 10 mg/5 mg HREA - EieEREAETIERRABEEESE (p B
<0.0001) - &R empagliflozin E—8EH - BREMRTEEEE -

&6  EHEEZE Metformin BRUZEH| MHEEEEERM GLYXAMBI E1E RIS A9 Sa P56
24 BRYMPESE

GLYXAM [ GLYXAM | Empaglif | Empaglif | Linagli

BI BI lozin lozin ptin
10mg/5 | 25mg/5 | 10 mg 25 mg 5mg
mg mg
HbA1c (%)
EAE n=135 n=133 n=137 n=139 [ n=128
AR (FI9ME) 8.0 7.9 8.0 8.0 8.0
BEEFNE(CERRBFIIE) -1.1 -1.2 -0.7 -0.6 -0.7

tHE R empagliflozin 25 mg 810 mg (| -0.4 (-0.6, | -0.6 (-0.7,
BREFIME) (95% CI)2 -0.2)¢ -0.4)

REMRlinagliptin 5 mg AZE#E¥FI9E | -04 (-0.6, | -0.5(-0.7,

) (95% Cl)2 -0.2)d -0.3)d
EAMHbATC <7% ZHAE(%)P 74 (58) 76 (62) 35(28) | 43(33) | 43(36)

FPG (mg/dL)

fmAEL n=133 n=131 n=136 n=137 | n=125
HAER(FI9E) 157 155 162 160 156
BEEHRNE(CERERBFIIE) -33 -36 -21 -21 -13
& empagliflozin 25 mg 310 mg ( 12 -15

IS T 491E) (95% CI)2 (-18,-5)9 | (-22,-9)




BB Rlinagliptin 5 mg (FREEF19E -20 23

) (95% CHa (-27,-13)d | (-29, -16)

iBE

RAE] n=135 n=134 n=137 n=140 [ n=128
EERLGEY) . AT 87 85 86 88 85
BEEMNE(ES (BEEFIEME) -3.1 -3.4 -3.0 -35 -0.7
& empagliflozin 25 mg 310 mg ( 00 0.1

HEEF91E) (95% CI)© (-0.9,0.8) | (-0.8,0.9)

e Rlinagliptin 5 mg GRREFIEE | -24 (3.3, | -2.7 (3.6,

) (95% CI)© -1.5)d -1.8)d

TR (BRRES) RASEASEANESWERE (MMRM) - MMRM ERIGZ)8% - B
ThEE ~ #hi& - P92 - PIR2AIAEN R EER - E#4F HbAlC -

bE2E HbATc BH 7% B A : GLYXAMBI 25 mg/5 mg - n=123 ; GLYXAMBI 10 mg/5

mg - n=128 ; empagliflozin 25 mg : n=132 ; empagliflozin 10 mg : n=125 ; linagliptin 5

mg - n=119 - REHKERBKH (NCF) -

CRENMEHEARERREREDN - HEHDHT (ANCOVA) BREZaE - BINEE - itk - 2R,
FSE - EER HbAlC -

d p<0.001for FPG; HbA1c R B2E p<0.0001

3 BESER (TAE) &E 24 B (IRABEAE [mITT] 155F) RIAEE T HbA1c 21t

0.5]

] = =4 = = Empa25/ilinab (N=124) ,
——=—— EmpalQiLinas (N=130) !
~—#—— Empa 25mg (N=129)
———— Empa 10mg (N=126)

0.0 ———+—— Lina Smg (N=120)
Iy
] o
N

1
1
1
1
-ﬂ ]
I; ]
E 1
w
S oy :
R
§ os! O :
& ~tha e,
s | N S - | Tt
g 1 LY T i — e i
P N . —— '
U i i 1i]
= { o |
g .1.0] |
,:_ = — — — B — S - |
£ i % | T
T : | $-
1.5 !
1 )
: i
]
]
1
q{ 1
-20: T T T T T
Baseline Week & Week 12 Week 18 Week 24 Wik 24 (mITT)

Week

*Mean change from baseline adjusted for baseline HbA1c, geographical region, and eGFR at baseline.



Empagliflozin AR ERE A metformingilinagliptin B 30356l MBI % A
AL EANTREZE Zmetformin BXUIEHI MERIREA - AIFANAZERZlinagliptin 5 mgia&
1648 - £ IIh 63 e BB N AAYIEFIMEE - Bl#EZempagliglozin 10 mg - empagllflozm 25
MoEL 2 HHEE FaE24E - TItEERFH 7% - ELZREEAEE - empagliflozin 10 mgé
empagliflozin 25 mg/aE &S BENZ=HbA 1. - FPGEARSE ( BfztEEY ) - wItARAEMA
mA S Z=Zmetformin&linagliptin 5 mgia & - ¥HEIIKHbA 1 >7.0 %EIREA - L FEHER
- EREmERErempagliflozin/ABERIZEFIHDA 1 <7 EENRABTBERS (BRTEEY
) (BRF*E7) - Llempaglifloziniaf24iB% - WHEEEAET REEIZE . empagliflozin 25 mg#
-2.6/-1.1 mmHg ( BB AW AR EREETRBAHERE=ZAREZE ) - empagliflozin 10 mg#a-1.3/-
0.1 mmHg ( EZREIHENKARRAE RBHEREREAEE ) -
JAEE24i81% - KIEAE (rescue therapy) Ft411I(3.6%)empagliflozin 25mg =& K211
(1.8%)empagliflozin 10mg=it & - HBRN13MI(12.0%) LR EZHE (EHIHEEBRA
metformin Alinagliptin 5 mg) °

"7 ‘EHEEZEDmetforminiilinagliptin 5 mgBXIEHIMEERIR A - tEBempagliflozinEiZ
RIBI AR INEERNER Rl 2 B2

Metformin + linagliptin 5 mg
Empagliflozin 1 | Empagliflozin 2 | %Z&
0 mg’ 5mg]! |2
HbA1 (%) — 24383
N 109 110 106
2H (F191E) 7.97 7.97 7.96
HERERZEE (REBZFHE) -0.65 -0.56 0.14
-0.79 -0.70
B2 R ¥ %IEFE &
;‘)t IHE (REBZFIHE) (95 %EEE (-1.02,-055) | (-0.93 -046)
p<0.0001 p<0.0001
feE - 24383
N 109 110 106
28 (F9E) (2F) 88.4 84.4 823
HEREHZE(E (REBZFHE) -3.1 -2.5 -0.3
RZREER (REEZTIOE) (95 %EBE 28 o
7)1 (-35,-21) (-29-15)
p<0.0001 p<0.0001
HHIHbA 1 >7 % ZM AZERHbA 1 <7 %E R
LGB (% ) - 24iB4
N 100 107 100




ZFIHDAYC <7 %RIBA (%) 37.0 32.7 17.0
£

127 R T AR ) ( S EE L ) 4.0 29
(95 %r=EE™ ) ° (1.9,87) (1.4,6.1)

Vg5 Jk Z empagliflozin 10 mgs25 mga A RIE A& Glyxambi 10 mg/5 mgsi25 mg/5
mgll L& =B/ Ametformin -

2 BEM D IR E L BB A0 A ES L BB M Elinagliptin 5 mg#2 2 & Zmetformin -

3SR NITESHEE (FAS) (OC) FRETZERHIENRESUREREE ( Mixed-effects models
for repeated measurements - MMRM ) A AEEIHbATC ~ EHieGFR ( MDRD ) - itf38& 15 ~ 5]
2 A% - DIRRE-DR2REERA - tHEFPGZ AT INAARHAFPG - #5328 7 TN A EHR

Eeh
A=

AR AT R | SRS REFHIEEFMET ZRFAREZRN—HS -
PR AT E (FAS) (NCF) FTETZBSHNERAMMAESAHDbATC - B
eGFR (MDRD ) - it3BE 065 ; RIBEHHDA 1 >7 %RIEA -

TE—EFR SRR Z EHAHDA 1 >8.5%A0w A F 8% - #empagliflozin 25 mg/linagliptin 5 mgia#&
FHE24BRHbA| EEHARRIR-1.3 % ( HEBR LB &linagliptin 5 mgAIp<0.0001 ) - #=
empagliflozin 10 mg/linagliptin 5 mg’aE&TN&-1.3 % ( HERZEE Elinagliptin 5 mg #Y
p<0.0001) -

Linagliptin 5 mgARaERE A Imetformingiempagliflozin 10 mgskempagliflozin 25 mgB4#%
il A A9 A

HIEADIR KM 2 H £ Zmetformin BRUESIMAERYE A - RIMEKAER Zempagliflozin 10 mgsk
empagliflozin 25 mg;a&E 1638 - £ I 16EaFE RN AR WIEH [MiEE - BlE=linagliptin 5

Mo LZREIEFEFE248 - ItE T AEMZE - EMEKEEE ( metformin + empagliflozin 10
mg&metformin + empagliflozin 25 mg ) Ka%E - EZL BB AER - linagliptin 5 mgE oI BE N ES
HbA1. ( B#stEEEM ) - UL BRIERMER A BEEEZ metforminEempagliflozinia & - #f
EHFRFHDA1 >7.0 %MIRA - BHLZREAER - #E=linagliptin/a B&IZEZIHbA . <7 %EEHNHEAE
BERD (BmstiEEN ) (BR&R8)

#=8 ‘¥ EIELIlempagliflozin 10 mg/25 mg&imetformin BREHIMEAYR A - LEER
Glyxambi 10 mg/5 mg&empagliflozin 10 mg&Glyxambi 25 mg/5 mg&iempagliflozin 25
mg AR INBERER R i 2 B S ]

Metformin +

empagliflozin 10 Metformin +

empagliflozin 25 mg

mg
Linagliptin | 2& | . = . ZR
Linagliptin 5 m
5mg i gip 9 i

HbA1c (%) - 24381

N 122 125 109 108




S5 (H9E) 8.04 8.03 7.82 7.88

R DL 02 0.1
(R 2TE ) 053 | 058 0
032 or
LR (REETTIOE) (95%E® | (-052,-0.1 '
(-0.66,-0.28 )
BH) 3)
0<0.0013 p<0.0001

EHHIHbA 1 >7 % ZW AZEBHbA 1 <7 %E1R
ROELHI (% ) — 24382

N 116 119 100 107
BEIHDAC <7 BEIBA (%) 259|109 36.0 150
7 es 429
Bz RN (BEh) (95%Emem)3s | (1O (2.097,9353)
76) P<0.0001
P=0.0008 '

BEt% 73k £linagliptin 5 mgiaE AR E A B2 E E K £%8 S B Glyxambi 10 mg/5 mgfil £
metformin - HEEE EE S EIGlyxambi 25 mg/5 mgfl_tmetformin - &t Ik E < EEI AR E
A#EZZHEIN _Eempagliflozin 10 mg&metformin - i Z & 0 _tempagliflozin 25 mg#i
metformin -

THE2HTESZHE (FAS) (0C) FRETZERAISMNESUERE (MMRM ) MAEH
HbA1c - ZHieGFR (MDRD) - itf3B&I - B2 - 8% - DURAE-ORZRXAEA - #HHFPGZ 5
IR AEHAFPG -

2 EFARME At BRI ; R EREIEEMET ZIREIREFN—EH -

3SR N ZE (FAS) (NCF) BT BESHERATMARHbATC - EH

eGFR (MDRD ) - #IB&ig KA%E ; RIBEEHDA1>7 %AIEA -

S ABIRIRIRECHE O ME R 258 B RFBHAREmMpagliflozinih ME 4R 5
Empagliflozinf@ AR &RER B/ O MEEBNE _UERBERARA - AUBREELNMERFANIET
Bz - $REER AR EMEBIGOHRE (O MERERIE _BERBRARBA - empagliflozin¥s
HOMERBRREED N -

EMPA-REG OUTCOMEGEERZ DL ~ 2B BB HE - 5 - FiTAREER - SEHHEEIKG
BB O MEERNSE _BERBEREA - LB EempagliflozinEa 22 B NNA 1 5K 7 & 2 A58
BEMOMEERNZERERZBETEAAROMESHMACE)WER - i 5Rr0A 128 HARE
RN R R EY BEIFIEE - 2% - BloMKER T 5 ARVFIER - BRCHUNE PRI & 31 Eh ARt 1
BERBRAETHAEE - MERENKBELERNEERERAIAEZHE -
RILFT7020Mm A= (empagliflozin 10 mg = 2345 ; empagliflozin 25 mg = 2342 ; L&
= 2333) - WP IFEREH - KO72%MWRAEEREEA - 22%BMA - S%REA -
FFERR635 - BHELE72% -

FEItIEA S - BEMBIASAENS URREEREBRIETI(HbA127%) - EAERGHY
HbATcI9ER8.1% - MES7%HZHE SR EBMERFBEI10E - D AIBRFI31% ~ 22%E120%H
ZAEOABRIHFARSEANLRE AERFEERERERE - eGFREIESRT74 mL/min/1.73



me B WABEE—E(~30%) N EBRE(~70%) N ERBEYEE - BfEmetformin
(74%)~ =55 (48%) - TalE R REAZEEY)(43%) N _FKEKEE-4 (dipeptidyl peptidase-4) il
(11%6) =

SENENBNRAEBRZHNEIGHEELCEOMEER - SFE—BB2%) A EZTE(18%) U T E
E o AR BT IRBARER(76%) ~ PE(23%)SLEEEIER(21%) - EEME - WAEBRTFI9ES
136 mmHg - &75REFI9EHT76 mmHg - LDLF19E %86 mg/dL - HDLYF91EAR44 mg/dL - [RiR
T EEAHNEELLEUACR) FHEER175 mg/g - EERE - ABSI%NEABESBERMEWLE
RRFBINEIE - 65%32JBIHERTE ~ 43% A RE - 77% 2 statinfEZEY) - 86% = HiM/)
A (K EB D P ETULE) A& -

EMPA-REG OUTCOMEm BN F 2B R R EBRBEEAARLEEH(MACE)HKEE - EX
AROUBSHNERR/BEOMEREIL TN BEEIFFR MM OMNBEMNIIER B ERE - Kt
FTEETREEIRR10825 mgBESH 21T - St TRSLIEANERIERET.3 - A CoxtL Al R
AR EEEAARROHEG Z AL (hazard ratio) RS - IREBBASY - RIGEESE
AAROESEH ENEEY - FR7BREREKEFNZSERENSE —BIHEZR -
Empagliflozino] 8825 /D 24 0 MELT - IEXmH O EEFERMM PR FTEFRSEERHNEA
fE(HR : 0.86 ; 95%5%E&E0.74, 0.99) - ILAEN R G HEEW 72 B ZEempagliflozin#l 2 =50 & /Y/O
MEBERFALT ARBEEREMEMHR : 0.62 ; I5%EREERE0.49, 0.77) - IER @O ANEESIER D
o JEL B LB B SR 24 2 (3B R ERILUK B4 A05) - 10 mgF125 mg empagliflozinZl £ 4818 51 rY 45 R £
BEHaHNER— -

R EEXBRGSRREERIM S ERS EAEENR

— Empaglifloz | tHERRZRE
N=2333 in 2 At
B N=4687 (95% Cl)
0N A CIERSHO RSN IER S
I %E%ﬁﬁﬁt FER A OB ZE S IE R e & 282 (12. 0.86 (0.74, 0.
iOpeE=Ey e 19 490 (10.5%) 99)
(BEREBEMNRRE)D °
N 121 (5. 0.87 (0.70, 1.
it N C %
SER MO 2%) 213 (4.5%) 09)
SEB) g b L 60 2.6%) | 150 3.2%) | "% é_°7)92 1.
o 137 (5. 0.62 (0.49, 0.
\ = 7N . c . OO
D MEBEERIET 0%) 172 (3.7%) b

WEDRBEEERNEERE D —EEBEYNZEHE)
bE#MRE Zp-E(E-E)S 0.04

CEAEE

B4 aREAXFROEEHMNERBERMEEHE



204

Placebo

“orort Al Empagliflozin

Patients with event (%)

Subjects at risk Month
Placebo 2333 2256 2194 2112 1875 1380 1181 741 166
All Empaglifiozin 4687 4580 4455 4328 3851 2821 2359 1534 370

El5 O MERRFETCHRIRRERMFHE

20

Placebo
* All Empagliflozin

Patients with event (%)
=

Subjects at risk Manth
Placebo 2333 2303 2280 2243 2012 1503 1281 825 177
All Empagliflozin 4687 4651 4608 4556 4128 3079 2617 1722 414

FOMBRAFLTMS @ empagliflozinE KB EEBZAOERERFEHNEY— - ©22eGFR%
30FER45mL/min/1.73m2805% A (Jardiance’a B 43818 - LEEI4H189%) -

IR D - 99.2%HNZHEERF/ENEER - EEMPA-REG OUTCOMEBREAR - ABHACER
46361 - BLEILTRFARIT D EER OMERRELT - SEOMERRLTEGEVED - BiaE
Bz B (= empagliflozinZ%2.1% - #RLEEES2.4%) -

Linagliptin 1 & 2 2t 5l 58

CARMELINA

CARMELINAG SR - $t¥5E " BRERBMARABEARMERBRMERRLE 2R AGR - 514
linagliptinf L MMERBHTE - LR AZ PO - ZE - BEH A - €5 - Llinagliptinia E#AH(N



= 3494) 5 I EIZH(N= 3485)F T/ RIRER RS - LI  linagliptin EA = RIE| SMIN 2 HE
PRI R EMOMNIEGREFWEERZTEEHRA - tEEMARIRZEXRAROMESH
(MACE) 89JE B - bR BB P AIER2.2F - BF99.7% i BN EEAREER - WA LLER
Ralin 77 %R . BAS _EERRE - HEHHMNHLA1cAR6.5%~10%BERE8 R EELAIEBE AL
EEHE(E39% 2B EE) B INEEAE (MLeGFRRUACRIZEREHITE) (542%M =il & TR E) T i &
EE(G18%H 2 B EE)

HERS - PSR EFERB665 - Sl EBGEI3%AEN - 80%EBRTEA - 9% EMA - 6%EE
A - HbATCEHERE.0% - BEE _HERENFERB AR 15F - SRGEEEE>75mNRE
A EH517% - BINEEARZBAeGFR <60 mL/ min/ 1.73m?2 - 562% - F£19eGFRA55

mL/ min/1.73m2 . 27%Z#E BEEBINEERE(eGFR 60-90 mL / min / 1.73 m?2) - 47%%
ERPEEINEEARE(eGFR 302 <60 mL / min / 1.73 m2) R 15% A EEEINEEARZ (eGFR <30
mL/min/1.73m2) - 97%MZRERBE D —ERBRRKEY - DR AEEZREEMYS
57% - metformin £554% - T&BER R 532% - 96% =i ERATMEZEY) - 76% =5 & IR A&
MmpgZEY) - Eh72% A S T 482 KA ETVTE62% - CARMELINAG BN F ETMHIEES  BRE
RERODHOIEGREAREN (MACE) =EZE—ENRE - EXO0HARBEHNERROMDIER
FIFETSIEHan O E (MI) IR E - IR ASHRBRRET - FRARERBIEE 2R
REER13 -

ARIA3A0E A Alinagliptin R420im AMERLBBEIZREERORMESRSAREYH - EXROMHE
MEBEGEARSBHREERRMEAEAR: LB B AHAE1000 mAFEESCIREHABRR
linagliptin’a &S 1000 B A F3EES57.7REH - Linagliptin BER ZEEIRIMACEEFREEE S
1.02 (5%EEER : 0.89,1.17) - IWEBEEBNLRER1.17 - BRBELFENVEMREET.S -

CAROLINA

CAROLINAG S - $THE _MERENARABBEB O MEREN/SZELMERBEE - (1t
linagliptinf L MERBHFE ; LA PO - ZE - BEHSAE - €5 - Llinagliptin(
N=3023)#glimepiride (N=3010)F&F1T4AHRIAIER R ER - LHIREHEE S inagliptingd
glimepiride& iR K E Mt O MEBBEFREERE - (EBMALIRZERAROLMDESH
(MACE)R9 @Bz - Ibae BB Rt RS E A1 816.234F - HNi599.3% 2 B F/EMEER -

MALER RSB ZIRELS EBEE _ARRBEZRABMBEEIAME(ERR/BEMERS
6.5%~8.5% ~ 56.5%~7.5% BURRAKEE - ERaEN&0a%)  BelMERRNERA N
BER - AARnREBRBGER « FH>705 M/ 2E 0 ME RREZEMERFE>10FE - WHEE>
140mmHg ~ [EfEHAE  BEEIEREEE>135 mg/dL)

EHMS - FHSEEFERAR  SEEBRE0%REM - 73%HBEA - 18%AIEMA - 5%HE
A - HOATCHEIERT.15% - BEE B RENHFEREFI9NA7.65F - G eE>705 %
AE34% - BIEEREZHBAEZEBeGFR <60 mL/min/1.73 m2&519% « F19eGFRE77
mL/min/1.73 m2 - M%MNZRHERBE D —BAERREY - &5 EHmetformin 583% - &l
FREFE28% - 89%MI=Z it & RATIMEZEY) - 70% = & IRAMKMAEEEY) - HP65%=HERT
ity T HRZEY) K AT %R0 250 & AR FAPO HTVCEE -

AN EZTEEES ERERERNOKMNESRSARSENH (MACE ) =B Z2E—IEMNRKE - EX
DEMEARBHNERROLMEREILTHIERGHONEE (MI) IEHBHEPE - ERAS
M ERERET - FEARTERARILBEZ BRI A1.3 - BH3IS6M% A FBlinagliptin k36211fE A E
glimperideZ#£EXRLMHMERSARSEMN - EXOMMERS ARSHBERRMENSFEHARL:
linagliptin’a &S 1000 7B A F38420.7 REHAER MR glimperide’aEAHE 1000 fmAFEE21.2K
F1 - LinagliptintB#kiX glimperide®IMACE & iz EEE%50.98(95% 15 %8 & 51:0.84,1.14) - ILERE &R



13

14

FLEMRER .14 - BRIRSCFERERLEEDS -

BERAER
1371+ 8%

GLYXAMBIEEH :

10 mg/5 mqg &8l : E=E - BUl=8 - @ - BEERUNEREE - —EHEBEEEEREH
NEEE - S—EEBEEF "10/5, - 2-1000 fﬁﬂﬁﬁ%—:

25 mg/5 mg f#&El : R4 E - BIN=8 - ¥E - BEZRUNEE - —EBRIIEEERSE
BATIER - B—HEEHEE "25/5, - 2-1000 feinaaEE -

13.2 ¥EH

WMEEFN -
13.3 fREFIRME
FAREER 30°CBLF -
134 EEIESHR
AR RERENENELZERF -

AAERZAA
fiske B 3¢

AEAAEA - linagliptin EHE - 2EGRMEBEREESMBRINVES - TEMBAFBEMRE
R (EREESIZEEE ET’@E‘;%’L‘EUEM - WOIEEAE RENRNM) B ERMSCAVEEER - 15
TF/\%E% ERENNER - FUHFA GLYXAMBI 728 [HFREZRTESIE (5.1.1)] -

E%%%Df)\?ﬂﬂ@aq:‘ RO EEBREMNEENT - BBAER empagliflozin & - BIREIREKEPEH

24 AFEERSFIIHBENEMEREFER - SENEANRTIRFSHE P SERE

- BfEMEI R LA - BEIZBIFAEE - FiEmmANREIRENE FS0EAR ( S2FERO - ' - I85E
BRERFIRFEEE ) - FEER GLYXAMBI I17B0FLE FREZFRESEE (5.1.2)] -

BRESERD

EHHEARAGlyxambitJsE B B A FAEAMNKMER - =% A LR MR - E—iﬁaﬁﬁ)ﬁﬁz =L

MBFEZSREZEESIE (5.1.3)] i%ﬂf)\%ﬂ(jﬁti'?][l?éiﬁﬂﬂ@ﬁ’]ﬂ&  FR AR B EIRYK

DHEE -

B B8 W PR 3 R

AEABEAMRBERENOEYS (UERBRERSE ) - IR KRBERENEEER - FEFRAR

LB RIBEMRGME FREZERTIEEIE (5.14)] -

i B = B R B S 0 T R 38 A RO 18 [

AEAAEA GLYXAMB| AREREME(HIM @GR RHFZLY)) RERFARE - SIEIEMEER
SERERE - FIETsEARERERITLTNRERNEE - LU/MEMBERNER[BSRER L
ﬁ%IE(S 1. 5)]

E%%%HFA Eﬁﬁﬁempaghflozm(ﬂ%l"éiﬁ’]ﬁi ) IR E R RSE M R (FE E R ECERE) iU /m Al -
EEmA  IREESRVHEBRZEB RS LIRARENERE - ’E*,%IIJZHEHEﬂ“ﬁHéBE’E%‘?%E?@%TEJZ%E%

K@ - BRI B[FERIERIESIE5.1.0)] -

MR FTE 2R BERCR (MNIMNEIRTEIR)




Fa A N BE R RENERAS - UHHREERMANERMNEREHAREN - F5
A AA A EEE  DROURESKBEREER [FREEIESFE 5.1.7)] -

SR A TE e (B RN (Y0 8% 58 58 5Y 56 68 6117 35

E%%%H%'fﬁ%)\?ﬁ%?ﬁif@?gﬁﬁﬁiﬁi;’% (MEBFRX N BIACIEZ K) - REZRKREIBEHBHURIEM
MR BERE - B HEIAKMBIR G R KA E R MR (FRERBIRE B BAISL IR ) @)%
NIZFUERER - FEBATBERAEERE  DRORESKEERES HREZALTESEE
(5.1.7)] -

BRI e

A EHEA empagliflozingilinagliptin (GLYXAMBI 9D 2 —) L% - EEEMIHRSRELER
FE - BlnstEiBsy - MEMKEMEB R RN - MRBEBFREER BINEE - KEREHRE
2P - KERR ; SR - BE - SRAERER - DR RSERE) - WESFH
GLYXAMBI W17 B0#4 88 [ REFEMTEEIE (5.1.8)]

BREM{TE A E 2 BAETR R

A HE A FADPP4 ?EIJ%J”*“UL%ﬁﬁ%ﬂﬁtﬁ"‘iﬁ%ﬁﬁ@]*@ZEﬁﬁﬁfr BUlREEREES 1R

RFERRETE - FEANRANRBEREBEVEBER - MWRAUAIME EEREEEIR(5.1.10)
] °
PN RPN 2h)

FEAFA - ERLBENBTEREAWILERIOE - FEAFA - LRA0 R R
LHEREEEE (51.11) ]-

D E

FRBAEA - BB GLYXAMBI BREA T POREABREFRS -
BEAIERHEAFISEEBENNFA - LGLYXAMBIAE ST KA R SRR RS KRR
FIE (6.1)] - FRAEALBENNFA - FERREBREAEE -

B,

FEAFA - FRBEFECLYXAMBIA TSRS R E KT EEE (62)]

3518 g

5 B KIEES IR GLYXAMBI - FEIREBR A - B HB—HIEY) - HEEN RN 1R
BN T BB ERE -

15 HEf
/\}EH'TEEF‘_(EIE

MEIEF® fELREE 10/5258Glyxambi® 10/5mg Film-Coated Tablets (B3l 2= 250270745%)
MHIEF® fELREE 25/525Glyxambi® 25/5mg Film-Coated Tablets (&3 Béﬂé 7 550270735%)
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