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1) 55 ¥ HOjS SHsls BEE
DPP-4 MBHHIE =28 SN0 ALE ZANN 2 & HOHE SPsts S0l 2DEACH o
S S0 015 ZAO LMADIE 12 BRE 23 2N CLSIACH %42 =0f B Al a2
SABICIUCH. LT BROAE SUB O T= 12 DPP-4 MolHE CHAl ZSAI0 S4° Mol
LIEIGCH £ REE9 20102 DPP-4 MlHS D250 HEs S =012 S
2) 2T QAL
DPP-4 MOIHIZ =88 SR0MN U2 BQZ ols 424 RAMEHO0| 2DEUC 2SS
YURHOZ DPP-4 Mol SHEX L 24 L= Ml HAAKK 22 3ILUUACH LSO
0l %2 =Sl SO 4T T= NP0 LM ZAl ANH SDSES L20F BT OO
LTH SARZHO JAGE AL, 0 %S ZUHD AT Y IS MBS A URY 2o
oF AFEHEHOF BHY.
3) HIELD B12
HNEZ2012 HIEIR BI2 +XIE ZAAIZ & AUCH
e HIED B12 +XI9 YIS HEZ20 82, X2 JI2 ) Y/E= HIEL B2 ZES 9
Ste 2002 LA IE QUNIL UAS BXUAM ZIIECH HIEHY BI2 2EO| oMEEs AS(YE
Ce MY EED 22), @ HIED B2 £XS DUEY S0 B0 HIED B12 ZE 9IE oK
Jb Qe BTNHE FIIXO HIEIY B12 QU0 BRE & 0L HEZ20 Qe HEZ:2
DIOI L0l YD 2IIJF OfHl B XIZEOI0F 510, 3 A XA M2t HIER B12 ZEO
W ==st 0 XSt MZE00F B0,
4) 0l %2 2aJU MO LD MUE A0 SIH, FH AEO HHE =i US &+ A2
o2 SBUSHH 01200 BAAS 012 L2i0F S
6. A5XR
(1) e
AU NATHA 2U2E 10mg 12 1359 HEZ20! 850mg 12 23 HIE0E 21 2
LUSRE0IU HEZ2000) Thah S8 SSst® HalE QOIIX YUACH
O SHS0| CHEt F=&X FSASHRO et S7s AT LAOL, 2USED HEZ20
2201 CHEH RO AAIE AT
(2) 2ILU22E
ASASREO MBAN B
ILI2eS ol AZ=0ID JIM0l o8t o X SSE HTo CYP 0lAKe CYP3A4 Mol
HOILF CHE CYP OlAXIZS MEMBIAS 220 CYP OIAKY SEME OLICH 2IU2YES P-
2e|FT2E 0 IR, P-22TIREQIN QA CIDA 2U+S o5 MaEHCH 0218 Z ol
o, 12D SSHAHS ASASHE AN AUSPES U2 P-22/2T 20 JEn &
SMES 0PISINE ¥= AO2 BOEL,




A4S HS UM W EIt

Otch D= SHNZEE SN FOHE 420 g SH4H2Z RO 4sHE 280 s AS
LIEHHCH SEXES 222 ot 84822 Ros d4sHEs HEHA HUACH

clU2EEES HNEZZ2C, SelfZ2H01E, AHAEE, TS eleE, 2g, 28 £= 271 E
OIAHO ol damoz 220 U= S LIEUHX= (A0 CYP3A4, CYP2C9, CYP2CS,
P-22IDEZZHIQl & RI| L0I2 =& (OCT) JELS ASASHEE 0H)Icte BE0 E2 =
oz SEHAULL

HEZ=8: H2e HAX0HA HEZ=E 80mg 1€ 33 % A=EE=S Zlote clU=EE
10mg 12 132 850 21 CLU=EE = HEXZZ2DS =sts SEH2Z Koot Hat

AIIX ZUCH MetM, eIL2EE 2 |I1201=2(0CT) i =&H Mo MOt OtLICH

HAnd2y ot 2IU2EE bmg o FAUMEH ASSH= ScltSet0l=(2elRelE) 1.75 mg 138
£, cILtZEE 5mg U3l FRF0HU 2o Bt X &pACH DL, S2=e0lE2l AUC &
Cmax 25 14% ZAEJCH Ol SAHCZ 22 AYLCH Scl¥Set0lE=s =2 CYP2C9 Ol
olol CHALZI Dl THE0ll, Oldst =2 FAl 2Lt =28 E 0l CYP2C9 MolMIt Otlicte Z2ES FLE
of =Ct. =clHSct0IEXME CYP2CO 0l 2ol =2 AAE = UE 2XEER 0t SAH2Z =2
et 4 RE2 =X Eeh

EIOtEeIEICI2: CYP2C8 & CYP3A4 DIZQ 2ILIZEE 12 10mg 2t TIL3CIEHE 1Y 45 mg
of HESFNW Z21, clU=EE, HLICEE = LSCEetES UMM AdssHol oA
20l Us TS UEIUX EA2M, Ol HHMUA SILI=E 80l CYP2C8 OHOH CHAL

Oted= LEHLHO, SILI=2EE0l 2lst CYP3A4 2 dHILE Molle RAlZ2 k=2 His 22 AE

et

2lELIHI2: R P-22RT2H QD CYP3A4 MMMl 2IELHIZ2It 2ILi2-IEIS] %Sato O
A= gas BIKGH| I8 o0t STt 2AU2EE 13 B 5mg Bt 2EUHIE ¥ O
SIS0 200mg o HE 21 2ILI2YEC AUC L Cmax It 22 281 & 3UIDIX SIHCH 2l
I2YE OS T 2ELHHIZ200 U8 Al AN ERSE ABY0828 =59 Blls 55
of ZObet EM0| QiCHs 200] HOIEIQUCH OB 2ILIZEE Ssr Bt YAX 20| 8=
2102 BUEC) Wetd JIE P-22I2TREQ/CYP3A4 MOHSHS AN 20| Us ASHE

2 WaEX @l S8 & £gt 20Xl RO,

clEIAl: P-Z22ZE2HIQI ) CYP3A4 2l =88t REHel 2BLA0l SILIZE8E 5 mg2 &=t
O DXl Zets Eotoldl <fIg H20F =HEJCH /U EE W e
oael clU28 82 AUC 2 Cmax € 2 6

MolE 30% ZAAIRUCH WMetd 28 P-gp M CILI=EE S EE2 20 Ad5E &= =
gls Kctk, o822 RSotC) BH

Cl=al: A28t NX0A clUt328E 5mg 2t CIZ4 0.256mg EESE0WHE L3429

gdefs OIXIA SUCH OetA, clUH2EE S MUH WA P-222ZZ2HIQ OHOH 2501 et Mok
MO OtLICH.

2
=
ol

Qttel: 2lL2EE 1Y 5mg §0i= CYP2C9 JI& QI S(-) &= R(+) QHItelo A=sts BigHAIT)
X 2ACH 0l= 2ILISEE0l CYP2C9 MoHMIt OtLicts HE E0ELL

AHIAEE: H28 XIRAXNA SILI2EE 12 10mg E0i= 2128 CYP3A4 DI & QI AHIAEIE
HALAEN k=S CHOH 0I018 P&ES UEIWCH 2ILI28E 10mg It AHIAEIE 40mg S 6 Y2t
SO LI AHIAEIEIS EX AUC = 34%, 8 Cmax = 10% SIIotQUCH. [MetA, elL2EEl
S CYP3A4 OHOH CHAROI CHEF 28t MOHMIZ THEZD &M S0HGH= CYP3A4 Ol 28 HAIX 29
22 XE0| ZRSHA L.

AAZ OI9M: 2ILIZ2EE 5mg o HE22 YELEHNAEH = HEICHNAERICIS HAAEY <
Satg BSIAIIIR 2QUCH

CILI2BEIS Hf MHOIRBESS 42 30%0ICH DXILAIO0IQ BH S0HIIUS M 2 AX=SsHo
St A Zted S0l U/UII W20, SIS EEIS AAIQE AF210] SO E 4= QUL

(3) HEZ=202

1) O] =2 EAHHE = olUQ HEXZZDIOZ Qg 24 LIS =02 HR(So| 22, g24a
T e LR AG) SAHASO S0l SOITUCH. LTS L LIPS 8 A2 =222 1UIHO
5HC},




2) ADIS0 &2 01 = JAAHU Rst SAstA BHSE OFIIoHAL AN=z2 2HIE Soil =
f= 2d0l2d =0 201 0 &0 &= 02 = Yse 42 @ HEE=E2 RII0=2+5H

(Organic Cation

b >~
transporter, OCT) OCT1, OCT2 2 J|&0|LC}.
- OCT1 2HMXM(H = S i
a =

o S)2 U2 A HEZZD2I9 25D
Al E)Q B2 Al HEZ2019 &2 &

Ee
9'j
o lin
1
50
0o

- OCT1 | H (el £ U oSO SIE £ US

- OCT2 YLHAHAMNEEY, S2HOCHHIZ, cl=etdl, ECINEZE, BHHIEY, OIAIRZUS S)%

HE Al HHEEZZ0I9 MHIEZ 2AAZ = AN HEE=Z2I9 5 s&It &858 = U

- OCT2, OCT1 SAl SdHH(ACIXEY, ST )Y E2 Al HEZZ20I9 MHHE L 250 IS&

22 = US

(etA HIEXZZ20210 0|48 422 48 S0 & 2R HEXZZ0I9 &5 s&It &4s8 £+ A2

2, 0| HOll CHot E3dl AZ0 22X B =90 ZRBICH OCT YdHAM/SEHE HEXZZ0I9

UGS E BGAY £ A2 Z LS AR HERE0S 2 XEZ2 1NHE 4+ UL

s, JeHA COX-Il(Cyclo-oxygenase) S HHE ZE&& HAHZOESE ASEXSH(NSAIDs), ot

N AMMESA AMAHM(ACE inhibitors), tXIEIA || £==2H 2 & H(angiotensin |l receptor

antagonists), OI=M(Sadl 22 0l=Xl) S AJIs0 S2ist &S & 5= UM [FAAASO 2E

£ SIAZE == A28 Z, HERZZ0N U8 &0 & &R dI|s=S HUGHH 2EoHO0E St

3) HAIE AN 2253 XM HU Es AEES OIoHA 22 HEZZ0 =& &
|,

SAASO QES EeHE 2= QUCH.
eGFR > 60mL/min/1.73m2? Q1 EXt0IA O] %22 AAL &, £= AAL Al SEE 00 t
ZA 48 AZ2INK ECTOAME oF T AJISS MEIGHD O 0/& AALZX &L= 2102 mittE

Ol=02 F0HE = ALk

=T MHOH(eGFR 45-60mL/min/1.73m*)Ql SHXI0IA O] 222 1AL 48 A2t Ol X O = CSHE 010k
St ZAb = E A 48 AZMA FHZHAME 2 &I MIIsS MEIGHD O 0l 24X s
ez HHE 0l=0e F0E = UL

4) Th8 &Mt &0 2ol 2ot A0 L = FAE = UALBZ HEote ER0e €
g 2 OE etle dHE S=ol 2FEotHA Foetth

- ggdot HE= SZAI= oA

Cl=elhAl, 2Z0t01EH € 2ELAH M, a-2F2AICHH Mok, SHHSSHAHZ0IE, 20t
EIE, delasMg(otAadlel §), p-UHeHH(ZE2EetsE ), MAO Mt

- ggdot HES ZAAIE oM

olujuize, WwzaBe, ISEITAHRZOE, deddsE2, HEs22, HAEZA, FFE LY
o, EIOLXIED JIEF Ol'= XM, Tct&Ot0IE, OIALIOHKIE, LIZEA, HI=EIOHEA 2FHI, HILIEQ!,
ZsME 2N

5) FZNIOIE @ HUE AZUAM SHISHZ 0 &40 FZAN0IES ASHSHE0N e A7=,
SESF0HU 2ol 22 SE2 Ad=S5SH XS0 g L=lie A= UHERU. F2AM0E=
Ol ofol &lE A= R2AFQ Het Q0| 0 &2l @858 SIHAIINH, €& Cmax € 22%, E
S AUC E 15% &sAIZICH Of <t g SOH/US O, =E SO0l diol F=2A0I=2l Cmax 2
AUC Jb Z12f 31%%t 12% ZAEHULH, FZMOI=S dE A8 Hah g0l 285 gHIIE
32% ZAAZICH SHEHCZ 0 AW FZ2MOIESE EESFH oS [ 4SHE0N 28 & F

2= 8L

6) LIHICIE @ Zatol A25F XXM SH3SE0=Z 0] 2ot LIHCIES ASA4SHEU e A7
=, LIHCIENe 88 S0t €& W 0l 22 Cmax 2t AUC E 22 20%2 9% SIHAIIIH, 2F
BHE=S SItAl Tmax 2 gt 0= S0l 8L LIHCIEZ 0] &2 &+ FIAIZICH 0 <
2 LIHCcEo Sg= 3H 0IXIX @=C0h

N
[

1) L&l 0] 428 = 2t FHECZ AMR0UAM AIE 2 SHE HEE AR= Ul LAlsh 2
COlAM Of A== AAISH HIFY MASHAZEHAME cILIZEHEDN HEZZC SSF0HH 28 =

AE2 LU Sl=E MES Tlot= A0
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|
=Feh Z1, Hlw IS XI(AUCE, Cmax)

(m]
0l th=EQHoz =28 E94XE0| TX 2= A0l e 22
OF & 24 = XHI12t2 015 =01y /AA-UX AMENMN FILEAUACEH
CHH| EatEMA(HbA1IC)S IHAS LIEFHUCHSI2 THHI- 0.64% B3}). Est =

=28 d(fasting plasma glucose, FPG) 2Za(-21.1 mg/dL) & AlE 2 A2t
post—-prandial glucose, 2h-PPG) 24 (-67.1 mg/dL)E LIEIW SO, HbAlc 7% 012 &4 & X}
2 A2 Hl O =UL.

HEZZ20 4EoHoz 288 &9 XH0| =X
S4Y oHMAE 220U = I A

-

[
ny
U
rm
Mo
{0
Q
oS Jo K

e
_LOE_]
R
oy
(@)

He BAE HYLZ cIL=8E I 882 =
ko] HbAlc 24 Sit= 22IMTels t
& OH 0.35%)

HI +0.20%(95% ClI 0.09, 0. 12s

HEZZ2Q0 t=Ho=z =576 €9 ZE8S Letd X0l e 2IU=88 5 mg 1€ 13 Oyl
clU=28E 25 mg 1€ 23 02 Rad & qdd2 123 XH J2 018 =t AL-Ux AlS
OIA EOLEIRUCE clU28E 25 mg 1€ 23 = 2IUSEE 5 mg 12 13 FIEE2 AL Uyl
SHHEES "8 HbAlc ZAE UEHHSMH(22 212 HHl -0.74% , -0.80% B3t HEZ=2I01 CH
gt =t E&E Al clU2EE 2.5mg 1€ 23 E&2 HbAlc HEgt= SIUSEE 5 mg 1€ 13

S I RAGHAL

HEZ=011} 2ILIZEEL =I|HE
0l Y8 USXSE &2 JE0| AL H=ERECZ 28 &Y XE0| T 2= SAE A2
cILIZEE Y HEE=DS ZINYEES Redl HNMAEE2 24 fY-UX, 0=, K2
(factoria) AR UM ZEIIZQUCH 2ILSEHE 25 mg HIEZEZ2! 500 mg F= 2ILI2EE 2.5 mg
1000 mg 1L 23] QES & 2420 =8N diol Y 23 T2l |28 Hd2 BACHE 1).
CixlZ HlolA2tel Tl HbA1c I O =2 SN O 2H LIEHSCE
H1. A0l 2522 8Y4XEH0| 2528 M2E Y5 X0 SILZEE N HEE=2D =X
JgEg20 2240 =82 HlWst 24 F= LAAE 21
2ot CILIZEE+| HEZEZQ |2ZIUZEHEx HEXZZ20 |2IUSEE~*
5mg 500 mg 2.5 mg 1000 mg 2.5 mg
1 13 1 23] + 14 23 +
HEZ=0al HEZ=0I
500 mg 1000mg
12 23 12 23]
HbA1c(%) N=65 N=135 N=141 N=137 N=138 N=140
HIOl A et ol 8.7 8.7 8.7 8.7 8.5 8.7
e s
24Xt HIO| 0.1 -0.5 -0.6 -1.2 -1.1 -1.6
A2tol Chbl
5|
(Ed3= H
=)
cILt=2gE =0.77** —1.14*x
5 mg &= (-0.99, (-1.36,




S0 iyl -0.55) -0.92)
5}

(95% ClI)

HEZ=0l —0.58%* —-0.51%*

S=S0 O (-0.79, (-0.78,

Hl 213 -0.36) -0.30)

(95% ClI)
« CILIZEEC 1Y E RS 5mg 22 S5
*x p—2t<0.0001
HEZ20I ATU2|0F HEQHN S 2ILI2RIEIC FoIEE
MEZZ011 AXUQY 0L HERYo=z 25 E©YXH0| X L= X0 EHS_ L2 E =t
HRO| RLEAN AFHS 24 F XBI|2t AAU-THE AIE0A TOLDRACH 24 =X 2ILISEER
2[oF [HH| 298 HbAlc O NAS EUCHSI L HHI-0.62% Bi3t). L5t a|L+E=.__| HbAlc 7.0%
0|t S48 8Xt2 HIE0| 912 HHl O =AM, 212 HHl FPG 2A= —12.7 mg/dL Ol %Lt
HNEZ201) ANI2CIZERX H2RY 01| gt 2ILI2-EIS =Dt EHe
HMEZ201 AM22IE2F(10 mg E= 25 mo)2l HERHOZ £26 EUXH0| X 2= BINE &t
O ZIUZEEES Firg=st 24x 01 =0te, 212 TiHl A=A |ot ol dilolActelez &
HE R HbAlc 2A= 22 0R%MHEEZ20IDF AM2LIZ2E 10mg HHE L) L -0.47%(HE
Z20I0) AMILIZEZ2F 25 mg HHIERQH)2Z2 KR9I5t X0I1E SAUCH HI0IA2HR! HbAlc b 7% Ol 4
Ol BIXIE HACZ2 =2HOl HbAlc 7% DICHY S5 X HIE2 A2 HIGH EHEC2 KOG+
O SUCH
HIOIA2LRl HbAlc 8.5% OlAQlI EHXIZ AR & AIE HOoE 92 2A(HEZ201DF WIS
2IZ22 10 mg £= HEZ201) AM22IEZE2F 25 mg HHE L0 HEH 2H249 3

2 Chat 22
n=42)HI A 2ILIZ2-EIQl =IIHE0| CHst 24 =X HIo|A2RICZ BA™E HE HbAlc 2
2t24 —0.33%(p=0.0875) ¥ —0.62%(p=0.0046)0| A C}.

HEZ=0I lsel ERYN et cIL=8E2 =t EE

HEZ=2I0 Olsel HERECE 28 2480 HXl ¥= SN2 HALI clU=8E2 FIt 282
Fad & HNE2 243 XH)12e 018 =0t fI-UX ASUA BILEJACH 24 =2+ CHefet elsel
RYQsd o=, =gl HEXE2C, sl NRI3CEHE, A=l HEX2E & I23el
EFE)O CiSH clUS-EQ FIMEE2 <I2F HHl HbATc 2 K28 JHE S UHEHCHSI 2 THHl HbAlc
-0.65% H3t). AP ELUGHH BHILYH [HE otz AN &8l HEZ=R ALY
(MM 76%)0 CHEH HbAlc 24 Ste M Z 2 SAGHALCH

L= WEEE H*Q% Z2Hot g2 fIE0l =2 M 28 €=
=) = X AFEE0 et EE XS0l cIL=28E
5mg(3,494 Ec‘i) E= fA24(3,485H)2 FIt S0& 222 HHE AR0ICH 0 H3= 75 A 0142

= H(62.3%)2 &Gt UCH AF7H O Dt=2(eGFR)OI
45 014 60 ml/min/1.73m? DID*E' sXEs 9 19%, 30 014 45ml/min/1.73m? 01201 2t Xt o
28%, 12l 30 mi/min/1.73m? 012tol BHXHE 2F 15%RACH JIM AEHUIMSl B2 HbAlc & 8.0%0I

Ol §IPe AERI ALY, HIXIZE A2HM T XN HEZEP-MACE)S X Bl 2o =3
OF OIROIT Xt AR BOF HA0 (3 HIZSHS YZOIT= ONQISIUCH AT 28 I} Bias
MRES A T K& LIMROI(ESRD) L= eGFR Sl 40%0/4 X£Xol 2Az Mo},
SYYCIZM 22E9 =N B, HE IS0 I IUSES F28 AN 04 92 E=
MF 2D ARC SIBS 01X UUCL ALZUEIS S0 BN U2 HE X2 M 28 Yk 22D
HID GHAS O FOFNQl BOKASO! ARFOR 0I5t LRI CHet B SOt X LUCH

T2 CARMELINA 170 XR20 (2 =gisis o 2Ms




PIEH|
cILI=28E 5mg F| et (Hazard
Ratio)
SHME/ SHME/ (95% ClI)
CH At A (% At A (%
HAMRE 2=(%) 1000 PY * CHAMXE 2=(%) 1000 PY
2N 3494 3485
Xt AEZHY
2§ HIIHZL
(ANE2H A 1.02
o, ML 434 (12.4) 57.7 420 (12.1) 56.3 (0.89.1.17)
A2 M HIX
HA L EE)
AEA ZEt 0.96
AL Dbwx 255 (7.3) 32.6 264 (7.6) 34 (.81 1.14)
R 115
o Al 156 (4.5) 20.6 135 (3.9) 18.0 (0.91, 1.45)
HIXIZEE S 0.88
2= 65 (1.9) 8.5 73 (2.1) 9.6 (0.63. 1.23)
olxt &&E =
&t ot
(A& AHE, 1.04
ESRD.  eGER 327 (9.4) 48.9 306 (8.8) 46.6 (0.89. 1.22)
Ol 40% K=
E~
TE J2 A} 0.98
o 367 (10.5) 46.9 373 (10.7) 48.0 (0.84. 1.13)
MEXMO=Z QI 0.90
s o<l 209 (6.0) 27.7 226 (6.5) 30.4 (0.74. 1.08)
* PY= & XY 4=(patient years)
*» HIESA QAEHI0l et 95% Cl o ASHHDIL 1.3 20 £2S 2=ot)| st HEsEHE AE.
*xxx C(HAXF 88 HOIA SHHK OlAe] AtlIDF LIEIY %= A2 2, 2 Aldl HAKISS &2 AIHE ZEst
PE oK £=20 2

clLU28E g2 ¢&d 2172 (CAROLINA)

CAROLINA = &2 280l =)L =olE gES0 | 2 =8X 6,033ES o=z
HbAlc o g2t I X0l e HE X=(83%2 SXNAL HEZ2C! J|gt @ES ELE)0
clLt=8El 5mg(3,023 %) L= 2alMmlelE 1-4mg(3,010 H)2 FIt FOEH LA HHE A
AP XS B AHE2 64 MIOIM, 2,030 H(34%)2 S XIH 70 Al 20+ DHEOIUCH 0] A7
Ole 2,089 B (35%)2 A Zat 2tXeF JIKMAEH0A eGFR 01 60 mi/min/1.73m? 012+l 1,
(19%)2 AIZOH X0t el UCH IIHAEHUA B2 HbAlc = 7.15%01 ULt

= =)

fiw 30
o

FL_
I
t =

|
e

OII o

Ol §Is MBI AIY, HIXIZE A2AM T BIXBE HSE(EP-MACE)S X Bl 2o =g
O 0IR01Z YRt ABBH Bt H40 43 HIZSHS YSGHEE CIRAEACH
ZugozN 6.25H0 =X & UIES 2wINLICS HIDGIN =8 MBI 04 ©e
(E3)2 SIBS SIMAIIIX LUACH D= BRI HEZ2O! XZ0ISS SVGHH LT H LIEHLCH

|

2 AMAMACE) & LME

H 3. CAROLINA A2 X220 g =2 &
_ &yl
cILI28E 5mg 220 balE (1-4mg) )
(Hazard ratio)
(%) 228 (%) soom ( )
CHA X 2=(% CHA X 2=(% /1000PY * 95% Cl
/1000PY *




=N 3023 3010

2 g2

=5 W} o

A

-

A" M 0.98 (0.84,
( ) 356 (11.8) 20.7 362 (12.0) 21.2 (
2, HIXZEHE 1.14)**
MaAM,

ANEH  ZE

)

* PY= & XY 4=(patient years)
*x UEH|0l CHSt 95% Cl o A&tHIE 1.3 20

AL

S= g38ot)| ?Ie HESHE AE

E X2 J|2F SoHXIEJ|2tel SUE 5.94) ESEZ = 59 MEY &Ko dHlge 2Tl
S ENZ2 30.9% OHl 0l & S22 6.5%0 oiEstA2H, S&2 HEE2 220Uece &
el 2.2% Yl Ol & EWZ2 0.3%0 A ZLAHGHALCEH
4) SHAE AL
HEZ=Z20I
1) HEZEZ2A2 1 XIE L= 2XNEHCZ HMEEHE 420U EECZ OJIAIe Y=SSESHE 4
22 LIEtW Al 2 =CF.
2) HI|2t <M AIE0l HE(ESHE 104F= XH)2 0IRA(91 3= XH)0l OloH 22 900
ma/kg/day @ 1500 mg/kg/day 2 E2F2Z AACJACH 0l2ist %%*% HEHAXMY J|=x=8 2o
12 X0 olE:29| 2F 3HHOICH -2 DIRA 2S0HA HEXZ20ID 2= LAHO| S HE QU
Ch. SAGHAH £=30 HEWA HEZZ2210 Ié S QYUIs4E2 FUCH il 900 mg/kg/day
Z E0{s &3 HEWA 24 2EH U2 SE0| SItote A0l 2EIJUCH
SHSAHBHAO|IAE (S.typhimurim), S& Xt %OJE'OI & (0IRA SIS ME), ISAMHH O|aIAIE(Q E X
7)) E= MA W ASAIE(OIRA SFHME)NAM HEZZ0I9 BHOIJFA Jisd8H st SH= &
ALCH
- HEO LXEis2 600 mg/kg/day 2l NEY, = MEHAEZ J|IECZ 2 S & 2 4l
g EIME M NIEEE D10l 2ol FetsS & X EULCH
O AZH 9 AS-7|ZE
[2.5/1000mg] 712 &7], 42(1~30C)EH, AXL=ZHH 18714
[5/1000mg] 712 &7], AL2(1~30C)EH, AZLZFEH 2471€
O Axd
28 EX] ES £AA
F)=1ylo] @ A A7 A FFS AoFEd2d 18
AL 2 ()& T-vto] A s A7 5 A g Ay ded
of (gA1g] 901-3)

1.3 959 %E5E(DMF) A3

—
N
]I

i

3

B Hu=dd@ &3

O T5Ws : 4173-23-ND




O A %4 WA : MSN Pharmachem Private Limited

O Z&AA : Plot. No.212/AB,C,D,Phase-I, IDA Pashamylaram, Pashamylaram(Village),
Patancheru (Mandal), Sangareddy District, Telangana, Pincode-502 307, India.

no

ox

2 HEZXEZUHFAS

=
T

TEHE ¢ 20131014-37-C-307-20

2
PN

O
O A ™A : Abhilasha Pharma Pvt. Ltd.

O 4aA A : Plot No. 1408/1409, GIDC, City : Ankleshwar-393 002, Dist : Bharuch,
India
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21. 959 %F(Drug substance)

211, Gk RE

e dvky A2 Tz
8-[(3R)-3-aminopiperid
in-1-yl]-7-but-2-ynyl-

o CasH2sNsOq
3-methyl-1-[(4-methyl| Linagliptin MW 472.5) JI
quinazolin-2-yl)methyl] ' ©:f )\ />_T\

Y\H-y

purine-2,6-dione

N
ox
™

3-(diaminomethylidene)
| VI Metformin | CaHuNs HCI Ho M en
-1,1-dimethylguanidine; hydrochloride| (VW 165.6) HoN N #2108 MG
hydrochloride y ’ H
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05548 mo 88 mA%E 0 22E/A%- A9
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- BP ol whe}t N7

22, A 9| % F(Drug product)
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7| BEAY 257 /60% RH HEA
7HEAE 40C/75% RH (HDPEH®, PP#})

33. AR 2 =9 7tEg
A 71h 8], Ae(1~30C) R H,
(25/10002 2 1) Ax=LZFH 18704, (5/10002 2] 1) A= =HE 247] 4
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42. SENZAE ME LF (W 51D
o AT U
43. FAo B AAA oA

o (5/1000mg) [oJokF FES7FALAIAL 74 1 (A ek ) A282A43 2 A6do] weh AR 2 (Y =3t
HETHANIARE S4A g #3 25 AFE WA 7hs
o (2.5/1000mg) TeofEF FHS7FALAA FAH1 [EE 1] 40 ZAste A= 9A 7Hs
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o 3T UF
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53. dutFP N (e ¢AA )
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54. F - BX - A - Wi A3 AY

o T &

55. okeld] @ WA 97

o FAEH T AT U MEE GLA ST 28] EHAY AR l% HA

- A AeTol 4 FARY 7Is7t AeF st ddAlY 7R HhgE &2 wgHo glon,
Y 249 SWY E9A F5617F A=

- [%F FEA7FA LA 741 (AFAA) AB2A4TE B A6l et JFNFAAE ofe|Z-Eo] B3
A8 AE WA 7k

61 YA HARS AHHGCP £%)
o I} GCP AA 7|HolA 3
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6.3. FEFATGA

o ZUEFAYAE510002 8 1] AL #H3F A5
A | 5ol :
oA | M3/A | oh | uRe | deed | Feswwodw | o P
gw) | 7
273 A9l ALAS o2 DKB21003 ©=5o A9} DKB21003A 2 DKB21003B9] W &5 A obAAd s okFdta)
E49 v WA AT B FAANY, TE D3R, 22 27, WA YA
. JU=gdsng WEE FEa]
2714193 1000mg - 22dd 2 dEEede N
S,_H - /\]ang}: 175] %7]'60]'%5(](AUC[, Cmax)% 27
) . DKB21003: 57vto] 2 wasel 4 Asge o,
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