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102 cmB M EE> 358 d H94 cmx B L - HH A K
KRB AEELE BRAERMBETETARAALIZMHEE> 85 cm
B4 MEER> 90 cm(£ R » #l4 > B KK % E 1% B2 A
£ &£ B & (investigating committee for the diagnosis of
metabolic syndrome in Japan)) °

#E TABEY  REAARTEARAAEEFTHEB RN
(A % 70 mg/dL (3.89 mmol/L) & /) # 110 mg/dL (6.11
mmol/LY)WZ ZH o RGEHEBEREGKR - ¥ T 28, &
HEZ2mBEZRAET AL -

#E T heRE, ERAAALPTHEARAEARBE Y EE
(A#110 mg/dL (6.11 mmol/L)2 2B R 51 H B EE &
B AETER, AABEMBIAET AR -

#% "THRAEBE  EEAHAEPEEELAE/KMNDGE6ZEILLS
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mg/dL(3.3263 mmol/L)EF L Bl xR FEBEE SR
Moo
wE TR AR RE  REALHAFTEAREE K200
mg/dL (11.11 mmol/L)Z B %2/ B R H H R X F HH
VR E B R e
WETERARHABEY , X "IFG, R & A 4 ¢ M@
A A #£100 mg/dlZ 125 mg/dI(Br 5.6 mg/dl£ 6.9 mmol/l)
HENIZTHEARDIBRERETE A FHN AR EES R
Ao BB AT AN II0 mg/dL B s # 126 mg/dl (7.00
mmol/Ly - B "TE¥ 2R HERL , 2 EH#ALAE 100
mg/dI(BF N A 5.6 mmol/Dz 2 B 8 B 4L & -

e THERBELAR, R TIGT, R 452 A A
A X # 140 mg/dl (7.78 mmol/L) B - # 200 mg/dL (11.11
mmol/L)2X £ 42/ B A RHNIBRLFTHTEIRBEEN B
A BXHERAEHRA2)I LR NEBRFH Y

BE)THUAEANEZHEAHBRTS g HHE2 )5 Umegd 8
B/dLb Rt 2 o BREREZA - BF TE¥HEH A
E, ZEEAEAE PNMN140 mg/dl (7.78 mmol/L)z £ 4 2/ 8
hERBDEBRILFTHEREE -

wE T ARG EFLE  RAAATEBRELARE FR
s aBEFReBRAEY  ZTHXA LA oFR0ERE
FREGVPETHR BB EEREALALA< 1.0(8 K%
<O08(ZM)zEBEFLZEHEY RN -

WE TREFHAL  C"THREEFRMEE, X "THREE

150925.doc ’ -21-
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WMHBER, ARG BETIHRMER -

wETREEFAN  RRALTELZRBERTH A MK
EORZEEREFREREF EFT oKL HKR
(Ford ES, 2 A - JAMA. (2002) 287:356-9) - B Z B2 & ¥ &
NZFEHEFToB-ZREFHRAR - Aa5bBRE F-
DEABH IR WESNEAREEFAGAEZIL - X HH
BBRUBAAMAETF THABASBA BB RAARE T
H(WHOR £) - b A RBBRIVENEGHAFERIHERY
Ara#nndsead e ABTHMMREAR
bR FZBREEFERDEBRELOGRFTERSE ERHE - A
ST EARAREHNABEINARE FTRHE -

et R B FERAM - BAREBEERAMZIEZHBREZE
B - MEFHRAHMRARAREZTAETHEOFL "R EEF R
Mz HERRREHEAUFLAHOMA-IR) ) 7 E(BR & FHR M

T % 45 2)F X & 4t (Katsuki A, % A - Diabetes Care
2001; 24: 362-5) - A3 H T L2BANBAEZBR S EFTHAHRZ
HOMA 35 %t (Matthews % A - Diabetologia 1985, 28: 412-
19 AR REBE GHFRAKRSE % X (Forst® A » Diabetes
2003, 52(3 A 1): AASHZ F R EF o B4 AR o A
o b REHEFREATHARL FRARZIEELRT N
Ea - ATATELEYNERBIFLAEAZHREETRHK
(HOMA)-IR 4 14 4& 3+ (Galvin P, % A - Diabet Med 1992; 9: 921-8) :
HOMA-IR=[% M & F B & # (WU/mL)]x[ = B & £ ¥ 5 #

(mmol/L)/22.5]
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¥ O ABTEBRAFTBETERAARLCLIHURATARE F 1
P o Bt Pl A ES LI B BEEEE > B AN
ZHBH_BEBEREAFLAREER LA Z AN -
BEABHAIGTRIFGHR2A B AR I F AN EHFHEE R
HMEFXMEASRETLAEZEARBEZRZARE TN
c BABREBEEFERAM I AV IZIFRTRERICKE - FER
REBREFRNE  AIMGAERARTHBEEARZIAL RN X
X -Bdm THEATHFHNEIABRATH > —AF£2-3
AR EAZBREE  HEREREMEKRE K -
MAEBRBRPHBEB AR I T ETAMPN KR E TEARNE - K
EEhERRBRBEERAREZI LA T EEM  P@alh it X &
ETTEBATER  Hl Bl TP A zh £ X HOMAS &
(Matthews % A > Diabetologia 1985, 28: 412-19) -~ 7% ¥ B
B+ B ik & £ 2 b (Forst® A > Diabetes 2003, 52(3% F
1): A459) o R F M ERARKNERAZARLZIBS
F/C-BRa ik REBEREBFRAN B HE T 8 K4%H
EhEMERR/RE DA (Stumvoll EA > Eur J

Clin Invest 2001, 31: 380-81) -

wE TA AR 4%:%4’1’%4@%%%%%&2&"%&%
ZHRAL MBBARBDEEAXIRARZIEABRES
BEFABE¥HEBE> 100 mg/dLR 2 M ok ¥ ¥ # . B.
Meigs, % A - Diabetes 2003; 52: 1475-1484)R Z M % B &
o E(H xR EEFTRE)ZEYE - HTAHBELER
ARERERFIMZREZAR LD LARERD €

150925.doc -23.
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(American Diabetes Association) & Bl x4 fk %% B H it & &
M & % Bt 7% Ar (National Institute of Diabetes and Digestive
and Kidney Diseases)®# F] )R 2 2 %8 A& " The Prevention
or Delay of Type 2 Diabete ; =z 3 3 # 8§ (Position
Statement) ¥ 4% # (Diabetes Care 2002; 25:742-749) -

THEFREFABIEABRGERFEEARMERNE F £ U
TEAMHx 1) BEXEKE 2) 508 3) & aE:
4) — XS BEAZARBRLTE HAIGTRIFGR2A # k& - 3%
5 ERZAREERAMETE b ZEHOMA- IRy EHEE - & »
AERAZEH  BREFRAHBEIEZALTERAAE> 402
HOMA-IR % & X HOMA-IRS> E B B # T R E X & ¥ & #
BRBRBEESHAMREAAZIEF AL LRGEBERRKB A -

#E T2 BAR REAALTEREA AMNI25 mg/dL
(694 mmol/L)Z Z B A RFER L FHEHERBRERENR
B AR R R
N FZERBDEBTETAR > AIAZRERTS gl R4

R EXTRAREEsHF  wRDNERBMEAZ

M\m

¢ﬁ%i%%%zm%%§@ﬁﬁw0m%%%ML
(11.1 mmol/)k & - £ 5] H B &l & AR E oA T B10-120)
BA KBTS el e oRaELmARz B Lt AR B
BZATPZRERBIR2)I G L BERE - £ EME B
oo ERAHBABA I ABRENNHO60582110 mg/dL & %
Z MR HBHEALLD R D MN200 mg/dL B 2/ BF 7% 55
Js #2140 mg/dL » 2 £ 2/ B 4% %45 /7 140 mg$ 200 mg%
Mo RIALA RN R EBAE
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#WE THRMH2AB AR OB AETHELEAK - F
EHREFERREREMN R R Kb E OB E (F o 88 Ak
mMHERE R B KR(CHD))Z &% -

#3% " HbAle, s o Z Bk BGREALF A 2 &
Yoo RELBAHRWFCOCHRPLARAL - ABEARERZE R
THbAIcE A A B A EE2MH  BALEAARALRA NS
BREERL@EESG > BUHbAlIcE "Ll E4& L
RecH 4268 2 349 otk R & - HbAlc{E # b 3 16 48 /& 7
ERAGATEIRIIBAREZ(FLA B S TR LR
BZ<65%)THEBRTHB LBEARAEMLE R - B MH
T FRME FABAEAREE T ERHLOLSNZ
HbAlcfg F 3B &L & - L HLAICHE A b 3£ R & X £ AT A ¥ Ak
BB H T ER<65%A B E<6% HbAlcz M Z B2 & A -

WE T RAATEBER) X" FEBEBEN, EARE
RSN EH AP ELEB TIHDAICE S 76.5% B M T
ZNT0% - REF A FNTS% LEFZ N8 B/ -

TRBEEER > THL "TXEEH | (FHANRH LR
BRYTH) FTHA T RHBRREGRH > AAUKREFHR
WA X BB B X A % E % ## (Laaksonen DE, % A Am J
Epidemiol 2002; 156:1070-7) - # 8 ATP III/NCEP4 ¥ & 3]
(Executive Summary of the Third Report of the National
Cholesterol Education Program (NCEP) Expert Panel on
Detection, Evaluation, and Treatment of High Blood

Cholesterol in Adults (Adult Treatment Panel III) JAMA:
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Journal of the American Medical Association (2001)
285:2486-2497) > EH AL ZHRXE SR U T AR B £ 8 A
P E A K HE 1 B

lLEARHE  TRAZMUEE> 403+ £ 102 cmB 4 #

BB >35% X944 cm N B AEKXRRBREE X

EAFHBEEZ8ScmAE X HEER290 cm;
2.7Hd =8 A& - =150 mg/dL
3. 3 M HDL- B & <40 mg/dL
4. o B = 130/85 mm Hg(SBP= 130 DBP= 85)

5. B R & B H =110 mg/dL

W ENCEPRE & @ F L % F (Laaksonen DE, % A - Am J
Epidemiol.(2002) 156:1070-7) o o i&g * 2 # & = 8 & A
HDLEERBE LB L2 oA P A THEBREF XZRBAZ LBl
M i #» Thomas L(#% # ) : " Labor und Diagnose ; © TH-Books
Verlagsgesellschaft mbH » Frankfurt/Main > 2000 % -

WEFAETR > 5 K40 /&(SBP)# B 140 mm Hgx {8 B
4%k o B(DBP)® 890 mm HgX A A L & A & £ B -
HEEAABEREAR  RMABYERNKKE B FRKEAR
130 mm Hg= & B 47 58 & B % /% £ /& % 80 mm Hg -

# 3% "SGLT2# # #l ) AAZARE R AL MA LY
ERmE s h B ERAMLEY  HRAUGHEREAIN
ziebth RHmiHHEE2 (SGLT2) B8 ™ T AH
SGLT28a -~ ¥ #1 4 M - sAIC50% B = # hSGLT2¢ 47 %] 45 A
BAEBKPN1000 nM ~ & 2 F 4 K100 nM ~ H&4E K550 nM -

150925.doc -26-
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HhSGLT2z #w# R THEXK TS FERA R
AE#Em T oFHEWO 2005/092877% WO 2007/093610( %
23/2dB) P il 0 BMEE/HZILEXEURIAFAXHARAZXZ
P oo iE TSCGLT2#M 4 & , Fa btz — 8 & T %

B R KESMEBEREILY  AaRSaELKEBA -

#7 3% U 34 #& (treatment & treating) | 44 € & 2 F % % A
(ARM T ARABHA)IEET R EHREER - L EMN
BRUTABRBHEIHFEERIERRLERIR IR r £ 8
MERAXKLIRE AR ERZ AR EGE - Bm > KB
RaeMBAFETRAEMW ) — KR ZEHRMEEEUAR
AR xE-

#5 3% U ¥R B /4 # (prophylactically treating & preventivally
treating)y & "B, TZHRERALLSHAEAF 4L L XA
REBAZRARGBEZFTRERGLBERZRAR -

fE T4Eh, 48 ARIBBAREF RS BERZ
TR o sbsh 0 HE TERE , OS5 ARAF - BB =8 R
EE2F SRz GEBARARBRHEORKR  HAFEXABERHEN
ZEBUBE - FHTRORKRRXREAE — RS BAR - 4FHE
"gE L FEASNR BR - THBZABHRE D HB
ST B o

#73 " # 4 | (" pharmacopoe ; & " pharmacopoeias | )4
5 A2 &£ ¢ 5 f5) & T USP 31-NF 26 through Second
Supplement |, ( % % # £ B 4 (United States

Pharmacopeial Convention)) &% " & # # # 6.3(European

150925.doc -27-

&



201125874

Pharmacopoeia 6.3) ; (European Directorate for the Quality
of Medicines and Health Care, 2000-2009) -

[£#F ]

AFHzEYS BEaEmsBfach T HERARAE
o B X BT X A & & SGLT2#p ] # -

B> SGLT2¥ #l Al A E 8 X (DX & 5 # KX R K

£ #R'EFCl- FPARAA  RPAFH- P4 - F &4 X
A AR EAFTCA -BAEL LA -CTAREA - R)-TE
kol -3- KA ARAR(S)-wmaAKH-I-AAK S REXHARER
SGLT24p #| Bl & 2 — H &y AT & -

AR HWAEAEARFT EFMER B o)X T HEHFFE
$ WO 2005/092877 ~ WO 2006/117360 ~ WO 2006/117359 -
WO 2006/120208 ~ WO 2006/064033 ~ WO 2007/031548 ~ WO
2007/093610 ~ WO 2008/020011 ~ WO 2008/055870 -

ALrEKXDw s HEIRBRARRZIEXTED T BRRAEZ
LT & &AL -

BiEWw O REAFTAIAA EBAT A -

i M > RPAFHo

150925.doc -28-



201125874

BiE® REFZA -BAL B A (R)-w &%
3-A A A H(S)-m A kg-3-& - £ E R MM RAR
BAA LB E S R)-wH%p-3-F2 8% R(S)-w & %% -

A
3-A AR - BHAR R EAEFTZHEA S R)-wh%d-3-4
A&(S)-wakdh-3-KAAK -

BAEZ2ADI s HIREARRIEXTAEHHLE AL
M (L1)E (1.11) 2 & :

(L1)
OH
6-(4- 2 2 ¥ 2)-4-(B-D-vsty #) H #8-1-8)-2- F S ¥ 1% -
(1.2)
2-(4- T B ¥ H)-4-(B-D-wts #) 4 Bh-1-46)-5-F G- ¥ B -
_N
7
HO
@3 | o
OH
1- R -2-(4- T8 ¥ )-4-(B-D-vboty #) 35 48-1-2)-5-F A% -
//N
HO
(1.4)
OH
2-(4-Z A F 2)-4-(B-D-otohs #) H#-1-8)-5- 5 A% B

150925.doc -29.
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(L5)

2-(4- 2 A% #)-4-(B-D-otty §) 3 #-1-48)- K B -

(L6)

(L.7)

1-fi-4-(B-D-tbo B 3 48 1-2)-2-(4- LR A-F A)-%

(L.8)

1- £.-4-(B-D-vtto B 3 #8-1-55)-2-[4-(R)-m & "k -3- K A4 )-
TE]-X

(1.9)

A %)

(L.10)

E-2-[4-((R)-m &k m-3- A AK)-FA]4-B-D-wd § &

150925.doc
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(L11)

1= S-2-[4-((S)- 19 £, 7k 5 -3- 2 BIL)- % A& |-4-(B-D-stoos & %
-1-2)-% -

EEEFAHAZAMz s HEBARRIERITALA MG ESR
b4 4 (1.6) ~ (1.7) ~ (1.8) ~ (1.9)& (I.11) »

EEREAZAMz s HBEARKRIXITA ML ES
fe 4 4 (1.8) & (1.9) -

WRIBAFER > B ExmaBEX(Ozwng i Faa
BRRZEATALADHRETELCLSEKREY - EHEHALE S
BB - REAME - $ R BRAEZILASEHAT) FH &
b A M B EHFFEWO 2007/028814¢ - £ £ x
BARIE - HNABEZLAHAR) AHZHE B
WHABE B E AP FEEWO 2006/117360% » H 2 Xt AKX
oo HABMEZILAENTI) AHNZLEEBKHENBR B
F A P F EWO 2006/117359F » R XBAAX T - HH
gr2zibeH11) FHZXILEEHBAMENE B EH &
H E WO 2008/049923¢F » HAXH AR T - L E 4 &HF
XEAHRFEMREMN  ESGLT2# % % B A B4 4 %4 A
B okt ZELEXALDEARLARBIHERMAS
BROLSYWRBRIFEE TN -

AHBEEMBER > LXAIAZXIHE-—ATHHEHBTALE

150925.doc 231-
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(£ F) A s A X SGLT2# 4l B )z 2 x % R3] A ¥ XA #
AR F o

51Nzt e &H X (9X)T & & 4 18.84 ~ 20.36
B 25.21°20(20.1°20)R 2 # 4 XS by RS 4 B £ & & >
H ¥ 3 X4 4% K4%4 B £(XRPD)f4 4% A CuKo 88 &
5

BEEmT BXHF L&KL HE X 21469 18.84 -
19.16 ~ 19.50 ~ 20.36 % 25.21°20(£0.1°20) & = ¥ » £ + %
XH s RS s B £44% ACuKaa st 847 -

AE#mT > SXHEHREHE T 41469 17.95 -
18.43 ~ 18.84 ~ 19.16 ~ 19.50 ~ 20.36 ~ 22.71 ~ 23.44 -
24.81 ~ 25.21 & 25.65°20(£0.1°20) & = % » H ¢ Z X 4 &
wRGEHE E£HERACK BAHIF -

FARAEBEMmT  £EBIAAIX)VEaXHLEHREHEE
Ao uBEGEACKoEB SRR LGS RITHES
B $ 2 20(£0.1°20)K 2 #& o
212 &BXAIX)2XHA LW KL 4B F£(EFR205

F30°% )

20 d-f& 3% B UL,
[°] [A] [%]

4.46 19.80 8

9.83 8.99 4

11.68 7.57 4

13.35 6.63 14

14.69 6.03 42
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15.73 5.63 16
16.20 5.47 8
17.95 4.94 30
18.31 4.84 22
18.43 4.81 23
18.84 4.71 100
19.16 4.63 42
19.50 4.55 31
20.36 4.36 74
20.55 4.32 13
21.18 4.19 11
21.46 4.14 13
22.09 4.02 19
22.22 4.00 4
22.71 3.91 28
23.44 3.79 27
23.72 3.75 3
24.09 3.69 3
24.33 3.66 7
24.81 3.59 24
25.21 3.53 46
25.65 3.47 23
26.40 3.37 2
26.85 3.32 3
27.26 3.27 17
27.89 3.20 2
28.24 3.16

29.01 3.08 4
29.41 3.03 18
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EZEAMMT 8 &M AXAIX)A d X4 &K K 4 4
B % A% > B E£44#EACK, 8B4 ZL4FHE4 WO
2006/1173592 B 1 ¥ /7 77 B # 220(£0.1°20)R = & -

e oh o B BB KAXAIX)EE HISITC £ SCTxzrB(EH
DSCHl & ; RAeeBBEFE & ik £10 K/min)k # -

4 DSCeh & 5= » WO 2006/117359z Bl 2 ¢ -

£ A3 %A 86 %% M 45 A STOE-STADI P-4 4t 1% WX Be 5 £ 1
E BB K B B (OED)A Cu-B5 #& 4 A X 4 4% & &R (CuK,, %3
4 0 A=1,54056 A > 40 kV - 40 mA)z & # X 24 X4 &
HhREHBEE - A LELIP M "20 [°], A FEHA(E)
Bfa Td[Al, s 7 &% &2 M 24 % EH#QA -
2006/117359z B 1 ¥ A s~ 38 B 4 Reps(B H X 3 #H)2 & 4

HAEFERF L LUA20BRRARAKAZ20.1°20 A 8
M5+ 0.05°20 FBp - g AALEMAINZE R Z L T A
A BTAABFAZILEEAHVAN  THEH ST R F 20
HENHHMMAZXE 01202 58F A m T 2 HE BN H M
B 2+005°20x &% B RIEBARAHA L BHHMMEMLE -

## & DSC(# + # # ¥ & % )4 A DSC 821 (Mettler
Toledo) B & 45 % -

E-—BERGAF > AFHXIBE2ALS-HRERNEASILS
A9 AP ELS0OEZT%2 A HAIEELXHEE
A& &R AXAIX)ZH KX - &84 £ 4844 i A
¥ 2580FE8 % FAELIOEE%Z LA H9)EE
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xR gELEEHBANAIX)2H K -

SGLT2#p # B B4 Z 2 S B £ % X 0.5 mgZz 200 mg ~
EZ2FH#1 mgzl100 mg- %141 mgZ50 mg BN - & o
BREAERBRE B AFAZBFEELDTLLLIXARAR
EAEHEMEOS mgESOmg 841 mgE25 mg- £ % §
225 mgZE 125 mge REAFAHABELH ERE (H 4o >
R B EIME(H )05 mg~ 1 mg~ 1.25 mg~ 2 mg -~
2.5 mg~5 mg~75 mg- 10 mg~ 12.5 mg~ 15 mg -~ 20
mg ~ 25 mg#x 50 mg SGLT2# %] & - # 4 X (DIt 44 > A
BT AAGHANRELEEHKAAIX) LEXHEEE
(4o > BB B E)EMH 4%)0.5 mg~ 1 mg-~ 1.25 mg -~
2.5 mg~5mg-~ 10 mg~ % 12.5 mg SGLT24p %] # > #] & X
(Dite#h  ABMTALEHTIHRE L EH KX (.9X) -

E-—BEHKT  AELABREALSH T RASGLT-24 4 2

BL B AN (Bl ko > — F I\ > flho B EE — F 4 J1) -
EAFERAEANBRAEXIREA _FEN A8 mH T B &
W (- F & B R H o — F 4 JLHCD) -

EMI S B RE - FERBTNEREH E3,174,901

P c D FEM(—F A MR H BB > & #1288

#) B & % & Emil A. Werner & James Bell, J. Chem. Soc.

121, 1922, 1790-1794#F & - — F 4l L 8 & + T4 %
BT £ R19994 3848 ¥ 3% 2 £ H ¥ 3% £ %09/262,526

RREABR FAHFE3,1749015% - &4t H > AXAA = F &M

BT EMBEE -

150925.doc -35-
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—FAAMBE T A 4250 mgE 3000 mg R E @ E 500
mg#% 2000 mg® #2500 mg /R ¥z #HESERKE E E
F RSB

B — P B ERBERAFT AH100 mgZE 500 mgsk 200

mg% 850 mg(— %X 1-3K) > %300 mgZ 1000 mg(— X 1k &%

AAARABEAPIBHR _FENYEMAHNERET AH100
mgZ% 2000 mgz 100 mgZ 1500 mg > &4 %250 mgZ 1000

mg o B A #H &R ET%250 mg - 500 mg -~ 625 mg -~ 750

mg ~ 850 mg& 1000 mgey B B — F 42 L o BB A — F 4 B 2
REEMNBEREATAEBRMAERNS & LG B2 B

BB BERE ARPAARBEAEBEIZRH EZLLG-HEBE RS
P2 BB _FTHENSEAREMEERE RS0 mg -
850 mg & 1000 rﬁgéﬁ HEk— F # N -
ERABEAZIX-—ERY  AEARBFTE LA S REE
LMERETR/IZEBEDZAB AR Ea bl ~ AR
- BEBRBA RN EREFMW ) EsY - ABRY -
BEYRB A GLHEH<S% RH<A% - £ H<3% -~ HED
H2% > BEAHBRNHI% THEBBEHHOS% - £ £ F 4
M AH02% Y EMEBH R ERETARERED (XL E
it) e

A AFDCHE Y 2 B &

AERAF —BHBHARERESEER KD BF RIF&
BAEMHBoREIHE  BRE - RE - -BESR - -4SEH4
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MR BIZRKFAFDCAER Y -

Ham @HEAAFTAFDCHE Y X BT H A 4 8 6 B &
BANEREDZ O ol BmTid B BSGLT-
Qi HI B EMERE S
BoH ~ ZR&EBAREBYEOREBH (W4 EASGLT-2#

AR EZERHB L) ER s H -2

# B B 2 4% & 4% (tablet-in-tablet) & % = 4& #| (bull’s eye
tablet)) » # & 8] A7 48 A SGLT-23p % B R o & % pr 9 ¥ & 5
MERBEHR ZEBHAGETREEZHRFH®E -

CHERZERHDEANFDCHAER Y » R HRELE L
Bz 5B BF UL B REE RS AT I YRR
BoA T MR B KD o

AEA R ERAB & SSCGLT-24 4] & ~ B ag — F 4
s — R EZREAAB (Pl o 2REH) — R 5 &5 # (5
do 3B 4 ER) o 5B EB(H B EEREK AR
— RS EHEE B (H ko B RS EE ) |

EABERAZ—BERHAT  AERAGHNEoERESR
meY o Bt AHEH EHEmMTEREEE AFUTz-—
H %5 HEEA

- B R FTEN I B ALEEREE R AHNEIEE
05

-SGLT-2# # H 2 B p b A4 X B B X 4015 8
%-2.11% &% -

- ZRBE A EBE RN REHIOON

- A B B E AR R FERN0.5% >
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- MBI EE AHS560mgE A 1180 mg 0 K

- A B M AR D R FEMNLS min e

E—BERS T SGLT 2 # A AKX (DMLs4% > AHM®
TSR L E &M X (1.9X) -
AABAZ-—BETREB T AEAGRHAESUATH
FA b AU BzEeuREEasl RiEBKH AH
mE R R R

KMt s 4 i X(1DLsHxLLEEH KA (IX)
#lhe > £ 2 FA05 mg~ 1 mg- 1.25 mg~ 2.5 mg~ 5 mg>
10 mg#k 12.5 mg °

P AR WM T EM _FEM e HAFA
500 mg ~ 850 mg% 1000 mg -

BR—R 5 BEBERVAE > BARMT — x5 AL H (H
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HEE(ER) 12.00  100.00 | 16.00 100.00 | 18.00 100.00
g F(aREB) 602.00 1016.00 1198.00
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£ 14 © SGLT-249 4| #]+ = ¥ 4 sLHCI FDC &

o

41: 4 4 (1.9) &AL 4 # (1.9)

& &7 X (1L9X)
%Ex—— Ll 3N
ERBH
R HER
R ok AALE
&Hﬁﬁx’iéﬁ

qE (ST EA%)

57 7 KA £ 2910
Macrogol 400
B E
— a4k
AL E
A bsk 4

%k la:

AT

1684 (1.9) A5 #(1.9)
z & &7 X(1.9X)
BB A~ F A
B 8
£ R AR
B ok = A4bE
FE AR ER 4%
BE B(EREIH)
fa & P A g4 52910
7 — B
ik
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BBz it F

B2 5%,&(SGLT-24“F #HF/—F4MHC] > mg

12.5/500 12.5/ 850 12.5/1000
[mg] [%] [mg] (%] [mg] | [%]
12.50 212 | 12.50 1.25 12.50 1.06
500.0 84.75 850.0 85.0 | 1000.0 84.75
22.63 3.83 44.5 4.45 57.76 4.89
47.2 8.0 80.0 8.0 94.4 8.0
295 0.5 5.0 0.5 59 0.5
4.72 0.8 8.0 0.8 9.44 0.80
590.00 100.00 | 1000.00 100.00 | 1180.00 100.00
6.00 50.00 8.00 50.00 9.00 50.00
0.60 5.00 0.80 5.00 0.90 5.00
2.40 20.00 3.20 20.00 3.60 20.00
2.928 24.40 3.744 23.40 3.78 21.00
0.036 0.30 0.128 0.80 0.36 2.00
0.036 0.30 0.128 - 0.80 0.36 2.00
12.00 100.00 16.00 100.00 18.00  100.00
602.00 1016.00 1198.00

SGLT-24p %] #|+— ¥ 4 gAHCI FDC ¥ & 4% #] = 4 & &) &

)8 5E & (SGLT-2¥p 41 &/ = F 4 BAHCI) > mg

5/500 5/850 5/1000
[mg] [%] [mg] (%] mg] | [%]
5.00 0.85 5.00 0.50 5.00 0.42
500.0 84.76 | 850.00 85.00 | 1000.00 84.75
30.13 509 | 5200 520 6526 5.3
47.20 8.00 | 80.00  8.00 94.40  8.00
2.95 0.50 5.00 0.50 5.90 0.50
4.72 0.80 8.00 0.80 944 080

590.00  100.00 | 100000 100.00 | 1180.00 100.00
6.00 50.00 | 800  50.00 9.00  50.00
0.60 5.00 0.80 5.00 0.90 5.00
2.40 20.00 | 320  20.00 360  20.00
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— R b4k
Eil[ o -4
Fibég 4

BLHE(LH)

BEEF(ARER])

* latg

T 7
R

1b 84 (1.9) AL 44 (1.9)
z & &1 X (1.9X)
BB Ef — F AL
FORBA
£ R 4R
B A& B oK — Rty
PG BL 4%

YR ICTY
BAKXFTEEEE2910
Macrogol 400
5wy

2.76 23.00 3.68 24.00 4.14 24.00
0.12 1.00 0.16 1.00 0.18 1.00
0.12 1.00 0.16 1.00 0.18 1.00
12.00 100.00 16.00  100.00 18.00 100.00
602.00 1016.00 1198.00

: SGLT-24%p %] %] +

— T4 JHC] FDCHE E 4t #] 2 4 & t4

%)% R B (SGLT-247 %] &/ = ¥ # 85HCI) > mg

5/500 5/850 571000
[mg] [%] [mg] [%] [mg] | [%]
5.00 0.85 5.00 0.50 5.00 0.42
500.0 84.75 850.00 85.00 | 1000.00 84.75
30.13 5.10 52.00 5.20 65.26 5.53
47.20 8.00 80.00 8.00 94.40 8.00
2.95 0.50 5.00 0.50 5.90 0.50
4.72 0.80 8.00 0.80 9.44 0.80
590.00 100.00 | 1000.00 100.00 | 1180.00 100.00
6.00 50.00 8.00 50.00 9.00 50.00
0.60 5.00 0.80 5.00 0.90 5.00
2.40 20.00 3.20 20.00 3.60 20.00
2.928 24.40 3.744 23.40 3.78 21.00
0.036 0.30 0.128 0.80 0.36 2.00
0.036 0.30 0.128 0.80 0.36 2.00
12.00 100.00 16.00 100.00 | 18.00  100.00
602.00 1016.00 1198.00

% laa : SGLT-2#p %] #|+— ¥ 4 gi HC| FDC & B R 4x B 2 4 e T )
%) & R B (SGLT-2¥p %1 &)/ — ¥ # B HC]) > mg
>R 12.5/500 12.5/ 850 12.5 /1000
[mg] [%] [mg] [%] [mg] | [%]
1t 4 #3 (1.9) .1t 54 (1.9)
: : . 25 12.50 1.
2 4 &7 A(LIX) 12.50 2.12 12.50 1.2 5 06
B A% = P AR 500.0 84.75 850.0 85.0 1000.0  84.75
ER Y T 22.63 3.83 44.5 4.45 5776  4.89
352 4 472 8.0 80.0 8.0 94.4 8.0

150925.doc
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BAE oK = ALE

F R BR 4%

HBE E(EEA)

559 A F A 44 F2910
Macrogol 400

ok

ol % 3

2.95 0.5 5.0 0.5 59 0.5

4.72 0.8 8.0 0.8 9.44 0.80
590.00 100.00 | 1000.00 100.00 | 1180.00 100.00

6.00 50.00 8.00 50.00 9.00 50.00

0.60 5.00 0.80 5.00 0.90 5.00

240 20.00 3.20 20.00 3.60 20.00
2.928 24.40 3.744 23.40 3.78 21.00
0.0012 0.10 0.08 0.50 0.36 2.00
0.0012 0.10 0.08 0.50 0.36 2.00
12.00 100.00 16.00  100.00 18.00  100.00
602.00 1016.00 1198.00

% lab : SGLT-2#p 4] %+ = F 4 pAHCI FDCE /& 4t B 2 4 & 89 |
#8352 B (SGLT-247 4| Bl/= F #8LHCI) > mg

AT

iee (1) HALEH(1HZ

# & A(19X)
B F R
F R B
£ R 4R
B &K= Ay
P AE BR 43
#E F (5 EIL)
%2 7 & T A 4 4 52910
Macrogol 400
BB
Bl 1 o
W] oF: 5o
/b8 4

150925.doc

57500 5/850 5/1000
[mg] [%] [mg] [“] mg] [ [%]
5.00 0.85 5.00 0.50 5.00 0.42
500.0 84.75 | 850.00 85.00 | 1000.00 84.75
30.13 5.10 52.00 5.20 65.26 5.53
47.20 8.00 80.00 8.00 94.40 8.00
2.95 0.50 5.00 0.50 5.90 0.50
4.72 0.80 8.00 0.80 9.44 0.80

590.00 100.00 | 1000.00 100.00 | 1180.00 100.00
6.00 50.00 8.00 50.00 9.00 50.00
0.60 5.00 0.80 5.00 0.90 5.00
2.40 20.00 3.20 20.00 3.60 20.00
2.928 24.40 3.744 23.40 3.78 21.00

0.0012 0.10 0.08 0.50 0.36 2.00

0.0012 0.10 0.08 0.50 0.36 2.00
12.00 100.00 | 16.00  100.00 18.00  100.00

602.00 1016.00 1198.00
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& 1b : SGLT-24p #| #l+ — F 4 gAHCI FDC ¥ & 4t ] = 4 5% 44 T 5]
%8 & & (SGLT-23¢ 4| #|/ = ¥ 8 JRHCI) > mg

AT

1£441(1.9) AL A4 (1.9)2
& &# X(1.9X)
BA % — AR
FREH
P 3.1
B S K= Riew
R R R 44
BE 2 (EEEIM)
2R AT A8 52910
A B
BB
— a1tk
AL 2
b8k &
BwEE(LH)
HH 2 (L RERE])

1.25 /500 1.25/ 850 1.25 /1000
[mg] [%] [mg] [%] mg] | (%]
1.25 0.21 1.25 0.125 1.25 0.10
500.0 84.76 | 850.00 85.00 | 1000.00 84.75
33.88 5.73 55.75 5.575 69.01 5.85
47.20 8.00 80.00 8.00 9440  8.00

2.95 0.50 5.00 0.50 590 0.50

4.72 0.80 8.00 0.80 944  0.80
590.00 100.00 | 1000.00 100.00 | 1180.00 100.00

6.00  50.00 8.00 50.00 9.00 50.00

0.60 5.00 0.80 5.00 090 5.00

240  20.00 3.20 20.00 3.60 20.00

2.76  23.00 3.68 24.00 4.14 24.00

0.12 1.00 0.16 1.00 0.18 1.00

0.12 1.00 0.16 1.00 0.18 1.00

12.00  100.00 16.00 100.00 18.00 100.00
602.00 1016.00 1198.00

% 1b#% © SGLT-24p 4] &+ — ¥ 4 JAHCI FDCE J& 42 | 2 4 % 09 & 5]
#| & /R B (SGLT-2%p %] &/ — F # BAHCI) > mg

)R

La4#(1.9) R4 4(1.9)=
& & X(1.9X)
BAFk = F AL

E S T

+ 5 4
3 el [ o 5

7 Rs BL 4%

HF E(8REBIM)
o R A P A4 4 %2910
5 it
g
—f4b4K
AALEE

150925.doc

Z59.

1.25 /500 1.25/850 1.25 /1000
[mg] [%] [mg] [*] [mg] | [%]
1.25 0.21 1.25 0.125 1.25 0.10
500.0 84.76 | 850.00 85.00 | 1000.00 84.75
33.88 5.73 55.75 5.575 69.01 5.85
47.20 8.00 80.00 8.00 94.40 8.00
2.95 0.50 5.00 0.50 5.90 0.50
4.72 0.80 8.00 0.80 9.44 0.80

590.00  100.00 | 1000.00 100.00 | 1180.00 100.00
6.00 50.00 8.00 50.00 9.00 50.00

- 0.60 5.00 0.80 5.00 0.90 5.00
2.40 20.00 3.20 20.00 3.60 20.00
2.52 21.00 3.36 21.00 3.78 21.00
0.24 2.00 0.32 2.00 0.36 2.00
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Aibéi4
BwEE(LH)
Y F(LREED

% lc:
Z 4 & E B

oY

e 445(1.9) KA E40(1.9)=
# 82 K,(1.9X)
Bk - F M
Y Y
S IR 4 BR
3 - il W o254
7P R Bf 4%

G E(4RE%)

Fo A F A4 452910
A B3
A
— A 1b4k
AL R
b4

0.24 2.00 0.32 2.00 0.36 2.00
1200 100.00 { 16.00 100.00 18.00 100.00
602.00 1016.00 1198.00

B F MCCZ SGLT-24p #| #+ = F # M HCI FDC%E & 4t #&|

%) ¥ R B (SGLT-24p 4] #|/= F 4 AHCI) » mg

1.25 /500 1.25/850 1.25/1000
[mg] [%] [mg] [*] [mg] | [%]
1.25 0.21 1.25 0.125 1.25 0.10
500.0 84.76 | 850.00 85.00 | 1000.00 84.75
33.88 5.73 55.75 5.575 69.01 5.85
47.20 8.00 80.00 8.00 94.40 8.00
2.95 0.50 5.00 0.50 5.90 0.50

.4.72 0.80 8.00 0.80 9.44 0.80
590.00  100.00 | 1000.00 100.00 | 1180.00 100.00
6.00 50.00 8.00 50.00 9.00 50.00
0.60 5.00 0.80 5.00 0.90 5.00
2.40 20.00 3.20 20.00 3.60 20.00
2.76 23.00 3.68 23.00 4.14 23.00
0.12 1.00 0.16 1.00 0.18 1.00
0.12 1.00 0.16 1.00 0.18 1.00
12.00  100.00 | 16.00  100.00 18.00 100.00
602.00 1016.00 1198.00

%1d: B A MCCxSGLT-24p 4| &+ = F # AHCl FDC¥ & 42 %l

Z R 8 F Bl

BT

164 4(1.9) %A A #(1.9) %
% 2 X (1.9X)

BB Ak — F A
MEBEF
AR
BB &Kk = R
AR AEBL4E

150925.doc

#) & B B (SGLT-249 4| &/ — ¥ 4 BHCI) > mg

12.5 /500 12.5 /850 12.5 /1000
[mg] (%] | [mg] [%e] [mg] [ [%]
1250 211 | 1250  1.25 1250  1.06
500.0  84.76 | 850.00 85.00 | 1000.00 84.75
2263 383 | 4450 445 | 5770  4.89
4720  8.00 | 80.00 800 | 9440  8.00
2.95 0.50 | 5.00  0.50 590  0.50
4.72 0.80 | 8.00  0.80 944  0.80
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B E(EEIE)

Fo A F AL 4 %2910

A = Bf
FAW
— &4

590.00  100.00 | 1000.00 100.00 | 1180.00 100.00
6.00 50.00 8.00 50.00 9.00 50.00
0.60 5.00 0.80 5.00 0.90 5.00
2.40 20.00 3.20 20.00 3.60 20.00
2.76 23.00 3.68 23.00 4.14 23.00
0.12 1.00 0.16 1.00 0.18 1.00
0.12 1.00 0.16 1.00 0.18 1.00
12.00 100.00 | 16.00  100.00 18.00  100.00

602.00 1016.00 1198.00

#le : SGLT23p# #+ —F 2 JAHCIFDCE B4 Bz AR &9 T )
# 2 R A (SGLT-23p 4] &)/= F # MHCI) - mg
mg/4% B

# (F2)
e (1)KL 419z
& & X (1.9X) 5.000 mg 5.000 mg 5.000 mg
BmE 2z = F 4 HHCI 500.000 mg 850.000 mg 1000.000 mg
REGIREZ T KBk 30.130 mg 54.721 mg 65.260 mg
£ R4 47.200 mg 80.240 mg 94.400 mg
K o kb AL* 175.000 mg 297.500 mg 350.000 mg
B EK—_Fbry 2.950 mg 5.015 mg 5.900 mg
b J:1 2 4.720 mg 8.024 mg 9.440 mg
BE(H) 590.000 mg 1003.000 mg 1180.000 mg

Ak T A £2910 6.000 mg 8.500 mg 9.500 mg
Macrogol 400 0.600 mg 0.850 mg 0.950 mg
—f1b4K 2.880 mg 4216 mg 3.990 mg
BB By 2.400 mg 3.400 mg 3.800 mg
a4t B 0.060 mg 0.017 mg 0.380 mg
f b4 0.060 mg 0.017 mg 0.380 mg
Ko & ahib* 84.000 mg 119.000 mg 133.000 mg
BE (B OEEA) 602.000 mg 1020.000 mg 1199.000 mg

*AERBHMER  ARKEYPTARALER -

RRBELER | EL RAREBEERK
BELBEBERE LELE LE L e

2z e)

150925.doc
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% 8 R A (SGLT-24p % &l/= F £ ARHCI) » mg

mg/4% &

A (F9)

1b4-4(1.9) % ALA#(1.9)

z & &7 X (1.9X) 12.500 mg 12.500 mg 12.500 mg
“mpz = ¢ %HCI 500.000 mg 850.000 mg 1000.000 mg
KB H LR 2 TR B 22.630 mg 47.221 mg 57.760 mg
R 4 R 47.200 mg 80.240 mg 94.400 mg
Ko B ALY 175.000 mg 297.500 mg 350.000 mg
Bk Kk = A Abay 2.950 mg 5.015 mg 5.900 mg
B A5 BE 4% 4.720. mg 8.024 mg 9.440 mg
BEM) 590.000 mg 1003.000 mg 1180.000 mg
je A F A s £2910 6.000 mg 8.500 mg 9.500 mg
Macrogol 400 0.600 mg 0.850 mg 0.950 mg
— 8164k 2.880 mg 4216 mg 3.990 mg
BB 2.400 mg 3.400 mg 3.800 mg
fILE 2 0.060 mg 0.017 mg 0.380 mg
b4 0.060 mg 0.017 mg 0.380 mg
P X (A 84.000 mg 119.000 mg 133.000 mg
HBE (A R) 602.000 mg 1020.000 mg 1199.000 mg

* AR AR AREAMFARALR -
BEBEERKR | Hab ARERBEEZRKR
BRELBABERE “En e ARy )
zRzge)

#) & 8 B (SGLT-24p 4 £/ = F # #HCI) - mg

# 5/500 5/850 5/1000

e 44 (1.9) Kb 4 #(1.9) % &

&7 X,(1.9X) 0.85% 0.50% 0.42%
LrtB 2 = F 4 HHCl 84.75% 84.75% 84.75%

R EBHIEZ FRBY 5.11% 5.46% 5.53%
R4 8.00% 8.00% 8.00%
Ko B ALt

B aK=RiLw 0.50% 0.50% 0.50%

X RE B4k 0.80% 0.80% 0.80%
BEMH) 100.00% 100.00% 100.00%

fo A F A4 £2910 50.00% 50.00% 50.00%
Macrogol 400 5.00% 5.00% 5.00%

- 1o 24.00% 24.80% 21.00%

150925.doc
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B 20.00% 20.00% 20.00%
fLRE 0.50% 0.10% 2.00%
fib48 4 0.50% 0.10% 2.00%
7k o ek AL*
(AR _ 100.00% 100.00% 100.00%

* AREREA LR ARLEMTAHER -

#) & i B (SGLT-2#p 4] &)/ = F 4 8AHCI) > mg

Hﬂ 12.5/500 12.5/850 12.5/1000
b5 (1.9 #4419z &
27 £.(1.9X) 2.12% 1.25% 1.06%
war gz = F % pHCI 84.75% 84.75% 84.75%
REHIEZ TR B 3.84% 4.71% 4.89%
I 4 ER 8.00% 8.00% 8.00%
Ko B AR
R K = A 1bay 0.50% | - 0.50% 0.50%
b1 0.80% 0.80% 0.80%
BEH) 100.00% 100.00% 100.00%
el AT Ak g£2910 50.00% 50.00% 50.00%
Macrogol 400 5.00% 5.00% 5.00%
= §f1b4k 24.00% 24.80% 21.00%
G 20.00% 20.00% 20.00%
AL B 0.50% 0.10% 2.00%
FAbs 0.50% 0.10% 2.00%
K o8& shAL*
BE(EOBLEHE) 100.00% 100.00% 100.00%

* EREHM IR ARKEMTAER -

T RASGLT- 2 #l Bl X A 28 B > i > 1.25 mg~ 5

mg 12.5 mg > 4 A5 7 T M 6 8 & # E £

BEZXE - THABKRGBLEREETREBD

ZHRA T o S M E kRS
X (EE&RA):

A 4 A SGLT-23 % & (# o 1L 4 4 (1.9) % 1t &

L ER SN

o £ H o2 K

# (1.9) %

HEEMAXAIX)+ —F #AHCI FDCE B 4 #l14 # & A 1t

AR BRAEREAKRGERARBAEEAREL -
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SR HCIR 2K M4 ~ SGLT-24r 4| B TH A Kk w it §
RRA - R A H s HR 4% (Kollidon VA64) ~ & 4
KEAZ "THEHRRE EE R GEEABES N THAER
B, FPREERILRER - £ BH KB KX ZSGLT-24
# BB FHEIIM-HCIR 2B —AF mE AR #
o ARILRERRAEL  AAZGEAHEERR - B EH
PRk ML A 8 K = £ 1t & (Aerosil 200) & 4E & B g Bl =2

BEBSEL FRAEARBEBEKTERELILESY R % R

é,’{'}i‘kl]o
THOAAHELABHZRRATAGSE S - # 53
Blzh 8B HHFHIFEHRARHALCKRE ~ & -

ERE/E/IBZRAEMAE ALK Z LS KEB R ER Y&

Rz BRAEREFEIHE ABOAAEMERA

a) BB 2 A4 AEBADAH0S mmE ]l mmZ 4 48 H
B _FEIHCIR 2R BEH - |

b) A BB BETAREXNRZAZHLSHANKRILE Y
IN2E&EBEHANTIX)REHLBRLT S5 HNED - 5 #HLPD
oKL ELE THBRRE -

) M- TFHMHCIAE £ B H BRA DT AL AL i %2
FTRALELHEARAZEZANAICCZERLRAMEBER - HIHFNTE I
oo XEF O BILEEHANRIELASAH TN HE &H K (1.9X)
B_FH#M-HCIRE A BAHRABERACREREZ T
pq °
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d) £22BREMWBEKR > LB ELBESTH T2
RARHE  EEARARSGYEALCAER U B LAY R BEM
go

e) AHELE R BAALABARAAHIOCA T EZRABE
TF#HBAZE A LLODIME (B 1-3% > 4] 4 0.8-2%) o

f) #A@EBANAB0SmmE 1.0 mmX 6 @ HETHEHu -

g) A BAEBIPREPEHERARABEE K - At
(Aerosil 200) - £ 48 A = AT J& T8 & & & Aerosil 200 H —
NS R R AR B BO0.8FE K B o

h) 16 5 Bs B 42 ¥ %5 0.8 mméG @ it HF w EZFER & - &
%O RBALAEBEEEBIPRITRBBARELE TEEB S
/I

i) REBBREBRE "REBLEW ) BEREHE -

) ABETmEHYRLLEHR Atk R —_BxAH=
BEARAMLHM(T &~ BXRERESH)-HNEKRF - B
%o AMEBEREATRBLEFRBFANEABRBEBETAY
GRECBAREEARS S U UNEL TORBER -

k) A "TaRBFR  HEBBERLORKREIBEZE S
ek B A TR OBER  c EERAZINBEREREHE TELX
RFR, BEAR(AFI)ARUMABERBH -

BREZBZEARREELE T A AB AR RA
a) ABMEXIAMEAEARKNAH0S5 mmE]l mmz 6 4 6 &

a)k%
N

— ¥ # BJAHCI -
b) A BB BE THA BB RSB £ R 485 »n 4K
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£)

g)

h)

1)

k)

P AL THBRHE -

A EEBSY O MAARACRERK P HE - F 4 IHCI
R EXRBHHEH -

EHEBEHATHE "TERLRE ) EEARABHBALR
EhuBraeimman -

EERE R BAFTARRLAEATOCEZSOC THKEEZE Z
2] Fr #7 L LODME (B 1-3% » 4] 49 0.8-2%) » A B LOD A #
2% o

£ BBl KA A05mmE 1.0 mm & 4 : FAAKL o

-
oy

fh iE
A3 EHPEBPELGERERRABE &K= R1w

¢

(Aerosil 200) « £ 4 A = 37 & & A 0.5 mm & 4 # &
Aerosil 200 -
R REFBOS mmbS@ERwERRET - BR
R AEB PRI RBBPIPRELE "RBEBLBEY -
Ay BERE "RESL S, BEARKE -
AEEARSCEREAEITFABLE FTRR T B R A
—EBENBKF  RAHHREEBFEHE - — ALK
BREAH(E - CA/XERLRA M) AN KT -
HREIRAMWMEBARATFREEB L EFER T  KMHEAR
BRSO BABRLEBETRANAALA "ARBER -
ABrTaxrRBrRr,, 5 BBEETREREBEEZEER
S EAE Teboged, c AERAXIATREBREH " AKX
REFER O BAOR(EF B HEMAFTLERRIE -

2. 8 B & Al
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Ao A 8 SGLT-24 #] & (/b 4 4 (1.9) ~ &1t & % (1.9)

z & &M KX 1.9X)+ = F #BHCI FDC(& & B &)z %
BiaxdlzamtyER N EK2TF o
%2 SGLT-24p %] #]+— F # M HCIE B st Bz @ R & §
# R E (SGLT-2¥# %7/ ) F R B (SGLT-24p %I 51/
— F4#IRHCI) > mg — ¥4 3HC]) > mg
ke 12.5/500 | 12.5/850 1120'30/ 5/500 | 5/850 |5/1000
[mg] [mg] [mg] [mg] [mg] [mg]
SGLT-2 39 #/#/3E % - (300) (300) (400) | (325) | (325) | (425
b4 (1.9) HAt4-4(1.9)
2 4 87 X (L9X) 12.50 12.50 12.50 5.00 5.00 5.00
AAEE KW 165.50 165.50 165.50 | 181.25 | 181.25 | 181.25
ke E 125.00 125.00 125.00 | 131.25 | 131.25 | 131.25
R A et 3.00 3.00 3.00 3.75 3.75 3.75
xﬂ, PR EN 2.00 2.00 2.00 2.50 2.50 2.50
BB A = R ALEY 0.50 0.50 0.50 0.025 | 0.625 | 0.625
A% s 42 0.50 0.50 0.50 0.625 | 0.625 | 0.625
= PAHHCIZ % - (570) (969) (1140) | (570) | (969) | (1140)
8 A% = AR 500.0 850.00 | 1000.00 | 500.0 | 850.00 |1000.00
EX Y T 15.00 25.50 30.00 | 15.00 | 25.50 | 30.00
$ T 48R 47.50 80.57 95.00 | 47.50 | 80.57 | 95.00
BB K AALE 2.50 425 5.00 2.50 4.25 5.00
7B PS 43 5.00 8.50 10.00 5.00 8.50 | 10.00
mﬁ%(ﬁ@lﬁ) 870.0 1269.0 1540.0 | 895.0 | 1494.0 | 1565.0
Fo A A P R a4 £2910 7.00 9.00 10.00 7.00 9.00 | 10.00
.aa,a% 0.70 0.90 1.00 0.70 0.90 1.00
BG 2.80 3.60 4.00 2.80 3.60 4.00
—H Ak 3.22 4.14 4.60 3.22 4.14 4.60
A ALK 2 0.14 0.18 0.20 0.14 0.18 0.20
A Abag e 0.14 0.18 0.20 0.14 0.18 0.20
o E (L) 14.00 18.000 | 20.000 | 14.00 | 18.000 | 20.000
BE E(REEA]) 684.00 1087.00 | 1260.00 | 709.00 | 1112.00 | 1285.00

T4 A SGLT-2%p %) # 2 & & &
% 12.5 mg 4 b F
2% - THEARSKLETRBERAL  £HS
WY E R T

HuRA P
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HaepgX(BR&H):

& % A SGLT-24 #] & (4] 4o 1t 4 % (1.9) K 16 & 4 (1.9) 2
E&HBAN(IIX)+ —FHMHCIFDCE B & 42 8 5 F
iRk R B (A NSGLT- 24 %) & - A )~ AL ERE & B
BRAPR_FELMHCI-BERI)RCE L5 BB A B &
SGLT-24p % # -FA 4 * FMHSGLT-2¥ # # - £ d44& A5
MERK - BRELBEIR TS BREA R
1) & &R &K H 4% % (HPC)-

2) BB AL R FE IS SGLT-24p 4 & ~ 2L 4 -~ HPC

BRXBMFAEAB L TS mE R -

) B e BAEK—RER -
) ERACRER B FHERER D S H1.5% LOD -
S) BN BB EETRE

* QuadrofE #

* Quadrof # # #-188 -

6) EMEAXNB PR ZIEB B UTHEIH LN ERBED R

E

s BRER-_AL®w A GEFTiHB20-258 2 — & B M

RBBEFEHNTERLY

- MRIBEBLBEEFTRBL Oz L4355
NHARCEBERSEE R E&BPER  H5(188)R %

PR PIHEBOEET S E

M RO ALABTBPRTRALSLPLREL TEHBL
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B A
—FHBRHCI-FH | — FHEJHCIR 2 kR £ didEd
£ B #4 & (Kollidon VA6 R th Kk 2 T #H ki  4&
TRt RER - F > B KM A XSGLT-24p # & &2
FHEM-HCIR E XK B —R2FWwEARALAERKF - &
fCRERERE > AETHEGEERL HEeHERER
MR & Kk = & 1t &7 (Aerosil 200) & 4 A& 8 5 # = 58 A5 &
4B o o
—FHERHCI- R X L Fr T AR 4EMRRA
a) EMEXLALAEBRARNDAH05 mmE] mmZ & 4 H
i = ¥ 4 gL HCI -

TR I

ae,
N
=

b)) ABZBRBE THRAREARSEB LR WME
K g e T Hrikag, -

) EM BT TR R BB KR A MR
AER A BLARMBAREH -

d) B F & ey > BAFERATOCZR0C TL K AE
% 2] A7 8 L LODAE (87 0.8-2% » 4] 40 1-2%) » 2L 5 LOD A #
2% o

e) AR AR/ PDAHOS mmZEL.OmmZ H & HEFEH o

f) ARETHLPREPEHGEERRABERAK ALY
(Aerosil 200) - £ 4 A X AT B 4 A 0.5 mm# 49 & B Aerosil
200 -

g) B A A B4 FiBO0S mmAWME S mMEBR Y - B
% HRBEBIPRITERBLLBIORELE "TREBPHB,-
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ERASRRBRIAKR "B/ BIPYHA, AR "TRESB W
HB, REAERRE - THaALFHLABEHZERA
FRABLE HAZLDHZIB L -_BRA_8 - - FLH8E
Bz ohRAREMALESR - ERAERSGHMA =AML
K24 KOBBRIRARMBE R OH -

HoBYLs s Al AERRA

a) AR EXRLEBLEARATABLE TR R — 8 %
BoBENGAT  c BB HYRALEHREEH - —AILKER
AL (% LR FRE)SHNEKRT - BB FERAMWE
BRARAFRLELFTERY  BAEAHREXRSBSAEARBE SR
EFRARAL TARB TR -

by A T RBER,, #RBZETHR G B z
Mo EE TEAMER - ERABZABERBEE QR
BRirk, BAARCEZ)GEMMMHEBHEHE -

e 48 & ¥ 4T H

A% AR 3 80 SGLT-24 %] &l (1t 4 4 (1.9) ~ R 1t & 4 (1.9)

>t

2 &8 &F A (9IX)+=— ¥ 2 L HCI FDC(4 &, B 4% ) )2 48 6,
KR oRBIEARIETHTIHEIT -

2344094 HADZE EHXAIX) + = F £
HC1 FDC4z 6142 & $e w42 Bl 2 48 s 89 B 1)

B ERE(SGLT-24p %] &/ | B &R E(SGLT-24p %] &/
—F2#HCI) > mg —F48HC]) > mg

AT 125/ | 125/ | 125/
S0 e | s | 57500 | 57850 | 571000

[mg] | [mg] | [mg] | [mg] | [mg] | [mg]

SGLT-2#p#/ #4885 - a00) | oo | ooy | 25 | 25 | (25
4b/-\4h(l 9 # LA #(1.9)
aBB f’t(l 9X))

12.50 12.50 12.50 5.00 5.00 5.00

150925.doc -70 -




201125874

LB ARAY 65.50 | 65.50| 6550| 81.25]| 81.25 81.25
e Yy 25.00 | 25.00] 25.00| 3125]| 31.25 31.25
el R E 3.00 3.00 3.00 3.75 3.75 3.75
REE M F AL TN 2.00 2.00 2.00 2.50 2.50 2.50
B = A b 0.50 0.50 0.50 | 0.025| 0.625 0.625
RS ELSE 0.50 0.50 0.50 | 0.625| 0.625 0.625
— PEIHCIZF » - (570) (969) | (1140) | (570) | (969) (1140)
B g — AL 500.0 | 850.00 | 1000.00 | 500.0 | 850.00 | 1000.00
EX S T ) 1500 | 2550 30.00| 15.00| 25.50 30.00
£ R R 4750 | 8057 | 95.00| 47.50| 80.57 95.00
B AE S8k E1bRy 2.50 425 5.00 2.50 4.25 5.00
AE RS Bk 4% 5.00 8.50 | 10.00 5.00 8.50 10.00
BH F (SRR 670 1069 1240 695 (1094.00 | 1265.00
Fo A P A k52910 6.00 8.00 9.00 6.00 8.00 9.00
4 0.60 0.80 0.90 0.60 0.80 0.90
BBy 2.40 3.20 3.60 2.40 3.20 3.60
= 5Bk 2.76 3.68 4.14 2.76 3.68 4.14
F AL 2 0.12 0.16 0.18 0.12 0.16 0.18
f bk 0.12 0.16 0.18 0.12 0.16 0.18
wHE(LR) 12.00 | 16.000 | 18.000 | 12.00 | 16.000 | 18.000
BH F(REHE) 682.00 | 1085.00 | 1258.00 | 707.00 {1110.00 | 1283.00

T RASGLT-2# %l Al 2 L H & B > #l4 > 1.25 mg~ 5
mg 12.5 mg> £ BFEH T A G 34 B £ K BH &M L%
X2 E  THERAMBEBETREETRRL - £ R 2K
ZHEMERAFT FHMEEREBH -

Aot osH):

A % 9 SGLT-247 #) 8 (Bl ko 1L & (1.9) K b A5 H (1.92 &
&1 KX (1.9X)+= 7 # JAHCl FDC4 & 42 & & .« 4% Bl 44 #
BT wEEE B (A NSGLT-23 % & -FE &) - % & &
(A WSGLT-24r #I Bl -42 Bl) ~ AL R E R @A
—FHEMHCI-FAR) - REHOREBEZHZARK & RHE R
V- 3
SGLT-2# %] # - # : FMHSGLT-24r # & - B b A ZHY
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mERK - LRELBREIRN TS HEE R

1) % & & " X8 4% % (HPC) -

2) B AR N AL &4 A s - SGLT-23p 4] & ~ 2L # -
HPCRA R B FABE TN I EZH B

K/ B sk - EM -

4) AL RIEHBE B P RBEBAM C L #H1.5%LOD -

SYBBRNBPRER TR E

« Quadrof # > £ ¥ &% m@-188 -

6)) AR BPRIZETHEUATHEGrNEREH

A

>k

- B At B Fi®20-258 2 — 3 45 ok s
MEBmETHRARSY -
s BRI BB EETRBEMZHEBIRS -
NHRAREEEBRSA - o R&BPHEL - G2 (188 )R
YL RER T R R T PN
i Hb Lo B EBPPRIPREBPREL " RHB
Bae e
8) At B R E # BHSGLT2# 4 Bl "R B 464, B
48 A e B -
—FPHMRHCI- R | —FEMHCIRE X B4 £hEd
#£ % 48 (Kollidon VA6 R kit "E k@, 25
RERACRER - F > BH KB K ZSGLT-24 # &l &
—PEM-HCIRE X B —RHEMERLELRERA T - &
AUEARERIAL  RATHOFERL - BEHEHA
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#1B HE & Kk = R 1t 5 (Aerosil 200) & 4F & i# B B % & s &
4 % Fo o

—FHMHCI- B & e F A4 MHRA

a) AWM EZAEAMEBEARNAH0S5 mmE] mm & 48

— ¥ # A HCI] -

D) AERBETRAHREXNRSCERERERENL K P
LEE THBRE -

d) £ &% EAESFTH "HRRRE FERLAWE ALK
ke gl R PHEBM -

e) EHE LR BAFHERATOC Z280C T A ZE i3
Fit #9 F LODAE (BP 0.8-2% » 4] 4w 1-2%) » sA B LOD A # 2% o

f) £ A @R KN AB0SmMmZE1.0 mmx & 4 & B FBhR o

) RBEABPARABIPEHFBEBRRLABEE K= A1
(Aerosil 200) - f£ 4% A 2 AT & 4% A 0.5 mm & 49 £ i Aerosil 200 -

h) A S FROS mmF@LE R ERMF - F#K
R ABPPRFIFERSBLPRELE T = F 4% IMHCI-8 &
(R#&EBAMY)-

ABRXERME "SGLT-2¥ 4l Bl -2 % , & T = F
SMHCI-B R ) BEARK LKL OHB - Raokfew
B ZBMERNANZEBOME -

ORI EB I FH T AR EERSA

a) - E_FHAHCI-BR EARAF -

b) it e Mm(I.9)Ki &M & & W KX (1.9X)#% -4 &l
BMEN - F#PMHCI-FARr &2 @ £ -
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)RS - F - FHMHCI-Bl AEM - B > MKERBRSE
ARER B (g B4R o

o Bz HE T LHETEBOKLAEAMR A

a) B — FHEPHCI-BREAB AP .

b) LA M (A NRKRILAE A9 & &K KX T.9X)# -4 #
KENBAEF2Z —FEMHCI-FaR £ > % R % R4&EHR
(%2 42 &) -

THRBLAARBREZRA AB4%FE - -awH
BzRL_BIA_8 -FAHAYRFHZIFTEHRAEBEHRAL
Hw - BRERGCHR -_ANLKZISKOBR FARY

HeopEHarr R ARG LA

a) AEEXNERASBHER EAEHERRL_BEXRA
—EAENEKRT  c  AHHYRLGEHEFEHL - — ALK R A
L4 (%F ~ & >~ EXRERESE M) HNE K - BB EFRS

MERARTFREALH EFAERY  HMERAHKHEARASRER
RBETRANAEL TERBFR,-

bD)A T ERBEFER ) HEBEMMFTHRORKREZEBBREEN v
AELE T d, c AERZAAEBEXRERE TAXRE
FR O BLAAORMERZ)EEHERITEREH -
4. &£ — FZ M HCISE & £ & 47 SGLT-23¢ %] # — % ¥ & B
(AREBRBY2ZOR)

A% B SGLT-24p 4] 8 (b 5 4 (1.9) K 1t & # (1.9) % & &
# X (1.9X)) + =— FH#BHC]I FDC(B a4 d)za Ry g
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BTN RAY AR OERBGAEDOBEMBERERZE
— ¥ 4 g HCI4x & L & & # -

x4 —FHEMHCISE B b6 H19)Rib4#H(19)x & &H K
(I.9X) + = ¥ & BHCI FDC SGLT-2#p %] #]- & K Z 4 & 89 & )

# & R B (SGLT-2¥p %] i/
— ¥4 MHC]) » mg

mpy 125/ | 125/ | 125/

500 850 1000
[mg] [mg] [mg]
= PMHCIZ % - (570)|  (969) (1140)
85— F AL 500.0| 850.0 1000.0
EX S T 15.0 25.5 30.0
£ 3 4R 475 80.57 95.0
B R &K adbmy 2.5 4.25 5.0
bs o1 L 5.0 8.5 10.0
BEF 3R 570 969 1140
FHEOK - (12) (16) (18)
oA P A% E2910 6.00 8.00 9.00
% =B 0.60 0.80 0.90
BTGB 2.22 2.96 3.33
— 4K 3.00 4.00 4.50
F L2 0.15 0.20 0.225
(oY X2d 0.03 0.04 0.045
EHBBEHBRE): (32.5)| (32.5) (32.5)

144 (1.9) H AL A #(1.9) 2

4 8. % (19X) 12.50|  12.50 12.50
o & P R 452910 18.00| 18.00 18.00
7 B 2.00 2.00 2.00
HEx (12) (16) (18)
$8 7 % P A% 52910 6.00 8.00 9.00
A B 0.60 0.80 0.90
g o 2.22 2.96 3.33
— A Ab4k 3.00 4.00 4.50
L8 2 0.15 0.20 0.225
fAbsh 4 0.03 0.04 0.045
BHE(LE) 44.5 48.5 50.5
BE BB REA) 614.5| 1017.5 1190.5

T4 ASGLT-2# 1 Bl 2 R A T H B » Hl > 1.25 mg-~ 5
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mg# 12.5 mg> A WLFEH THG LB 2 KB MK
HEZE - THABRABEEFARAEEITLES - £ 22X
ZHEAEAAY > EMEEKEH -
A pX(BdAE - TFEMHCIS & L & B ™ & 47 SGLT-2
WwH B -2 ER):

¥A B RZSGLT-2% & & (4 > & (1.9) R 1k
19z & & X (1.9X)+= F 4 AL HC] FDC/4 # & i 1t
At BRAEIKRBBRAEKAUTZASIHRZ LB B
BRAEAAL - FEHOR - BHEBRRIPEOER - £
Bew BMESRENERASTRBIEG
—FAMHACI-& & © — F 4 HCIR %k B > # &1k
# B #4 &8 (Kollidon VA6 R sh A mz " H ik ix# 6 2 E
RERBRACKRER - F > HFH KB A XSGLT-24p # & #12
—FHM-HCIRE XA B — RS mERECRERLKR T - £
RILRAE R T R#%Z AAEHhEHmERRE #HEeHERR
#BB R &k = R A& (Aerosil 200)& 4 & B B B 2 B Bs B
BB BREARBEARBRALL DB E R&EHR -

—FEMRHCI- B 2 2% F P AR Mg ERA

a) EMEZAEAMEBRKRDAH0S5 mmE] mmZ & @ H

‘\\N

M AR T

¢

ity

= ¥ % B HCI -

b)) ABBEBEETARAAEXRASAS B LR ELERENLLKTF
AEAE "HRBRRBE

d) £ BEAESTH "EnaeE  EEARSGHBBLALAK
Yot al B -
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e) HERRY  HAFBERLETOCZEZEOC THKEALZE G
2] 29 £ LODE (Br 0.8-2% » 5] 4w 1-2%) » & 5 LOD X #
2% o
f) AWK AK/AH0S5mmEL.Omm2 & 48 HZHH -
) AEEBPABIPEGEEEARLRBEE KA 1L®
(Aerosil 200) - £ 4 A 2 a7 B 4& A 0.5 mméf 48 & & Aerosil
200 -

W RRBEBRSEFEBOS mmGE@EL A wERBF - K #
BEBFRIFELBPRELE "TREBLSY -

i) HAERARBREERE "RESL S BER&KE -
OB e AT HERE PHEHER D Fd A K
AR EFR EHAANAABER 2z ATRAS L E &
% 3 4 B 2 B ¢ = 8 (Macrogol © £ # Macrogol 400 ~ 6000
£8000)- AR KR EBIAH B - A BEBHZFS
WRBEMALBETR/ZALBLERAEALBEZIRASY
B—fftsk r Q)BMER  BaosRkaBE®R iR £4F
ARBRZEAARTRALGL T  HFAHMERHZRCL -8
XA B HAEBYHEZILEHANRALS (1.9 &
g R (1.9X)» R(3)4h &K : TROBEREFR > E 5
AARBREZIEAREATEAGE T  MHARBER IR =
BE A8 - A BB ZEEDREMNAILE R R/R
b4k 4 B/ B L4 2 A — A 164k -
KRAREARAAN OB ZE R T ZH L AR HENRR
By
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) AREXRLGBRAAATARLFRR L —HRA
SEAENKKY c ABNOGRSBRBEEH - —AILKAR
L (F ~ &> EXRRERERAERAM ) N 4K

P o WRBRIFRAIAMEEAATFRAL LT ZRY  MEBEALEE
RABETRAEEARSAZERAREAL TARBRER,, AN
EHER, R "ha °
b REEXNRESBZIAELAATRALE L - RL_BRA
—EENBKT BLSHADKRILLS (.92 & & X
IXW(FH&EB)ANMERAREATF ALK T ERT » %
AEEXRASCRBERREBIETHIHRUNEL "TBHRER
nTEREY
)R TARBEFR, H-FT4MHCI B TR ELRE B
BRETHOUBAR "EHER - AERAIAHERRBEH
ARBFR) BALR(CAFT)ARAMBHELEIZHRI:E -
DR EFEHEREZE  #H "TBHRER ) e E - F 2N

HClég Blz 2 @m UM "2 HE , (EHREH)- £EAZ
MEREABXBHE "E2HRFR, BAAGR(CEE)S £ Y M F
Heig##F - 6R&BTdH T H A PAT (Process
Analysis Technology) & #% & -

) KBEDH B "TAaRBER, M ELSHAI)K
teH(IN2HEEHMAAIX)VERED A AR R " 5
OR B AL TR aE&Es - A ZATEREREH

ARBFR) BLAAR(EF )ORAMRHFLEZHEHN -
ABRHA:

150925.doc -78-



201125874

b A9)xibA A9 &
HCl FDCERE B 4z B (2 Bl AZ R & & B 4t B )2 &

=]

88

j=J

B X (1.9X)+ = F % B

WA 5

=)= B

TR ERBR K9P o
%8 it WA NHRILS MUz & &H X (1.9X)+= F 4 gL HCI
FDC® & st Bl (S B4 ) X & & 3L 94
. # % R B (SGLT-24p %] /= F 4 BAHCI) > mg
5%12.5/500 5%12.5/850 5%12.5/1000
2B K WEA > REdbe) | BRY > hadhs | HERAY > &b
w2 Al K/ [mm] 16.2 x 8.5 19.1 x9.3 21.0 x 9.6
BAéE ae
2% 590 1000 1180
A EEIN] > (F3414E) > 100 > 150 > 150
HA A% 8% F¥ [min]) <15 <15 <15
e [%] <05 <05 <05

Z8b i At4HmIL)RILE BT

FDCE & 4 Bl (ST Bl %)X £ 5b 3

e

2+

& X (1.9X)+= F & sl HCI

. Bl 8 R E (SGLT-2#¢ %1 #]/= F 4 JAHCI) > mg
5%12.5/500 5%12.5/850 5%12.5/1000
S B R AK R > dEdbe) | HBEAKY > HaEhe) | BEAK > Hahe
oSS H K/ [mm] 16.2 x 8.5 19.1 x9.3 21.0 x9.6
BE aé
2§ 590 1003 1180
A 58 B IN](F3918) > 100 > 150 > 150
54 A2 5% P [min] <15 <15 <15
A [%0] <0.5 <0.5 <05
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(92 654 1.9)HKA 4192

¥ &

FDCE R & H(BOAR)ZE LR

A (L9X)+= F 4 s HCI

#| 8 % B (SGLT-2 /= ¥ # 51 HCI) * mg
R E 5%12.5/500 5%12.5/850 5%.12.5 /1000
Re/re/ZER | Felae/eR | fe/ub/er
Bme YR/l | AR el/le | AhRd/ e
et PR R

8 602 1016 1198

$i% 35 B INI(F-34 1) > 120 > 160 > 160

A4 AZ8% R [min] <15 <15 <15

£9b: AL o (1.9) &AL A #1(1.9) 2
FDCE B 42 8l (8 & R)Z & &R HA

4+

A= §

ga % X (1.9X)+ = ¥ 4 gl HCI

#ERE(SGLT-2 /= F 4 3HCI) > mg
RE 5%.12.5/500 5%12.5/850 5%,12.5 /1000
Be E/BERSY | LMB/REREAY | LE/LERAY
22 602 1020 1199
g 58 B N](F-3418) > 120 > 160 > 160
4 A2 9% P [min] <15 <15 <15

RIHEEH:

L4 HANKIELEHANZT HE &HEHE KX TIX)+= F

%

BA

HCIFDCE B & #l (X 1R ID)ZBAMHEH TN T & T -

12.5+500 mg4z &)

N : 60°C 3% 33 #8,
IR o 14 s WV
&1 e-(1.9) 144 <02
(1.9)Z & &3 X,(1.9X) (%) :
g = F 4 AN(%) <0.2 <0.2
ne <0.2

150925.doc

-80-




201125874

12.5+500 mg4z

s . 40°C 3 35 #5,
DU 54 ks W
& AL 24 (1.9) K AL &40 <02
(1.9) % 2.7 X (1.9X) (%) '
e AR = F 4R BL(%) <0.2 <02
wBE <0.2 <0.2
12.5+500 mg4t #
- i 40°C HIBH > 4 B
A o 8 W
AL A4 (1.9) &AL S 4 <02
(1.9)z & &7 R.(1.9X)) (%) '
f& 4R = ¥ 4 BR(%) <02 <02
v <0.2 <02
12.5+500 mg4t &
- i 60°C 3% 3% #8 » B A NaCL
ey o 8 W
& AR AE A 4(1.9) KA A 4% 10
(1.9)z & &% X.(1.9X)) (%) '
AR = F 2 A(%) <0.2 <02
BE <0.2 1.0
1.25+500 mg4z #|
sl 2% . 60°C 3% 35 7R,
e 3 145 W
AL 24 (19) K162 4 <02
(1.9)2 & 27 & (1.9X) (%) '
M A% = 9 2 (%) <0.2 <02
B <02
1.25+500 mg4t |
sk : 40°C 5 38 K
I EE <4 #045 W
AL 54 (19) R AL &4 <02
(1.9)Z # &7 X (1.9X) (%) '
& — F (%) <02 <02
g <0.2 <02
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1.25+500 mg4z #|

BT s NCABIE W
%265 M (1.9) XL <00
1.9)z % & X.(1.9X)) (%) '
M52 = 9 22 AN (%) <0.2 <02
BE <0.2 <0.2

1.25+500 mg4g &

- it 60 Cﬂ%#g\;v,ﬁ\-%'NaCL
F RS HmA9) RIS L0
(1.9)z % &% X.(1.9X)) (%) '
&R = 7 42 BN (%) <02 <02
¥ <0.2 1.0
fRxHHFH:

e HAKILEHAINXT E &HB X (1.9X)+= F 4 A
HCIFDCE B & (XK 1cRIDZ R EZHLETR TN TRT °

12.5+500 mg4z #

a2k : 60°C 3k 3% K,
DI S 14 £ W
[ f2ib e (1.9t o4 <02
(1.9)z & &7 X.(1.9X) (%) :
&= F 438 (%) <0.2 <02
“e <0.2

12.5+500 mgéz &

A A kA
BRI 2 (19) Z 162 <02
(1.9)2 & & X (1.9X) (%) '
% 2 — P 2 AA(%) <02 <02
g <0.2 <0.2
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12.5+500 mgéz #l|

40°C B AR » BB

B 2 ks
8 W
& AAe A 40(1.9) kit A 4 <02
L9z & &7 A (19IX)) (%) '
Mg — F 4 AN(%) <0.2 <02
BF <02 <0.2
12.5+500 mgéx #
’ I Nk 60°C # 3% - & A NaCL
8 W
b5 (1.9) %164 13
1.9z & &1 X (1.9X)) (%) :
Feig — F 2 0(%) <0.2 <02
M5 <02 1.3
1.25+500 mgéz #)
DR £ s 60C iR
8 W
4 it a4 (1.9) %64 <02
(1.9)z & &7 X (1.9X) (%) .
MR — 92N (%) <0.2 <0.2
g <02
1.25+500 mgéz #
PR 5 2 ks 400(:8}%”}%#&
&AL S 1.9 1L b <02
1.9z & & # X (1.9X) (%) :
& 43 — F 4 (%) <0.2 <0.2
g <02 <0.2
1.25+500 mg4z &
MRS ints WCRRE,* M
A2t A (1.9) kiS4 <0
(1.9)z & & 7 X (1.9X)) (%) ’
&2 = F (%) <0.2 <02
“g <0.2 <0.2
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1.25+500 mg4t Al

B2 B 4 60 CIE:*%#? \;V-E-%‘ NaCL
AL 1.9 Re L6
(1.9)z & & X,(1.9X)) (%) :
&A% — ¥ A0 (%) <02 <0.2
g <02 1.6
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O

O

ERAFARAE

(ARAEHRKX - BMARERT  HPEEEH  XLRTVPHHHAT)

R LTS SETIESIEY Co7H Vs mmas
AL LR 49 o MIPC 2 : A6IK 375, .
* (2006. 01
—~BRLE  (FUEX) /%HM/ 006.01)
(200
Efaody  BEMNY AU L GBI EALAR

PHARMACEUTICAL COMPOSITION, PHARMACEUTICAL
DOSAGE FORM, PROCESS FOR THEIR PREPARATION,
METHODS FOR TREATING AND USES THEREOF

= PXHEAHE

A AR AN A SGLT-2¥p %] B % 4 S fe % 2 B & # &

MoWMBREALY ZUBGFERRL L BRL LR R 2 A

EXEARE

The present invention relates to pharmaceutical compositions comprising fixed dose

combinations of a SGLT-2 inhibitor drug and a partner drug, processes for the preparation
thereof, and their use to treat certain diseases

&R eal, Wi
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1.

— B EmbY o HEASSGLT-2¥p 4 & ~ G & - B — %
5B ERTAE -

FRBAI2ZEBZabY Ay métEadegEna
X B o R 8 H B - F
hydrochloride)xz — ¥ #& A -

# PN (metformin

FRAIR 22 B 2@ 44 > A ¥ 3% SGLT-249 4] & 14 X
“05 mgEH50mg: AEMTH] mgE 425 mgx # &
B AL -

WwiHF KA B E @bt £ FHSGLT-2% 4 Bl 14 20 0.5
mg- > 1 mg-~125mg~2.5mg- > 5Smg- 10 mgs 12.5 mgx
BERERFAE -
hoiF RIAIZ B E @b > £ ¥ 3% SGLT-24p %] & 14 X 5 mg
EREAFGALE -

FRAIX2ZBR2abYh Ay edhBag —_F 4
B o
WwiF KAz B #mb4h K ¥ B — F 40444100
mg% #1500 mgx & 2 & B 7 £ -

FRBETZE R @bty H ¥ BB - F %1% L500

& 12.5 mgx &

mg > 850 mg & 1000 mgZ H ERAEHF £ -

FRAIK 22 B 2@t AT ZERHBHGELEG
U T aRZIBH —RREHEALE S OERLE SR £
(MCC) - D-#+ #E8 - EXxEBEMHARABEHILBRYL S F 48
QLR 4GF HFRE OHEBRBERSEIRERELET HE
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. RBIEEAEBERK-ALY -

10 wH RBAIK22BRatlh Raes it RewmrisBs
B
. wF RAIOZBEE oY HE-—FaLL2UAT - K%

12.

13. %o

14.

15, %o

16. 4o

17. %o

18.

CHEABERBE  HFBREREXERELT HH
MRBFRBERK =AY -
Wi RBRI02 B &by HE-—FELALERAT— X%
B ABMELE T HAFEHREEREIEBERAES
BMARBERBEEK-_ALY -

tRKBI0x B 2w bd HE—-—FE45UT— %
B LB MESRSEE - BAERAERBRET B BN ARBF

BBEEK =R -
Wi RBIR22B Bwbdy HEIRBBD -

R KB4z BERL Y EP U RBGHELER&K
B~ 2 BB - BRE G R4 H (L 4 & 42 (tablet-in-
tablet) & $& & 4% # (Bull’s eye tablet))~ B A £ &K & 4
Z & BT B -

WwiHF RAIX22B &bt Hyusdglasam-

FRAI2Z B 2umbh RHRPHmapEeasdsass

AT RSB e F . REE - R =B8R
RL_—8B ARAEANERAZBHFR HFaeh AAY

ERHZ - R % HEB
LB ER/ZRAILEERLRLSY -

W RKBEIX 22 B 2ot HIPBBEasbhitiER

ool P 2R

B Bl e = BAb 4K - S bR A R/
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19.

20.

21. %o

22.

23, %o

24.

BR g% —

J

2B ABAMNUAT — K % 8
FHEMZB L ASEBEEBBXH84E E

0%

SGLT-2# #l B X B tb A4 X @K BB ZH0.1FEE%
E25F %>

B A BE SN RENIOON

UL B R E R R FEN0.5%

BB EEZAHAHN5550mgE H 1180 mg > R

3% 4% B B AR B R D % 15 min o
WwHF RBEIR22 B E2adl HATFRERHAY > £
AN LEBBRRARX TS5 8K » & ZSGLT-23% 4] # A
EHNBEREDISEEY -

—HBEEHAY > HOSwHFKBAIZ 9V E—BEHXERE
e e

WwiFH KA0ZER2AHAY > AHBANELGERE EHA
B & &4 HE
o K A20% 212 B & @A - £ &8 4405 mgE 450
mg> B MmZTH] mgE 425 mgz & % SGLT-2 #p 4|
# -

o 3h KR20( 21 B2 A A > L 6454100 mgZ 41500
mgZ ¥ B - F 2N -

—F 4w FH KA20223 vz — A X B E£BAS AR LA
RRLEBRE  ANAALTRZIEZARHEE U T A
RZBHZRBRAA RELBR - HEREBZRB X
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25.

26.

27.

28.

A1 BAR C2VBAR  HEBEAZIAR - ZH 0
BREOEBEY SaoBEE BASHERE - BE - EH
= B AKX HE % o
— i KBEA220223 72— B BERHANSGAR - £ A
HHLER  ANAALETREZIEFLE 0BT R/K
RV EE D RDERE  BHLLARHEBAR/ ML F
HbAlc o
— W H RFE20Z23FE—HXBERHAVHAR - B A
HEEBRE AN BALTEZIEEHEE - k& - &
REB BB AR - Z2HRAORDEEEF KRS
FHRMHR/ARBEKXAEEHFE2AB AR BER -
—HwFE RBA20223F -~ B2 REFVHIAR - £ A
NEEBEH ANAAKRTEXIEXREBEA OB ER
HHEEARIFZRANKE  REHER - 28 &6
BRERARRE  FEBEBEHBEE A 0E NERK
hERRBEER  BlloFR REAEBRRE  HE&R
% - B h BAKRE - HREL - CEE - K
BRARSRKEEZESH - FRIPBCKRRE BT CAKRRE - F
B S ABHRMAERER > CARE ~ CH B >~ v F
FTHLAOE BBRE
—HwF KA20223F 2 —Ex B EBAHAR > HA
RELEBH ANAELET R EL R ERER LB
EH AR EBERE -

-

20, — W H KBE202 3P —BE2REHAYRAK LA
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30.

31.

32:

33.

34.

HRLELER ANAFLTEXIELRAY - B%E  &4&
éiié%fﬂ%ﬂ%ﬁémﬂ@%'ri&/ﬁﬂﬁkiﬁémﬁelﬁﬁﬁf{ﬁ&/éiEi
ER/IZHBEBRBEPO A RER/ZREBABRESE £ 5
AE °
— f& 4o 3% *ﬁ%i%?&*éié”ﬂi%m £ £ A
HRBRER O RANAERLTEZEHFAL - RE - £ &
RERBIABEETRERIRLZER B A -
— B FRAW0E3P 2 - F 2B E/HMA AR £ A
PRBEBER AN AALEELEFEHR/IRTERS
FHAEAMR/ZABIBE SR EFLER/XBKR L EH
,fio
— #SGLT2# # Bz A& - EAMNE A » o KE24
E31¥P4E— B AT 2 % Aoy B A -
—HEMNZ AR ZEMEHE —FEN KBt — F 4
B HANEE AN F KB4E3ITE—BAEZR
S Hy B R
— B F RBEIZI9VEF— B2 B E2am6hey Rk H
APHREANBALETZ X EHER AT & H
FHEABTRNTARIFZIAHFELAA REHLEERE
%@ﬁ%&%ﬁ%k%¢HMMM%Jﬂﬁﬁ%‘%%
B XTAR -ZHARNEBET SoBE - 243
moAEE C RE - RMNERRSEZEHF S X
RELOBZEHNR/ABRDPERLEDHER - 24 0%
B AR/RBIh s EHbALC: &
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B -BE  HEIREBAFEABAIAR - R EFE
HHER/ZBRBEEHE2ABARIER | &

A EBEORBRARFBEELRIFZIRILIRKEE © R

SHER RHRERLBIRARBE > ZEBARBGE
EhHl o NERAMLETRALETER Al R R
MERE  HERE - QB - FHIKEIL - S AR
E-FPRRIBAGHKMAENEH 5 R

PR E R LR EH e AL B ERE R

A~ RE - RERERRBRPE RN R/ KRR P
Fh e RBR/RBELER/XIKBEBRRPE L R/ &K
BHRBEBER S E TR S K

A e EBEREBIITEEREHRAM I X R
RN K

BHBRIZRBAERSEEFHARER/IZREBREN &K E
FhER/ZKEERRKE -

35. w3H KIE24234F E—HA 2z AR  HRFP R EH % L&D E
B — RSPt HEEEBRE - -EBHE NRBRMEENFEAR
AR BEE 4 R X B X R L ey 1B R o

36. o3k KE24%534F 2~ 2 A% A ¥R BEH %GBT —
- -mARAXXESZEUATRAZMER
(a) 2B hrH BB FHHMHEREKRMNLILIO mg/dL >

B @t AM125 mg/dL ;
(b) % o X & H B E N X K140 mg/dL ;
(c) HbAlcE ¥ W A W 6.5% * BB M T & N X AN
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7.0% o
37. w3 KJA24E34v E— R Z AR AV EFH AT &
R—H S R EZHEUATHARAZER
(a) RR BEE ~ M B M e MR R/ & Be B R
(b) # b = B£ &5 & R B & 2150 mg/dL >
(¢c) 24 MH &% PHDL-B B & £ & 8B B <40 mg/dL B £ B
4 & % F <50 mg/dL >
(d) We % o & >130 mm Hg B 4F 5% £ /& >85 mm Hg -
(e) ZMR R & &5 # R K 2110 mg/dL -
38. w3y KIE24234F i —A 2 Ak > £ F %8 &4
BREREHRBEMNARE AR ER > BB
FHEMZE —FRENFAELSEH LB -

nu\— gw.
2w
B o
T
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mHEEREKE -
(AEHEERLXEA (&)
()AREBZ AHHREERA

A AREACERE  FRFREATEAHHALER :
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