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— RV =F LU IIF—F T AI=TLT VL) | WS

NI ARy RV=FLy) [ Frov? (R TFrv'Ly) | @RH (474 R K&
G

RESEH | 25°C. 60%RH

HERIEE | MR, MeRRBR, MEERER. BRI —ME (BEH—MERE) | B, ERiE

BIERHE | SABRBALAIF, 3 » H&. 6 » A2, 9 v H#. 12 » H1&, 18 » A&, 24 » H#

AL S
@PTPIEO—a%
BRI () gﬁ; 35 |60 A% |90 M |12 5 (18 » A |24 5 A
P [~
%ﬁjﬁfgjﬁ@@74”A: 8 8 8 i 8 i 8
%iﬁﬁ@%ﬂﬁ&%gwﬁﬁ) » » » » »
SUTRBR CERWTD) WIRPY | HURPY | BURPY | BURPY | BUEPY | LS | BUEA
WA N (2 RE MR
e kP kP ey | B | LA
VI WA | B | RN | BN | B | e | B A
R (%) Lotl 98.69 99.69 99.94 99.86 100.84 99.15 100.42
JE B %
(95.0~105.0%] Lot2 99.81 99.99 100.62 100.96 102.03 100.38 100.98
Lot3 99.67 99.95 100.49 100.46 101.40 100.13 101.05

X1 R 221~225nm MO 274~278nm (2RI DR & 777,

@I a%

KB () gﬁ; 35 |60 A% |95 M |12 5 (18 » A |24 5 A
P [~
it RILSRADT A2 i i i i i i
%iﬁﬁ@%ﬂﬁ%%&ﬂﬁ&) , . - - -
SUERBR CERWTD) WIRPY | BURPY | BURPY | BURPY | BURPY | LS | BUEA
WA e (2 RH )

s o kP 1k ey | B | A
W WY | BLPY | BLEPY | BUPY | BUEGY | BRI | B
R (%) Lot1l 98.69 99.15 99.89 100.17 100.88 99.31 100.59
JE B %

(95.0~105.0%] Lot2 99.81 100.00 100.95 100.18 101.65 100.40 101.44

Lot3 99.67 99.73 100.74 100.06 101.27 100.24 101.05

¥1: R 221~225nm KON 274~278nm (2RI OREK % 757,

3)faam
B maERL A2 D 7= (DIERER (40°C. 75%RH. 6 » A) KUOQ)EMIRFEHAE (25°C. 60%RH, 24 »



V. IR 55 HA

A) OfR, #X71) 7ua VU8 10mg TEP) 13

i,
B)EAERETOREERR

OREIZHT HREM

REEH : 60C., vy — LK

=
=

HOTGIIE FIZRWT 3 FEMLETH D Z LR S

WEREE (9] B BA AR I 1% A% 2 % A% 3% A%
PRI R A~EHOD T 4V ba—T T §E) T 3] St St
MERER CGREmE) FRAEEN JAEN RN JRFE N
T N RN HEEN HEEN
T (%) [(95.0~105.0%) 98.35 100.19 98.20 98.11
WE (N)  (B/AME~ & KE)
CRBUHIC DI R 272 D 1 35 () 116.5~168.0|122.0~145.5|118.5~165.5|111.5~154.0
QEREIZHIT HEEMN
BRIFEH - 25°C. T5%RH. ¥ v — LBk
RERTEH ) PEBRBRLARE | 1 A% 2 H#% 3 H H#% 6 » H#
Eﬁg%ﬁé~ﬁé®74wbﬂ%?4 - i - i i
v 7 BE)
MREERER CERYE) JRFE N RN AN JHAEN JHAEN
TR HE AN RN RN JHAEN JRAE AL
TEE (%) [(95.0~105.0%) 98.69 99.05 99.38 99.22 98.98
W (N) (/M ~ e K AE) 115.0~
Ao B2 7 (0 1 35 ) 1315 40.0~48.5 | 34.0~42.5 | 32.5~40.5 | 34.0~39.0
%16 4 BBET DN DI, HkA L HE LTz
RTESEME - 25°C. 60%RH., >+ — LBk
bR IE H R BA A 1% A% 2 5 H# 3 » H#% 6 » A%
PR H JREEN SN HkEH FRAE N FAEN
REEBETICBITA2REN
BREFEH  RBERY DX (15.0~272C, 16.1~74.4%RH) . ENELT. v — LBk
WEREE () B A AR IRE 1% A% 2 » Atk 35 A% 6 » A%
Mok (St~ EBD 7 L Ao . . . . .
T ) & i T i i
M RER CERYE) JREEN HkEH HkEH FRAE N FRAE N
A RN N N RN RN
E'EE (%) [95.0~105.0%) 100.03 99.69 98.82 100.20 99.20




V. IR 55 HA

@I T HREME
REFESEME  RIBERVITE, D65 77 (WREE 1,0001x LA b, MG 1TnW/iem2 LA 1) | > v — LBk

ARERIE A (His] AR BA AA I 60 /7 Ix * hr 120 J5 Ix * hr
PR REO~FEOD T 4V ba—T (7 §E) ] ] 1
fiEERBR (R WE) KN KN kN
T e HFN HFN kN
ik (%) (95.0~105.0%) 98.69 98.27 97.72
ﬁliﬁg&oizg%f%%@%@ 115.0~131.5 91.0~136.0 105.5~122.5

7. ARERVBREDREL

B R AN

AR L

9. BHME?
(1)BE RS

¥7Y 7Y g smg [EP) ROK A7 Y 71 Y6 10mg [EP) 13,

LT ENERSN TN D,

CfeFl e DEREELE (WMEBIEFEHMEL)

BRIE SIS IS LT

Q)BEEBICE T IRFEERUVEMSE
(FF 1y 8 s5mg TEP] )

[ B 70 5% 1 ETE A O LW 2R R SRR T A R T4 )

(FFn 243 H 19 B #RAIKIES 0319 5

15) eV, PR 2 320 L7z,

HERME
OB H | AARERG —BGEBRE EHRERE (O3 RviE)
AR | H| 12y
i & | RBrfAl (X37Y 7P 8 bmg [EP) )
PEUERLE| (Z X7 ) 7Y 8 10mg [EP) )
A OB i & | 900mL
AR O | 37£0.5C
B | pHL2 | LT MU UL 2.0g ZHEEE 7.0mL K UVKICEEA LT 1000mL & L7,
OE (10 {5 ) BB 1 iR, pH1.2 /IR HAEREE 17, pH1.2 100mL |z
KZEMZ, 1000mL & L7
pH4.0 | #®7- Mcllvaine F&HiK
pH6.8 | Vv BETIKEN U T L 3.40g KUK Y R/KSE J b U U A 3.55g & KITIED
L. 2000mL & L7oii, 3% (10 f5RE) 0 AmMEEER, pH6.8 50mL {2k
ZNNZ., 1000mL & U72i
7K H AR ey 5 R K
Bl #5440 | 50rpm (pH1.2, pH4.0. pH6.8, 7/K)
HoE M| TEENSRR LR AR OED FRIRIEMNRER T A T A ) (Ff243 19 0 ¥
EHEEEHE 0319 55 1 5) OFEREICNE S,




V. IR 55 HA

tER
T RTORBREM TN T,

[EENER D0 EERA O L REERBR T A RT4 )
A 19 B SAESKIEI 03194 1 5) OHERMEIHEATHZ &N

EYERLR (37 ) 7P 8 10mg TEP) ) 134AEWSEICFRSETH D L EnT,
ok, RBREIAI R MEERIANLI 7 4 VA a—T 4V TEETHDHN, 7 4 NV AEORHICRT 2 BT3RO b

Rinoiz,

EHBREEICE T HHERR

(4 Fn 2 4 3
WEN, XY 7a P bE 5mg [EP) &

PRI FEIEHIE (%) 0
= E S o s NS R Y NS N = SR % N
AL #(ZJ Ry TuOU\ERTY Tavy| e | T e i
) #E 5mg [EP| %€ 10mg [EPJ |(Haxifi) | OfE
pH1.2 | 15 100.8 101.4 — i
5o | PH40 | 15 101.5 101.6 - FREBRELA ORI E |
rom =85% X1
P He8 | 15 99.1 102.3 — TEVRHHENR +10% | T
K 15 100.7 103.0 — ]
BHIER
pH1.2/50rpm pH4.0/50rpm
100 - 100 -
75 ,z”/ 75 L /z"’
W o " o’
H H
250 # 50 r
(%) (%)
2% " e 537 711 U 4i5mg [EP) %5 | [/ —e— ¥,/ 71 bi5mg [EP)
—=0-=- #XJ'Y) 711 Y $£10mg [EP) ~==0=-=- Z7 ) 71u Y 4E10mg [EP)
0 ‘ : 0 ‘ ‘

0 5

10
5 (min)

pH6.8/50rpm

15

100
75
"
H
s 50
(%)
2% ! el 737 ) 70 fEBmg [EP)
~=0-=- 7Y 71 Y bE10mg [EP)
0 - !
0 5 10

FEM (min)

0 5 10 15

] (min)

—— 7% 7Y bEEmg [EP)

-=0-=- 7Y 7Y EE10mg [EP)

0 5 10 15

] (min)

R 85% T A




V. IR 55 HA

ERERBATOEADBRHEICE THHERR

BN " i
%ﬁ i 2 DFEH R | e
& LEBRIRE 15 55 SEHVRHER £ 100.8% CEWHAEHEE15% : 85.8~115.8%)
pH1.2/ | ™ 1 2 3 4 5 6 7 8 9 10 | 11 12 .
EIE= Tt
50rpm
A=
(%) 98.7 | 98.9 | 99.6 |100.5|101.5|101.0|/101.7|102.9]/100.9|/102.0|100.3|101.4
A& LLBRIRE 15 55 R 0 101.6%  CRBEHEE15% : 86.5~116.5%)
pH4.0/ Eiii 1 2 3 4 5 6 7 8 9 10 11 12 &
50rpm
Ta =R
(%) 102.6|103.9/101.5|100.7|100.8|102.5|102.6 | 100.2 | 100.9 | 101.8 | 99.9 |100.9
B A& LEEGIRE A 15 50 SEHEEIER 0 99.1% CEBEIIERE15% : 84.1~114.1%)
pH6.8/ Eiii 1 2 3 4 5 6 7 8 9 10 11 12 i
50rpm
A=
(%) 101.0| 99.4 | 101.8 [ 100.9[101.0|100.5| 98.0 | 97.3 | 98.0 | 96.8 | 97.6 | 97.2
B FEHRIRE 15 57 PR £ 100.7% CEBWHBEHEEE15% : 85.7~115.7%)
K/ " 1 2 3 4 5 6 7 8 9 10 11 12 .
E1E>'s T
50rpm |-
A=
(%) 99.8 [100.7| 98.0 |100.0| 99.9 |101.3| 99.6 |103.4|102.8|100.8|100.8|101.0
X1 ARRBROPEEHRICB T D HERYE REBRRA| . ¥/ ) 7a P8 5mg TEP) )
EIf:Ee BRI FEAE BRI O SR =R | E R e
pH1.2 | HEHERAIAS 15 4y LIPS | RBRIUAIDS 15 4y LIPNIZ Y 85% LI B35 725, XL 15 431
pH4.0 | 85%LL L4 5454 BT 2 BB 0D A H 2R S e HLH) 0O S HU R +10% 0
50
wm pH6.8 HEAIZH D,
K

X2 ARBROME~ OEHERICET 2 HEAE GRUBRA : #37') 7P §E bmg [EP) )

mEAg | RERIK FEAERLEI D SV I E AL E
pH1.2 | BERF O FHE H KD | KL T 2 RBRF O« O RICOVWT, Rk
pH4.0 | 85% A LICET 2L & HFN DY R 15% OfFAE#E 2 2 b0 12 i 1 fEL
20rpm pH6.8 TT. £25%DHAZEZ 2 H DR,
K




. RANCBI B IEH

(F51) 2R 8 10mg TEP] )
[ FEIS DB PRI SRR AT A FT7 4 ) (Bf243 A 19 B SKAEHSER 0319 5 1 75) 1TV,

B a2 S L 7z,
HEREIE
R OB F | BARIERG BEEBRE mHERBRE OSRE)
OB oE O 12y kL
i ik | BB (#/%27°) 71 88 10mg [EP) )
rEHERIE] (7 4 > — FBE 10mg)
A B K = | 900mL
AREBRIR O | 37£0.5C
® B k| pHL2 | LT MU A 20g 2R 7.0mL K UUKICEES> LT 1000mL & L72iE,
O (10 FEHEEE) RRsERRBRAE 1k, pH1.2 ¥AHFERS 1. pH1.2 100mL i
KZMZ, 1000mL & L7=i%
pH4.0 | # &7z Mcllvaine $&fEE
pH6.8 | U VEETUKSEM Y 7 L 3.40g ROMEAK Y VEEKSE T B U A 8.55g AR
L. 2000mL & L72iE, X% (10 f5iRE) V) ABRMEE#EENR,. pH6.8 50mL (2K
ZMz. 1000mL & L7-i%
7K H AL ey 5 kg K
M #i5 %% | 50rpm (pH1.2, pH4.0, pH6.8, /K)
HOoE R YME | TRBEERLOEWFENREERB AT A KT (G243 A 19 B A IREZ 0319
B 1) OHEREUENE D,
R

TRTCOBRREMEICBNT, [HBEERLOEVZORSEERBRTA RT 4] (243 H 19 B A
FI 03194 1 5) OHIEREECHET 5 LR EN, #3270 7a Y U8 10mg TEP) L RERERE (7
F > —HEE 10mg) DOIRHEENITELLL T\ 5D LHE S,

EEAERICE T HHERR

BLH R (%) £
. 5 o . R " ot e i
R e e AR g e I
)| 8 10mg TEP) B 10mg |Gt | OfE
pH12 | 15 101.4 89.6 — i
5o | PHAO | 15 101.6 91.6 — RERBRLA O E S |
=85% i
P S Hes | 15 102.3 94.0 — SEAE I ERAER T 15% |
7k 15 103.0 97.5 — i




V. RANCBEd DIHH

pdusl:iihi
pH1.2/50rpm pH4.0/50rpm
100 | 100 |
75 | 75
b %
H H
=50 =50
(%) (%)
%5 r —— 5 /%7 ) 71U $10mg [EP) % T —— 5%/ ) 71U $10mg [EP)
-=-0--- 7 4 ' — H$E10mg -=-0--- 7 4 ' — H$E10mg
0 : : ‘ 0 : : ‘
0 5 10 15 0 5 10 15
i (min) F5f] (min)
pH6.8/50rpm 7K/50rpm
100 | 100
75 | 75
= i
it it
= 50 # 50
(%) (%)
% —— 53/ 71 P 5E10mg [EP) 5T —— ¥/ Y 71 Y E10mg [EP)
—=0--- 7 4 L —H¥10mg —=0--- 7 4 L —H¥10mg
0 : ‘ ‘ 0 : : ‘
0 5 10 15 0 5 10 15
H§fE (min) FffH (min)

....... D RHER 8% T A

1 ARBROEEEHRICRIT A HEHREE GRBRRA . ¥ 327 ) 7r Y 8 10mg [EP) )

Ml | BRI TEUERLA O S R I E FL
pH1.2 | EEMERGAIZS 15 3 LIV | SRBRELAIAY 16 2 LAIPIC R 85% LA L3~ 2 7 T 156 i
pH4.0 | 85%LL RIET 256 BT 2 BB O IR H SRR YR D I =R £ 15% D
20rpm pH6.8 HEAIZH D,
K

10.8% - 2%
(1EELIRELGRSR - B, SEIERLEEEE - BEICET 51ER
Y L2
a %
(F\5) 2R e 5mg TEP] )
(PTP) 100 && (10 & X 10)
(FTZAF v 7RIV RT HEBFIAD) 300 §E
(F\51) 2R g 10mg TEP) )
(PTP) 100 && (10 &< 10)
(FTAF v IR AT HBFIAD) 30082
QB)FiREE
Y L



V. IR 55 HA

4)BHEDOHME

PTP a2k

P T P: RVl =L 7 oEBIELE T 4V TAI=ULHE
e — RIVZFLUITIR—"TNAI=ZTALT (VA

A 22 5 A
AVAE

A MV :K)=FLv

RO A R = < PG

WL Al BT A MR

il 2 4 A

13RI SN2 EHE
AE R L

12. 2 D1tk
B B 7> G488 14 5T AT ©
BRI
RERRLE| . X7 ) 7Y UbE bmg [EP) . #/%37U 7Y U 8E 10mg [EP)
=R M R PEEIROSKM T ORME LS., RIEEZRN G SEAMIEICZLR 20 2 & 2R,
I 5 e — VERRCIREE T, 25°C. 60%RH OS5 T C 2 MRRTE L7=5EA,

(I Bh 4 e b M A 45 5

BRI O =R S K ORI, WTNORBESEEIZEW TS, m—2 =Tty b b OFEAIFELRFICEE
D L7 HIBIZOEMTbnzZ L 2R Lz, £z, 08 LTI28ERIOABICEB W TH 0 EIZ X 28RO VU
FOEIL - KIFITRBO o dz, BLEXY . ABFNIIABE SIS K 500N EETH D &oflEr L7z,

X7 7aY 8 bmg [EP)

43k . N |
TR Hrik e/ — 2 FEIMIAEE -
A= O (88) REOIWRE | Bl (88) RS (5E) HE -y hOIREE
o 1 & 0/90 %1 0/90 0/90 %2
= {m.nn - 5 .
) 54 0/450 %1 0/450 0/450 %2
F—v 33— — . .
_ 16& 0/90 %1 0/90 0/90 %2
- 5 g 0/450 %1 0/450 0/450 %2
e 1 2 0/90 X1 0/90 0/90 32
A i 54 0/450 X1 0/450 0/450 32
BT — . 5
i 16& 0/90 %1 0/90 0/90 %2
e 5§ 0/450 %1 0/450 0/450 %2
e 1§ 0/90 X1 0/90 0/90 %2
FE{mon "~ - 5
Y 5 4 0/450 %1 0/450 0/450 %2
7 i 1 §E 0/90 1 0/90 0/90 %2
e 5 ¢ 0/450 %1 0/450 0/450 %2

Bty MLE KB

[EHE] BldL : SEAID 30%1E < BRI, KT - FlE TOREITRVR, BRTRBORVYH 5,
K1 —EERBRATR TELIFRR O b o T,

K2 TN DEERIFEE Y :?inﬁ%ﬁ‘f\%*é}@H% TREO LNRD T,



V. IR 55 HA

ZRX7 ) 7u Y8 10mg [EP)

VAT e GEAIBRRE -
o TR BEAl/ 8 —— e T
A= O (88) FEOWRAE | Bl (8) RiF (58) 1> b OIRKE
e 148 0/90 %1 0/90 0/90 %2
=& {m.rn = 5 -
N s b 0/450 %1 0/450 0/450 %2
. 1§ 0/90 %1 0/90 0/90 %2
e 5 0/450 %1 0/450 0/450 %2
e 1§ 0/90 %1 0/90 0/90 %2
= iRoh = 5 5
A 5 8 0/450 %1 0/450 0/450 %2
2T ) - 5 5
. 1% 0/90 %1 0/90 0/90 %2
s 8¢ 0/450 %1 0/450 0/450 %2
o 1§ 0/90 %1 0/90 0/90 %2
2R im.on . .
Y 5§ 0/450 %1 0/450 0/450 %2
i 1§ 0/90 %1 0/90 0/90 %2
e 548 0/450 %1 0/450 0/450 %2

B Ml « LB
(L] BN : BRI 30%3T < 2R, K4 1 B E TORBIIAVA, BRTIIADEN S 5.
M1 — AL TR SN o T,

2 ¢ SN OBERIFE £ 0 3 L UHEHET R X MO ML bR T,

i kK Z7Y) 7a Y 8 bmg [EP) . #2370 7 a8 10mg [EP)
A e A SEHBEEA YA (F— 3 —% i0-80 Romeo) T—&HIZ 58T HO5E LT,
a1ty M@ ke bB

—AHOFERE 5 5E

OREICRT 2REM

RAFLME - 25°C, 60%RH

BRI H Rk AERBRAAIF | 1o A% | 29 H% | 3» A%
HoR7 Y 7m Y b bmg [EP) k&N Fikg Hiks BN
FoR7 Y 7m Y fE 10mg [EP) kAN Fikg Hiks BN

I

QT HREM
PRAESAE  IRIRE R D W& (14.7~22.2°C, 17.7~45.8%RH) . YR D65 7 7 (WEEE : 1030~12001x. &
FE 1 19.7~31.2uW/cm?)

FRERTE B I N AR B AR 60 /5 1x - hr 120 5 1x - hr
S 287 ) 7a Y b bmg [EP) AN RN HkE N
(i 'H) 287 Y 710 6 10mg [EP) HR N RN HR P




V. BEICE3 5IHE

V. JAEICEHY 51EH

1. DEEXR TR
2 ALHE PRI

2. REXIRICEEET HFE

5. FEXFHRICEET 2R

5.1 AHNE 2 RUBERIE & W S BEICH L CORMER L, 1 ABERB O BE IITRE LR &),

5.2 HEDHEMEREDH 5 BE LSBT PORMBE AR RBE CIIAAODRPFRTE WD, &5 L
RNz k., [8.2, 9.2.1 2]

5.3 AL OBIEREE O H 5 HBE TIIAR O RN DI LRV ATRENE D 8 5 O TH 5 OB 25
HIZHWT 52 &, [8.2, 9.2.2, 16.6.1, 17.1.1 ]

5.4 ARAOHEMILH & H U OFEHIRIFIEROIEARTH 2 BFRIE, EBRIEL 01T 272 ECHERBAR+S
RGEIRVEET D2 &,

3. HERUHE
(MWRERUVHAEDRER
WE. RACEE A7) 7a vyl LTimg 1 B 1ERRAKEGT 5, 2B, RA o258, &
A BEE L7 D 10mgl H 1 [ENZHET S Z &R TX 5,
QUFERUVHAEDRTE R4 - R
MR L

&S

4. RERUVREICEET IR
BREESN TV

5. BRPRRKHE
MEEERT—2 1\ r—
M ERR L
(2)RG PR = A ER
M ERR L
Q) AERIGIEERALR
RCNERER L
(4)HREERIERER
1) BIEIRITRER
1711 2RBERHFRBEZHRRE L-HAR
(1) ERNESKEER
ENOEKRREBICBWNT, #37) 7a v 8 bmg XX 10mg % 1 A 1 [\ 5 L7z 1012 #4
172 #] (17.0%) (ZRIER 2580 b vz, EREIERIZ. SR 36 1] (3.6%) . A8 18 #i (1.8%) .
PESREE 17 1 (1.7%) . RIS 17 61 (1.7%) HETh o7 d,  (FIEIKGREF)




V. BICEE 5 HHE

RERGHRER (BEMEE. D1692C00005 FER)

A7) TaY oL, 2.5, 5 KN 10mg @ 12 @ #E 52X . HbAle 137 7 BRICHTH
BIUKRT L (RFloARSAZAEIZ 1 H 1H 5 Xt 10mg) . HbAle D7 T k&R (54 )
L D7 PENE CAEMERZE) (X, bmg #f (58 fiil) T-0.74%£0.10%. 10mg #f (52 ffil) T-0.80
+0.10% CTh o7, KIMFEOHHEEFRIBLEIGIL, 77 BARFET 1.9% (1 41/54 ) . 5mg #ET
0% (0 f1/58 ) . 10mg #ET 1.9% (1 fl/52 fil) To YV, HEEDIRMPEIIFRD HNRD o720 7,
TS5 RAB_E e ERER (EihEE, D1692C00006 5HER)

ZoRTY 7a Y UbE S LT 10mg O 24 HWEEGIZ LY HbAle ZILEDORERITILLTOLEBY T
B, TITERIH_XTHEICKT L, £, KEDO T 7R & 0 PEHE DEERA] 13X,
5 KON 10mg BETZNZ—-1.29+0.35kg & (8-1.38+0.35kg Th 7=, KMLBEOAEFHRREI
FEIX, 77 8RBT 0% (0141/87 #1) . 5mg #£T 0% (0 51/86 ) . 10mg #£T 2.3% (2 i
188 f5) TH YV, HEEDKMIFIRD Sieinoiz 910,

®1 T 7R OEHERILER (24 B OfR

HbAlc (NGSP1#) (%) ZefgREIE (mg/dL)
R—2A5 (4 | R=ZAF7 /4 A o R NR—27 A Ml o .
i | mooma | 7 e oo |7 i
(SD) (SE) (SE)
TR 7.50 -0.06 B 5.8 B
(n=87) (0.63) (0.06) (2.17)
ZRTY TuP b 7.50 -0.41 -0.35% -8.6 -14.4*
5mg (n=86) (0.72) (0.06) (0.09) (2.19) (2.90)
BT 7a Y b 7.46 ~0.45 —0.39% -13.7 -19.5%
10mg (n=88) (0.61) (0.06) (0.09) (2.15) (2.89)
¥p<0.0001 SD : ff#EfFZE, SE : fRiEsazE
1) g B R
EHEER O HbAle Z{LEOFRERIFILL T D B0 Th o7z 10 1D,
#2 BRI (24 WEE) DR
HbAlc (NGSPfE) (%)
sxgavpgn | T EERRO ) ek
(SD) Sl (SE)
(I 95% 54 X [#]]
eGFR 60 L1 I 90mL/min/1.73m?2 A
7 &R (n=57) 7.59 (0.63) -0.01 [-0.15, 0.14] -
A7) 7 a Y 8E bmg (n=61) 7.52 (0.79) —-0.37 [-0.51, -0.23] -0.37 (0.10)
287 Y 71 8E 10mg (n=61) 7.43 (0.58) —0.50 [—0.64, —0.36] -0.49 (0.10)
eGFR 45 Ll | 60mL/min/1.73m?2 i
75 %R (n=24) 7.34 (0.62) -0.10 [-0.32, 0.13] —
7Y 7 a8 5mg (n=23) 7.44 (0.53) -0.46 [-0.69, —0.23] -0.37 (0.16)
HR7 U 7 a Y8 10mg (n=24) 7.55 (0.70) —0.31 [-0.53, -0.08] -0.21 (0.16)

SD : EEHEfRZE, SE : fEAER A

eGFR 90mL/min/1.73m?2 LI EIZOW TGN D 72Tz (T 'R 54, X877 a P 8E bmg 2 i, # /37
V7r Yy 10mg 2 6) | ARICITED o7z,

¥ 2) FHEHEHYI R




V.

IBFRICBE HIHH

2) REMHER

1711 2RBERFRBEZRRE LEHAR
(1) EMERRKER
- FERERHRSHR (BRRUMOERKFAZE L OHAZE. D1692C00012 iXER)

X7 ) 7a Y obE bmg (10mg ~OHEZETe) O FM L OPFHAFEIZ L 5 HbAle L&D
FERITILLTO LB Tholo, Fio, HMEIERECKIT 5 52 RO R—R F A Al B D2
WP 2L B (Al HEE MR ZE]) 13, —14.3121.4mg/dL, (AEREZLvE CEHHE + FEHE R

I%, —2.58+12.29kg ThH o7, RMIEOHEFFRREBEIG T, BMBERE 2.4% (6 $1/249 f1) |
AR =y LT HIDEREE 6.6% (8 #11/122 f5l) . DPP-4 HEHIOHHEE 3.2% (2 /62 1) .

a7 a3 A —BHERGAEE 0% (0 /61 #) . © 277 A RRIEAIOHHEE 2.8% (2 #1/71
Bl) . FT YT RIEHIDHEE 1.6% (1 164 Bil) | HhAA 22 Y o UMEERI DR RE 6.1%
(3 1511/49 ) . GLP-1 ZZREBSKGHARE 6.0% (3 /50 i) T -7z, EEDOMKMBHIRD
SV o T 12, 13)o

#* 3 JEEmRMEGRER (52 ) OfER

HbAlc (NGSPfE) (%)
NR—R T A FHE R—=RA T A MENS DB LR
(SD) (SD)
ZR7Y 7 u DU EMERIERE (n=249) 7.53 (0.76) -0.66 (0.71)
ZNAR= T LT HIPEARE (n=122) 8.02 (0.84) -0.65 (0.70)
DPP-4 BREHIDFHEE (n=62) 7.80 (0.91) -0.60 (0.57)
a7 NnayZ—ERERAE (n=61) 7.59 (0.73) -0.81 (0.67)
7T A RRIERPEAFE (n=69) 7.63 (0.85) -0.63 (0.69)
F7 YN P REAIGEHEE (n=64) 7.94 (0.92) -0.86 (0.76)
BN A R Y o WMRERIOF R EE (n=49) 7.49 (0.73) -0.76 (0.65)
GLP-1 ZFRERZEGFHAE (n=50) 8.11 (0.92) -0.49 (0.80)

SD : E#EfF 7=

HoR7 Y 7 a Y R ERE O SRR O HbAle B L EDRERIZLL TO LB Tho7- 10,
F 4 BHgseR] (52 HEE) OFER

HbAlec (NGSPfE) (%)
NR—=2F A VEPHDZE{E (SD)

eGFR 90mL/min/1.73m2 L _E

S50 ) 78 DL EHMEERE (n=13) | ~0.86 (0.78)
eGFR 60 L1 - 90mL/min/1.73m?2 Klif§
A7) 70D GEEAEERE (n=175) | -0.73 (0.63)
eGFR 45 1 I 60mL/min/1.73m2 i
S50 70 DGR (n=61) | —0.43 (0.85)

SD : HEUE(F =




V. BICEE 5 HHE

(5)B%E - mAEAIGEER

1711 2RBERFRBEZEZRRE LE-HAR
(2) BHVERIREER
- HEANOTEEEMERETREFERNERLE LTS5 AMBZEETRHAER (BihEA. MB102029 5HER)
S EN O s FE R R RERE S FR A (eGFR 7% 30 LA L 60mL/min/1.73m?2 &) 12817 % HbAle 21k
BEORRIILTOLEY Tholz,

*5 77RO EEREGR (24 W) ORR

HbAlec (NGSPH) (%)
N T A EE “‘”;é;ijﬁf‘m TIRREDE
(SD) [T 95% (<] (SE)
BRI
7R (n=82) 8.53 (1.29) -0.32 [-0.66, 0.01] -
7Y 7 a8 bmg (n=83) 8.30 (1.04) —-0.41 [-0.74, -0.07] -0.08 (0.14)
A7 Y 7 a8 10mg (n=82) 8.22 (0.97) -0.44 [-0.77,-0.10] -0.11 (0.15)
eGFR 30 UL _E 45mL/min/1.73m?2 i
77%R (n=33) 8.23 (1.20) —-0.52 [-1.08, 0.03] -
27 Y 7u Y bE bmg (n=41) 8.49 (1.16) -0.47 [-1.01, 0.06] 0.05 (0.21)
ZoX7 Y 7 a kg 10mg (n=45) 8.12 (1.00) —-0.45 [-0.96, 0.05] 0.07 (0.21)
eGFR 45 Ll | 60mL/min/1.73m?2 A
77%AR (n=40) 8.78 (1.32) -0.11 [-0.57, 0.35] —
7Y 7 a8 bmg (n=35) 8.13 (0.93) —-0.47 [-0.97, 0.02] -0.37 (0.23)
27 7r Y8 10mg (n=32) 8.25 (0.89) -0.44 [-0.94, 0.07] -0.33 (0.24)

SD : EHEFRZE, SE : IR E

1 8) s A &
F£72. eGFR 78 45 Ll I 60mL/min/1.73m?2 i 0 v 4 B R R R iR 1T B 1) B 3 5-B Ak 24 B
DHENT ) TP g5 KT 10mg BEO TG P ZEED 77 AR & 07 CFEE CIEER )
X, ZERERF MRS CE N TN -24.8+12.4mg/dL X ’-24.4+12.7mg/dL, {AE TZNZLN—-1.9£0.7kg
K&1-2.3+0.7kg TH-7- 10149, [53, 82, 11.1.1 &]




V. BICEE 5 HHE

(6);a A% F
1) ERBERE (—RERRERE. BRECARERAZ. FRARELEERE) . HERTRT —IN—H
. REHRTRERABRORNE

17.2.1 BERSERERRER
(1) 75t RMB_EEREERER (DPP4 HEELOHRAZETL A VR VHEFI L DOHRAKE.

D1692C00013 i%E&)

eGFR 7% 45mL/min/1.73m2 LA ED 2 BUPERFEBFE 2 xt5 & L, A 2 U 85 (0.2 BA/kg/ H
L Epyo 15 BA/H UL E) OB % DPP-4 [HEIK & O REEICIZ, #2370 7a v gE
5mg fFA 16 #5251 5 HbAle Z{LEDOFERIZILL TDO B0 ThoT-, KO HESE
LRHEIAX, 16 B O —EHERKZ G TIEZ 7Y 7 VU sEFREE 19.5% (24 $1/123 1) |
77 v R OFAEE 28.3% (14 $1/60 ) ThH o7z,

#£6 AR BIAIEOGRPEERE (16 HEE) OfER

HbAlc (NGSP ) (%)
NR—R T A EHIE N—=RFT A MENED TR EDE
(SD) I EEY (SE) (SE)
7?_JZHWF PR 8.49 (0.93) 0.05 (0.0904)
(n=60) -0.60*
YE S (0.1053)
57(;:?22)7‘:' v DR 8.26 (0.79) -0.55 (0.0638)

#p<0.0001 SD : ¥R~ SE : fRHERE

TE4) TR A R
16 WO —EERMINCF 7Y 7o v U gEIFRRICEN 0 13 S, 36 M OIEEMRMIBITL .
ZR7 ) Ta Yo bEE 52 MRk (X7 ) 7 a U 8 10mg ~OHEREE ETe) L7ZAER]
(2B T, HbAle (NGSP i) OZ k& (FRHERFA) 1L, -0.74 (0.746) % (122 ffl)) ThH -7,
KIE DA EEGRBEA 1T 52 WE X7 ) 7 a VU S5E T 35.0% (43 $i/123 i)
ThY ., EEOKMEEITZED LR - T2 1918

2) RREHLLTERFEOHNBRIEERL-AE - HBROME
Y LR
(7) Dt
MR L



VI. SREHERPRC B4 2 H

. EMEEICEHY HEAE

1. EREZHICHESHSILEVMXIIILEME
FRU A T a— AR (sodium-glucose co-transporter : SGLT) 2 LA
A7Z 7V Tuy Lraly, myRr)oavy hF s va vy, ZR7 ) vavr ey
L7 a—uKf, N7V Ta P ok, veAd 7Y 7 a v Ky

EE  BEEO S DB OMEUTNREF L, RITOEFRLeEZRT 52 L,

2. EBEEMA
(WIERERGL - 1ERMRE

18.1 1ER%RE
FRU A 2 a—2deEE A (SGLT) 2 13, BHRME I RAICRELL TR Y, TR
TN — A& FWINT HEEI 2D EERREATH D 19, FoT ) Ta T ik, SGLT2 DA
MO ZRINIIILER TH 5 20, X7 ) 7a g, BICBIT 5D 70 2 — 2 ORI A #H]
L., R 7 va—2gr 2t 5 2 L2k, ZEFLXCEZOME= Y br— L2 dET 5,

(Q)FE#EE M 1T HHBRAR

18.2 SGLT2I=xt9 2MEEA
Invitro®RBR T, Z/%7) 7P 0%, v h SGLT2 ZBIRAICEHE L (KifE : 0.55nM) . & DR
PEIZ SGLT1 (Kifi : 810nM) & DIz T 1400 {7 - 72 20, SGLT1 (X, B&IRME DIEN, 1

ICAFE L T a— 2RI B 53 5 R E AR Th 5 20,

18.3 FRHJIL 3 — X R E/E AR U ML HEE T EFA
BEABERIBET VO ZDF 7 v M7 ) 7a Y v R n#gb LB c, RPs/ra—=
Pett F o & L i iErh 7 L a— AREDIRTRRBD BT 22, £/, ZDF 7 v MIHF ATV 7
nY U 15 HMKERO&RES L-RBRTIL, &5 15 HHOHAE FToORF 7L a— 2 Pelt&ixH
BEIKAFAICHEML, &5 8 HAKUHR S 14 HRICZERENME T A OEE T cComEd 71ra—=x
REITHBKAICIRT Lz 29,
AARN 2 BUBERIGEF 5t L L8 1 EHRGRBICE N T, #8377 r vy 10mg ## 5
L7zl &, &5 1 K014 HHOE 5% 24 Kl £ CORERP 7 a— 2Pt &i3Eme . &5 13
H H® OGTT # @ bl D> AUCo-ane DMK T L 72 29,

()RR - Friukef]
Y ER R L



VIL_EYyEhiglc B4 5 HH

VII. EYEREICET 5EHE

1. I

REDHER

(1)BELAEMG M PERE
HMERR L

QESRFABTRE SN -IDRE
1) BExE

3)

16.1.1 H[ERS
RN BIE 6 Blic X X7 ) 7r Py 25 W O 10mg ZZEfERFCHBIRR DG Lz L&, &
N7 7 a Y OMIEPRETRGR 1 RIS R EICE L, RN 8~12 KT
B o7 29, 25

) AFNOARARIL 5~10mg/H TH 5,

RERE

16.1.2 REHERS5
QRUBERIFHRE QBN A N7 ) 7P g 25 ™ KN 10mg 2 1 H 18] 14 HBMKER D& 5
Lizb&, 5 14 HHIZBIT 5% E5%® Cmax 1E 48 KT 191ng/mL, AUC. (X 157 KO
72Tng - hr/mL TH Y, BFEREUT 1.28 KT 1.21 TH o7z 29,

) AB|OARHEIL 5~10mg/H TH 5,

YRR E R

(FJ1) 2R g 10mg TEP] )

(TR EIRS DA FRIFREERR T A FT A2 (B 243 A 19 HEAFEH 03195 1 75) IZHEL
T, 74— W 10mg ZHEUERIK b U 72 AW 00 [R) ik Bt 2 S L 7=,

RV T7a Y8 10mg [EP) & 74— T8 10mg &, 7 o A4 — "=kl EnEhn 16 (X8
7Y 7myr e LT 10mg) EFERAS FICHERRFRERR 05 L T R RREZHE L, 56
Ni-HpEge X A —4% (AUC, Cmax) (22T 90%(5 #EIX F¥EIC THFHIEHT 21T - 72 K5 %, log (0.80)
~log (1.25) DOHFPHNTH Y . MK DALY TR FHED MR I Tz 20,

SMFNRE X T A —H KB D EEIE D 72D 90%1E #8 X [
AUCo-4s log (0.9607) ~log (1.0188)
Cmax log (0.8494) ~log (1.0959)




. Y EhREIC B 2 HH

M HE PR EE OHERS

(ng/mL)
250

—o— 4% 70 Y 4E10mg[EP]
—0— 7 # —HEE10mg
mean5D, n=27

6 4 8 12 16 20 24 28 32 36 40 44 4-8
545 OB (hr)
BRYENHE /N T A — &
AUCo-48 Cmax Tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
e o 577.27 188.63 1.0 9.80
#7078 10mg [EP) +136.74 +49.04 +0.5 +5.78
- 583.60 194.38 0.9 9.87
7 A4 =75 10mg +136.06 +52.28 +0.4 +351
(mean=SD, n=27)
MAEF PRI ONC AUC, Cmax /37 A — 2 1%, #ERE OB MR OFIEIEL - FE % O RBRSIFIC
Lo THRAEDZAREMEND D,
4) EENERZEFMOEMFHRFE
16.8 ZFDih
(Fx5)2R2 8 5mg TEP] )
A7) 7Yk bmg TEP) 13, [E&ENSRZR 280 ERRA O AYFR RS REBRTA K

A4y (B5F 24 3 H 19 B SAESRKESR 0319 F 1 =) |
[EP) ZAEmdEfiAl L L7z & X,

WS &E, ZX7) 7ue Y 8 10mg
TEHZEENC IS A TFRICRE L Bl ST 2,

(3)sh s
MU ER e L
4EBE - tAEOEE
1) BEDEE
16.1.3 BREDEE
TERERR A 29 Bl #3270 71 ¥ b 10mg & 2R U@ s s 7 v U — ARG (R%) |
P LT & x| 2o ok T A BRI ED Z 8 7) 7u Py ® Cmax M O AUCns O (i 5F

B (90% X [E) 1X. Z3LF4 0.550 (0.499, 0.606) KX 0.973 (0.943,1.004) TH-o7=,
BHEEH O Tmax O P YRAEIL

ZEERER 5 bl 1.25 RERBE L7z (WMNEAT— %) 27,




VIL_EYyEhiglc B4 5 HH

2) HFRAED

S 188

e

16.7.1

16.7.2

16.7.3
(1)

()

@)

16.7 EWHEER

FERBAE
ATV H 2829 VT TF L FTYRAEY K29 A MR EDO/FIZLY,
R Y TP LI N S OIK| O BRI LRI & 7 D B A Z T e o T2 (UM E

ANT—4)
R YR=A0LDHFRICED FRT7 ) 702 ORYERRITEE 252 T o1,
FIPRZE

ERrZruF7o R TAZ=RFDEOHICLD, FR7 ) 7P T T b OREHA
DIYENREI TR RE & R 2B L T eh o7 OMEAT—%) . [10.2 Z#]

Z DD FEH

INJLTFILA 3030 O NAAF L 33 39

PERICE Y Z37 ) 7a v 3 2 b O O S BRRILERRAICRE & 72 2 82 2 1) e
mole UMEAT—%)

JI7UoESYH ATz  LEEH

PERNC &L 0. 27 Y 7o v OEYERITERRIICHBE L 22 28 22 T kol GMEAT
—4) .

TILTFI, OTFT

PHRIC KD X7 ) T a3 I s OEFOFMERICEL KT S o Te GHEAT—4),

VL7 BB DHEZZM

2. ERMEERM/NZ A -4

(R A

HMERR L
(2) IR U2 £ 3E 3K
MR L
QPHREETEH
MR L
@HIIFTIUR
MERR L

B)RMBTE

LR L

(6)Z Dtk

LR L

3. BEKH (REaL—3av) &

(W& 73E

MR L
(VS5 A—S EBER
MR L




VIL_EYyEhiglc B4 5 HH

4. % 4R

16.2 IRUR
TERER N B T BN X /X7 ) 7 a P 8 10mg ZZEJERFICRR OG- L, 20 1 REffZIC [1UC] #37Y
7Yy 80ug & 1N TEIRNEEG LTt &, "M T T ATV T 41X 78% CTh-o7- UREA
f_y)mo

5 9 #

(1) % — R B P @ 1
HMERR L
(2)M & —ha BREAFT @@t
HMERR L
<BE> [L6.5)MEE DEEZSH
QB)ET~DBITH
HMERR L
<%E> [V.6.6)1RFIF] DHEZZSM
G EERA~DBITHE
M ERR L
(5)Z DD IR~ DFEAT
HMERR L
(6)MREARESE

16.3 9%

In vitro \ZRBIFHZ X7 ) 7avy (05 X5 ugml) OIMEEAKESR CEEEITE) 139 91%
Th otz 37, REFERERE . BHAEERBE R OBHRERERETICHL 7Y 7a VU6 50mg P &%
5. BEEERERE R OWFHSRERE EZ 2 37 ) 7 e VU bE 10mg 25 L7 & & MEEAfEEE (F
WrFBHTIE) (TREREHER A Tl 92%., BHERBIE R B . BRI FEE K OV REREE TI3K 91%
~95% Th o7 VEANT—%) 3039,

1E) AANIOAFBHEIL 5~10mg/H TH 5,

6. X

(1) BR L B UMUHHRER

16.4

ZRTY 7 a v OERBIE 3OV a UG IRTH Y | IFEE 0K T UGT1A9 12 XY R
HEZT D 0, SEANERKABMEC [14C] #8377y 50mg P FHEROES L- L&,
MIEFIZIX 3-O- 7 v v Ui a iR (IEFRBREEDR 42%) | REMIE (8 39%) . 2-0-7 V7
0 AR (K 5%) ROVSU PVKBRBIR (59 4%) 2R S, RPIIEEIC 3-0-7 v 7 0 ViR
HAEER (BEH5EOR 61%) BRI GMEAT—%) 4. 42,

In vitro \ZB T, /37 ) 71 v iE CYP1A2, CYP2A6, CYP2B6, CYP2CS, CYP2C9, CYP2C19,
CYP2D6 } (* CYP3A4 #HEHR T, CYP1A2, CYP2B6 K& () CYP3A4/5 2 #%E Lixhoiz, X /X7
U7 m Y i UGT1AL IZxt L THWLEERZ R L7z (ICs0>50u M) 43, [10.2 /]

1) AANDOAR ML 5~10mg/H TH %,




VIL_HEAdEhielc B4 2 HH

QRBIZE5T HBE (CYP%) OHTHE. B5E
VLGB ML R BRI 2 21

CEEEHROEREUZ OIS
VLABRIR) RO TULTHE) DR BH

ORBMOEEOERR UL, FELE
KR L

7.8

16.5 HEtt
HEBERERE A BPEIZ 50mg @ [1UC] #1377V 2 LI e &, REETRED T5% 3R,
21% MNP ICHEM S LT, FEh 2 BTG EOK 15% N RZEbE L L THRE S N2 GFEAT —4) 49,49,
R AN B 6 Blic# 37 7P 25 ™ KON 10mg & ZEERF I R O G Lm & & REIK S
L CHEEGED 1.0%M N 1.1%03 55 120 B £ ISR PR S 7z 29, 2 BUBERE B 9 filic &3
7Y 7uPU5E25 KON 10mg & 1 H 118 14 HREIKERS Lz & & REIKRE LCTEERED 1.7%
KON 1.9% 0358 5- 24 e £ TR PR S 47z 29,
In vitro \ICBWTC, FRXT7 ) a0 NIAMT =4 F T U AR—%— (0OAT3) ROE#T =4 b
FUAR—H—HKRIYXTF K (OATP1B1 O OATP1B3) (Zxt L CHWLEEAZ R LT (ICs Bl
FRZEN33uM, 69uM, 8uM) , X7 ) 7P L PHEEADTHVIEE L 2508, P-HFEA &I
E Lol 9,

) AFNOABHREIL 5~10mg/H TH 5,

8. FTUARAR—E—IZEAT B1EHR
[VIL7 #Eift ) DIEAZ SR

0. BAIEIC L HBREE
DRI L



VIL_EYyEhiglc B4 5 HH

10.BENE=EETHEE

16.6.1

16.6.2

BEiaeEE

fEEERR A KON 2 B RIFRE I X %87 ) 7 o ¥ 88 50mg ™ ARG Uiz & & BHEREAS IE T ek
B (RN (8 ) (Y CLer>80mlL/min T 2% 2 BPERIFEE (12 6)) ) (Zxd 5, WA
REfEE A (50<CLer=80mL/min Tk 5 2 BUERIGEE (8 4) ) | PHEEFHERESRE (30=
CLcr=50mL/min T&h % 2 BUERIFEE (8 4]) ) KOEEEHKERESRE (CLer<30mL/min Th
0 BT A2 TR 2 BB FRIF RS (4 1) ) @ Cmax Mo O AUCins DA D EE (90%/13E HE X [H])
X, EREH 1.142 (1.052, 1.239) KT8 1.278 (1.189,1.374) | 1.256 (1.091, 1.445) & T* 1.523 (1.3486,
1.724) WNZ 1.355 (1.123,1.633) (N 1.753 (1.486,2.068) Th -7z (FMEANT —4) 38 45,

2 BRUBEIRIFEBE X X7 7a VU 20mg ™ & 1 H 110 7 HERKE®RSG Lz L&, EFIREICBT
% 24 W O FRFEYEME B, BHERENN IEHR CTdb 5 2 TUPEIR PR Tld 85g/H . R OB RERE S 2 5D
2 FUFEPRISFABE Tl 52g/H . HEEE OB IR T 4 Ff> 2 BIFEIREEHE Tl 18g/H . HEEDOBHRERE
R FEo QR RIFEE Tid 11g/H Tho7- GrEATFT—%) 9, [5.3, 9.2.2 ]

P aefEE

fERER AN L OIS RERE HH 12 X /87 ) 7 VU 8E 10mg & BalR G Uiz & & fEEERA (6 1) (2xd
Z#EFE (Child-Pugh /33 CA (661)) ) . % (Child-Pugh /3% TB (6 f1) ) KOHEE (Child-
Pugh /33T C (6 ) ) OfFEEREEE BT 24870 71 ® Cmax &Y AUCint O 8 F-%)
D (90%ZHEXE) X, £ 0.882 (0.598,1.301) K1} 1.033 (0.765,1.396) . 1.122 (0.761,
1.654) () 1.359 (1.007, 1.836) I ONC 1.395 (0.946, 2.056) & X 1.669 (1.236, 2.255) T -7z
FAEANT —%) 39, 46),

) AR OEBHAEIL 5~10mg/H TH 5,

1. Z Dtk

RUER R L




VI Zz4ett (B Eoigss) (B4 5HA

VIIl. &% (ERLOZIESE) 1T HIEHE

ZEANBEZFDER
FIE STV

2.1
22

2.3

2 =

BER (ROBEICEESELAGNIE)

ARFN DB 535 U BUE DBEERE D & % B

HIES b= A BERWIERESUIATEFREO B (R, A >R D A2 X 2B 72 @ M O 52 £ 75
AL 2% DO TAFOEREITES 20, ]

HIERYYE, FINATR, BEIMEOH 2EE [ R Y AEFIC K 2 MBEEREN R E D D THRAID
FHITE S 720, ]

3. MEERIIHRICEET HFE &L T DER
(V2REEXEHRICEEYT 5F8) OHESH

4. AERUVREICEET IR L ZNOER
REINTWAN

5. EERERMIE LT DHER

8.1

8.2

8.3

8.4

8.5

8.6

8. EELEAMIE

ARO[ BT > Tk, BE K TIRIFHER & O ORAIFIEIZ DN T35 2 & [9.1.3,
11.1.1 2]

AFIFEHi, M7 L7 F =00 EFH T eGFR O TFRALND Z ENH DD T, BHEEEE THIM
WA 52 b, BHmEEEOH 5 B TR Z +0Ic8lZ2 L, ka2 eGFR 7% 45mL/min/1.73m?2
RIAK T L7283 5oh b2t s2 &, [6.2, 5.3, 9.2.1, 9.2.2, 17.1.1 2]
AFNOFRERAICE W 2R - ERBHBONDZERND D, £7o. WERENBD T L03H DD THLE
ZAOATO, WE KRR EIT ) L OS5 2 L, RO ERD AR D LT W EE (il
BHERERREE D B 5 BE . FURAIOHHBES) ICBW L, BUKCBERIBE 7 7 ¥ R—3 2 @iRE I E i
WEEMRE, IMfEZE 2 B teite « BARIEFORBUTEET 52 &, [9.1.1, 9.2.2, 9.8, 10.2, 11.1.3, 11.1.4
Z ]

ARG T, L2 EHRICRET S L L bic, Rix+moIcBlgZ L, Bk Sk onEMEIZ oW
THEBELY Z &, AFZE 3 » ARG L THIIERBAR 0256, JVEYE B 5N HIEFEEEET
5T &,

PRIGIEG R OB A L 2 L, BB R, SRR O OBV ER (7 ==8H) | BuiE
HOBEBBRBYIEICEDL ZEND D, REEEG K OVESREY OFER & O O XL EIZ DWW TR IZH
3252 &, [9.1.2, 11.1.2 2]

AR OVERMFFCTh D IRT 7V a— 2 PEEEERIC L v, = be— LR RIFCTh > TH RN
RENTCHEL, 7 h—vAnb bbb, F TV R—=VRICEDL T ENRD D,




VIL.

2l (I EoEES) (ST S5HEHA

8.6.1 HFLWIMED LR ZFEDRWGENRH DO, UTORICEET S22 &, [11.1.4 2]

(1) Bl - gk, AAGEGR, MG, B N8, Rk, FPREEE, EREEEZEOIERIES bh e HGA I
X, P SUIIRTF 7 R RIEE ETRE S FE TS 2 L, BESRO NG AICEEEE R IEL,
YR E AT 2 &

(2) FET, A AV CRWRRDIRT, A R ) URFIORESCH L, 8E 22 ERGIR, RFERRR,
JBEIE, BiKZLED B ATy b TV F—Y 2B LT VWO T, BEE2 H0I12179 2 L,

(3) MBEICKL, LTORERET L &,

< T TV RV AR CEL - i, SAEOR, 18R, B OE, B, PN, ERRREES)
« T RT Y R—=Y ZAOERDBERD NG AICITELICEREE S 2T 52 &,
c MPEEREE TR LT NT UV R—VABRRE LS 5 &,

8.6.2 A& Gie SGLT2 HHFEDOHK G ILME, MAET RIS PRIND LV RIRP 72—
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