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I. BEICEYTSEE

1.

2

FRFEDEE
AHENX, 7V AV REAKD &5 AV A= Ly LT AR O MEERE FAICH 5,

(770 AV REE 1mg TEF07 /N ) KO [70 28U REE 3mg 8173 X, AT N7 7 —
~ RS (BEFT ASBERSAEL) BSHRRBESKML E U TR Z Al L, Bk OB FIEEZRE, &
EMERRBR, AW PR SEMERBR A FE M L. 2010 42 7 A 15 HIT/AKRZ S, 2010 4F 11 A 19 AIZR
Fea it Uiz, (GERIEE 0331015 75 PRk 174 3 H 31 H) (TED E /KGR HIGE)

2011 4F 2 4 17 B, ZhRESUTANRDS T2 BUBEIRp (7272 L. BHRIE - BEERIEDH T3 2R
FONRWGEICIRD,) | (CEE S, X, AIEAUHEL LTI 11 B 0.5mg) 2MBEMSH7,

2012 4F 3 A, RHET NEEMEASHE (BREREMS TERASH) ~ORLERTEAROAEKIZ L |
5e4 % 770 A0 REE 1mg TBFIT /%)) RO T U A Y NEE 3mg [BFnT X)) 226 7Y
AU K 1mg ITYK]] ROV TV AEY NiE 3mg YK IZZFE L, 2012 4E 4 A 2 BIZ AU
#Hahr,

N, HEERizZE LT 7Y AED NEE 0.bmg [TYK)] Z#HIFERLE L CHEL2Mm L, FELD
B IEERE, ZEMRER, AW ARSI 2 9206 L, 2012 4F 2 A 15 HIZ&GRZ B, 2012
6 H 22 HICHRFEZ B LT, (EEIEE 0310001 5 (CEAL 184E 3 A 10 H) ICH S X KR HEEE)

202348 H 1 H, [Z7U AU FE0.5mg [TYK]J], 7V XY N 1mg TYK)] KO T2 U %
E) REE 3mg [TYK] ) 1%, BHT SIS 5 B E Tk B TRkt & i se & 7R 237K
M, ToOBICIRGEADRTE ITYK) 205 INIG) ICEHE Lz,

2023 4 8 A 30 HIZHAMULHEL v, A E LKA IRGE LB LT,

HAOARFHFHE

(1) AANZ, 7V AU REFRS LT D AVR= LY L7 R A MR TR TH D,
(2) EXQBIEME LT, Kilks, Riekisd, SERRIEE, Wi fEE ., /s, FFEReRE T .

3.

P, HARRMEELARE STV D,
(v, 8. (1) EXRABIER & AIHHER) OHZM)

SR ORFIFIFE

(1) PTP>— Iy Far ba—L&2T0, 18I LIS 4. a8, #illa— 2R R LI,
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I B 5 B
S KT | A b B
RMP 4t
BIO Y A7 RMEEB E LT |
Ik ST B B H
S HEE S A A > e
R LM p




5. REFHRUTE - EA LOHIREIE
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Y LW
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I. &WICEYTSER

1. BRFEA
(1) M4
7Y AU NEE0.5mg NIG)
7 ) AU RNiE 1mg [NIG)
7 U AU RiE 3mg [NIG)
(2) *4
Glimepiride Tablets
(3) &AFDHRE
—frA L0

2. —i&4
(1) M& (WwAE)
7Y AU K (JAN)
(2) #4 (WMAE)
Glimepiride (JAN, INN)
(8) RT L (stem)
MR T3« ()gli-, gly-

3. EEXANETRERX
et =

HiC

4. HFRRUDFE
4313 0 CoaHsaN4O5S
7 f-& : 490.62

5. {24 (WM& XEEXE
1-(4-{2-[(3-Ethyl-4-methyl-2-oxo-3-pyrroline-1-carbonyl)aminolethyl}
phenylsulfonyl)-3-(¢rans-4-methylcyclohexylDurea (IUPAC)

5&S

6. {BERA. fla. BE.
ez L



. HHEP BT SHER

1. YE{LFHER

(1) 9 - 1R
AEDORERIEDOMARTH 5,
(2) Bfafk

Crua XA F AT, AZ = A I F 7 —b (99.5) 2D TEHEITIZL <, KIZIFE A
ETET 20,

(3) miEtE
MR L

(4) AR (SRR, K. BER
A 9 202°C (9 fiR)

(5) BRIGEBEMTEHR
MR L

(6) HEFREY
MR L

(7) 20t E4RHEE
MERR L

2. AR OEMEHTIZH T ZREM
LR L

3. BN OERBRERE. TEEE
(1) HesBaBRIE
1) RN TR B I E U
KD AL ) —NVERIZDEWINARY MAVERIE L, RED AT ML ERGEDOBIRAT X

X270 AV FEEEFOAXRY ML ERERTL E X, WEDART MUVIFR—EED L Z AR
SR DN 278D 5,

2) ORI AT N EIE
BAb AV U AEEANEIC LV RBRZITV, AMD AT MLEKRFEOBIRALT AT T AU R

IRAES D AT M E T 5 & & W DAY FVIEFE—EED & 2 AIZFREROTRE OWRIN 2378
LoRa

(2) Rk
ks n~ £ 757 4 —
P28 © SRS 7
CUHEPE S S S WFNSE GRS NET NS S ES WY



V. ®EICETSEE

1. HFiR
(1) HERORH
PRrEE
(2) HADHNBERUHER
i, TV AEY REE 77U XY REE U A NEE
R 0.5mg NIG] 1mg NIG] 3mg INIG]
7 - FE A O LREE PALEOEFEA D 8 | Mg R aOERRA D #EE
SIE
[IERES 4.5mm 6.0mm 7.0mm
ERS 2.0mm 2.2mm 2.4mm
B&E ) 43mg % 85mg #J 120mg
WA= — R
KT GM 0.5 KT800 KT801
(PTP)
(3) #Aa—F

(Mv. 1. (2) WHOHMEKOMER] DHSM)

(4) RFEOYE

(M. 6. "WAIOKFEREM TR 2LEN] OHESM)

(5) Z0fth
A Lg




2. HFIOHER

(1) ARRS EERSD) OEBRUTFMA

WA, 77U AEY RNEE 77U AEY RNEE YA NEE
0.5mg NIG] 1mg NIG] 3mg [NIG)
PEON 1:§%EP : 1:%%5{3 : 1:%%5{3 :
7 U AU K 0.5mg Z7 U AU K 1.0mg 7 U AU K 3.0mg
RE R, HHEARRY), #&iFRE R SRk, =|Ae Ro. SUiEKRmy, 5§
= R SN A AV A I Z (A7 - T e = Bl SN 3 7 N e e =
A Va—nAfgr M) UL AR, ToTo 7Y a—Lg—A, Tr7 7Y a—
TTYV VB~ IR L [ FTRITULA ATTVUBREBT NI OL ZATT Y
YT H T N fe~ 720 L

(2) BRESORE
DR L

(3) Ml
K L

AR ANA
. Sl

LR

AR L

. BRABREOHREUVRE

. BAYT SRR D HEHKMEY




6. HADEFEEHTICEITIREEY

(1) fnisaER

BRI : 2010/6/2~2011/8/1
O7 Y AR REE0.5mg INIG)

NEEEER  40°C - 75%RH [l alitre (PTP aldk) ]

ABRIE B o b RAFHART
< B> T B AGEE 1% A 3% A 6 % A
4380K11
PRk n=3 . . . .
" 4380K21 WA A A Sy
<HEBOHREE> 4380K31
TR Y 2 2 L H H
(IRAMEUNL AT R )V) 4380K31
e B 4380K11
P RUBR g §1P>LC) n=3 | y3g0K21 | @A A s s
: 4380K31
4380K11 | 0.68~1.25 1.51~2.31
=R (o) —
B ifw Eo(ﬁ)? >n 3 4380K21 | 1.06~1.45 — — 1.35~2.09
e 4380K31 | 1.50~2.06 1.61~2.80
o 4380K11 | 89.1~93.0 87.3~90.4 85.9~90.0 85.0~89.0
VR HH 0, =
f’i%\ (/;)50/ ; Llf 4380K21 | 91.2~95.2 88.4~92.0 88.3~91.5 85.4~89.7
7 ’ 4380K31 | 89.7~94.7 87.4~90.3 87.3~90.6 84.5~87.8
- 4380K11 | 97.96~99.10 | 98.36~98.59 | 97.52~98.34 | 97.47~98.44
S8 (%) *2 n=3
 93.0~107.0%> 4380K21 | 98.44~99.38 | 98.84~98.88 | 98.11~98.71 | 98.05~98.76
: e 4380K31 | 99.06~99.92 | 99.36~99.68 | 98.71~99.11 | 98.70~99.07
X1: 7 U AU RRANLKRST I FIK: 26%LL T, ZiUANOE <~ OFEBGWE : 0.3%LL T, ALE 7T IR
LSO E A - 1L.O%LA T, WEEYE : 3.0%LLF
X2 KRBT IEAEE (%) — : RFEE
OZ7' Y AV REE Img INIG,  ImEiER  40°C - 7T5%RH [H#&AHIERE (PTP £4E) ]
ABRIE H =I5 RAFHART
< HiIE > F5 B AGEE 1% A 3% A 6 % A
1
ERIN \ \ ‘ ‘
. ki 2 A & A R
< YA DEIFA D B> : B B HE HE
o 1
el n=3 N N . .
o 2 2 A R
B n~ k75T 1) 2 B B He He
N 1
MifEEER (HPLC =3 . . . .
WU %ﬁ<(>< T ) =n 2 e e s s
: 3
WA MRBR (%) n=3 1 0.79~2.49 1.33~2.03
<15.9%0 LI F> 2 0.95~2.08 — — 1.38~2.34
: 3 0.77~1.65 1.35~2.61
- 1 91.9~95.5 86.4~90.6 87.0~91.9 88.4~91.7
Vo HH 0, =
{fi%\ (/;)50/ ; Llf 2 89.6~92.3 86.0~90.7 84.8~91.4 86.4~89.9
7 ’ 3 89.1~93.6 87.8~93.6 88.6~93.1 84.0~89.5
s v 1 99.10~99.54 | 98.70~98.95 | 98.41~99.16 | 97.65~98.64
&8 (%) *2 n=3
95,0~ 105.0% > 2 99.45~99.63 | 98.93~99.51 | 98.36~99.53 | 98.03~98.33
: : 3 98.77~99.50 | 99.43~99.56 | 98.59~99.53 | 97.93~98.37
%1 : RRT 7 0.28 OXBZW'E : 2%LL F  RRT 9 0.28 LIS OfE £« OXEEHE - 0.1%LLF  RRT £ 0.28 L

S OREFE

K2 REITHT 2EAER (%)

0.4%LL T WHHREWHE : 2.5%LLF

D RENE
7




O7 Y A Y REE 3mg [NIG

JERER  40°C - 75%RH [k aldt

© L
~ Re

Y@Iin

(PTP %) ]

AU A ook A
< JHKs > T BHLAHF 1% A 3#% A 6 » A
. 1
PEAR 2 e A e e
<HIREEOBRAD B> |
L 1
e BR n=3 . . . .
L %A PAN %A PAN
(%%7127}\7774_) g P LS ) l@n P LS ) l@m
R 1
Sl e HPLC =3 N N N .
L %£%L>) n 9 e A e e
: 3
B MEER (%) =3 1 1.03~1.28 1.20~1.68
<15.9%0 LLF > 2 0.74~1.25 — — 1.03~1.51
’ 3 1.06~2.07 1.08~1.42
. 1 89.3~95.5 89.0~92.1 88.6~93.1 90.2~91.9
PRI 0 —
(fg(j)l‘/i\ (/gz)"/;J:1>8 2 90.7~94.6 91.5~95.1 87.4~92.1 91.5~94.3
7 ? 3 89.0~93.1 89.5~93.5 89.2~92.1 89.6~92.0
S (%) 2 n=3 1 98.64~101.61| 99.46~ 99.89| 99.39~ 99.61| 99.61~ 99.89
1?5 0’1105 00/_> 2 98.84~101.84| 99.66~100.61| 99.30~100.08| 99.50~100.36
’ e 3 98.77~101.63| 99.46~100.17| 99.35~ 99.76| 99.17~ 99.94

%1 : RRT #J 0.28 D¥EHZEWYE -

S OFIAGIE : 0.4%LL T BERWHE : 2%LLF

1%LLF RRT 9 0.28 LIS OfE 2« DFERFWE : 0.1%LLF  RRT ) 0.28 LA

K2 FREICHTHIERR (%) — : REE
(2) EEEEREEDZENE
SEREHIIN : 2011/12/22~2012/7/11
O7 VAU REE0.5mg INIG) At 40°C [EE - KRB R L]
RERIE B = LRTF IR
<> & B AGEE 1% H 2% A 35 A
PESE ne 1001 ABOREE | AEORE
VMO1 A O REE B OEREE A O REE B OEREE
< A OBEE >
WBO01 — —
o 1001 ke WA
W (HPLC) n=1 . . . .
s %J%D>)n VMo1 o e o e
: WBO01 — —
. 1001 | 1'41"~1'53" | 2'03"~2'28" | 2'05"~2'36" | 1'56"~2'41"
l—l—li E it /\ -
EH%&;Z@/\(;;\] >n 6 VMO1 | 0'50"~1'17" | 1'18"~1'25" | 1'01"~1'21" | 0'55"~1'25"
7 WBO01 | 1'06"~1'23" — — 0'48"~1'12"
" 1001 94~95 95~97 92~98 88~95
¥R HH 0 =
ﬁ;ﬂjﬁk (7?)1/ L}Lnj:6> VMo1 96~98 89~98 91~93 87~95
IR0 WB01 90~96 — — 88~90
. 1001 97.1 97.3 96.1 95.9
AsE. (o Ry p—
oo fi 07.00 /i VMO1 97.9 98.3 97.5 97.6
: e WB01 98.3 — — 97.9
1001 4.5~5.4 4.7~6.5 5.8~6.9 3.3~4.0
(2EE) WE (kg) n=20 VMO1 4.3~5.0 4.1~54 4.1~5.4 4.2~52
WBO01 3.5~4.9 3.9~5.0

K1: 7V ALY RRLKRCT 2 K 2.6%LL T, ELUSOE %

LSO E A LO%LA T, WEBEYE : 3.0%LLF

K2 REISHT 2EAER (%)

D RENE

8

DIEFE - 0.3%LLF. A

LR T IR




OZ7 U AEY REE0.5mg INIG)  fEEEE 30°C - 75%RH [HEE - BH A
ARERIE H =IO RAFHAM
< B> x5 B 4G 1% H 2 % H 3 H
PRI n=1 1001 AEOREE | AROREE
VMO1 [EREXQY: @ DOHREE [EREXQY: @ DOHREE
< ARDOHEE>
WB01 — —
P _ 1001 A STkE)
MR JQE‘” n=1 1 Mot o o o o
’ WB01 — —
s o 1001 1'41"~1'53" | 1'31"~1'45" | 0'57"~1'13" | 1'37"~1'50"
Eﬂ%‘ﬁ;iﬁ 57\(;7 ;\j >n‘6 VMO1 | 0'50"~1'17" | 0'40"~0'54" | 0'55"~1'08" | 0'54"~1'11"
WB01 | 1'06"~1'23" — — 1'01"~1'16"
et (o B 1001 94~95 94~98 92~96 89~91
ﬁsjf (7/;)%unf> VMO1 96~98 91~97 91~93 85~92
WB01 90~96 — — 84~88
o (o e 1001 97.1 98.7 97.6 97.4
Con0 fi 072013/:i VMoO1 97.9 99.7 98.4 99.6
: : WB01 98.3 — — 100.9
1001 4.5~5.4 3.3~3.8 2.0~2.6 4.2~5.6
(z%&fE) W% (kg) n=20 VMO1 4.3~5.0 1.4~1.9 2.6~3.1 1.3~2.3
WB01 3.5~4.9 — — 1.2~2.0

X1: 7 U AU FRNLKRST I FIK: 26%LL T, ZRUNOE <~ DEBWE : 0.3%LL T, AVEr 7T IR

RS ORRRME AT - 1.0%LL T #iamE
K2 FREITHTDEAR (%)

Oz ) AV REE0.5mg [NIG)

D RS

3.0%LL T

]

25°C + 60%RH + R 120 7 Lx-hr [2000Lx + &5 %5 %

A BRIE B [=ESVA R &
< JHKs > T BHLAHF 30 FLxhr |60 5 Lx-hr | 90 /5 Lx - hr {120 /7 Lx - hr
PESE n=1 1001 AGEOMEE | AGORE | AGORE
. VMO1 | HfOHEE o O AREE o O AREE [SRERY s o O AREE
< P D EREEE >
WBO01 — — —
HEsER (HPLC) | 1001 A ke WA
n=1 VMO1 Sy A A A A
<H1> WBO01 — — —
. 1001 | 1'41"~1'53" | 1'28"~1'42" | 1'30"~1'47" | 1'21"~1'44" | 1'12"~1'45"
B = E IN -
Eﬁ%ﬁiﬁ/\(ﬁé >n 61vMo1| 050"~117" | 045"~105" | 0'51"~1'03" | 055" ~1'13" | 0'55"~1'06"
- WBO01| 1'06"~1'23" — — — 0'53"~1'07"
. 1001 94~95 94~97 92~96 91~95 94~97
VEHME (%) n=6
ﬁ;uj% (7;1/ un .| VMol | 96~98 90~92 95~99 90~98 93~96
AN WB01| 90~96 — — — 88~91
. 1001 97.1 98.1 97.2 97.7 96.1
A2 (o b3 -
f’i O(N/“i o7 Olj 9 i VMO1 97.9 98.5 98.1 98.1 97.7
‘ 7 IWBO1 98.3 — — — 99.1
1001 | 4.5~5.4 4.4~5.2 4.4~5.0 4.2~4.8 4.9~4.9
B A ;3
( %ﬂ:l)_g’ig &k2) | yMo1|  4.3~5.0 4.0~4.9 3.3~4.3 3.7~4.5 3.9~4.4
B WBO1| 3.5~4.9 — — — 3.6~4.7

X1: 7V AEY RANWKRCT I MK 2.6%LL T, ERUSANOME %~ OFEFEWE : 0.3%LL ., ALK T IR
LSO EAF - 1L.O%LA T, WEEYE : 3.0%LL T

K2 REITHT2EHAER (%)

D REE




O7 VAV FEE 1mg INIG), @ 40°C [ - KB R
BRIE H =R RATFH
<> & B 4G 1% A 2 % A 371 A
PR ; WALEDERR | YA OFIRR | WA AOERR | YA O
<AL DOFEIRRA D $heE > 3 NUE: $7 NUE: 37 NUE: 3 NUE: 37
o 1
et bR e AL e A A A
(#Eru~hr57 1) z i H H H
ot =R 1
’ 3
. 1 1'51"~2'06" | 1'47"~2'22" | 1'54"~2'37" | 2'09"~2'27"
e L S IN
Hi%(ﬁ%fﬁu%i 2 1'28"~2'00" | 2'44"~3'07" | 1'54"~2'37" | 2'10"~3'03"
7 3 1'59"~2'22" | 2'39"~3'27" | 2'39"~3'27" | 2'48"~3'15"
- 1 95~98 91~93 88~92 90~92
Vo HH 0, —
fﬁjﬁ% (;’5)0/ u‘li 2 93~96 91~93 89~92 88~92
7 ? 3 95~96 90~92 88~93 89~93
. 1 99.4 96.6 96.1 96.7
4B (o P
i (%) 2
2 98.3 97.9 96.2 96.9
~ 0,
<95.07~105.0% > 3 98.6 97.7 96.6 97.4
1 6.56~17.7 6.8~ 8.5 6.5~ 8.2 7.1~ 9.1
(&) wE (kg) n=20 2 5.6~17.7 7.7~ 9.9 7.6~ 9.0 5.9~ 7.3
3 6.4~8.0 9.2~11.2 8.7~10.5 7.9~10.7

%1 : RRT ) 0.28 DIEZEWHE : 2%LL T RRTH 0.28 LIS OfE ~ DFEZWE : 0.1%LL T RRT ) 0.28 LA
S ORIGIE - 0.4%LL T WEEWHE : 2.5%LL T
K2 RRBITHT 2 EAE (%)

OZY AEY REE1mg INIG)  #%5 30°C - 75%RH [E - B
RERIH B =N CRAT I
< B> F B A IF 1% H 2 5 H 34 H
PE | EORE | BEORR | RIEORR | KIEoH
<YALEDOFEIRA D WhEE > 3 NUE: S NUE: 37 NUE: S NUE: S
. 1
ﬁﬁﬁ}g\ﬁﬁgﬁ e AL e AL e AL e AL
s 1
ﬁE}JX—ﬁSﬁ. (HPLC) 2 i@/ﬁ\ @/El\ i@/ﬁ\ i@/ﬁ\
<1 5
. 1 151"~2106" | 1'21"~1'36" | 1'29"~2'13" | 1'33"~243"
pLs SR IN
Hi%fiﬁu%; 2 1'28"~2100" | 1'27"~1'44" | 2'11"~2'58" | 1'52"~2'14"
7 3 1'59"~2'22" | 1'33"~1'59" | 2'10"~2'49" | 2'10"~2'50"
N 1 95~98 88~90 85~87 82~86
VR 0 =
f*l“?f% (7/“;0/ u‘li 2 93~96 86~90 85~88 77~87
7T 97 3 95~96 88~91 82~87 80~85
. 1 99.4 99.5 99.7 98.4
G (%) 2
2 98.3 98.7 99.8 97.9
~ 0,
<95.0~105.0% > 3 98.6 98.4 99.9 97.4
1 6.5~7.7 1.4~2.0 1.4~2.3 1.3~2.0
% =
(Z5 i) _1:‘25%# (kg) 2 5.6~17.7 1.5~2.1 1.5~2.0 1.4~2.3
o= 3 6.4~8.0 1.6~2.5 1.5~2.2 1.7~2.5

%1 :RRT# 0.28 OEBZEWE : 2%LLF RRT # 0.28 LISkl # OFEBZME : 0.1%LLF  RRT #9 0.28 LL
IORIEBGIE - 0.4%LL T HIEBWE : 2.5%LL T

K2 FRBEITHTDEAR (%)
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OZ7 U AEY FEE1mg INIG)  #03E BRtE 120 7 Lx-hr [2000Lx « XU A % ]
BRIE H =R Kot &
<> T BH 4G 30 /5 Lx-hr | 60 5 Lx-hr | 90 5 Lx-hr |{120 5 Lx-hr
PR ; AL, DB AL AL D B | 2 D BB AL O B | D El R
<AL OFEIRRA D $heE > 3 NUE: $7 NUE: NUES 37 NUES 37 NUES 37
R 1
e A A A A A
G e 1
ﬂ"@’;ﬁﬁﬁiﬁf’m) 9 e e e e e
’ 3
. 1 |1'51"~2'06" | 1'43"~2'04" | 1'53"~2'12" | 1'55"~2'21" | 1'41"~2'08"
B 2 IN
Hi%ait/‘@\ﬁu%j; 2 1'28”/\'2’00" 2!20!‘N3l05l‘ 2’11"/\,3'08" 2!13",\/2l55ll 2!32",\/3l02ll
7 3 | 1'59"~2'22" | 2'23"~3'08" | 2'42"~3'21" | 2'51"~3'18" | 3'04"~3'24"
. 1 95~98 92~94 90~96 91~94 91~95
VR HH 0, =
ffgﬁ% (%)0/ Uﬁ:i 2 93~96 92~95 91~93 90~94 90~92
7 ? 3 95~96 93~94 91~93 90~94 90~92
. 1 99.4 98.9 99.2 98.3 97.4
4B (o 9
- 9? i(lfié 0% > 2 98.3 99.0 99.2 97.6 97.7
: e 3 98.6 99.4 99.2 99.0 98.2
1 6.56~17.7 6.3~17.8 6.4~8.4 7.1~9.0 5.9~8.5
7}3 iR
( %ﬁ;jﬁf (ke) 2 5.6~17.7 8.0~9.5 7.8~9.6 6.0~9.9 6.3~9.5
3 6.4~8.0 8.1~9.9 7.7~10.2 | 9.0~10.6 | 8.6~10.7

%1 : RRT #J 0.28 D¥EHZEWYE -

S ORFERFWE

%2 FRRICHT B EHE (%)

2%LL T RRT 9 0.28 LIS Dl # DIEGEE - 0.1%LL F  RRT %9 0.28 LA
0.4%LL T WEEWE : 2.5%LLT

O7 U AV FiE3mg INIG)  #0)3E 40°C DL - KR ]
AR E H S PRAFHAE
<k > FH B Ay 14 H 2 » A 3 H
N, ]- ) ) /) Ve
PR 9 (G ER=N (PGSR (=R (=R
<P A AOEIRRA D BREE > 5 FIRRA D BREE | FIBRA D BREE | FIRA 0 HREE | BB 1EE
. 1
ﬁ%ﬁﬁﬁiﬁﬁﬁ s AL A AN b AN AN
. 1
4/ 3E: (HPL : : : :
HERER HPLO) > i i it it
‘ 3
- 1 301'"~3'15" | 2'25"~3'27" | 3'19"~3'39" | 3'09"~3'30"
r_l_:i E i I\
Hi’ffﬁfﬁu%i 2 255"~3'20" | 245"~3'25" | 3'29"~3'48" | 3'22"~4'04"
7 3 219"~2146" | 2'54"~3'51" | 3'31"~3'56" | 3'26"~3'47"
n 1 96~97 93~95 91~96 92~95
IR 0 =
fg%jf% (g)o)(y L/Llj:i 2 95~97 91~95 93~95 92~95
7 o 3 95~96 91~92 92~93 92~95
. 1 100.5 98.6 99.2 98.9
i (%) "2
2 99.2 98.3 98.1 98.4
~ 0,
<95.0~105.0%> 3 99.8 98.5 98.8 98.7
1 6.6~8.8 7.6~9.9 7.3~9.2 52~17.1
% E
( %@;_gﬁor (ke) 2 6.4~17.6 7.4~9.0 7.5~9.1 6.2~8.8
- 3 5.2~6.7 8.1~9.8 7.7~9.7 8.6~9.2

=

%1 : RRT# 0.28 O¥EBZEWYE :
NORFEZWE : 0.4%LL T

2 FREICHTIEREE (%)
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1%L RRT 49 0.28 LIS OfE 2 DFEREME : 0.1%LLF  RRT #J 0.28 LA
WHERWE  2%LLF




OZ7 Y AEY REE3mg INIG) @2k 30C - 75%RH LEYE - Bk
ABRIE H = b PRI
< B> T B AGEE 1% A 2 %A 35 A
N, 1 /) A /) /)
PR 9 WEAEAD (P CA=RER) WA WA
<PE AR OERRA D BiEE > 3 HIRRA D BLEE | BIRRA D LREE | BV EREE | BIFRA D LREE
. 1
TesRElEk i AL e A PN A
s a~ b 777 4-) | 2 we we we we
s 1
ﬂ"@’;ﬁﬁﬁiﬁf’m) 2 e i e e
: 3
. 1 301"~3'15" | 3'06"~3'36" | 4'10"~4'37" | 3'40"~3'57"
B 2 IN
Hz%(;isg\ﬁu(vijji 2 2’55",\/3l20l’ 3’45",\/4l20l’ 4'36”/\'5’14" 4’2 1",\/5l35"
7 3 2'19"~2'46" | 3'26"~4'30" | 4'32"~5'03" | 4'06"~4'58"
\ 1 96~97 91~92 92~95 93~95
YR HH 0 =
fg%jﬁ% %80/;;; 2 95~97 91~94 91~92 91~96
S 3 95~96 89~92 92~94 92~94
. 1 100.5 98.0 99.7 99.9
am (%) *2
2 99.2 100.5 98.8 98.9
~ 0,
<95.0~105.0% > 3 99.8 98.3 98.9 99.6
1 6.6~8.8 1.4~2.3 1.3~2.1 1.4~2.4
7}3 iR
(B51i) _2‘2;&: (kg) 2 6.4~17.6 1.3~2.2 1.2~1.9 1.2~2.3
n= 3 5.2~6.7 1.3~2.2 1.3~2.0 1.3~2.0
31 : RRT %9 0.28 OXEEWE : 1%L F RRT £ 0.28 LIS %« OFEGIE - 0.1%LL F  RRT £ 0.28 LI
NOWIEFWE - 0.4%LLT  BEGEWE : 2% T

K2 FREITHTDEAR (%)

O/ Y AEY REEsmg NIG)  #a% B 120 77 Lx-hr [2000Lx - K& A %E]
AbRrE H =RV L&
<> FH BHARHF 30 K Lix-hr | 60 & Lx-hr | 90 & Lx-hr |120 & Lx*hr
N, 1 /) VA A A A
PR 9 Wk ato | MEEAO | MEEAO | MEAAO | A0
<PEIE A OB BREE > 3 EFRN O BREE BB D BREE | BHR N 0 BRLEE BB N D BREE | BIRR A D FREE
- 1
— 1
WifEsts  (HPL . . . . .
WU i‘jﬁxg . C) 2 e e e e e
: 3
. 1 |801"~315"[309"~3'33" | 3'10"~3'29" | 3'03"~3'29" | 3'17"~3'43"
r_l_:i E i I\
Hifﬁ%g%i 2 | 2555"~3'20" | 3'36"~3'50" | 3'28"~3'56" | 3'24"~3'49" | 3'24"~3'51"
7 3 |219"~2'46" | 3'25"~3'46" | 3'34"~3'53" | 3'27"~3'53" | 3'21"~4'00"
" 1 96~97 95~98 96~98 94~96 95~98
IR 0 =
i‘z”oujﬁ% (g)o)O/ U\Ij:i 2 95~97 94~96 93~96 93~95 93~96
AN 3 95~96 94~95 94~96 93~96 94~96
. 1 100.5 99.0 99.3 99.8 99.7
LB (o X9
- 9? ?).é~(1/00)5 0% 2 99.2 98.7 98.5 99.6 98.7
: e 3 99.8 98.9 98.5 98.6 99.1
1 6.6~8.8 7.2~9.1 7.0~8.8 7.4~8.9 7.5~8.7
S g
( %ﬁi_ﬁﬁ (ke) 2 6.4~17.6 6.9~8.0 7.0~8.7 6.6~8.5 7.2~8.9
- 3 5.2~6.7 7.4~9.2 8.0~9.2 7.3~9.2 7.8~9.2

%1 : RRT# 0.28 O¥EBZEWYE :
S OKIEZE : 0.4%LLT
X2 FHREIZHTLERE (%)

MR E © 2%LL T
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1%L RRT 49 0.28 LIS OfE 2 DFEREME : 0.1%LLF  RRT #J 0.28 LA




7. RRERUVERRORES
A LR

8. Al DEEEL (MEILFNELL)
AL L7220

9. Bt

(1) VEHIBE
U AT FEE0.5mg INIG), 7'V AU FEE 1mg INIG) KOV U A ¥V KEE 3mg NIG) %, A
WFFERLERICED SN ) ALY REOEHBKICEA L TWD Z ERHERS TN D,
GRERIRIC pHT.5 DU U RKFE —F MU U A« 7 = U FREEEHR 900mL % VY, /X R/WEIZ X D | 50rpm
THBRZITO)

T RS
FoR & FHLE PRF ] alks
0.5mg 15 5 5% k-
1lmg 15 5> 75%LL I
3mg 30 47 T0%LL I~

(2) ¥R 2

(F1)AEY FE 1mg TNIG)
BIRIEI S D EMZIR SRR A R T A > DO —EWIEICHSWT (CFRL184E 11 A 24 A HEAH
A 1124004 =)

RERS

iE  AARIER  EHREBRE SRk

[al#n%k K OFABRIE : 50rpm (pH1.2. pH6.5. pH6.8. 7K). 100rpm (pH6.8)

CHIE]

- pH1.2 (50rpm) Ti&, FEHEREN 120 73281 2 FAEH RO 1/2 O VIR SR 2 789750 2 720 i
SN 120 3BT, ARG O Y R (TR HERLH] O VA R = 9% O HiPHIZ & - 7=,

- pH6.5 (50rpm) Tid, FEAERFIN 360 /7121 2 EEIRHHRD 1/2 O HF A /R 375 2 7o i
RN 860 43T BT, ARG O A R AR HE R O PR R = 12% O ICH > 72,

- pH6.8 (50rpm) Tk, FEHERIZ|D IR R 40% K Y 85%FFUT D 2 HESIZEW T, AR D Y
VA H R I TR E R O A ER 2 = 15% D FEFHIZ 8 o T,

- 7K (50rpm) Tid, FEHERIFIN 360 312351 5 AR RO 1/2 O L0 3 2 75 971 24 7 R
O 360 Z3IZ 4N Ty A O S H SR I3 HE R OO SR 3R = 9% D FiFH 1T 8> - T2

- pH6.8 (100rpm) Tik, IEHERAIOFELIEH D 40% MK X 85% T D 2 B SIZHB W T, RO
P SR A E B D SE AR 3R £ 15% O FEFHIC & > T2,

P, REOEHZEB A ERA] (7~ Y —/L 1lmg §&) EHEL7RER. 2 ToORERBREItICE
WT TRFEEIEGOEYFRIFEFERRT A 74 ) ORELEIES LT,
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(¥ H )

BHE (%) pH1.2 (50rpm) BHE (%) pHB6.5 (50rpm)
100 100
80 80
60 60
40T —e— 52y Faztmg TNE) || 40
20 | — e = 77—l imgiE 20 —— ) FEETmg TNIGY
0 [A} } 'I'-‘-! l:r _ﬁ 0 1 - \—T?U_”AerQﬁ L
0 30 60 90 120 0 90 180 270 360
B () B (590
BHE (%) pH6.8 (50rpm) BHE (%) 7 (50rpm)
100 100
80 80
60 60
40 40 )\ ) | Gppp—— | gp———— 2.4
20 —e— 5 U FiFimg TNIGI | o —e— 5 U AU FiFtmg TNIG)
0 - = 77 U —JL1mgfE 0 - = 77—l 1mgkE
0 60 90 120 0 90 180 270 360
BEfE (530 BFfE (530
EHE (%) pH6.8 (100rpm}
100 +
80
60
40
o0 L —e— 5 A EY FER1mg TNIG)
-t = 77— IL1mgiE
0 b 1 1 1 1
0 15 30 45 60
BEE (53
(n=12)

(J1JAEY Ffr 3mg TNIG])
BREIR DO EDFRRENRR T A R T A4 o O—5BEIZDOWT CFRL 184 11 A 24 A A%
I 1124004 =)

BRI
LE AR wWHRBRE N RE
[alfis4% % OABRIE : 50rpm (pH1.2, pH6.5, pH7.2, /K). 100rpm (pH7.2)

CHlE]

- pH1.2 (50rpm) ~Tl, HEAERIAIA 120 D iCF ) 5 FEIEHERD 1/2 ORI 2 77§ 2 7o Iy
ST 120 431280 T, ARG O SR SR TR HE R O SRR R = 9% O FFHIZ 5 > 72,

- pH6.5 (50rpm) Tid, FEHERAIN 360 /7 iZH1T 2 FHIRHFED 1/2 ORI 2 7R 9758 XY 7 K
RN 860 43123 T, AR O 3R IR E R O PR R = 9% DRI IZ & > 7,

- pH7.2 (50rpm) TiE, HEHERIFI O FEIIA R 40% K O 85% AT D 2 BESIZIBW T, AfhD
Vs SR AT E LA O S R £ 15% OFEIPHIZ & o 72,

- 7K (50rpm) TlE, FEHERAIAY 360 /72 351F 2 FHER =D 1/2 ORI HE 2 7= 3738 2 7 R i &
Y 360 77123V T, A S O R8s HH 2 AR ME BRI O S5 HH 2R = 9% DO #HIC & - 72,

- pH7.2 (100rpm) Tix, IEERAIOFLIEH D 40% MK X 85% T D 2 B SIZHB W T, KD
) ves HH SR IR E LA D SER R 2R £ 15% D FiHIC B o 7=,
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PAE, R OEHZEB) A ERA] (7~ —/L 3mg §E) &L/ R. 2 ToRERBREI;ICE
WT MEFREIGOEWFRIREERRT A R T4 ) OHERBEIEE L,

(Pt Hh A7)
BEHE (%) pH1.2 (50rpm} BFHE (%) pH6.5 (50rpm)
100 100
80 | 80 |
60 | 60 | —— S EY FEE3mg TNIGY
0 L —e— 5y XY Fiamg TNIG) 0 | - & = 77U —I3mg
- & — 7 —/L3mgik e Amm === ==c§
20 | 20 F@’—'Of'
0y Yo A A A} 0™ | I . .
0 30 60 90 120 0 90 180 270 360
BRI (5 IR ()
EHE (%) pH7.2 (50rpm) EHER (%) A (50rpm)
100 100
80 80 |
60 60 |
S eama T
20 0 | —e— S U X EY FE3mg TNIG)
- = 77 U —IL3mgfE
.
20 —e— 5 Fii3mg TNIGI 20 . A
-y = 77 ) —L3mgiE
O 1 1 Il 1 0 b 1 Il 1 1
0 60 120 180 240 0 90 180 270 360
B (4% B ()
EHE (%) pH7.2 (100rpm)
100
80
60
40
20 —e— 5 Y Fi3mg TNIG)
0 . —ﬁ—?l?'J—JI/Srﬂgﬁ .
0 90 180 270 360

B (53)

(n=12)

(3) BRI D80 E T RA O A1 R 5 MR 9

(J1)AEY Ff& 0.5mg INIGI)
7Y AU REE 0.5mg INIG) 1%, [E &R 588 0B RA O AW L R EERBR T A K74 v
CER 18411 A 24 H  3EAFAEFE 1124004 5) ) IZHKSE, 7 U AE Y FE lmg [NIG) %A%
WAL L- b & IEHEENSE LS, EWENICR% L xSz,

RERSA:
EiE ARG BWHRBE S RE
[AIEA% K ORI © 50rpm (pH7.5)

CHIE]

- pH7.5 (50rpm) Tidk, HEEERAIL OARMLITE HIT 16 GLANIC Y 85% L, Fiat L7z, £72, &
FEELRRIRE AR (15 47) IS8T DA OE 2 DT, RO VFEI R L 15% DM EZE 2 5 b D
2312 1ELLTF G, £25%D&iHAZE X 5 H DR 2o T,
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Uk, 70 A8 REE0.56mg INIG] O HZEE 2R ERA] (70 A Y FiE Ilmg INIG)) & Hik
L7citiR, BREORIFICIRWT TE &R 28 0 B RA O A5 iR EERBR T A R4 @
FERBEICEEG Lz Z &b, EWFERICRSE L RSz,

(P H b )
EHE (%) pH7.5 (50rpm)
100
80 r
60
a0 |
20 |+ —— ) ) FEE0.5mg TNIG)
— & = YA FEEImg TNIG)
0 ¥ - . .
0 10 15
BEfE (49
(n=12)

10. B - A%
(1) FRIRELGER - BF. NEIFRKRLER - AEICEHATLHER
LR
(2) aE
(J1YAEY FfE 0.5mg INIG)
100 # [10 &£ (PTP) x10]
(J1UAEY Ffg 1mg TNIG1)
100 & [10 82 (PTP) X 10]. 500 #& [10 & (PTP) x50]
(J1JAEY Ffr 3mg TNIG1)
100 # [10 &£ (PTP) x10]
(3) PHEBE
L7
(4) BHROME
PTP ARVt =1 - RVE{E=V T - RUZF LU ZET VA, TIAI=ULE
Ee— T I=ULA - RIZF LT IRX—RT LA

1. BRRHIhERME
B L

12. TOH#
LR L

16



V. ARICEYSEE

1. BREXIEHER
2RIEIRIR (272 L. BRFRE - EERIEO B THORIRBEONLRWERICRS,)

2. PDEEXEHRICEHET HFE
FEEIN TR

3. HERUHAE

(1) RZERUVHAEOHEH
WH, ZVAEY RELT1IHOS~Img KVBALAL, 1 H 1~2 BIgiE 213814, BRATEZITAR%
RO T 5, MHERFRITER 1B 1~4mg T, LEICS U CHEEHEET 2, k. 1 BREEsE
X 6mg FTLT 5,

(2) BERUHEORTERE - B
MR L

4. AiERURAEICEHEYT SEE
FEEIN TV

5. ERERALHE

(1) BET—E3NR\wo5r—o
MR L

(2) EREREEHER
MG RR L

(3) AERGERFEAR
Pl v/

(4) BRIEMEER

1) ENEREERR
17.1.1 BRE 3T SRR - EEREEHR
BHERIEOHZTIRFE T T, HbAle (JDS ) 238 7.0%LL EO kA NIDDM & (£0.5%LANDZE
B TLE) 2RI, 77U AEY R 1~4dmg/A X7 78R % 12 BREKEORE LR, doEsR

(HbAlc (JDS i) 28 1.0%LL HEF L7=JERF]) 1% 67.6% (25/37 ) Toh-7-, £7=. HbAlc (JDS

i) 1327V AU REERET 8.26% 05 6.94%ITIK T L, 77 B R LT 8.24%0 5 8.40%I2 1
HL7=,
BITERRBEIAIE, 7V AU RESRET27.0% (10/37 6) . 77 R E5HET 20.0% (8/40 fi)
ThHhO., 7 AEY FEGHETOELREWEML, v-GTP #n (3 ) MO ALT #m (2 #]) Th
-7 4)0
17.1.2 ERSE 3 EERERER
YN 53R 75mgl AL EOHEEZ T THAI2E0b 5, HbAle (JDSfE) 7% 8.0%LA
o NIDDM H3E (£05%LUNOEECTLE) ZxRIZ, 77U AU K 4~6mg/H % F &gk
(2 C 28 WL 045 U7k 3 3R (HbAle (JDS ) 78 1.0% LA HK T U 72JER)) 1 7.6% (12/158
#i) T o1z, £72, HbAlc (JDSH) 1% 9.66%705 9.93% & 0.27% 5 U7=, BIWEFAFHEISIL,
7Y AEY REGRET19.6% (31/1568 %) Th v, EZ2EIWEAIX, LDH HM (76, v-GTP #
(6%, AST #m (5 41), ALT ¥ (44]) ThH-o7=9),

2) REMUHE
MR L
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(5) #BFE - WBHFAR
17.2.1 EIR/NR RS IR ST R ER PR ER
RHFRE - EERIEIC TR /N 2 RS REE (9~16 %) 35 BlZxgis, 77U AU R
0.5~6mg/ H % J E#IEIAIC T 12~28 MR A& G LI IEE I GBI W T, & 5-BAh
5 FfBLELRF O HbAle (JDS ) 13X, BBRATZ U A B U KRIGEO/NLEE (10 ) TiE 8.24%
B 7.61%~, ABERANZZ U AU R 2mg/H LU TiaiE L TWo/hNEEE (25 fil) Tl 8.27%70»
5 7.94%~ME N O/ FED b v,
7R, REEAR B OUTHERH B OB 5 A O FI S 5 6] CRIGH 3 i, BEIRE 2 61) &FEn T
7o THHETHEOHER T EIX 0.5mg/H 4 ], 1mg/H 13 %1, 2mg/H 6 5], 4mg/H 6 ], 6mg/H 6
i ¢d 7= (ITTpopulation), EIfEFAFIEIAIL, 11.4% (4/35 %) <, ik (341 KOEHA
R (1) THo71-9, [9.7.1 BH]
(6) AEMER
1) EARERE (—REARKRAE. FECEARERE. SARGELRAE). RiER
—RARE. REFRFTREBRAROAR
(V. 5. (5) B3 - WHERRER OHEBMH)
2) RBEHELTERFEORNENITEEL-RAE - RBROBME
L7
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Y LR

m

BT — 5~

<
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(1) {ERERL - VEFBFF
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ERZRBT2L0EBEZ NS5, Fi2. in vitro R REBRIZEB W TS OTEMEALZE OB G- 23R &
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(2) ENERMT SRR
18.2 FIEBIER
18.2.1 MPEETIERARTVA >R U5 ibERA
BERERAB T 9 N7V AEY R 1mg #FRERNIHEIES LR, 77 B REGR & I
BHEOMP TN a—2PRBET 7Y A Y REGRHIZBWTHRIIK T L,
ZOBOMER A LAY VPRED Cmax (. 7T BREERLLARTY A Y REGEECIIAEZE
XRO LN T2, HR% 4FMETOAUCIT T TR GE L LEFEIZEMLEZ Y,
UHX Ty b A XEHWEROKGRBRICEBWNT, ZU AU FoMBEREFERIZRS 1R
BNHIRD BT,
7YR 77 REORBTIRFSS LIZZn Ul Lo bk FERZR L9,
Z v b BHfEREE FVz n vitro?BBR T, Bl ED SURILVET X —IZx LT U A Rixs
U275 Rl LT 15 OfA M 2R L7 10,
18.2.2 41 VR ) UERA D&
NLHEEZ WA XEFIFEA AV 7T FRBRT, 7V A RoFEEIZ X KAHRET
OFFEC AAEHE & | FFFFLBIEE OB A 7R 7= 1012, F/= 7 U A Y RidA 2 U ARk
KK-Ay v~ 7 A~OREMEOLGIC L0, @ibE&RONE A A e &t Lz 19,
A - RG22 in vitro SBRIZI T, BEIREHL IR O TEMEA LSO O BN O F 1T &
DIESMER OB G- 38E STV D 19,
(3) {ERZRIERFA - Frisbs
MMERR L

19



VI. EMBEICET HRE

1.

I R E DHERS

(1) ARLEDGOPRE

RUERR L

(2) BREABRTHERBShOPRE

16.1.1 BEEES

BERRREA T 1 6 Bl U A B Y KN Img ZHREFNCHEIEA#RG LcL D7) A Y FOKY)
BB EH) R T A — 2 BT 1),
(i35 PR T A —H

Trnax Cmax (CF¥J+SD) PR
1.33 I#fH 103.5+29.1ng/mL 1.47 FERE
16.1.2 REERES

A VAV VIERAFBE R RE OGN U A Y F05mg b L<IiZ1mg % 1 B 1[0 7 AT
W G LT & & FIE R O G D 7 ) A ) R OSEYENHE SIS T A — Z 12T
B o 72 16

16.1.32 2 ERFEE (NRRURA) [2HIT5XYEIE

EIN D/ 2 RO PRIA A K OV 2 BBE R E8E IR e REEHT 136 1] U1NR 31 Bl X UV 105
Bil) . IfTE PR 517 s xS, 0.5~6mg/HOHET, —EMEEZ 2 B LS L7AEED
IRf A C REE A S B RBMRAT 21T > 72,

ZORER, 7V AEY ROWEATa 77 A MT 103 =R AV FETUICELS 7 4 v b LT, 3
BEEOMRGMEITo TR, RIEET MBS N D R ER 713720 o7, RHEEME T V% VT
ELTRT A =2 2L FICRT, INER O NEE ORHEENT A —Z IXFEROETH - 72 0, [9.7.1
Z ]

REHE T V2 W THEE L7 EiiE N7 XA —4

CL/F (L/h) Vss/F (L) tiz (h)
2 TR I R 5 v

(“E#4+8SD) (“E#)+SD) (“E#)+SD)
/R (9~16 %) 1.79+0.77 6.84+0.09 3.15+1.38
AN (17 #%LAE) 1.64+0.59 6.830.11 3.30+1.60

CL/F : RoniTo 2 V7T, Vss/F : BT O AF

16.1.4 £YPFHNFF1EHER

BIEEI L OEFRIR SRR T A T4 o O—HEICOWT CERE 184E 11 A 24 A &
FAFE 1124004 )

JUAEY FEE 1lmg INIG) XixZ7 U AEY FéE 3mg INIG) &7~V —/L Img SEXITT <~V —
N 3mg iR 7 B AL — =B LD ZFNENLEE (ZY AEY FE LT Img XiE 3mg) %5
RN IS ZE MR HE R O 5 L TV R BRREZRE L, GO EYERE T A —4

(AUC, Cmax) [ZOWTHEHFITZIT > 2/E%, log (0.8) ~log (1.25) DOHIPANTH VD . Al
DAY FIRIEED MR STz 9,
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(F1)AEY FE 1mg INIG])

HENRT A—H BENT A—H
AUCo-12 Cmax tmax tise
(ng * hr/mL) (ng/mL) (hr) (hr)
7Y AEY FEE 1mg INIG)| 391.34+62.46 103.19+33.12 2.87+£1.77 2.72+10.35
7<= —/ 1mg §E 401.56+68.98 104.40+38.04 2.64+1.60 3.00+0.56
(Mean=S8.D.,n=14)
(ng/mL}
1500 —8— 1) A1) FEE Img [NIG]
-0 T — I Img B
1200 - Mean+5.1)., n=14
i
900
A
*
11 60.0
% 30,0

0 2 4 6 B 10 12 (hr)
) A E) FEE Img [NIG] (188) #85-F oy BE o 312

(F1)AEY FfE 3mg INIG)

HIENT A—H BEINT A —H
AUCo-24 Cmax tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
7Y AEY FEE 3mg INIG)|1408.73+425.16| 241.99+82.43 3.04+1.38 7.231+4.16
7 <1 —/L 3mg &E 1401.67+445.09| 241.70%£89.09 2.92+1.08 7.20+2.58
(Mean=S8.D.,n=18)
(ng/mL}
400.0 - —a— ) ) FEEAme [NIG
-0~ T — b 3mg i
fil {ean = =18
'LF- 300.0 Mean+510, n=18
[mn)
i
1]
4 200.0
1]
% 1000

0.0 1 1 1
0 4 8 12 16 20 24 (hr)

F) AN FEE3mg [NIG] (18E) £ 5o A i o2

MR NS AUC, Cmax 50/ 7 A — & (3, #ERE ORI OERERIEH + IR 55 OBk
R K> TERRDAREMENRH D,
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(J1YAEY FfE 0.5mg TNIG)
7Y AEY REE 0.5mg INIG) 1%, (&R RS8N EBRE O LY ER SRR A K74
v CEAC184FE 11 H 24 AfFF SEAFAIN 1124004 5) | ([CHS&, 77U A VU REE Img [NIG)
AARUERIE & Lo b & RIS L ERERNICRE L sz 9,
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BB L
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LR L

4. R

SAEIN 12 B2 7Y A Y R 1mg %27 7 A4 — N—EICCTHEEE O &5 K OCFIRNE G L7, 240
ZD AUC DN SHEONTZ AL AT XA T E YT 4 —HIEFE 100%TH D . HILED SOOI
BIFTHD EEZ LI,

5. 9
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MEE R L
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16.4.1 KHBER
U AU N, FIZHREEESE CYP2C9 OBEIZLY ., 7 a~F i LB A FAEOKRLZ
20+ 5 18,
(%)

Z v BRI A IO TSR Z e L7I2RER. 7V A8 ) FEEICCYP2CH T 77 I U —
DEGIZE D 7 L VBEATFNVEOKBRILEZZ T, 5l EHNTY A B =V ORERICE > T
HNVRUBRICERI NS Z LAVRB S iz 19,
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AFNT, EITHHGHEESR CYP2CO (IC L s D,
(3) VEEBENROFERVZDES
BRI L
(4) REVMOFEOHREVESEL, FELE
BRI L

7. Bt

BEFERRA L F 6 BlIC 7 U A ) K Img ZFBEANCHEEREOKREG L &, METIIEZT Y AEY
R RO IRPICIIE OB B Sz, ZOREIIL, 7 m~F LILBRO A F VO
IKBRACIR S O VIR BT PGtk 24 W] £ TICHREG-E D 44.9% 03 RISt S iz 19,

SMEILN 3 BN MC-77 ) AU RAHEREO#G U7 % 5% 168 B £ TIZRK G ERIZEN TR
58D 57.5% K% T 35.0% 2 kil S 47z 20,

b5y RH— 5 —(<BT B
AR L
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DR L
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LR L

Z 0t
MAER e L
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2.3 HEIERYYE, FliAik, EERIMEOHLEBH (A AV v O#HATH D, ]

24 TH, EMHEOHBEEOH L EE KL EZTBENAH S, ] [11.1.1 B ]

2.5 I XUFIER L CW A AIREED & 5tk [9.56 S ]

2.6 ARANIORS AT AN T 2 RRFEAN S LdUE OREERE D & % B

(fiah)

2.1 EIEY b— A BERIFIESIE £ I3RS L 5 22 OREICH 5 DI, A A
U RS HE S TR DB RIF AN ED & S TW5D, £72. A v A U ARGEREE R (1 AlpE
PRIG . FERBEIRIA, 7Y > bABRUBEIRIGSE) 1T B AN S A AV UNEE A EQIMES R
72, BRIICIER LTA v A Y UonibaedEd 2 SUAID X 5 2R DB RFBANIES L 5 2 b
Tn5,

2.2 EEZIFEEDOLAICIZ. W7V a—Frnfke A4 2 CORETRROOLNLDT, 20
Lo BETIX, SUANC LA EMpEZE =3 B2nndH 5, SUANTIKE DI CRE S, EiC
BEOHRtt SN2 0T, EERNFEZITBHREREENH 588 CIIEYBRBICEENTT—ELE
BRSNS DG AL RICHERRIWERRBELOMGRIEDR 5, AT L 72 AR ATETIC &
L0, BEENEATZ O (BUN4O LI L, 7 L7 F = 3.0 L) Tix, SU ARG IT#EY T4
WEE, ARV AREERITORE LI TN D,

2.3 BEIRIEEE ORI, B2 I EdITE b L2 P e — VR ) T s nbitTn
D DT, BEIEEYIE TITA v R U UFRIEDHERIHEIG Ch Y | ROFERWAIZ & 5T 5 2 L Iidfak
Thd, £7o. FINKIMEFEDOA ML RICLY | RIBHENO=EX 7 U UaWwnfgme, 77U =
— B LOIEM O MMEESIL, A 2 A D W IH s, RO TR T S OFIIKIC
L VT EAFTED D ACTH OWnAE L, BIBRERNVE S DOGWNENT 5, a/LFY—u
IXEA. TR DD OFERTAEZRE L CEbE 2 2 HICER T2 0T, FIRi%CEE R
SMED B HFERIFERFE L, b= ba— A n3EHEECTHY . KO MERE TRl ORGI3ERTH 5,
—ITIE, A RV ARRICEI D R 20BN FRAITH D,

3. DEEXBIHRICEET HEE L ZTDER
BIE STV

24



6

. BERUVARICEEY 5B LT DOEB

BIE STV

. BEEGEFNIE L ZOEH

SEELEXMIE
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35z &, [1., 9.1.1, 11.1.1 &/#]

8.2 G THLBITIL. DEIVBAL, b, RIELEMRITHRE L, BEROMREHEI D, 2R
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BENWRH D,
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EFN 4 T BRAEAR - H5 18 51 ey - fabRik -+
F R Al EMBEER (A - W&, K, | 2 U o] REETo
M) ZapVAFT YR MRDOT7TE R RE)DEZDZ|AM VR VEZHOK FICLD
7ukI R & ERDH D, MBERE TR S S D,
v U5 IR A% B & O B OARRE % + 27 (P R B
BEL 2P &L L, MAFED =2 > b — L A8 L
EORENRD D,
AV=T TR PEERB OREIC XL 5 M fE k-
F- KOV BE JL 65 12 L 0 g RS
TERAEE S5,
Vo77revys FEAEHERE (CYP %) kD
MBS TR S D,
=aF U g <o 7 K obEo RIS
£ 0 MpERE TER ARG S LD,
Tz ) FTVURIEA A LAY IEREDH B D O
rarrawdy 7 RUF Y EREC KD g
TINT = FTr & TYEREE S5,
Zrx=h A AN OFWHEFEIC LY M
BERE TE NG S b,
T L) CEEERE B A
T LY UFRBER G LY |t
PERENEAL LI WO MENH
Do
8. ElfEHA
1M.5I{ER
ROBERMR o HbID 2 ERHDHDT, BEEL 71TV, BENRBD bNEEICITREEL T
BT 570 IR EEITH Z L,

(1) BEXGEHER & DRER

1.1 EXGEMER

11.1.1 EMmEE (4.08%)

R CRIHER « B, SEOZEE, BITE) Beobbhbd Il bbb, b, ha T
T HRMBETIX, FfhiEE, EREEENETHIHBANHLOTHEERTHZ L,

Flo. RFIOE G L 0 ARMAEER (B, & OEER, 3T, Bk, iRk, 5. MR,
Rz, BUEE, PGB, BT, BT, EREE, KE%) RO ONGE IR
GURMAERT 27 CMURLELZITH) 2L, 2L, a-ZvavZ—ERESEOPFHIZED
IR RN FBD LG E/ITIE T RUuEEZ G52 &,

F7o, IRMPE IS H %, BRI STEARRE L2 L o258 CHOBHAMITER T2 &
Nihs, [1., 2.2, 2.4, 81, 83, 9.1.1, 9.2.1, 9.2.2, 9.3.1, 9.3.2, 9.7.1, 9.8, 13.1 BH]
11.1.2 RMmEkELD . WERARAE. BOEMm, m/pMRED (Wb EER)

11.1.3 FF#BEREE. J|E (Wb HEARR)

AST, ALT. Al'P @ EH%5Z1E 5 IFRERE ., FERS LN Z &R D,

11.1.4 BEFRREEM (BHEAH)

&I

il
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(2) Z0inEI{ER

10.

1.

12,

11.2 FOHDOEIERA

0.1~5% A A
1k FmERIEA . &
JiFlik AST L5, ALT k5., Al-P k&, LDH
5. v-GTP L&
¥ ik BUN L5
M1k WEA, WRM:, (CoERER. R, MEERRA | (R, e
Ji&
W UE HIB, £ 9 PR SRR BE
R ARRR R HEND BV
Z DAt MmiEH Y v A EH-F ) U AMETEORRT RS, CK EH., #E, B, B
AR S E. WMERREE
. BERRERBRICRIZTEE
BOE STV
BERE
13.6ERE
13.1 fER
KIENEZ D2 RN H D, [11.1.1 BH]
13.2 g

13.21 RENARELGEBS

7 RoBE (5~15g) XL 10~30g OWHEDASTZRINDO B WY 2— A F v T 47 2 EERE
w5,

13.2.2 BERESVAHLEE

7 RO (50%20mL) A FHEL, SIS LT 5% R B ARIC L 0 M EOMER 21X 5,
13.2.3 ZDfth

M ERERLEELTOI AT TS L,

HALOZXE

14EBRELEDERE
141 ERIZHBOIE

PTP 2L DFEANT PTP o — b2l L CTIRIT 2 X H#5E T 5 2 &, PTP v — FOFAREKIC K
D BEOSLAES R L, IS LR B 2 L CHERRIA R Z O mE R G IHEZE IR T2
ZEnH D,

ZOHDFE

(1) BREREAICE D ER

15.1 EREREEAICE D < /¥R

1544 AF=Ay LT REH (P74 K 1R 15g) &R Lz ha, R
MMOLE & e U Tl - I REFIC L D CENFGEICE P ST EDRERH D,

151.2 1 2 AU ¥ TR O MBERE FRIOBGHICT v 4T v v VBRI ER #5352 &
WL, ARmMBERE Z DT W EDRENRD D,
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(2) FEEREKRHARICE IS HR

15.2 JEERERERAERICE D B
A X &R ERERBR B T LU A E RO 320mg/kg % 5B OMERES 1 F1C ANREZ B 72,
U OKREIEE W in vitroi R E T o b E WG TIL. AR ZRIE S 5 EHSO%R
JEHETRIE ] O FTREMEILFRD B> 72,
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X. JERREREARICEAY H2HE

1. FEEHER
(1) ZENZEEFHER
(TVL. 3EZhIEPCRET HHE ) OHSR)
(2) ReHFREHER
MEE L
(3) Z0thDEEHE
FMEE e L

2. BMHER

(1) BEEEE5SEEHAR
FMEE e L

(2) REBE5SHEHR
AR L

(3) BiBHEHER
AR L

(4) BARMERER
MR L

(5) &RERESHRR
AR L

(6) BFRIERERER
AR L

(7) ZohoEHESH
MR L
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X, BEMERICEYTSRE

1. BAHX5
7Y AU F§E 0.5mg [NIG )
MR | 79 XEY K 1mg TNIG) L |
) ) HEE-EMEONTTEIZL - L
7Y 2V FbE 3mg [NIG] ) i P& Fifi 45 D AL 5 2 R zE b )
Hihpksy | 7V AU R b S
2. BHHMN
34F
3. AEREBTOE
SEIRRAT
4. BHRWLEDEER
FRE Z ATV
5. BERITEH

BEWERLTA R H
<FvoLky : f

FOMoBEEFEM A ((XI. 2. FOMOBLEEE ] OIESMH)

6. R—H% - A%E

[f—pksy © 7~ Y —/L 0.5mg §E,

7. ERR4EERR
EN;

7= VY—/v1mg#E, 7~ U —/L 3mg #E

8. HEGRTRAREARRUVREES. XEELRBFEAD. RFEMBKEAR
(1) AE) Ffg 0.5mg INIG])

B RR 70 KR . SRAG J HE U AR 7eBR A
& IeE JRF7E4 HKGRE S
" E£HA 7 AR 1A
e | 77U AU Rig 2012 4 2012 4 2012 4F
22400AMX00330000
BAts | 0.5mg [TYK] 2H 15 H 6 H22H 6 A 22H
\‘] o] \~‘/
e 77U AT g , ] 2023 4 2023 4F
0.5mg NIG] 8 H30H 8 H30H
(J1) AEVY FfE 1mg TNIG))
S AR FE AR . A, I A IR 7¢BAtA
[0 158 AGRE S
" e A wE A 1A
Bg5E | 77U AU KEE 2010 4 2010 4 2010 4E
o 22200AMX00524000
BAtE | 1mg [BLFnT X 7H 150 11 A4 19 H 11 4 19 H
- ) g
Al 77U AT g ) , 2012 2012 4F
1mg TYK] 4H2H 4H2H
v] O] \\”rk
A U AEY N ) ) 2023 4 2023 4E
1mg NIG] 8 H30H 8 H30H
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(F1)AEY FfE 3mg INIG])

RS AR 78 KGR . SRAG e HE U AR e BR A
Jig IR IR F7E4 HKGRE S
' " FEAH ” FEAH AR
e | 770 A REE 2010 4 99900 AMX00525000 2010 4 2010 4F
BAtE | 3mg [BLFIT /X 7H 15 H 11 H19H 11 H 19 H
v] O] \\”rk
Al U AEY N ) ) 2012 4 2012 4E
3mg [TYK] 44 2H 4H2H
77U AT g 2023 4 2023 4F
TR I I
3mg [NIG] 8H30H 8 H30H

9. MERIHREM, RERVAREEENFOFEABRVEDOAR

<ZhHE

WIEhE, HIER OVHEBIN >

BIEAH 201142 H 17 H
BR5e4 : 77U A Y REE 1lmg [BF0T ), 77U AU FEE 3mg [BF1T /N
N

Gl

IH

2 FUPEPRIS (7272 L. BFHE - EHREEDOH
THRNEBNE LRV AICRD,)

A AV CHEERERIPE R (7272 L REF

% EENRIEO R T RS D e W
AR S,)

W, VAU FELTLHO5~Img XY
BAtE L. 1 H 1~2 BIEIE 1384, gLk
FEZICRO®T ST 5, MEFFRITETE 1A 1~
4mg T, LEIIG U CHEHENT 5, 2B, 1

WE, A7) AR FELT 1 H Img
KVBAL, 1 B 1~2 B E£21384 . &R
FIIRBICEROEGT 5, MEFFRITET 1 A
1~4mg T, LEIZG U CHEEHEHT 5, 725,

HMAECKRE R BE T ITY

Hicm& 58l 6mg FTET5,

1 Higm#&E5 8l 6mg FTET 5,

(_: R &R

10. BEEHER. BAERARERARUVZTONE
LR
1. BEEHM
A L
12. BERMBFIRICREET 51HHK
ARENL, BRI T 2HIRIZED STV 70,
13. &£#Ea—F
A B AN EEYE | ERER L= — R - L7 hERAE
72 HOT (9 # !
Wk IR PE S = — R (YJ =— F) OHD) &S| o A
. ) g
7Y AE) P 3961008F3015 3961008F3350 121593904 622159303
0.5mg NIG]
R RN
7Y AL P 3961008F1012 3961008F1390 120209006 622020905
1mg NIG]
\‘] o ] v‘,r‘-»
7IAEY FE 3961008F2019 3961008F2396 120210606 622021005
3mg INIG]
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14. REHRTLOIE
RANTZIERN EOBRBEIRNLTH 5,
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. XHR

. IR

1) FENERL : EMRER

2) FENEE - R (lmg. 3mg)

3)  AENEERL AR SR

4) E-HPFESE  fih o BERREESE. 1997 5 13 (17) : 4457-78

) RTERE fth o ERREESK 1997 5 13 (17) : 4479-511

) EEHEE (7~ U —/8E; 201046 5 18 H)

7)) HEGHEREEABR (7~ U —)LEE 0 1999 4F 9 H 22 AR, WFEEEMEER.T.)

) WEDCAF i BREIRESE. 1993 59 (3) : 535-48

) Geisen K : Arzneim-Forsch/Drug Res. 1988 ; 38 : 1120-30

10) 7 v b BHIMIEZ W= SUAIL & 7 & —~DfE&Efr: (7~ VU —/LEE ; 1999 4£ 9 H 22 AKX
W, HEEEEME AT .2, (1) 3))

11) AREEG  flL : BERIH. 1995 ; 38 (6) : 447-53

12) APRHEEBGT il HEIRIE. 1992 ; 35 Suppl.1 : 204

13) Miiller G, et al. : Diabetes Res Clin Pract. 1995 ; 28 Suppl : S115-37 (PMID : 8529504)

14) Miiller G, et al. : Diabetes. 1993 ; 42 : 1852-67 (PMID : 8243832)
15) WlEear  fth : ERRIEH. 1993 59 (3) : 503-22
16) JkiET M BRREESK. 1993 59 (4) @ 795-807
17) Badian M, et al. : Drug Metabol Drug Interact. 1994 ; 11 : 331-9 (PMID : 12369756)
18) Niemi M, et al. : Clin Pharmacol Ther. 2002 ; 72 : 326-32 (PMID : 12235454)
19) Yamazaki H, et al. : Arzneim-Forsch/Drug Res. 1993 ; 43 : 1317-21
20) Eckert H G, et al. : JEfE L FEFR. 1993 ; 27 (5) : 1493-524
. TOHOSEXH
EEER L
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XI. &84

1. ELESHETORFTRE
AT 2EEUIR, HEMOCHBIZUTO LB THY | SETORBIRDL L 138D,

TNEE L% FHIE R OV &
2 BRI (7272 L, BRFFE - EE#EEOATH | B@F., 7V AU K& LTIHO0.5~1mgdk v BHLA
IR NGE S NRWERICIRS,) L. 1H1~2[5 F 721354 . BATE ZITREZITR

A&L5T 5, MERFEITEF1IA1~4mg T, HEIZ
JS U CHE T 5, 708, 1HRE RS %iX6mg

FTLT 5,
<DailyMed (USA), 2024 4 2 H 5 >
4 K
24 Micro Labs Limited
e GLIMEPIRIDE- glimepiride tablet
K - Hiks | Tablet, 1mg/2mg/3mg/4mg/6mg/8mg
INDICATIONS AND USAGE

Glimepiride tablets are indicated as an adjunct to diet and exercise to improve glycemic control in

adults with type 2 diabetes mellitus.
Limitations of Use

Glimepiride tablets should not be used for the treatment of type 1 diabetes mellitus or diabetic

ketoacidosis, as it would not be effective in these settings.

DOSAGE AND ADMINISTRATION
2.1 Recommended Dosing
Glimepiride tablets should be administered with breakfast or the first main meal of the day.

The recommended starting dose of glimepiride tablets 1s 1 mg or 2 mg once daily. Patients at
increased risk for hypoglycemia (e.g., the elderly or patients with renal impairment) should be

started on 1 mg once daily.

After reaching a daily dose of 2 mg, further dose increases can be made in increments of 1 mg or 2
mg based upon the patient’s glycemic response. Uptitration should not occur more frequently than
every 1 to 2 weeks. A conservative titration scheme is recommended for patients at increased risk

for hypoglycemia.
The maximum recommended dose is 8 mg once daily.

Patients being transferred to glimepiride tablets from longer half-life sulfonylureas (e.g.,
chlorpropamide) may have overlapping drug effect for 1 to 2 weeks and should be appropriately
monitored for hypoglycemia.

When colesevelam is coadministered with glimepiride, maximum plasma concentration and total
exposure to glimepiride is reduced. Therefore, glimepiride tablets should be administered at least 4

hours prior to colesevelam.
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2. BUCEBITLBEKRZERR
WEIRICEE T HBIMER (A—RX SV T7HE)
AR T 2N LOTEBEOHDER E A —A T VT 3L I3RS,

( VIl 6. FFEDHFEZATLEEIEATLER] OEEM)

Drug Name Category
F—A N7 VT D5 glimepiride C
(2021 4F 4 A #5R)
2E  PEOME

F—A ~Z U7 D458 (An Australian categorization of risk of drug use in pregnancy)
Category C :

Drugs which, owing to their pharmacological effects, have caused or may be suspected of
causing, harmful effects on the human fetus or neonate without causing malformations.

These effects may be reversible. Accompanying texts should be consulted for further details.
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XI. {F&E

1. BA - IREZIRICER L TERKRHIEZEITS IS

H=>THEEER

AEOHERICEHT 5

RIAIFARE &2 32 1 Tuan
R ITEENHELL TORVHARLEENTEY . HETH
EHEFELLTHRRLTND,
EREFE D RREN 2 RET 2 L TOZEERTH Y MLHFEOHEZRTH DO TIER,

=N
noE

(BT DI E £ D,

R STV DR GIE TR O N TRR

(1) i
VR ORESHER

J1YAEY FE0.5mg NIG]

Byt D2 EME R 40°C, 30°C + T5%RH KX 120 5 Lx-hr OR(ESIETHET LIRS, RITa &

ORTHY | MEROEGEITHEENTH -7,
FRIRVER 15« RBRELE| 2 ALek Tk L7z,
SRERFEHEHIR : 2012/1/5~2012/2/2
@i  40°C [ - KBRS
X ERIE H 2w k TRAF I
<JRHE> H BH G 18 238 3 48
PEIR n=1 1001 | AEOBE | ABOHEK | AROKE | ABOHEK | AROBKE
BB (HPLC) n=1) 00 | a o o o o
<H1>
o= N 00 K9 1 —
S (%) 2n=1 1001 97.1 98.2 98.2 97.3 97.2
<93.0~107.0% >

X1: 7 VAT RANVKRCT I K 2.6%LL T, ZRUSNOE %~ OREFEIE : 0.3%LL T, ALK T IR

RLISN O E &
K2 KRBT L5/

(%)

@K 30°C - T5%RH [HEY: - BHAk]

it 1.0%LLT., MREBWE - 3.0%LL T

RBATH - P
<JiHg > ety B A 13 2 3 3 3 438
PR n=1 1001 | BEoBE | Beonk | Beonpk | naobk | BeonEk
ot Bl HPLC =1 . . . . .
# %ﬁ<(>:<1> )l o1 | e o o o o
8 (%) *2n=1
1001 97.1 98.3 98.1 96.5 96.9
<93.0~107.0% >

X1: 7 VAT RANVKRCT I RE: 2.6%LL T, ZRUANOE %~ OREFEIE : 0.3%LL T, ALK T IR
LA OIEFEWEAF  L.O%LA T, WEEYE : 3.0%LL F

X2 RFRICHT 2 EHE (%)
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@ 25C - 60%RH BRS¢ 120 /7 Lx-hr [2000Lx * K& A% ]

BRTE H =N bR B
<HiHE > BT BHAGHEE 30 /5 Lx-hr | 60 5 Lx-hr | 90 /5 Lx-hr |120 /5 Lx-hr
Pk n=1 1001 | HEOME | BROKBE | AEOBE | AAOHE | BEAOHE
HiEERE (HPLC =1 . . . . .
F %ﬁ<(>:<1> P oo | e o e e o
8 (%) *2n=1
1001 97.1 98.1 97.9 97.6 97.3

<93.0~107.0% >

X1: Z U AU RRNLKRST I RIK: 26%LL T, AR UNOE A~ OREBWE : 0.3%LL T, ALFr T IR
WL OEGIESH : 1L.0O%LA T, BIEHEWE : 3.0%LL T
W2 FTREICHTIEREE (%)

1) AE FfE 1mg TNIG]
W O EM A 40°C, 30°C - T5%RH KX 120 /7 Lx-hr OIRES THFT L -/ 5. MRS
BOMRTHY , MELOESEITRENTH -,

TRISVERR T« SBREG 2 2Lek TR L 72,

@i 40C LEDL - [EA ]

SABRTE . e
< s> &5 | pmn | LEmE | Mz | 3@mE | 4mmE
Ptk 1 e ok T e R | ST ok [T 5 ok | AT e
ot Bl HPLC . . . N N
F f’;(w ) . e e o e e
P=NR % %9
R ) 1 98.0 98.0 97.7 98.1 97.5
<95.0~105.0% >

1 : RRT #9 0.28 OFEHME - 2%LL T RRT £ 0.28 LIS O« OFERZME - 0.1%LL T RRT £ 0.28 L1
ADORIFRGIE : 0.4%LL T ERWE : 25%LL F
2 FRRITETHEAE (%)

@K 30°C - T5%RH [HEY: - BH Ak

BRI H =S Eel|
< Hifs > F BH At g 1384 2 W 1% 3 % 4 F
PEIR 1 [WALEO R | WAL DR | WAL DR | AL D K AL DB R
fiERER (HPLC) . . . . .
- 1 1 TRy TRy SRy TRy SRy
G (%) *2
1 98.0 98.5 98.7 98.8 99.0
<95.0~105.0% >

%1 : RRT /9 0.28 ORERWEL : 2%LL ' RRT 9 0.28 LIS O« OFEFWE : 0.1%LL T RRT #9 0.28 LA
SOFBRE : 0.4%LL T ERWE @ 2.5%LL T
K2 FRBICHT B EAE (%)
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@ 25C - 60%RH BRS¢ 120 /7 Lx-hr [2000Lx * K& A% ]

ZXERTE F =N bR B
<HHE > & BH 4G IRE 30 /5 Lx-hr | 60 5 Lx-hr | 90 /5 Lx-hr |120 /5 Lx-hr
PR 1 S ARERDY A5 IR S ARZADY a5 AR /S ARRIDY 5 AR S ARZADY a5 AR S ARENIPY /15
iR (HPLC) . . . . .
- < X1> 1 A WA ke WA ke
G (%) *2
1 98.0 97.7 97.4 98.1 98.2

<95.0~105.0% >

%1 : RRT #9 0.28 OHEZMWE - 2%LL T RRT #J 0.28 LISk O # DIEHFWE - 0.1%LL F  RRT ) 0.28 LA
SAOIEFIE - 0.4%LL T WEEEDE : 2.5%LL T

#2 FREICKTHEHE (%)

1) AE FfE 3mg TNIG]
By D2 ENE R 40°C, 30°C + T5%RH & TN 120 5 Lx-hr OR(ESIECTHRET L= fb 8. MR
FHEOBRTH Y, MEROEGEITHRENTH -2,

TRISVERR T « ARG 2 ek TR L 72,

@i 40C LEDL - [EA ]

IR Bk RAFIT
< I > ety BR Ah R 1314 2 i 3 4 38
o | eEpe | mEne | maee | pARe | #eee
ok | obk | omk | omk | obk
ﬂgﬁiﬁf“” 1 o e o o o
SR (%)
1 99.9 100.1 99..7 99.3 99.1

<95.0~105.0%>

%1 : RRT /9 0.28 OREHWE : 1%L T RRT £ 0.28 LIS O« OFEFME : 0.1%LL T RRT #9 0.28 LA
ShORITFIE : 0.4%LL T IHRWE : 2%LL T

K2 R RISHT2EAE (%)

@K 30°C - T5%RH [HEY: - B Ak

e ook AT
<t > A yen 1 5 3 I
o | mERe | mEee | mERe | mERe | @eee
ok | ok | ok | onk | owk
ﬂgﬁiﬁf”” 1 o o T T o
(%) *2
1 99.9 102.5 102.0 99.9 100.1

<95.0~105.0% >

%1 : RRT ) 0.28 DEZEWE : 1%L T RRT K 0.28 LIS Dl # DIEBEE : 0.1%LL T RRT # 0.28 LA
SOWIEZWE - 0.4%LL T HIEBGWE : 2%LL T
W2 FREICHTIEREER (%)
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@ 25C - 60%RH BRS¢ 120 /7 Lx-hr [2000Lx * K& A% ]

RERIE H =IO TR &

< Hik% > iEaEy BR hA 30 77 Lx-hr | 60 5 Lx-hr | 90 /7 Lx-hr {120 /5 Lx-hr

oS ) =k (e y=Ee) (=R =R =R
DR DR DR DA DA

e HPLC . . . N .
¥ f;;> ) . o e o o o

EE (%) 2
1 99.9 100.1 100.1 99.2 99.4
<95.0~105.0% >

%1 : RRT ) 0.28 DEZEWE : 1%L T RRT K 0.28 LISl # D¥EBEWE - 0.1%LL T RRT ) 0.28 LA
SOWIEZWE - 0.4%LL T HIEBGWE : 2%LL T
W2 FREICHTIERER (%)

(2) HE - BAMRUREREF 1 —JHEBMEHER
J1YAEY FE0.5mg NIG]
1) BERAE
[ R v AR
TAARY—DER M AEREERY , MK 1 EEZT 4 AN —HNIZANRTER 2R L, K
55°COIRE; 20mL W\ \EioTz, T 4 AXUH—ICEEZ LT 5 mlE%R, 74 AP —%2FT
15 THAE AR L, ABURE ORI A BLEE LT, RO RAENRD G WIEEIEL. B 5 /M kiE %,
[FERDEAE ATV, FAEIRE ORI A BIEE LT,
FREOEIE TR 72 BRI RO LR WG EIL, BIE 1 EZ e L, B TR < i
THIIRZMEE L, REEOBRIEEZITV, RBRE RN EZBZ L,
(33t 1k e
B DO NS T2T 4 AN — 2 RETF 2 — 71Tk L, K 2~3mL/BOMEE CHEALL, Fa—7
RN AN HK) 3 7D 2 2K L, HEANEZ ZOK 80cm o | SIZEE Lz, BB aEAN
BICHBEDOFEKEEAL TCT a— T NERES L& F 2 —TNIEFDBEES bzt stk ic
RIEZ L & L7,

HABRENM A - 2012/5/28
oy hEE 0 WBO01

2) HEBRER
B B SR
70 A NEE )
T B B - R LT SFr.F = —7 % @i L7,
0.5mg NIG]

AT, THIRE RERG A7y 7 (K CiE9)) T THEBLE L,
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J1)AEY FfE 1mg TNIG]

1) ABRAE

[ I A ]

TAARP—DOER NERERY, BRIE1HET 4 AP —RNIZANRTERA M ZRL,
55COIRY; 20mL #W > 72, T 4 AU P —IlH % LT 5 SlE%, 74 AP —%2FT
15 fEERER L, BB ORI A BLEL LT, e DR D WAL, T 5 i@,
[FIREDERIEZAT V. HAEERRB ORI 2 BIEE LT,

FREOEBIE T L REIRERD SN ARWEAIE, MK 1 EEZ5E L, Eo bR <
THREZBIEL, FEROBREEZITV., RHEBREORNZBE LT,

BERIElE

BIBIEDO NS T2T 4 AN —5RET 2 — 718 L, K 2~3mL/BOEE CHEA L, Fa—7
IR ASG N B 8 70D 2 KA L, EANGZ E O 30em L@ SIZEE Lz, Bk 2 iEA
BITHEBEDFKEFAL TTF 2a—TNEES L&, F2a—TNITERFDHRR O b udmiE i
ML & LT,

2) HEBRER
R A B MEAR
ST Rk \
T B i e - LT SFr.F = — 7 % i L7,
1mg NIG]

ARRBRIE, THIRE BERG N K7y 7 (BB o)) ICHECTHEMmL E L,

J1)AEY FfE 3mg INIG]

1) ABRAE

[ R A

TAARY—DER NCERERY, BRI 1EET 4 AP —RNIZANRTERA M ZRL,
55COIRY; 20mL W\ o7z, T4 AU P —IlH A& LT 5 plE%, 74 AP —%2FT
15 fEE MR L, BB ORI A BIEL LT, e RS D WAL, T 5 M@,
[FIREDERIEZAT V. HAEERRB ORI 2 BIEE LT,

FREOEBIE T L REIRELRD SN ARWEAIE, MK 1 EEZ5E L, Ea bR <
THREZBIEL, FEROBREEZITV., REREORNZBE LT,

BERIElE

BIBIEDO NS T2T 4 AN —5RET 2 — 718 L, K 2~3mL/BOEE CHEA L, Fa—7
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