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HRSRSRR SRR BERLE LT, 72X Y 7 = F VU EBERE 30mg [ h—7 ) | 7=
VT x2SV UERESE 60mg [ h—T ] | T =%V 7 =SV UHEERE OD $E30mg [N —T ] &
W7 =% Y7 =)V N OD 5 60mg [ b—17 ) OB &2 Am L, KA 0331015 5-(F
AR 1748 H 31 ANCHES & | BUK K ORER LA 38, IEEER, AW 50 R Sk kR 2 FE
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$€¢ 60mg [ h—" ) 1E, T L AX—MEER, EHRZ, REREGDS - KER. BIET O FEE,
7 ME—MERERICHED E IR LT, @H, AT 7 =% Y 7= U E LT 1
[ 60mg % 1 B 2 [\IfR 0 #5, @HE. 7 E 12 R o/NICIE 7 =% Y 7 =V R
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L. aMgFiﬁ&%fék“ﬂ@%%@bf%ﬁ%ﬁﬁo
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0. AMICEET HIEH

1. R % 4

(1) #0 4
TxX YT oV ERRERE 30mg [ F—17 )
T 2X YT VU 60mg [ R —1T
7 XY T xF VRN OD $E 30mg [ h—17 )
72 ¥V 7 =2 F YV UEREE OD 52 60mg [ h—7 |

2 * 4%
FEXOFENADINE HYDROCHLORIDE TABLETS 30mg “TOWA”
FEXOFENADINE HYDROCHLORIDE TABLETS 60mg “TOWA”
FEXOFENADINE HYDROCHLORIDE OD TABLETS 30mg “TOWA”
FEXOFENADINE HYDROCHLORIDE OD TABLETS 60mg “TOWA”

() £MOHEK
— 4 A E R+ T h—T
[ TEBABREERGLOAGBHRFEICH T2 > COWTEL DMAICHET 2EEFHEHICOWT) (OF
B 1749 H 22 B SEASRARH 0922001 SIS

2. — & 4
(1) #0 % (Andi%)
T XV T xR (JAN)

(2) * & @RE)
Fexofenadine Hydrochloride (JAN)

3) XFL
Ry

3. BEAXIETHER

OH

H OH
N \

CO:H
« HCI
H:C CHs
KOS R




. AFRRUNFE

4342 1 Cs2HsoNO4 « HCI
75 : 538.12

. EZ 4 (f8iE)
2-(4-{(1 R9-1-Hydroxy-4-[4-(hydroxydiphenylmethyDpiperidin-1-yllbutyliphenyl)-2-
methylpropanoic acid monohydrochloride IUPAC)

. BR4&. 4. BS. E5&5
(£)-4-[1-Hydroxy-4-[4-(Hydroxydiphenylmethyl)-1-piperidinyl]butyl]-
a , a -dimethylbenzeneacetic acid hydrochloride

terfenadine carboxylate hydrochloride

CAS%|i%ES
138452-21-8




M. ARETICEYT HEEB

1. YEFEHEE
(1) 8 - K
HEDOREIEDM R TH D, MdhEIE1RD bib,

)&/ f& %

wo lg ZVRNT DICE T 5 IR & Rk
AH ) =)L ImL AR | B TE T RF 0
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@ ® E
AR L
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AR L

(6) BEEAREH
AR L

(6) HEMRH
AR L
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V. ®KI|ZBHd 51EH

1. #l i
(1) FRORXEAI, 548K TR
1l 11 47 Txx VT YR T XV T oYU ERE R
o 30mgl F—7| 60mgl F—7 |
HIE D XA T AN a—T 4 TR
Pk TV N ED ITVENENEDERRAY O
T4 b a—T 4 T EE T AN T—TF ¢ T EBE
Al . Tw343 Tw344
S O
#*= = K] 7 H i)
ASI ‘ . = /Tw\
o =
FER(mm) 6.0 8.1
JZ & (mm) 3.1 3.7
‘B &E(mg) 94 186
71 4, T XV T U T xX VT T EERE
HH OD #E 30mgl F—1 | OD $ 60mgl F— 17|
HITE D XA 1 28 PN AR B
I o - FEOERRAD D
PN ® TrXYV T2 F T e 60\‘
OD60 h—U
= 1R = = 1R T
=) =) W \\hs_(\)j\
P (mm) 8.5 11.0
J& & (mm) 4.0 4.9
'Ef#(mg) 235 470
(2) #FIDOME
T2X T2V | 72X T72FV | TJ=2X I T72FDy | T T T
4 i SE 30mg iR SE 60mg WA OD §E 30mg | HEREAHE OD 4E 60mg
[h—D) (=D (=D (=1
sk i 112N(11.4kg #) | 146N(14.9kg #) | 103N(10.5kg #) | 130N(13.3kg &)
FEHE FE —0.05% 0.05%




@) #Ala—F
Zx¥xY I F T UERIESR 30mg/60mg [ k—"7 ]
V. 1. WATEOKRI, S OMEIR DIE % 2 1
22X 7 xF T IEEE 0D £ 30mg/60mg [ k—"7 ]
A RSAN

(4) pH, RBELL. HE. LE. BREOERUREL oHEHF
M L7gW

2. HEIDOHERK

(1) B#ES CEERD) DEE
Jx¥V I OUEEIESRE 0mg T h—"7
18 BF 7=x%Y 77 VUM 30mg 2 & A7 5,
Jx¥V Iz OUERIESRE 60mg T F—
18 BE 7=x%Y 77 VUM 60mg 25 H7 5,
72XV 7T AEERIE D FE30mg [ ~—"7
18 BE 7=x%Y 77 VUMl 30mg 2 & A7 5,
TJIxV IS ORI 0D £ 60mg [ ~—" )
18 BE 7=x%Y 77 VUM 60mg 25 H7 5,

@ & m 9
2%V 7+ UIEEEESE 30mg/60mg T ~—" |

i H B 0 s n W
A HLMEAKRF, TN T 7 —eT T Ridkrm—2
AR JaAH A —A Na
eyl E Rads 7o lviln—=%
IR AT TV Ul Mg
T A 57’1:: An—A, b Rexy ot rklo—2x, ZLr, BlFH
& =T gk, = TR egk




2x¥ V74D UiEEIE 0D & 30mg/60mg T b—" )

ff H H B N n 7
HETE A D-~v = h—/b, BEMKT A
it Al t Refxy 7o itilo—=%
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Q) £Dith
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4. HEOEEEHTIC
(1) IOEEAER

BIFHREN

S

72XV Iz FOUIERIEFE Mg [k—2 1V

AP RE - PTP 2

4

UG &b 7L I At - sl
RERSAE - 40°C, T5%RH., 3 = F(n=3)

RERTE H B A RE 6 & H
P
Rk A Gk
SUHN 5 — P A Gk
B R (%) 95.9~101.9 85.6~99.3
&8 (%) 98.4~101.1 97.2~101.2
JxXxV IS OUBRIER 60mg T F—7 1 2
EIETZRE - PTP A0 L7~ 4,
ABR S £ 40°C, 7T5%RH, 3 7 v h(n=3)
RERIE H B A g 6 % H
PR RAY AV AN
PEAR FIHRAD O /2
T AN T—T 4 TEE
fife g ek ke [FlAE
U e Bk
(%) 95.2~100.0 84.2~97.9
& (%) 97.3~100.1 97.7~100.4
TEETERE - ARV = F L R AL B
ARBRSAE - 40°C, 7T5%RH, 3 7 v h(n=3)
FRERIE H B A iRE 6 % A
TN NTENED
PELR FIHRAD D Gik=
T4V a—TF ¢ T EE
fife 8 ek HE [Fl A
RIF ) — 1 A Gik=
%) 95.2~100.0 89.3~99.5
& &%) 97.3~100.1 97.4~101.1




71#‘J7Iﬂ'°)>1ﬁﬁﬁiﬁ OD £ 30mg [ b—"1 ¥

HIEHE  PTP @2 L. B0 AbE 7 /L I fEesE Lz
%ﬁ%ﬁ*ﬁﬁ : 40C, 75%RH, 3 1 h(n=3)
ABRIE H B hh I 6 & A
E27N H D M FEN B BE Al /2
fifer R kiR i E [\l 2
S A — A Gk
A SRR (D) 15~20 13~20
5 #R(%) 90.1~103.0 90.3~100.8
& 5(%) 99.6~102.1 100.4~103.3
7 I#‘/? T+ UIEEAIE 0D &% 60mg [ I~—'7J 9
PEIRE - PTP w2k LGV Abd 7 0 I fEads Lz
%&%ﬁﬂﬁ# : 40°C, 75%RH, 3 7 v h(n=3)
BRI H B AR 6 14 H
I
e | Ot |
T B A Gk
LI P — A Gk
AR (D) 17~21 14~19
Vs (%) 92.4~103.2 90.9~99.4
& 8(%) 100.0~101.4 99.0~102.1
TIETEZRE - AR =F L I AL TS5,
ARERSME - 40C, 75%RH, 3 1 v H(n=3)
ARERTEH B A IR 6 14 A
. DENH, )
AR A Gk
B2 — 1 A Gk
FA SRR (FD) 17~21 16~20
B EE(%) 92.4~103.2 91.5~100.3
& (%) 100.0~101.4 100.5~101.3

0 SE)

i

SERL 2 PN 72

AR (40°C, FAXHZE 75%. 6 @ A)DFER, 7%V 7=V U
Feti OD 2 30mg [ h—D ) KO\T7 =%V 7 =F VU HEENE OD $2 60mg [ b—7 ) (3@HE O
TIZBWTENZEN 3 FMELETH D Z &R STz,

10




(2) RERFHER

JxxYy Iz

1B EEIEEE 30mg [ }~—'7J 5)

TEERE - PTP @3E LG Y St 7 L 2 faadt L= fl g
ARBRSA: - 25°C. 60%RH, 3 7w k*(n=1)
AEBRIEH B ha g 5 4F 6 f&
\ TN N NED
PEAR 7?iAi%;4§7ﬁ /e
fifer Rkl HE R /2
(%) 94~101 92~99
& 5(%) 99.7~100.8 100.6~102.2
* o MERRABR O HBAMARF 2 vy N CEME LT — X
272XV 7z FOUIREERE 6Omg [ k—"7] ©
AT RE © PTP AL%E L7 50,
B  25°C. 60%RH. 3 =~ k*(n=1)
AR H B A g 5 4F 6 & H
TN NTEWNED
TN ERRAND DT 4V Gk
a—7 ¢4 U BE
fife R R HE Gk
B R (%) 93~100 90~96
& 5(%) 98.4~100.5 96.4~100.5
* FERABREAIEID D4 2 1 > b CEM LT=7 — &
TEETERE - ARV = F L R AL B
AR 0 25°C, 60%RH, 1 7 v h(n=1)
HEREH B A RE 54 6 & A
I FTNIENTENED
PEIR FHEAY DT 4L L Gk
a—T 4T
fife R ekl W Gk
(%) 97~100 96~99
(%) 100.5 98.3

& el e R A2 O - RIRAFABR(25°C. FHAHEE 60%., 54 6 fEH)DMER, 7%V 7 =
F U UERRESE 30mg [ F—U ) KRONT =% Y 7 = F U UERRERE 60mg [ b—T | [Xi@E O
THIE FICB W TENETN S EREZETH D Z L RHER SN,
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Q) BARKEBICHETHREMS

72z xFY 7+ UERKIEREO0mg [ k—21 7

BRI e P W Vit
IR R s 7= N
woc s m skl | sl | sl | BeaL
. Bl | Bl | Eal | Bl
(25°C. 75%RH. 3 % H)
" BHy | ., s s
(60 7 1x - hr) Gagepr | Zfmlo | Eemb o Zfenl

% IRAEOO TWEWEWEOHFF(60 5 1x ¢ hr)
) I () B AIRBRSERIATS « 824 « 1 7 Hl oA EREE TCOLREMEREBRIEIZ OV TE

H). Rk 1145 8 H 20 H OFHMAEYEIZ L 5,

7xxFY 7+ UIERKIEFE 6O [ ~F—71 9

XBRTA S P i Vi
YA HE
( 400(:*“{;:% 0 Bkl | ZeAaL | ZeAL | ZEAsL
i s N N Elkby |
(25, T5%RH, 3 fi5) | 1L | L gy | RERL
NV 7R
o ﬁjfx ) (%22)22 skl | #mesL | #esL

%1 : 146N(14.9kg #)—100N(10.2kg ., 114 A), 100N(10.2kg T, 3 FHANMEFI 528, B\ BRTE L
RORWEREOELTH T,

%2 DTNV ENE— 5T INEN N30 5 1x - hr), iB(60 5 1x ¢ hr)

)RR T(H) B ARJRBERAIEN S - §2/4) - 72 Ao BE R EE T OREMNRBRIEIC OV TEE
). Ak 1145 8 A 20 B OFHHAEYEIC X 5,

J2xxVIxFDUIERIE D E30mg [ —71 9

BRI A S8 &l W Vi HIE
NN
( 400(:@{;:% ) il | ZemL | EsL | EesL
i " " ey | .
(@5°C. T5%RH, 3 A) | AEEL | AL g | AERL
60 ﬁjiﬁx ) ZAt7e L ZAt7e L Zkia L ke L

* : 9TN(9.9kg H)—67N(6.8kg &, 1 4 H). 62N(6.3kg B, 3 H AWK T T 543, Bk ERIRE & 72 & 7 R E

DETH > 7=,

%) AT TG B AR B 3RA AR 2 -
TRk 114 8 A 20 H] OFHMERELEIC XL 5,

BEA - 1 72 VR OB LLREE TOREMRBIEIZ OV TEER),

12




72XV FOUIERIEDEE60mg [ F—D ) 10

AR A S8 G i JiE VA HE
N=Bi:a
(m%ﬁfﬁﬂ) EivieL | el | BeRL | EfekL
i 25 24k
Ak, 747 A7
(25°C. 75%RH. 3 % H) ZesL zei L (& ) zAb7e L
(60 ﬁiii  hr) L | Bl | ZkRL | BeARL

% : 151N(15.4kg H)—90N(9.2kg B, 1 f%)}]). 82N(8.4kg #. 3 EANML T+ 220, B\ ERIE & e 57202
EoETHoT,

) M TG B AREBRERAIN S « 88/ « h 7 A F O EAOEARE CO R EMRBRIEIZ OV TEH).,
Rk 1148 H 20 H OFMEREHEIZ L 5

<BES PRS0 TR
[4h]
ik L Nl EOEbE, 1FEAEEDRN
D I LGE ) % & 3 B 78, ThE L. L7
AN
aed D RN L o B e 0 . B LTS
ELh) ) A oE L AL Er R, BRE R L T D

[ i ]

A7z L T EAEAL A 30% AT
Bk GRAEWN) | BEEZ LD 30%LL T, A 2.0kg ELLE
b0 GHkksN) | BEEEZ LAY 30%LL LT, f#HEEDS 2.0kg AT

ML 2.0kg A Tl &, FIIL - RTBEZ DT <R BHRWICERNLEICRD EEZDLND,

4) REIEOREN
TJxxV IS DRGSR 60mg [ F—7] 1D
ILERE BT T ATF v 7 vy — VAN, Ty S TEHEE LD
%ﬁ%ﬁ?kﬁ: : 256°C, 60%RH, MEARIF, 17y F(n=3"2)

AR H EERElSS Pk [IERES 1 %A 3 & A
o Kifi | 2 TWVIEWEWNWE [l 22 [ 22 [l 22
i N} - SR A/ A/

(%) 99.4~100.8 99.0~101.1 98.1~100.7 99.9~103.0

& 5m(%) 100.5 102.0 102.1 100.7

1 IWHEOHRK 127 VT L— b :/\m_%@
%2 WHEOARIa v b, n=1 TEELZT—#
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ILTERE

K12 =T L — FMIZARTE S D

ARSI - 25°C. T5%RH, LR, 1 72y F(1n=3%)
RERIEH B AR Sy EIE % 1 f&5H
. i DTN, [Fl/E [Fl /e
Sy &I - A Gk
B ER(%) 99.4~100.8 99.0~101.1 98.1~99.9
& (%) 101.1 102.4 100.1
* D EHEOHR n=1 TEM LT —X

WATERE 12 V= v T L— NMIAR, Ty S TEELEDLOD
BRGS0 25°C, 60%RH, 30001x 5t T, 1 2> h(n=3%)
AREREH B aaRE Sy HIE % 60 77 Ix * hr
_ EH | D TVEVEVE 72 A2
i Gy & — A [l /2
B ER(%) 99.4~100.8 99.0~101.1 | 98.8~101.0
& 8(%) 101.1 102.4 100.6
% IEHER DA n=1

TEIG LT — ¥

S DL TEMRER(Q25C, FAHRE 60%(3 EH), 25°C, FMHIHRE 75% (1 & H)K TV 25C,
FAXHEE 60%(60 7 1x » he) DFEHR, 7 =%V 7 = > U HEIEEE 60mg [ F—7 ) Z3FhZ
NORBRIEH T, 1ZEAEBLERBO o T,

. BASERUVBHREROREN
Y LR




6. ikl DEREELMEILEHEIL)

REMHBIE) —LDEBREEIL

2xX%Y7xF T UIEEAERE 60mg - 0D 8 60mg [ b—" |

| Wibs

(1) BRI Z
T xx YT 2 F VU UEBERE 60mg [ F—U )] KOT =% Y T = F VMRS OD FE 60mg

[h—T) LREMBIE Y — 2l E LIERIRAIEE LI LLF OS5 T CRAF Lo, &38R

HEIZOWT, BLEEEZD D OO BA R LT,

2) RTEENH
DRAFSRAE - VAT SIRIREE, ENHOLT
fF e« VT Aez LI EEENT 7 AWK

() EAERIE B
AL ICBWADER FERFR)

(4) RERA %

D AMEL: BERICTHERR (B, IR, . LB oA H#5%)
2) 1ZBWV TRV s

3) ®E (RFE) WEkr/a~hrI77 40—

() AER R
FLEER, 3 e

(6) 7€ [F1 %k
KRB 1EO=DE Lz (B2 GEFEFE) OH1FEM=3) ,

(MEEAE
ToX VT 2V UERRESE60mg [ h—T ] 1482
AREEMEBI Y Y — . K& U1 (BX%Z 15mL)

TxX VT 2V UEEAE OD 8860mg [ F—7 ) 18
RFEABHE Y — : KEU 1 (BX% 15mL)
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WiER

o . T 7 P A
sl | PAMVED | e
B & Al B & [E 1% 3 IFfHlf%
ARERALA) WEABROEY —I28 | MEABOEY —IL7
. D FTWNIENTENEOE | FIRAEER TV AN T—TF ¢ TN
i;i;é; 5 < B < M oo na— A, I L T
gﬁf LY — T4 T REEN TN
S (i #3180 T Y e
i (%) ABRELA] : 100.6 102.1 100.7
RAER (%) 100.0 98.6
ARERALA) WIERAEO Y —HIC | MEABROY Y —ANI
s AEOEFRAY OO | EFRAY ORI E | BB L asE L7
5 < B < R WHESE Ch o T hTnik HI73a F TN
P — . LEVEDIZBWWTH
ZrRWN FERELA - A &
(B B0 Itk BREdA) - 2p L o [F/E
i (%) 100.8 99.4 99.8
% (%) 100.0 100.4
L IS MR-
LA T e
OEEAY OORE | U —HN D S
T=XYTx BITY T Ezggfgof H ﬁjlmiz;cn”fu)\\: * FLULEEAMNEENT
TV R I Qoyrel ‘ - - N
OD #& 60mg AYSRal'S . A FIHRDIZBNTH
TR BRI - 7 R
R Wi D) (=5 BURRLAL : 2L o e
i (%) 100.8 100.2 98.0
1 E (%) 100.0 97.8
FRER LA - . .
b DO —K|T
AE | BeoRgAy onp | ROAOEY AT Ak
BLFD . ) 27
NHREESE CH o 7=
st FamL— MEOICH
FaaL— ki IRV | RABRILA : AL i b [Fi%
(a0 nehok
i (%) 100.8 99.4 98.9
AEFE (%) 100.0 99.5

16




7.

BHE

(1) HAERUVRERAE

JxxV T+ P UEEIES 30mg/60mg [ b—"T ] 1213

72XV T 2 F U UEBEE 30mg [ F—U ] ROT =XV T =)V HERRESE 60mg [ h—
13, BAERFEELESRICED LN 7 =X Y 7 =7V UEBESE O HRE I E e
NEELTVDZ ARSI TV,

¥k AREHEBRIECS KAL)

ABRIE : 7K 900mL

[Bl#5%% : 50rpm

WEE ke~ 777 40—

& 30 OB D 80%LL Lo b X 3@ a &7 5,

(L - HOARSE)R F E3E A5

JxXxY T+ UEEE 0D & 30mg/60mg [ k— ) 1415
7 XY T oYU OD §E 30mgl h—T | K TNT =XV 7 = F ¥ U OD £ 60mg
[h—T ] 1L, BESNT-BEHBEBICZENZTNEAS L TS Z ERERIN TV,

F o iE  BREHREBRIECS RAE)

FERIE - P RS 1% 900mL

[Bl#A%% : 50rpm

WEE ke~ NI 7 14—

K 30 RO T5% L, Eo L X3 A & T 5,
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(2) EMERREF SRR
JxXxV I FOUEHKIESRE Omg [ ~—7 ] 10
[ BN L 72 2% 0 B RA O L F R SRR T A RT 42 ) CER 18411 A 24 A 3K
BEFEEIE 1124004 5) LLF, HA KT A NZHEV, b N CTOEYFMFESIEDSHERR Sz
7 XY T Y ORI SE 60mg [ h— T ) AAEUERIAI L U CIERHRBR ATV, AR

FMEER & Uiz, ek, ABRBRAI DT ZEHFAKEL, A FT A A2k 0 BAKHEIZEE S LTz,
<BIEFH>

=t BR & pH1.2.pH4.0.pH6.8. K WA =12
E % % : 50rpm. 100rpm E ol B SERAY N |57 3
SHERSK - JrFVIFOUERIERE0me b —T ) AKXV I F O UIEEEER60me b —"T ]

120 pH1.2, 50rpm, 78K JLk 120 pH4.0, 50rpm, /3K L%

100 100
% 80 % 80
# 60 # 60
- —O— HERHI k2| —0o— SEANAI
w40 w40
& 54t 1) —o— IRERFH|
20 —o— 1ZHEHF| 20
0 L L L L ) 0 . . ,
0 10 20 30 40 50 60 0 15 30 45
FREREERE (43) FREREERE (49)
BERA(5) 0 5 10 | 15 | 30 | 60 BERA(5) 0 5 | 10 | 15 | 30 | 45
SERMA] | 0 | 121 | 356 | 524 | 787 | 959 HERMA| | 0 | 218 |51.6 | 674 894 | 974
BERE | 0 18 | 38 | 37 | 29 | 16 RERE | 0 13 | 16 | 12 | 10 | 08
1ZHEWE) | 0 | 129 | 393 | 56.9 | 830 | 97.7 1ZHEHK| | 0 | 254 | 551 | 700 | 902 | 97.7
RERE 0 1.9 [ 30 | 30 | 21 | 1.2 RERE 0 14 [ 12 | 15 |12 | 10
120 120 S
pH6.8, 50rpm, /SKJL3E K, 80rpm, /<KL ik
100 100
= 80 = 80
# 60 # 60
H B H
40 —O— HERZH| K 40 —Oo— HERIA
20 —o— IRERF| 20 —o— IRERF|
0 . . , 0 L L )
0 5 10 15 0 5 10 15
REREFRE (5) FREREFRE (5)
BEfEI(5) 0 5 | 10| 15 BRfEI(5)) 0 5 | 10 | 15
BERMA| | o0 |538 |957 1014 SERBIAI | 0 | 452 | 851 | 96.1
BERE | 0 |37 |15 |08 BERE | o |19 |08 | 10
AWK | 0 | 604 | 969 |100.1 1ZHERH | 0 | 488 | 867 | 965
RERE 0 35 | 08 | 05 RERE 0 20 | 1.0 | 06
120 Sl
pH1.2, 100rpm, /SFILs%
100
~ 80
E!;
# 60
H —Oo— HERIA
w4
5 A I
20 —o— 1RAEHH|
0 L L )
0 15 30 45
FREREERE] (5)
BFE(5) 0 5 10 | 15 | 30 | 45
HEREA] | 0o | 179 | 461 |64.1 | 893 | 978
BERE | 0 18 | 25 | 25 | 19 | 18
1ZHEMF) | 0 | 197 | 491 | 670 | 91.1 | 99.0
BERZE | 0 |16 |27 | 25 | 24 | 16

18



DHERH R CEERFIO FIEHEDLE (S FILE)

O S BT R (%) 1
FEH | g | CREBORERD | atmr | g | IR RSHEORTELSE ) HE
AR BRI e | il D7 (%)
(rpm) (43) padbat] A =70
10 35.6 39.3 -3.7 .
pH1.2 1
30 78.7 83.0 4.3 |fEAERLE|OSFEIR RO
10 51.6 | 55.1 3.5 | T10%LN .
50 pH4.0 ]
30 89.4 90.2 -0.8
pH6.8 15 101.4 | 100.1 1.3 | BREBREIAI 55 LI | i
K 15 96.1 96.5 0.4 |¥I85%LU LA b
15 641 | 67.0 2.9 |EAERFIOTFEEERD |
100 H1.2 . 1
P 30 89.3 | 91.1 1.8 | F10%LA
(n=12)
QRBLBERICE T 5HBRAFDEZDALE VN FILE)

HOBR % @ (b) (a) 7%

— BT%E? BNl ~ Ilzi//j{fgﬂj%z (b)% 4k1$®\,|m N =
I(E[EE;)& %ﬁﬁﬁ‘{ﬁ‘f E%ﬁ;ﬁ gj/i,fgﬂ[f‘(%) il5%@%ﬁ ﬁz)_f: Hjﬂk:r ‘JFJ/:F_%E *J/:F_
rpm 43 (%) e

pH1.2| 30 |74.6 ~ 82.8 |63.7 ~ 93.7 0 b
pH4.0| 30 |881 ~ 915 | 744 ~ 1044 0 |BRHBRGICHTHME Y OWHFEIC] 5
50 DNWT, R 15%DORFEAE
pH6.8| 15 1001 ~ 1024864 ~ 64| 0 |x 24 ppps1ofiii DL F <, +£25%0 |0

7K 15 | 945 ~ 97.4 [81.1 ~ 1111 0  |#PHZABZ 2L DR 1t

100 | pH1.2| 30 |857 ~ 91.7 |74.3 ~ 1043 0 bl
(n=12)

Q@DFER LY |

R TNENUCHON T, IEHZEEA RS &fE S v,

o T, 72XV 7= F VU 30mg [ F—U ) & BEUERRN(T =% Y 7 = 7 UH R
B2 60mg [ F—D ) NI, EMFICRZETH D L ARSI,
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72X 7+ IERIERE60g [ K—T] 17

(% I ESK L O EY PRI SRR T A R4 2 JCERR 18 4F 11 A 24 H EARERE
1124004 5)ECLTF. HA BT A4 NNV, IWHERBRZ 1T 7=,

120
100
-~ 80
=
# 60
H
@ 40
20
0
120
100
% 80
# 60
H
K 40
20
0
120
100
~ 80
i\“/
# 60
H
K 40
20
0

<BIEFEHE>
i OBR & : pH1.2,pH4.0, pH6.8, 7K
[E & % : 50rpm. 100rpm
HERAA - JxXVIzFOUIERIEE6OMe F—T )
[ pH1.2, 50rpm, 78K )Lk
| —O— FERRA
—o— RERHF
0 20 40 60 80 100 120
FREREERE (5)
BFRE(5) 0 5 10 | 15 | 30 | 60 | 120
HEREF | 0 | 129 | 393 | 56.9 | 830 | 97.7 1021
BERE | 0 19 |30 |30 | 21 |12 | 08
FEHERIF| | 0 | 320 | 471 | 571 | 742 | 89.0 | 97.2
FERE | 0 |34 |34 |32 |27 |15 |10
[ pH6.8, 50rpm, /XK JLi%

—O— HERRA|

—o— 1REHF
0 5 10 15
BRERESRE ()
FFfE(5) 0 5 10 | 15
HERSA | o |604 | 969 |100.1
BERE | 0 |35 | 08 | 05
ZHERF | 0 | 745 | 875 | 921
RERE | 0 | 23 | 26 | 30

pH4.0, 100rpm, /SR L%

—O— HEREA
—o— 1REHF
0 15 30 45 60 75 90
BRERERRE (5)
B FE(5) 0 5 10 | 15 | 30 | 60 | 90
HEREA | 0 | 331 |642 | 79.2 | 958 |104.0 |1055
BEREE | 0 14 |15 | 1.7 |17 |13 | 15
PZHERIF] | 0 | 415 | 554 | 637 | 77.7 | 894 | 946
RERE | 0 14 |15 |15 | 14 | 14 | 12

EHE (%)

BHE®%)

120
100
80
60
40
20

120
100
80
60
40
20

AR :nm12
N B SR A 157 S
ZABK . fEHl. 60mg
[ pH4.0, 50rpm, /SFIL %k
| —o— HEANH
—o— REHF
0 20 40 60 80 100 120
FRERERRE (53)
BFRE(5) 0 5 10 | 15 | 30 | 45 | 90 | 120
HERSAF | 0 | 254 | 551 | 700 | 902 | 97.7 |103.6 |104.1
ZERE | 0 14 |12 |15 |12 | 10 | 13 | 12
FEHERIK] | O | 345 | 477 | 557 | 703 | 78.7 | 90.7 | 94.4
RERZE | 0 13 | 08 |06 | 04 |05 | 1.1 | 13
7K, 50rpm, /SKIL L
—O— FEREH
—o— RERFI
0 5 10 15 20 25 30
BREREERE (5)
BFRE(5) 0 5 10 | 15 | 30
HERMHF | o |488 | 867 | 965 1015
BERE | 0 |20 |10 |06 | 07
ZHERF | 0 | 707 | 836 | 889 | 941
BERE | 0 | 18 | 14 | 15 | 14

20



AREREF R VRERK O FHBEH RO LR (N FILE)

® OB & FEHECD |
Bl L R =B v wHR BRI D) i Fa e HIE
AR E =~ u - D#(%)
(rpm) 43 pelP el AL 70
10 39.3 | 471 7.8 .
pH1.2 i
60 97.7 | 89.0 8.7
- i 5 25.4 | 345 -9.1 -
pEs 90 103.6 | 907 | 12.9 |1BOLIMICT85%L Ll
ST, AR HERA O —
pH6.8 15 100.1 | 92.1 8.0 | AR +15%L | I
& 15 96.5 | 88.9 7.6 gt
5 33.1 | 415 -8.4 .
100 pH4.0 I
60 104.0 | 89.4 14.6
(n=12)

FREORER LV,

WA L,

RRRIFEZNZNIZONT, HA BT A 2 O HZEE OB DHE FEHEL

-
—

WoT, 72XV 7 =SV U 60mg [ h—U | SHEMERIFIOEHZEENIEEL L T\ D
EHr L7,
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JxXxY T FOUERIE D EE0mg [ k—7] 19

[ BN L 72 2% 0 B RA O L F SRR T A RT 42 ) CER 184 11 A 24 A 3K
BEFEEIE 1124004 5) LLF, HA KT A NZHEV, b N CTOEYFMESIESHERR Sz
T x2X Y7 =Y U OD B2 60mg [ b — U | A EEAERLA L L CIEHRBR ATV, A
RSB E Uiz, 7eds, RBREAI O GET KL, HA KT A28 A KHEIZEEY

L7,
<BlEFEH>
it OBR i pH1.2, pH4.0. pH6.8, 7K BAR B o on=12
[l & % : 50rpm. 100rpm OB E - SRR
HBRA . JI¥VIIFOUEMIEODS0m h—T ) EEWE . YIS SUEMEODS60me N —7 )
120

pH1.2, 50rpm, /KL% 120 pH4.0, 50rpm, 7SFJLE

100
o— —9
e © 2
M 60 H )
H —o— HEANH H —O— HRRA
o 40 o
20 — e 1EAE A —o— 1RAERFH|
0 . . . . .
0 5 10 15 20 25 30 0 5 10 15 20 25 30
REREERE (5) BRERERRE (49)
BRA(5) 0 5 10 | 15 | 30 BRA (%) 0 5 10 | 15 | 30
HERMA | o | 504 | 733 | 827 |914 HERHA | o |627 | 905 | 895 |91.1
BERE | 0 [ 22 [ 11 |11 |09 BERE | 0 |42 | 19 [09 |07
s | 0 [ 511 | 750 | 864 | 96.8 MK | 0 | 635|886 | 886 | 90.5
RERE | 0 17 |12 | 21 | 14 BERE | 0 55 | 36 | 1.2 | 08
120 50rpm, /SKFILi% 120 7K, 50rpm, /KL%
100 100
% 80 % 80
# 60 # 60
H o H -
K40 —O— BRIA| M40 —O— HBREA|
20 —o— 1RAERF 20 —o— 1RELH|
0 L L ) 0 L L )
0 5 10 15 0 5 10 15
BREREFAE (5) REREFRE (5)
BRA(5) 0 5 10 | 15 BRI (5) 0 5 10 | 15
HERRA | o | 685 | 966 | 999 HERMA | o | 920 (1038|1015
BRERE | 0o |38 | 19 [ 11 BAERE | 0 |38 | 14 |09
|ERK | 0 | 673 | 975 |101.1 JERK | 0 | 892 (1016 [101.3
BERE | 0 | 31 | 37 | 22 BERE | 0 67 | 15 | 1.1
120 pH1.2, 100rpm, /SFIL3E
100
% 80
# 60
H —O— BRI
40
5 st il
20 —o— 1RERFA|
0 L L L L )
0 5 10 15 20 25 30
BREREERE (5)
B (5) 0 5 10 | 15 | 30
HERMA | o |588 | 792 872 |947
BAERE | o |08 | 10 |09 | 11
|AERK | 0 | 579 | 798 | 893 | 989
BERE | 0 |07 |09 | 07 | 11




DREREE B UAERIF| DT HED LB (/S KLk

R OB F 5 2 (%) o
RS | g | PROSR | mm | g | PR REtEORELRE ) HE
pm) | P oy | | gy | 0RO
pH1.2 82.7 86.4 -3.7 ]
50 pHA4.0 89.5 88.6 0.9 1
FRERIUAN 231555 APNIC
pH6.8 15 99.9 | 101.1 L2 eropl i ]
K 101.5 | 101.3 0.2 i
100 pH1.2 87.2 89.3 -2.1 i
(n=12)
QBB RICHITHRBHAFDMELZDBEHE (N FILE)
R OB L @) (b) (a) 2%
. ELEY Fo i R b) % A5 b gyl L o
l%liﬁi)& %ﬂﬁﬁ{fﬁi H%‘:FEﬁ Elii‘j/i,f,fﬁ(%) i15%0)%ﬁ iﬁzf: H#ﬁ #Jﬂi%ﬁ #JL‘E
rpm ) (%) 5
pH1.2 80.2 ~ 84.4 |67.7 ~ 97.7 0 i
pH4.0 885 ~ 91.6 | 745 ~ 1045| 0 PHHBRRICET D« OBEHIE |
50 15 [ZDOWT, A £ 15% D #iFH =
pH6.8 98.8 101.8 | 84.9 114.9 0 %Ezé tE) @2)§12{E]EP11IEH~F,G\ i
K 100.6 ~ 103.7 | 86.5 ~ 116.5 0 |+25%D&FHABEZ S H DI T
100 | pH1.2 85.9 ~ 885 |72.2 ~ 102.2 0 i
(n=12)

Q@DFER LY |

BRI TN EUCHON T, IWHZEEA RS & fE S v,

BT, 72XV 7 x2F VU HBE OD 8 30mg [ F—U ) &, HEHERZ(T =% 7 =27V U
feti OD 8 60mg [ N —7 | &, AWFENICFSETH 5 & AR S,
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JxXxY IO UIERIEDEONE [ ~F—2 ) 19
(% I ESK L O EY PRI SRR T A R4 2 JCERR 18 4F 11 A 24 H EARERE
1124004 5)ECLTF. HA BT A4 NNV, IWHERBRZ 1T 7=,

<BIEFEH>
it B& & . pH1.2, pH4.0. pH6.8. 7K WA % n=12
pH1.2, pH4.0. pH6.8(0.01%7R") Y JLR—K807H0)
El %5 #: 50rpm, 100rpm E Al SN N 157 3
HEREF . TrFVITFOUEREEODEE60me b —"T ] BERFK| . ODEE. 60mg
120+ pH1.2, 50rpm, /K Lk 120 pH4.0, 50rpm, /{RJLE
100 100
% 80 % 80
# 60 # 60
H H ~
e 40 o— SERHF e 40 —O— FHERTUA
20 P £ 20 —o— 1ZEHFA|
0 . . . . . ) 0 , . . . . )
0 20 40 60 80 100 120 0 60 120 180 240 300 360
BREREFR (5) RERBSRE (5)
B | o 4 | 15| 30 | 60 | 90 | 120 B | o 5 | 15 | 30 | 60 | 120 | 240 | 360
HEREA | o |448 |872 |97.0 |100.9 [101.4|101.7 HERSA | o |614 867 889 928 | 96.8 |100.0 [100.8
BERE | 0 |15 |19 |16 | 14 |12 | 11 Z%EmE | 0 |33 |14 /10 |10 |10 |10 |10
ZHERIA| | 0 | 288 | 46.1 | 484 | 499 | 512 | 522 HZHERIF| | 0 | 327 | 495 | 51.0 | 521 |53.0 | 543 | 554
BERZ | 0 |19 | 53 | 60 | 64 | 66 | 67 BERE | 0 | 14 |30 |31 |31 |31 |29 |30
120 50rpm, /SKILiE 120 K, 50rpm, /XKL
100 O O 100
% 80 P % 80
& o — B —o— HBRAHI
40 40 .y
—o— {ZEmA —o—iBH W
20 20
0 . . . . . ) 0 . . . . . )
0 60 120 180 240 300 360 0 60 120 180 240 300 360
BREREFRE (5) BREREFRE (5)
BRAG) | o 5 | 15 | 30 | 60 | 120 | 240 | 360 BRI | o 4 | 15 | 30 | 60 | 120 | 240 | 360
SHEREA | 0 | 625 |100.1100.3 |101.0 |101.8 1022 [102.2 HEREA | 0 | 807 1029 [101.1 [101.1 |101.3|101.7 [101.8
BERE | 0 |52 |14 |14 |12 |12 [ 12 |12 FEmE | 0 | 76 | 14 |13 |13 |13 |13 |13
PZHERK| | 0 | 330 582|659 699 | 729 | 742 | 752 ZAESIK] | 0 | 47.3 [ 687 [71.8 | 728 | 744 | 77.0 | 79.3
BERFE | 0 |18 |19 |15 |16 | 13 |14 |13 RERZE | 0 |24 |16 | 14 |14 |14 | 16 |16
120  pH1.2(0.01%7KY Y JLR—K80FEMN), 50rpm, /SK L& 120 pH4.0(0.01%7K1) YV JLR—K80FEM), 50rpm, 7KLk
100 100
% 80 = 80
# 60 # 60
H H
K40 —O— HERaE w40 —o— HERALAI
20 e imnHl 20 e e
0 1 1 1 1 1 ) 0 . . . . . )
0 20 40 60 80 100 120 0 60 120 180 240 300 360
RERBERS (5) FRERERE (5)
B (%) 0 4 15 | 30 | 60 | 90 | 120 B (%) 0 5 15 | 30 | 60 | 120 | 240 | 360
EREA | 0 | 425|839 | 941 | 983 | 99.1 | 993 HEREIA | 0 | 465 | 742 | 798 |86.9 | 945 |100.3 |101.4
BERE | 0 |32 |46 | 45 | 46 | 45 | 43 BERE | 0 |23 |11 |12 |13 |12 |13 |20
IEAERF | 0 [ 311 431 [ 445 | 457 | 468 | 477 1EAERF | 0 | 358 564 | 57.8 587 | 59.2 | 60.1 | 60.9
EBERZE | 0 |100 | 41 | 44 | 47 | 47 | 48 Z#fFE | 0 | 28 |32 |32 |30 |31 |30 |30




120 120 pH6.8(0.01%7R")JLA—F80iFENT), 100rpm, / KL%
100 100
580 =80
g 60 o mmm ﬁ 60 —o— HERNH
fedo P fiedo —e—imtuH
20 20
0 0
0 60 120 180 240 300 360 0 15 30 45 60 75 90
FREREERE (5) RERESRE (5)
BFfE(5) 0 5 | 15 | 30 | 60 | 120 | 240 | 360 BFfE(5) 0 5 | 10 | 15 | 30 | 45 | 60 | 90
AWK | 0 | 598 | 959 | 99.9 |101.3 1026 [103.2 [103.3 HERMHF| | 0 | 821 |99.0 |100.9 |101.3|101.4 [101.6 [102.4
BERE | 0 |55 |28 [09 |09 |09 |08 |09 BEmE | 0 |28 |17 |10 |08 |07 |08 |08
1Z#EBK | 0 | 350|638 | 720 | 754 | 770 | 789 | 79.7 1Z#EBK | 0 | 346 |51.7 | 634 | 821 |859 863 |878
B#ERFEE | 0 |18 | 28 |25 | 28 | 26 | 24 | 26 BERFEE | 0 |07 |14 |19 |24 |18 |17 | 16
HEREF R OBRELRFNOTFBHEOLE (/N FILE)
VS S 21 (%) T
Bl - SLERISR | akBR o e Ta R SR D) TE FL T HE
@pm) | P oy mE | g PE%)
4 44.8 28.8 16.0 i
pH1.2 AN
120 101.7 52.2 49.5
5 61.4 32.7 28.7 R
pH4.0 AN
0 360 100.8 | 55.4 45.4 | jEuERIE] O FHYE R O
5 625 | 330 | 295 |T12%LA \
pH6.8 FST
360 102.2 75.2 27.0
4 80.7 47.3 33.4 R
K AN
360 101.8 79.3 22.5
pH1.2+ 4 42.5 31.1 114 sl o g RO -
0.01%PS"| 120 99.3 | 47.7 | 516 |T9INHN
pH4.0+ 5 46.5 35.8 10.7 ‘
o * Z_\‘J@
0.01%PS™| 360 101.4 | 60.9 40.5 | UEBRIH] O SPEIRH R D
pH6.8+ 5 598 | 350 | 248 |T12%LHA \
o * Z_\‘ﬁ
0.01%PS 360 103.3 | 79.7 23.6
pH6.8+ 5 82.1 34.6 47.5 [ AEHRIF| O LB H SR O .
100 . AP i
0.01%PS™| 45 101.4 | 85.9 | 155 |T18%LIA
*PS:AR Y Y _— k80 (n=12)

FRROFREL D | TANTORBREIICIBN T, A BT A > O HEE) OFLUE ) £ 1 % it
2L TR b7, HRUERA K OFBR G OF HZEEY AL L T,

B, B MBI LA FHIREERBROM R, 7 =%V 7 =7 VR OD § 60mg [ H—
T | AR & O AR REES R STV D,
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10.

11.

12.

13.

14.

. EYFHIERERE

A L7g

. RAIF DA OHERHARE

71¥V TS D UIERIES 30mg/60mgl k—J ]

HIR (7 =%y 7 =) VU] OMRRRIZL S

72XV 7 xRS 0D £ 30mg/60mgl k—"J |
SRS TR S FE T TE v

HHNPDEIRDDEE;
72Xy 7 xF T UIEEEESE 30mg/60mgl k—" |

HiR 172Xy 7 F VU HEEESE] OEEEICLD

2x¥Y 7+ UIEEIE 0D & 30mg/60mgl k—"7 ]
WKk o~ 777 40—

palii
Y LA

BAT 2 TR D 8 555 Y
AR L

RNV ELERSR - SENSERERRICET 2 FR
Y LR

Z 0t
Y LR
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V. JAEICEEY 4I1EH

1. 5k - MR
TR, S, RO ORI5 - BR, BT ORI, 7R E—PERZD) 1
15 % 5 5

\>

2. Ri&-HE
HE . AL 171%/71%7/wmﬁEL11@60m%1azﬁ%m&5¢é
7ﬂutmﬂ$ﬁ@¢ 171%/71+//ﬁ&kaijmm%152@12ﬂu
EUNE i71%/71‘}"//i‘5ﬁa1ﬁk LT1[F 60 mex 1 H 2FEAORREST 5, 2B, JE
wicko Féﬁﬂim{ﬁﬁ‘éo

2%V 7 xF 2 U1EEEE OD £ 30mg/60mg T —"7 ]

(A% - AEICEET 5FERLDIE]
OD SEIX OWENTHREET 23, OFEOKEN SN S35 Z & 137228, BER XTI K TERAIA
oz b, (DEM FoEE] OESMR)

3. EERRAUM
(1) BRERT—5 /¢y i —3
R L

(2) ERERZNR
ZEE R L

nuu

(3) EREREIREER
AR L

) BRHHBR
YR L

(5) REEHIER
1) FEALLTAERGHR
BB L

2 HEHR
PR L

3) ZEMRER
B -t 2
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1 BE - RS
MR L

(6) MR
1) ERRERE - BEERRERE BRI - SRR R (R R
MR L

2) RRBEFHLLTERFEONBERIIERL -HBOME
A RSAN
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VI. E3EE(ICE T HIEH

1. EEZMICEEHSILEYXITILEYE
TFIFT TV, TEIAF UMM, ARV PI R AR VU EXFAF T
VMM, TET AT R, T ART L, BT OV, Aot s DU, R
BAF LU NERE, ao 2y LREFY D UERRE %

2. FEIBER

(1) YERBREL - 1ERRER 20
PURHURRIS IS - TR 2 2 IR H DO & 2% L %D I DN AT 4 =— 2 — Ol
ZAHIT D LT B RS IO HifERICHEIUS 2 2 SIS L0 T LV —IERZ RS D,

() EHER 1T 2 HBAE
AR L

(3) {ERFIIR - R
AR L
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VI. EYENREICEEY H1EE

1. MPREOES - WS
(1) B LA mRRE
DR L

(2) EE’ETé:' q:;;%r‘ Ipedisdis
VIL 1. (3) EWARRER CHERR S L7 iR DHA S R

(3) EE nt%ﬁfﬁmuéhf'mqjlﬁr_
AW R F R

72XV 7+ UIEERERE 60mg [ k—"7] 2V

TxX YT VU 60mg [ h—T ) SIEHERIFIAE . e AF—"—JkICL Y ENE
N1 (72X Y 72D 0B L LT 60mg) fEFMAE T (n=24) |ZHAAHERE 0%
5 U TS RZAGIRIERE 2 H)E L, 5 b= Eiie <7 2 —4% (AUC, Cmax) (22T
90 % (B X AT THEGHIFAT 217 o 725 . 10g(0.80)~10g(1.25) DHIFHNTH V| WA DAY
SRR R S ATz,

(ng/mL)
01 o T F YT HREGEGONg 17
1 (A, 60mg)
% 3001 | Ll —e— :EMESNH (BEH. 60mg)
h Mean+S.D., n=24
- 250
;—; i
v 200 |
7
L 1501
%
P4
> 10040
B
B 50
05 ‘ ‘ ‘ )
0 6 12 18 24
BE#HORER (hr)
2 Y BB NS A — 4
HEINT A—F BENTA—F
AUC2 Cmax Tmax Tie
(nghr/ml)| (ng/mL) (hr) (hr)
TJx¥V Tz FVUERE
$E60mg [b—17] 1527+£624 |251. 25+125. 16| 2. 02+0. 76 | 5. 183+0. 590
(Al 60mg)
RS
@A, 60ng) 1454+606 |238.91+126. 87| 1. 94+1.11 (5. 219+0. 777

(Mean=+S.D., n=24)
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A HFIDFIE/NT A — 2 DR BEBRBEOTFHBEDE RS 90%E5E X H
INT A—H AUCa24 Cmax
I D 7= log(1.0476) log(1.0470)
EEMEDZED 90%[FHEIXH | 1og(0.9584)~ log(1.1451) | 10g(0.9230)~ log(1.1876)

MEAEEONT AUC, Cmax 5800/35 A— 2 13, HIRE ORI, (RIEOBIRIESL - HiH%
DB L S TR AFHEMER D 5,

72XV FOUIEERIE D EE60mg [ F—7 ) 22

T xXY 7 2V R OD 88 60mg [ h—1T | LAEVERIKIZ . o RA—R—{EIC LD Z
NENLEE (72X 7oV ERE L LT 60mg) EERAD FICHEHERRROES Ok
72 LR (n=48) M OVKTHRA (n=48)) L Tl REMKEEZRE L, Bbhz3
WEhfE N5 A —% (AUC. Cmax) 22OV T 90%(3#E X IS THEHENT 217 - 7= 5.
1og(0.80)~10g(1.25) DHEAFHNTH V) . [iHI DLW RIS D fERE S A7,

1) K% L CTHRA
(ng/mL)
300 1
o= 1 7 xFV T 2T UEEBREODSE60Ng [h—7)]
i (%271, 60mg)
g 2507 —e— AEMERA] (A, 60ng)
F; T Mean+S.D., n=48
T 200
*
\/ 3 A
-7 1501 |ig
I
7 ‘
2 100 1
=
b=
B 5014
OCZ T T T T
0 6 12 18 24
BEHOER (hr)
E WY H ENT A — 4
HEINT A—F BENT A—F
AUC2 Cmax Tmax T2
(ng*hr/mL)| (ng/mL) (hr) (hr)
¥V T 2TV UERE
OD&260ng [ +—17) 12754356 |200. 0177 26| 2. 241, 00 |5. 010=£0. 530
($&#4. 60mg)
(éﬁg@éﬁ{g ) 1266+327 [202. 84+64. 43| 2. 33+1. 04 |5. 162+0. 641

(Mean£S.D.. n=48)
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W HFIDHIE/NT A —F ORMBERED FIHEDER UV 90%IEHEXHE

INTA—=H

AUCa4

Cmax

PEEDZE

log(1.0039)

log(0.9731)

B DFED 90%(E HE X [H]

1log(0.9482)~ 1og(1.0630)

10g(0.9130)~ 1og(1.0370)

AR ONT AUC, Cmax 0/55 A — 2 1%, BBRH OB, (RIROFBIES - 1%
DOFRBRLMIZ L > TR DAL H 5,

2) K CHRFH
(ng/mL)
300 -
—o— 17 ¥V T 2 F T UHEEEHODEE60ng [h—17 ]
™ 1 (&, 60mg)
g 2907 || —e : pommu GEAL 60ng)
2] Mean+S.D., n=48
:7[ 200 -
* i
Y j
S 1501 |
I
‘j_
T 100 |
=
B
B 50
O(J T T T T
0 6 12 18 24
BE5E#ORR (hr)
X Y 8B B N F A = 4
HENT A—F BENTA—F
AUCz4 Cmax Tmax Ty
(ng'hr/ml)| (ng/mL) (hr) (hr)
TJxFV T FOUEBE
ODge60mg [~—17] 1351471 |213. 80=100. 20| 1. 69=£0. 71 | 5. 059+0. 560
(%%, 60mg)
et tlbl|
AL 60ng) 1271468 | 197. 98+94. 27 | 1. 72+0. 78| 5. 061+0. 728

(Mean=+S.D.. n=48)

W HFIDHIE/ NS A — 3 DOHBERED TIEDER U 90%EHXE

INT A—=H

AUC24

Cmax

R D 7=

log(1.0731)

log(1.0891)

SEHIE D 7= D 90%AE HE X [

1og(0.9914)~ log(1.1615)

10g(0.9776)~ log(1.2133)

MR A TNT AUC, Cmax S0/37 A — 4 %, BB ORI, iR RITUEL - KR0S
DRBAI & > TR S AREMED B 5.




(4)

®)

(6)

thhl
R L
BE - HARORE

R L

BRE (RE 2 L— 3 2) B71S & Y 49 LRGN DR LD ER
R L

2. EMEERNS AL

(1

(2)

©))

(4)

()

(6)

(7

A%
B L

IRALERE
B L

RAFTRASEY T4
B L

HERETEH
JxXxVIxFOUERIEE 60mg [T ~—7] 20
kel : 0.1354+0.0153 hrl(fEFERR A B 1. R HER O #5)
JxxV IO URRIEOD §E 60mg [ ~—" ] 22
1) K% L ChRA
kel : 0.1398+0.0141hrt (R A B+, MR HEIREO#E)
2) KX&HY THRA
kel : 0.1387%0.0159hr ! (fEFER A+, #ERHEIRE A E)

29UT7S VAR
G L

SIEH
PR L

M E A E
PR L
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3. % )}
MMER L

4. 9 il
(1) Mm% —fxEa P9 @@ 4
BRI L

(2) Mt —BAHRRAPS BB
AR L

Q) Eit~D#BITIE
VI 10. 4Efa, PEME, RILEF~OHRGOH 2) &SR

(4) BB~ DB
AR L

(5) ZDHOBBA~OBITHE
AR L

5. & Bl
(1) FREHERAL R UM R B
MY ERe L

(2) fR#IBI5T 2B (CYPASO %) D5 778
AR L

(3) NEBBHROERRVZOHE
MR L

4) REPYOFEDEERULE
B - L 2

(5) FEHERBYOEERI/NT A —4
B - L 2

6. it
(1) HEHERAL B OB
M ER L
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7.

) it
R L

(3) HtEE
R L

kS L RK—E—(CET BIER
HM R L

. BREFICKDBREE

VIl 13. E&EHGOIHEZ SR
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I. 2&tt (ERLOEESF) ICEAY SEEB

1. ZERNEREZTDER
LN

2. ERNBLZDEA(RAERZED)

(£ (ROBFICFBELEGN E)]
AHN DRI %F UIBBUE O BEERED & % B3

3. XEE - NRICEHET SHERALOER L TDOEA
Y LA

4. R - A=ICEETSHERLDFE L ZDERA
72xFYV 7+ UEEKE 0D £ 30mg/60mg [ b—"7 ]

(A - REICEEY &R LDEE]
OD FE(T AEN THIEET 228, FPEDREIENA BRI S D Z L1720 To o HEfR T K TERIAA
teZ &, (NEN EOEE] OEBH)

5. EERSARLZOEH
7RO

6. EELERWIR L ZOEHRMLES X

EELGEXWIR

1) AR EFEHMEOBE G T 2581, UEFHLEZZ T, TOEANOEGEZIAL,
R FEHE TIRRE TRITD Z ENEE LU,

2) AHFNOFERIC IV HENED HNRWGEEITIE, BREE#MICOIZVEE LW E ST
BIbHZ L,

7. tHHEER

(1) $HRESEZTDEHR
Y LR
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(2) HREE L ZDER

GrHARER (BFARICEEI S L)

AN FRAREIR - HEE T 1A PEFF - fEBRIAF
il LA RPN OEM 28 S5 Z L KBRIET V2 =7 L - KiR{E
KBAL T V2 =7 I KR D30 5 DT [FARFICARA S ¥ 7|~ 7 2 0 DS KA & —IpHY
fbvrxv v agAlEl (W bEBEICRETHZ L, (ICRET LI LK RIE

ML THZEICLDbDL
fEEsh5,

T xX YT 2 F VU O
MmighEELs LR XS5 L0
WEND D,

i) I G w = GV

PHEEE A DFLEIC X DA D 7
U7 7 v ADKT IO
OIZERT 5O L HEE
N5,

8. EIEA
() BMERDOME

ARFN AL A AR S O B 1 P JE B BE 23 e & 72 %

LRk N GAYA AN

(2) EXBEIEA & FHEIK

EXGEER REFRH)
N Yavy . 7r745F>—:

LU, e LEz17 5 2 &

(3) E|ERMIBKIE. AMIKFD. FFRBKED -
B ENbHDOT, BEEHHITITO,
WEZITH Z &,

LAyl TF T 4T —RNEbbNAZERNHHDT,
BlEta ATV, PR RS, @ EAR T, ERRVE A, AR, M. WSRO EUE R
Db HEAIIEHEGEZRIE L, #YRALEEITH 2

(2) BFHEEPEE. #HE : AST(GOT), ALT(GPT), v -GTP, Al-P, LDH ® LHZEDFHEEEREE, 3]
JENHOEDONDZ ERHDHDT, BIELEHDITATORENRD bNGEICIE., &5 x2d

ko

HERRIERIE . HIMERISD A TP ERIEAD 3 B
BENRD LG G AR IE L, @k

Q) _ZnnEIER

ZDHOEI{EFH
BEEEAA
- %ﬁ\%ﬁ\%%\ﬁhﬁ@\@iw\K%\W%@@\%%\@ﬁ
R, L O
JHIESR EA, WRAE, D8, I8, TR IEEARR.
BEE™ MEVHIE, % DFE. FRME. WL, F2
PR 2 AST (GOT) 55, ALT(GPT) k&
B - bREF PR IR, SR
BIRs: BiE, e 5
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Z Dtk RPN IREE, DR, TP, MR, HRRE
1) ZOXSWERDPSbONTHEICIE, EGE2PIETLHI L,
E2) ZOXIREENRDLONTSEITIE, BiE, KREFOWEY)R2LEZIT O 2 &,

4) BEREMERRBEHERVBRRAREERERE -

VAR L

(6) EKREB. SHE. EEERUVFHOAEFERINDEERAREEE

AR L

6) YT LILF—IxT 5 EBRUVEHRE

10.

11.

BFRAX LY k¥

BEXGEMER (BEEAFH)

D) Yavi . 7F7453F— 2 avl TFHF74T7F0—RNHLbONDIERHDHDT,
BEE AT, MERREE, R, BRI, MAEVRIE, MR, IALAE O BuE IR
N HONTGEIZTEEZFIE L, BURAEZITY Z &,

Z0HDEIER
B AT
BEE" Y AR, € 5 FE. SE, IRl 3P

1) ZOXIIERDBSbONTEHEICIE, &EGEZPIETLHZ L,

. BEREADERES

BiRE~DKRES

N TIEEHEREDME T LTV D Z N <, B o bkt SN2 AFIClTmHREN A

THEAENH D DT, BENRD LN BEIITEY R AE 2T Z &,

TR, Ew., RILBE~DKRE

iR, EIR. BILBE~ORE

1) R SUTEEE LTV D ATREME D & 2 I i%, 16 LR SYENERRME A2 LR 5 &k &
NAGEICOREETH 2L, UFHETOBEIZET 2 22T LTV, ]

2) WHPOLMEIIIARRG IR AT SE5 2L, [@WER (7> ) THAITHTA~
BAITTAZ EDRMESIINLTWVA, ]

INREADERES

INREADEE

IR, BrAER, LR, SIS 2 LT L Tuneny, (BRRBRS D)
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12. BRRBRERRICREFTEE

EREERICRIZTEHE
AENX, T VUVNAT NS EREIT 5720, T VAT U NGB 2 Eiid 5 3~ 5 Bl
NOARFN O ZFIET 5 Z &,

13. BERS

BERS

EERGICBET 2 HMEIIR O TRV AMETOW EARAEFRE (ZIZH &SRR IER %
WA, b EAEERA L7z 241 (1800~3600 mg) TlX, JERITZZ2WH DN ITHE WV, IRE

KOO BAERE SN TS, BEERGEFIZHBWTIE, WIRENTITHE > TWAEY & @0
ETRRET S ZE RO, ZO%OAE IIXHEN, ML E R 2 2 &, ok, AFNLim
WBENTIC L > THRETE R,

14. EHLEDZFE
72XV 7 xF D UIREIESRE 30mg/60mg [ k—"J ]

BWHLEDIE

EHIZ A0 : PTP WEEDOFEANL PTP v — MOV H L CIRAT A2 LK H5fET 52 L, [PTP &~
— FORRARIZ LD, HOSLAHMAEIEREA~TIA L, B EE 2 U CHERIARZEDEE
RAPHEZOFRET 2 Z ERME STV, ]

JxxY I+ UERE 0D £ 30mg/60mg [ k—17 |

BRLOEE

1) ZEFIZ(FHEF - PTPALEDIRANIPTP > — R B L TR 2 L 9 #8895 = &, [PTP
T— FNOBERIZ LD . BEOGLA R IEREE A U, BIZIE LA 2 U CHERR IR 5
DEERAGIHEEZIFRT D Z ENME SN TS, ]

2) BRAE : AFNIEO RICOEMEE 23 S8 E T D5 L, AEER IR O 2 CHR A AT HE
Thb, £lo, KTERHATLHZ L6 TE D, 720, BREFEORETIIKZRLTRHAL
A AN

15. ZOHDEE
R L7

16. Ot
R L7
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1.

2.

X. IEERIRERBRICBEI HIEH

FEHB
(1) FFIBHER
DR L

(2) BIRHEEER
BUE R L

(3) R
MU ER L

4) Db ZEIRAER
MU ER L

=R
(1) BExE5EMHHER
MU ER L

() RERSHEHR
LR L

(3) TR BB
AR L

(4) ZOHOEHEN
AR L
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4.

5.

X. EEMEIEICET SIEH

. BREHIRS

ML

. AR X EARR

JxxYV 7+ UGG 30mg/60mg [ F— ]
IR © 5 FUME. T ~LIZELHD

JxxV 7+ T UEERSE 0D £ 30mg/60mg [ ~—"7 ]
IR : 3FOME, 7 ~LIZREHD)

- BTE - RESH

Ik EIRRAT

EHEZONEDTE
1 %)%’CG)HXU?&L\J:G)“”:E‘}EI 2T
2%V 7+ UIEEIESR 30mg/60mg [ b—" ]
FE
I EVBETHZENH D,

(2) BFEIZATEFDEIRLNZ DT
BEMTEESLTA R T
<TvoLEY : f/

Z OO BEITEM « A
VI. 14. 3 EOEEDEE SR

Q) AFFFOBERIZDONT
A ERR L

KR

n

Eh%E
%3 L7320

X‘*
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6. A%

B wiSphe | NARGE R, AESUIEESE)
Somg [0 PTP % | 100 §i

100 #€, 500 FE

TV T e F U EL: | PTP @25 | 140 ££(14 $E X 10)
60mg [ h—1 ] 700 §E(14 5 X 50)
T al4E | 300 $E
72XV T =SV R i -
OD % 30mg [ h—" | PTP 2% | 100 $&
TV 7 =Foo g | PTP

A4 1100 2. 500 BE
)

OD #£ 60mg [ h—" | NFAEE | 300 82

7. BHROME

LA AL RE ME
N SO b iR A PTP AR Fur'ry, TILIE
7:%/7;?‘//%@&@@3& PTP /% : -
30mg | h—1 | ro— T7AI - RYTFLUTIF—F
T %V T e F O R | PTP @ | PTP Ry Tarry TAIEH
60mg [ h—D) ATt i, & KV TFLL
\ SO TR PTP N R =l Ny g 1
OD # 30mg [ h—1 | ro— 7 AR FLUTIF—h
PTP ARy FrE Ly, TAIE

=k 7 F U Ry | PTP @l

Ea— : L3 LT I RK—
OD 4 60mg [ F—1 | - TS AV EFVLTIRR

NZ7AEE |, & ARV FL v

8. R—m5 - ERE
[l —R&5y : 7 V7 78 30mg, 7 V7 78 60mg, T LT KT Am v 5%
R . & hF 7 7w A, TP RAFUEMIE. X% FI R, AFHXITL . T AX
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Baxa ftf! Exacta-Med 4 — 7 V7 4 A% — (%EH) 60mL ¥ X

Baxa ftfl &ROHARA by 7oy VA= 51ER

TNHER YT 44— Faxs 2—100

G RUYEFTR. pH A —%— LAQUA F72

49



2.

| f(?n%

= =p 'ff‘ljﬂ:%
4 AR IH H XG50
FRIEVE b CHEE LT
T T b b S 8Fr 5‘:1%7;\Eﬁf£< Fa—T imimdT 5
30mg [ F—1 | (EREHL T D)
ets ?nf7K@A?¢ﬂKﬁ@Eﬂé
(B CHEMDHER T L0 METH D)
FREEVE b CHEE LT
Te%yTaF UL RS | mEte | S0 o7 USSRl S
6omg [ b2 (BRI 5)
ets %;f7m©&?#ﬂm£®%m5
(B CHEEMDHERTCE L0 METH D)
1] E =p %%
L s K& 550) | ZRA
RAEEME 50 CRAEL T
T ey TP U R | e | STT0 =7 RCT A m T RimilT o
OD 5 30me 1) (2% AP LHAE5)
AT FEALRL
W% pH pH 5.689 \ pH 5.552
RREME b CHEE LT
R T i 8H§a%7ggﬁ@<?;w7%@@¢é
OD 5 60me T 1) (4B 7 LHE )
AT FEALRL
s pH pH 5.545 \ pH 5.049

ZTDMOBEEEH

FFEE R At RRERA— L=

https://med.towayakuhin.co.jp/medical/product/index.php
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