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OLOPATADINE Hydrochloride OD Tablets

BAEEERMEES
87449
2.5mg ‘ 5mg
ARES 22500AMX00082 ‘ 22500AMX00083
BR 5 B 48 201346 H

2. B (ROBEICBHERELEVWI L)
ARA ORIV L BBEHEOBAEE D & 5 8%

3. #Emk - MR
3.1 #mk
B, F Ry Y UIREEEODSE2 Smg Fusy Y o HEEEEODS5mg
e [VTRSJ [VTRS)
P 1 HE A8y D USSR | 155t HE Aoy D o3RRG
H R B 5 .
2.5mg 5.0mg
D-¥»y= b=, PYETIYFr Ty, KEBREL FoFxy o
o Al NNV =, ANV AT—=R, FFRATETHMMY, 27 F0—-2, &

AT A B, ATT7) YR 7AT Y A BBEEIRE wE

3.2 WA DMK

HHIE £

W5t 44 — — — . o 74
i N if il I-F
Fusy Uy — _ T T
HEREODSE g - oL P
2.5mg [VTRS] [EKES JEs = ES

6.5mm 2.65mm 100mg

S TS
FuanNy Ty @ @&/ @ D5 e

HERIEODSE ”
- OL FIA D
5mg [VTRS] [EREs JEs i E

8.0mm 3.5mm 200mg

4. MEEXFBHR
BA 7L —HERK, RS, RERBICHIEE (BF - KB
BR. #E5. REEEE. 8RUEZE. SIS0
MR TLIVXE-—MER. BERE. RERE (B - REX. KB
FERESE) (CREOEE

6. RERVHAE
BeN aEE L. BAIELR A T8y Y IR L L ComgE SR O
BRI O A 210E 14555 %o
B A SERIC &) BERET 5.
AN TR EO/RNRIZEL A a8y Y VR & L Chmg
IR OWEIE R O 1 A 218 19253 %0

8. EELEKITE

(hEEHE)

8.1 [RAXMT Z LB 5 DT, REFLGHOEF T ABE OEIT
SR A ) OB IRFE S VL) FaEET L2k,

8.2 ENRO LN L WIGEITIE, BRE RO IS Lew X
INEETH T &,

(FLILX—MHEBK)

8.3 FHMOEE G T2 L5, URFHEZE 2T, TOHEMD
SEGEBBL. IFEEHRTEE THRITL I ENEE L,

9. HENHE+#ET2REICHTIAS

9.1 AHHE - BEEZEDH 5 HBE

9.1.1 REAX 7O/ NEEXEZZ (T TVW3EE
KREFEGAIZ LY A7 4 FgEEZRLAICE 02 E8 T oFE4
12179 2 k.

9.2 BipelEERE

9.2.1 BHEEETEREZ (VL7F=>7 U752 ZA30mL/minkiE)
BRI T 5 B2 N0 H bo [16.6.151]

9.3 FFRpEREERE
e BT 2 BN D 5,

9.5 1147
T IR L C W 2 RO & 2 k2 iE, R LoF Rt fa
Frtte L s LB SN 2581205352 L,

9.6 ®Ilw
R EOHFER AR RO A RIEZEE L. HILOMEUIH
ILEBET 252 &0 WWFER (7 v ) THHTA~OBITROHA
ROEERIIFI P HE SN TV D,

9.7 IRE
A GERE, Frald, ARUIR AR E LAk %4
PRI L L22BRBBRITFR L T v,

9.8 minE
M ED G2 HIGT 5 7% SEEOREZ B L 20 b EHE K
9252k, BFEREIMET L TR I ENE L, AERPEEL
R, [16.6.2, 17.1.42H]

1. BMEA
ROBWEMD D HbNDZ LS DHDOT, BHFEE TV, B
MR B NG E T 2 Pk 5 % MY R ILE S 1T Z Lo
1.1 EXBEIEA
1.1 BUERTR. FFREERE. BE (V9 b HEAN)
BIRENF 2. AST. ALT. y-GTP. LDH. Al-P® 545 % 5 JF
BEREREE . WA H 5 DNDL Z LW D 5o
1.2 ZOfOEIER

5%+ 0. 1~5%Aii 0. 19%Aii HEJE AN
B AL D5 TRIE (I - DURE)
Z A IR
RS R AR PERIK, 18, B - | SRPOIRT, Lo | RHEEGES) (5
BHEE, HF W & TH - DY)
HALE B, B, | RS, TINgE - 1A |
T, A % - T MR,
AR
JFF A J e g
(ALT,AST,LDH,
y-GTP,Al-P, ¥
Ve ER)
ik FIMERNE 2 . AFMEEK | FMEREA IV
W% ) L SERIA | WA
B - WRER R I BUN L&, JREFF
Y, s Ly F=
v bg IR, HRRR
R e
TR B BiE, M R
Z Ol MiFT L ATO— | JREERE, BT | BRRE. %
IS B WRERE . RE | A,
. 12Ty

W) FEBUEEIL 7 L a v 7SI B 5B A OB BRI A L OHERIR A, 7 Loy 7
OD#i [z ORI B 2 /N O FE 2 I GRGR A % & T,
12. BERBRERRICRITTHE
KA OREGIE, TUVNVT VNS ZIHEIL. 7LV s > ORI
FhEERRTOT, T ULINT Y ENBUCHAE % FEhE 9 5 TR % %
BlLhwZ &,



14. BRALDZEE

14.1 EHZAEDOEE

14.1.1 PTPREOFHFIIPTPY — b2 5W ) ML CTIRAT 5 X 5 4R
B LIk, PTPY — MORREKIZ X ) o B 8 A 50 £ i s~
AL, BIZIREILE B S L CHEBAZSOEE 2 GIHEY 656 %
CENH D,

14.1.2 RENEEO Lo TR 2 ZE S5 L BT 5720, K
% L CIRHMRETH S, 720 KTRHTA2ZLLTE S,

15. ZOMOEE

15.1 ERER{ER ICE D 155
KRBIRIEIA S 22 Tlr e \As, A 138 ¥ SRR Se P G- H O
BEZEDFERED B & NTFEGI DT STV 5o

16. EMEHEE

16.1 Mgk

16.1.1 BEKRE

(1) A

TR BT vy O VIR $E5me % UN10mg % £ F BRI 5 L
72k EOFEYWE ST A —FZUTOEBY) TH-720,

fRERER N B PRI IR G- L 72 & & OIEYBEE/ ST 2 — 4

FE5 tmax Crnax AUCo-= tiz

e (h) (ng/mL) (ng - h/mL) (h)

(Sn'zg) 1.00£0.32 | 107.66=22.01 326=63" 8.75+4.63"

&0:“1‘5) 0.92+0.47 | 191.78+42.99 |  638=136" 7.13+2.21%
a) n=4, b) n=10 mean=S.D.
(2) MR

ART L VF—EE (10~166%. 40~57kg) 124 188 ¥ VIR S5 mg %
HEH G Lz L SOFEYHE ST A -5 BUTOLB) Tho7z?,
NIRRT VIV F - B CERIREORG L7zl EOEWHE T A -5

s tmax Cax AUCo12
o (h) (ng/mL) (ng - h/mL)
ome 1.33£0.52 81.57+9.91 228+20
(n=6)
mean=*S.D.

16.1.2 REH#RE
RSB (861) 124 08y T RS 10me % L H 206 H B, 7H H
1B OFHSE AER OG- Lz & &, 410 B F Tl ImAE R 3 s FIRmE
L. Coad LRI GHEOL 145 TH o 727,

16.1.3 EMFHIFESM

(FO/8a < L EREEODE5mg [VTRS])
FuoNy U U EEEODSSmg [VIRS) &7 L1y 70D§Ec%, 7 0 A4 —
IN—=FZ X ) FRENLEE (Faosy D Ui & L Chmg) MEHER A T
MBS ORCTIRM R UK Z LTIRIT) LCi$Ehtaxy vy
RFERIE IR 2 W L. 150 N2EWERE/ ST 2 — % (AUC, Cmax) IZDWT
90% 15 FEIX I TRERTIAT 2 17 - 7245 £, log (0.80) ~log (1.25) O
NTH Y. WHOAYF I FREEEDFRER S 7z¥,

(1) 7KCHRH

Mg+ a3y 2 RRRIEOEY B EE/ ST X — 5

HIEINT A =% BHEING A —F

AUC: Chmax Tmax Tz

(ng - hr/mL) (ng/mL) (hr) (hr)

Fussy T v EIBEODSE
5mg [VTRS]
7 Ly 7 0D§ib

253.41+48.30 | 76.85+19.03 | 0.8%+0.4 | 10.00%7.7

237.14=41.17 | 69.04%+14.05 0.7+0.3 | 11.5%8.7

CFI9fE = 82, n=19)

M+ a8y o v EEBIE ORI
100 -
9 L

80

70

60

50

2

30

2

10

0

S > HilOD$E 5 mg [VTRS)

P+ B, n=19

¥ (ng/mL)

(2) K7 LTHA
M4 TNy D o HBIEOEWEIFE ST X — 5

HEINT A—F BHEINTA—F

AUC: Chmax Thmax Tz
(ng - hr/mL) (ng/mL) (hr) (hr)

w8y Y CEEMmBEODSE

+ +
5mg [VTRS) 255.57+44.36 | 72.77+15.54

1.5+0.8 | 11.0£9.2

7 L1 7 0D§ib 245.78+43.68 | 64.91+15.72 1.8+£0.7 | 10.6+6.5

CPI9fE = 82, n=20)
e 4 a8y 2 2 3RRRIE O EEHER

100
90 | —e— 41U/ y ¥ L EMHEODSE 5 mg [VTRS)
20 [T --O---7 L1 v 70D:

i = FREE(RE . n=20

IMEEHHEE (ng/mL)

L L L L L L
0 4 8 12 16 20 24 28 32 36 40 44 48
i (hr)

MHE P EE NG DN AUC, CroadE 00 /8T A — &%, #ERE O BIR, K% OFRIL
1% - RIS D BBRS S & o TR 2 WTRELEA D 5 o
16.3 2%
16.3.1 KB DS

F v MIMC-F T8y ¥ U Img/ kg B R LIRS L2 & & KERT Rk
THG-123050 125 b OISR EE 2 7R L 720 WAL oA, TFFIE. BRI &
OBEREO BRI X, AT BURARIERE & 0 Eih o 727,
16.3.2 M7k —RBEPTE M

T v MIUC-Fu Ny U UIEEEE Img/ kg & RS- L7z & & BN IS BE
TEFEIZE L 72 M T DK < o 2 D Comas L ILHE 1 HLSF BEIEIE D Crnas DHY
1/25CH - 724,
16.3.3 M —RAEREIPTEE M

RS v MIUC-F 188 ¥ VB EImg/ke 2 RS L7z & &, JBIRImEE D
T OSHARIN O ORI AR IEE - B BRI EE 00.07~0.38f5 CTdp o 727,
16.3.4 BIHRADHITH

BAMDZ v MIHC-FH a3y U UIEREImg/ kg REH G- L2 & & 7T
PO BRI EE DO AUCo- (. MAE R BUR REIREEE D AUCo-- D1 . 5F5 Th - 727
16.3.5 EEMEAE

b MIEEIE SR TOEBY TH-729 (n vitro) o

RN (ng/mL) 0.1 10 1000

MEEARKEER (%) 54.7+1.7 55.2%0.8 54.7%5.5

BRAE AP X B mean=S.D. (n=3)
16.4 3

TERERN (661) 12418y D v IEERESE80mg & HLnRE I 5- L 72 & & ol
ST N-FRILIRRI 7% N=E / [l A F VAKFI19% (R bR & DAUCH) TH Y |
JRARHIE. 4 #93%. #91% (48EFH F CORMRPHEREE) CTHo7L7,
16.5 HEittt
16.5.1 A

EHER A A T8y U v iEREESESme (661) K OF10mg (1261) % Hilalf
55 L7z & & O48RE I & T RZEALR D SR HEl L, 58 063.0~
71.8%CTdH o720

F 7o EHEN (8B) 124 TNy D RSN 10mex 1 H2[MI6H M. 7H
FIC1E O FH3E RIS L7z & & o R RS, BRI 55 &
[ CTH - 720,
16.5.2 /\R

NRT LIVE—EHE (10~164. 40~57kg. 66]) 12+ /3y ¥ v ik
Smg# B[S L7z & & D128 T TORZLED R PR IZ, %580
61.8%Td 727
16.6 HEDHEREH T 2EE
16.6.1 BHAEEETERE (MARBFTEAR)

JLVTFZY )T T Y AH2.3~34.4mL/ min®D B HEREIL T BE M O EE K
NZFa8% D B ESE0me % S AR E R RS Lo L &, R AL
Rl L C BRI T RS O Cnax 32, 365 AUCIZRISHE T H - 729, [9.2. 12 ]
16.6.2 =i

EisE (T0MELL L) ROMBERER IS 08y ¥ o RERESE10me % HL AR 19
G U7k & EEE O MR RS AT CHERS L Coaxd 2491 365
AUCIZML .85 TH - 72otialdiF & b 10~ 11 & [ CTH - 729, (9.8 ]



16.8 Z Dt

16.8.1 &4 HRSM

(FANET UIERIEOD#E2.5mg [VTRS))
F a8y Y HEEEEODSE2. 5mg [VTRS] & [&&EAv 872 % £ ER A o
Y ER RSB A ¥4~ CERI124E2A 140 EESEFH 645, T h18
EIVH24H —#egiE) | (2o &, a8y U U EEEEODSE5mg [VTRS)
FAEMERIHI L Lo & BIEEIDS L, AEWHIICRS L AR S R0,

17. BRERRGIE

17.1 BHEERVORLMICET 258

(FLILE —H8%)

17.1.1 ERSIHELERRER (KA. F0/N4 D iERIESR)
WAEET LV — R REE (21161 A, A FF b I FEGIREL
L EERIEESR A E L 72 A 088 Y U HE Gmeh iz T 7 ¢
REE) KO FH 3N 30mght i 77 L REE) % 1H 20438 0 B AER
PG L7z, it aiteEEotEs ((Ueg] Db) 34y 2 Ui
FRIE62.4% (53/85(1). %+ b 3 56.6% (47/836l) TaH - 720 10% 5
| UL D2 AEREOBGEEOM R, MEEIHEZR SN (p=0.018), G
REEORER ([RathIhEL L) dF a3y U v HEEE6S.0% (70/103
Bl A XY b3 F61.4% (62/10161) Td -7z, WERIZAHEZEITREO SN
Aotz (p=0.301; UMsE. p=0.403 5 y2#uE) Vo
BIVEM BRI 34 /8y o 2 HEEEEE29 1% (30/10361). #+ %4 b 3 FE
30.7% (31/10181) TdH o770 F 188 Y L IEERERO T 280X, I]RE
25.2% (26/10361) T -7,

(U ARRE)

17.1.2 ERNE LHALERRBR RA. F70/5822 CEEER)

YD ARIERE (25601 ZRRIC, F b F 7 v R L EE
MRS EME L 720 A 038 D U HERE Gmght iE 7 7 1K) RO
rhFT7 2y 7IVERE (lmgh 7RV T TR A 7o) &1H2E 208
MR IR G- L 7o 3R, il e i ot (ot Bk 340
NG T HRIERTT 7% (87/11261) . r b F 7 = v 7 < VERE66.9% (81/12141)
Thotze EDMETHLUREICBWTC, A 0/85% I VIEMEIE T W F
T x v IRV L AR ERUEER L7 (p=0.019 UE. p=0.093 ;
1 ME) o MR EEOREHE ([REMICHER LD Ty ¥ Uik
YE77 2% (95/12361) . 4 b F7 =~ 7 < VEEES3.9% (69/12861) Td -7,
FUNY Y IR N F T 2 7 VR & N B S e e
o7z (p=0.0001 ; UKZE. p=0.0001; y*HE) 2o

BIVE I SE B 134 1Ny O VIRERIEAE2] 1% (26/12361). 7 N F 7 = VH#E
41.4% (53/12801) TdH o720 F 8y Y L EEREEO T 2B IX. IR
19.5% (24/12361) Td - 720

(BBHRBICHED T5F (BF5 - BEX. 5. BB T HHEE. SEHER. %
28 HATBE) )

17.1.3 EREIHA—BRBR RA. 70/ EEER)

Bz R B RBCE D 2 9 FE D B (M5 - KL 9215200 JFEI5 7200 B2 18 2 5 FEAESOH
SRR ERTO0) M 0N T AT BE240), 5130801) Akt Gis, 4 ussy U
YEEEYE10me/H (1El5mg. 1H2[0]) % 238 W BAERE G- L 7ze & 52 g e Bzt
THEEIL, B - B 4T4.6% (91/12261). FE9550.8% (31/6161). K
J§ % 5 HAE49.3% (33/6781) . FHVERHEES2.8% (28/5361) . LI AT HE
83.3% (15/18f1) TH V. &R TOAHIX6L.7% (198/32161) T -7,
BIVE I SE B 1219.0% (74/39061) TdH -7z FREWEMIZ. IRA11.3%
(44/39061) THo7z0

17.1.4 EiE (65mLlE) & ZERRRMER
KR F ComaE (65 E) ~ofi FREERIOE (5 LN E57H. 7
LV F—PERR3E. CAREILB, & 9 HrER R HEEL1006) (2B 2 EI1E
FEEBIF322.5% (43/19161) CTH V. ERBEHIZRS23M4 (12.0%) . &
BIETM (3.7%) . MEFs4t: (2.1%). IR - MU0 IESM: (1.6%). VA -
BHE KM (1.6%) 0 F w2 (1.0%) . FHi2f: (1.09%) HgiApes: (1.0%)
FCTholz, HEHEIIB 2 EIVEHEREIEIL65 KM15.3% (238/1,55541)
W0 720 F 7o I S0 B AR RIS N .25 5% (12/4761)
T LIVE—PEES100% (2/261) . U ARRIES0.6% (25/3141) . Kz sk
9 % ) FELIRTE8.3% (49/8461) TdHh -7z, [9.8%H]

(FLILX—MR%)

17.1.5 BER—EEHRERRR (MR FON2D CiERESR)

INEEAENET LV — MR EE (T~16M) ZXRIC. a8y U R (1
[2.5mg, 1H2E, ¥ L < ix1[E5mg, 1H2ME) #& 5 \»id, wiEsEe LT7
TR % 2l Lz, FEFMEECTH L [HO3FEH (K Lei, Bl
BB ARIA I T OBSA S OZ L] 120V CIIHT A AT - 7ok 5
F Ry Y U ERRESmeREE 7T b KRB LA B e R LY,

AR T LV — RRIEF £ R & L7z EBGUBRT

51 e RS

A P <y
e AN (mean+S.D.) | (mean+S.D.) (o)

R R THOE
FUNy T iEERE (79t R#E-5mghf) : 0.51
1 14+1.44 -1.41+1. S
5mg/[ 06 9| ogou T i < 0.04~0.98
pféi : 0.019”

77K 97 5.99+1.17 -0.84%1.58 -

a) HHMA RN, BIEMORO3EMAEF A a7 2T L L L5 it
b) #HEGEEO RN TIN5 Williams e O 5
HVER B 13 4 18y ¥ RS 5melE12.6% (13/10361) . 5mg
#16.0% (16/10061). 7 £ K#8.2% (8/98%]) Thh-o7z0 ATy T ¥
YRR Mgl CHBL L 22 F A RIEM L. ALTEINNG.0% (6/100%1) . HImEkEL
#hn4.0% (4/10061) T - 7219,
) TREBAEO/NRIC 51T 2 AK 0K R F5mg, 1H2ATdH %,
17.1.6 ERFEERER (MR, FO1N4 D D IERIESR)
INEBEET LV F -t R RES (T~16i. 30kgPl B, 3361) ZxI%RI, *
T8y Y AREEEL I Smg % 1 H 21 28 352 5 L 7245 5 S o3EEL (L 2 A,
Bt B AR 227 BRI 5 0% tE (mean=S.D.) 3% 528 %
-2.08%1.73, #%51200%-2.41+2.09CH 0 . #F 3% G T T THITS
52 & CREL TR,
BIVEMZEBAEIE1315.2% (5/3361) TH o720 FR@IEMIL IR . 1% (3/33
Bl) THotzo
(7 bE—1ERE %)
17.1.7 ER_EEHREERR (MNE. FO/N2D D IERIESR)
NRT Y- ERER (T~166%) ZAFRIC, A a8y Y VIERRE (1H
5mg. LH2M]) & 2\ id, MEESEE LCr bF 7o v 7wVEEER I A v ay
7 (1Alg, 1H2M) #2EEES Lze FEFMERCTHL [ZHFERATT
DREBHEIL G S OELE | IOV THh G 2T 72/ R 7 P F 7«
VIRV NI A v uy AT B A w8y Y RO IELVEDHGEE S
7z (95%MEHEX M O LIRA0.40F) ¥,
NBT MY —RE R B E A R & L7z G BRTE
B LR
(mean+S.D.) | (mean*S.D.)
2.36%0.46 | -0.78+0.84 | FTHOE
(Fuy Y vEmRER-7 b5
0.71£0.76 | 7 =¥ 7 IVERIERE) 1 -0.08
95%IE XA : -0.25~0.09
a) B BEA R, BRSO ) R T T 2 AR & LI
RIVEMZEHARIE 34 18 ¥V IEERIERLL. 8% (18/15261), 7 v F 72 v 7
< VERE NS 4 v uy TH6.5% (10/15361) Tholze Fus8s v ik
BECHH L - 2RI, RS 9% (9/152) . ALTHEMN4.6% (7/152f1)
B ONASTHINN2.6% (4/15261) TH -7z,

g HEBIEL FpTRER (B i)

EREACAVNZ i /3 152

FhNFIvTIRN

WS40y 153 2.38+0.44

18. ZExpIEIR
18.1 {ERHR

F sy Y EEREIR, EBIRNE 28 3 DA ERERERN  EEMRE L.
FIALHEEDE (s a2y, bary R ¥ PAFS) ok - i
HEMHIER 24 L. AR EEWE & & F = v legH R L A3 2192,

18.2 FEIE/ER

18.2.1 ik X4 I 1M
SHEBEESEBRICBVT, A I VHISHEKITEBCIEFER (Kifl :
16nmol/L) ZHT5H5 AAAY Y MIZEEICIZIEE A CBMEL R ST,
ZOERIEBIRTH - 720, 720 BLEY MIBIT LAY I VHRA
T RS S BIBIER % 7R 2 & AR & e,

18.2.2 EEBHIM7 LILX —1EH
FEERW T LIVEF—MBREETFTIV (FELVEY b, Ty ) I2BWT, HEHR
V2 X 2 I 3 0 U <2 5 BA & D L 7250
Ty b ENVEY NIBUDZHEEET 74 7F%F 2 —RTF747%7—
RSB IGH % BRI L 722620
FEBNEMEEIVE v MBI % BRI SEIE & JEI o3 % 3 L 722,
F/o, BVEY MIBWT, MVMIEELR T (PAF) 12 & 2 REE T
HE A& PP L 722,

18.2.3 {2 EEME OEL - BEEARICRIFTHE
Sy MEPEEEME S 0 28 3 v 0% 3 (ICoft ; 72 u mol/L : §F
B7 V72 0, 110umol/L: ¥ = a7 = = Wby Y IiE 7T V7 3 Vil
W, 26 umol/L © A-23187#ll#L. 270 umol/L : 21 /377 > F48/80%li#) ¥ 4
LB, TIF FUBABRICEALC, ¢ MiREkrbsoufa b)) o
> (ICsoffi;1.8 umol/L). b v KF+4 > (ICff:0.77 umol/L). PAF (&
110 1 mol/LT52. 8% 28 1 10 1 mol/LT26. 7% HIH]) g A 7 1 =—
Y —OFEAD D \ITEREE T 2 2 L SRR S 2



18.2.4 &% % Z L WsBEMEI1E R
FREAPRERR D & EHET 2 MR REWE Y F =k, 7L VF—HEED
IS - WIEICH ST A 2 EAMSNT WD,
sy Y IR, EVEY POFRELHERIIBNT, 74—V
FESHIED & F F = 2 B5- O WU RO % #H] (ICxff 5 5.0 umol/L) L

72o FOVEMIE A ) 7 4F v 2V (SKCaF ¥ 4 )V : small conductance Ca*~

activated K'F ¥ 4 )V) O LE L7245 F % = VilEgEHIERIC L 2 &
BRI,

19. BRIHRSCEET B E{LZHER

—IREYLFR - A ay Y RN (Olopatadine Hydrochloride)

1b2#44 + {11-[ (1Z)-3- (Dimethylamino) propylidene]-6, 11-dihydrodibenzo
[b,eloxepin—2-ylf acetic acid monohydrochloride

53 F3 0 CaH2sNOs - HCI

G ¥ 373.87

PR - R ORISR EOMERTH 5.
FRZHO THEITRT L KRIZRREBEFIZL, 8 7 —)b (99.5) 121
THEITFIZ v,
0.0lmol/L¥gFEHIR 2T 5

s S
(‘ZHs
N\
CHs
\ CO:H
Sevit.

o}
AR #9250C  (53fi)

20. BBV EDEE
KA OFEREMICBERATRO 5N ZEWH LD, THUIHHEFEIZLS D
DTH Y BEIZHEL v,

22. ‘G

(FOna  iEmE0oD#E2.5mg [VTRS])
1008t [10%E (PTP) x10]

(023 L EEEEODE5mg [VTRS])
100%¢ [10%E (PTP) x10]
50088 [10%8 (PTP) x50]

23. EEH

1) ARERITA LR, 19955 29 : 4129-4147

2) /NRIZBIT B EWEEERER (7 L0 2 §/0DSE © 2010.7. 237K,
CTD2.7.2.2.1, CTD2.7.2.3.1)

3)  HPIER  EYFERSEERE (F a8y UV IERIEODS5me [VTRS))

4)  RAEFIH  HEWBRE. 1995 5 10 : 651-668

5) KAFEFEIH  HEWEEE. 1995 10 : 707-721

6) IMIEEFEEER (n vitro) (7L 748t 1 2000.12. 22738, HIFEEER
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