2023 4 10 AEET (B8 1R

| R XEER

|

Bk R T LV F— B A BAREBRINES
HER : 5 5 FFH N3 RgE

ZF+Y b= R 30mgINe

Oxatomide Tablets

AR &E S| 22500AMX00979

B 5t B 1A 1998 4 7 H

2 EZZ(ROBEHEICIIFEEL AWV L)
2.1 RF| DRI U BUE DREERE D & % B
2.2 Ik SUSIEIR L TV 2 aJREME D & % 2 1E[9.5 S|

3. Rk - IR
3.1 #H
flk 58 & | AR KD Al

HLMKA. R EOD
SFLT . MR

FHEY I REE |1 T

9.3 fFikeEEEEE

9.3.1 FFEEEER I ZDBRETEDH 2 BE

S RERR E ML IR T BT NNH 5, [11.1.1
2]

9.5 1113

TR AR L TW D alEErE D & 2 eIz i3#% 5 Lz
&, BER(Sy M) TOEZE, G1E. RO
RELDOEFHEANRESINTNS, [2.2 BH]

9.6 ®ILiB

HBIR EOFBREROBARBEORRIEEZEZEL . ZAD
Wt 3 k2T 5 2 &, BIER (1 X) THLHE
IMEH SN TS, [16.3.3 ]
9.7 B

WBEESEBETSZE, PIREIC2EUT)ITBNT
SEABIEIRD T T 2 BTN B 5, [13.1 B
9.8 EE

FFHEEENMEE R L TW 5B Z &M, AANX, FE LT
i TR#=N5,

10. HE1EA
10.2 HERAEE (FERICEET S &)

30mgNP FEHRIR E;éw‘éig*;ig
S0mg | 5 2 H e n. AT
FUSER TR A
3.2 BE DMK
W - KES
o & | mow | B ES %%
#Ha— R
(TP
FEY I REE | EROERRA @ —
30mg/NP] D Fbi 65 | 25 | 100
TP-217

4. RhEE - R
TULILX—HER. ERE. BB T >EE. B75 - BB

6. A% - AE

WE, BRAIIE T BEAFH I FEL T 30mg(l &) %
KR OBMERT D 1 H 2 BREOHEGT 5. 7ab. 4.
FERIC K OB HIERT 5.

8 EELEXRNIE

81 MK ZHT ZENHBDT, AFIEE5FDEHZICIE
E Bh B O FHHR G 2 P S B O BRIEICIIEE S B
IO REETBH &,

82 AANT LD, KRAEMHIFEEERNEEMTHZ E0H 5
DT, ZOXIBEGHIIRAERZT0IT5 2 &
8.3 AK = ZEHiEDOBFIKRG T 2813, IFRELZ
EZ T, TOERMMNOESEZRAL. HFRFEHK THE
THTDZENLEFE LW,

8.4 AFNIKE ZIEF NI 2 HEA T 01 RAILE R
720 . BEITHE Z o T D BFE 2 O N IR T 5 3
FITIE/2WDT, ZOZEIFRBREFITTPEZELTBLL
=D D,

Q. B ENEREZETIEEICEHTIIE

9.1 AHIE - IEEZEDH 5 EE

9.1.1 REIX- 04 NEXZZTTVWBEE
AFGICL D AT04 REEZK 258123772
B R THRLIZITY 2 &,

AN 2% HRIRAEIR - $EE | BT - faBR IR T
7V =)L PERRE RS, RS (A RIS PR 9
eI ER< DS DbNDB| B,
REEIESRA] | 2D S,
A
HENRASE

1. BIfEA

ROBWERMBD 50N ENHBHDT., HgizE+5
i, BENRRD sNBEI 3G R IET 5
CHy)REETS 2 &,

1.1 EXLEER

11.1.1 FF% GEEARB) . FFEEEREE (0.5%) . =/IE (BEE
AHH)

AST. ALT. 7v-GTP. EUJLE >, Al-P. LDH ®&L
W EREZEDITFR. IFEGERE . FE (WIHAREIR :
EHBERE. BBCRIE, FEE. BK - TS 2NH 5
OB END B, [9.3 ]

11223y 9. 7F7147F%2—GEEARR)

MEAR R, FEOLRSEE, 25508, WHEE - MREERIEZS O
SERND 5HNDENDH S,

11.1.3 5 & 4 X /& 3 3t Bt ## /£ ( Toxic Epidermal
Necrolysis : TEN). REHEIRAE %2 (Stevens-
Johnson FEMEEE) (BHEARH)

11.1.4 /MRS BHEAREH)

11.2 ZO/OEIER

0.1~5%Al | 0.1%A BAFEARH
SEARS ERE T (11 P
R VU . HRER(R
AL, BIESA.
BB F&9% PRI (B, T
JEF)




0.1~5%A | 0.1%A BEEANEH
N3 AR, 7| LR
FEE
KRR | IRG. R, |5 - SHE.
(> DEN - 5D
DX B L<
5 A, LUK
WPRER FEE e A E IR
(HIR. HEIR
JE. PR, 5%
PRIZE) | HEPR
I] e
HILgs MEAR « e, |fRL. B .
B, M. BskR
N IR, BEROTHE,
WA, HEER
AP, Omw
£, FOHN
fEBR g ClES
Z DAl IFREERIEZ 13T, B | R

1) SEARAL R IR NI U 2 381213, BB U T
PUS—F 2V CHIOBGEOBEY BN EETTD
L, HEEEEAERS Aoy TOE. #H
AR O R E ST, )

12. RFRIRERRICRIETHE
KR OBHIZ, 7 VIV CERNROSERRIL. 7 LIV
T2 DRI R E KT DT, 7 LIV 2 ERNBOSMR
BEEET DANIAF KRG LanI e, [18. /]

13. BEHRS

13.1 fER
SHYRRE E 5 D SRS ESE IR, i, BkbEE, HIR,
MEME R, JAERIR. SEESENFEE L2605 5.
(9.7 ZH|

14. BHEDZEE

141 EFZFEOEE
PTP A3 O#HANI PTP > — b6 WO H L CTIRA T
5E5ETSHI &, PTP 2 — FOBMKIZEL D, N
SiATRMEEREATIA L, HIZIZZ a2 2 L THE
AR GEOEERGINEZIET DI END 5,

16. M ENRE

16.1 IMAiRE

16.1.1 REEHE
B A DU BEE 8 4 (— @ N2 ST ICAFH h 3
R 30mg Z 1 H 28] 22 HHEGHRE D5 L7258,
MAEFIREEIIHES 6 HEICERIREIEL, 6 HHLL
FEOFGERMEIL 20~30ng/mL. #5454 4 KTl
# 40ng/mL &R L7229 GAEANT—4),

16.1.2 £ F I EFHEHER
FF b2 R 30mgINPJ &)L 7 Mg 30 DFR
TN1HEGFY I RELTI0mM &, VOXA—
IN—IRIT K DR R B FIc i B B ER L1 G- L T
R 9 b3 FREZAEL 2. 55N Y8k
INTA—4 (AUCOH24hr‘ Cmax) IZDOWn "Cﬁﬁﬁ?*ﬁ%
TToefER, WAl QLY EN RSN HRS N,

SEWENEE/INT A —F

HENTA—=E | BENTA—F

AUCp—24n,| Cmax | Tmax | ti2

(ng+hr/mL)| (ng/mL) | (hr) (hr)

FFH NI REE| 37.89 7.63 1.9 3.45
30mg NP +1992 | £3.13 | £05 | £1.31

— 35.80 7.88 1.8 3.79
WVTFIME30) g7 | +428 | 05 | +135

(Mean+S.D., n=14)

—e— 41 b3 K§230mg [NP)
—-r-- T2 N30

Mean+SD. n=14

7T F RN BEE

0 2 4 6 8 10 12 14 16 18 20 22 24
B5f

Mg A+ b I RREHERS

MRS 5 N AUC, Cmax ZD /8T A—4# 13,
PeBRE DR, IR OBRINEIEL - RS OB SIS
Ko THRRDUREMEND B,

16.3 4%

16.3.1 AN D2
Fv MTHMC-AFY FI K 10mg/kg R O#K% 5 L7
Ba. %55 30 70T, Rl B, BRI >N,
fifi. BB OIEIZEWHSREREZRL, EE5% 1. 2
TN 6 BRI B W T S LR CHURBEIRE N R 5
NT=D, 24 R TIENRE D IR TF T 2k D7 <.
96 FFEICIZIZ & A L DR TR RMELL T & 755
=9,

16.3.2 % — B 42 REPT @ 14
IEYEZ » MZMUC-AFH b2 R 10mg/kg Z#% O #% 5
U7fES, RRVENIBEIIREHRED 1/4~1/5 TH
0., BHRIZHES L7780 0.08%TH o729,

16.3.3 BELRNDOITH
SritE D1 AT MUC-FFH M2 R 10mg/kg &R 0%
HL, AM~OBFEZRE U 2/R, mfEh kO
T O RE O R E IR 5% 1~2 RERIDANICE S
TUFIERBEREDO L X)L ZRLEZY, (9.6 B

16.4 X5

16.41 & ~ THER S N2 ABEIL, piperazine KO0
benzimidazolone @ N 7. @ AL 7 L F VAL B X
benzimidazolone D EER/KEE(LTH 56 (JHEAT—
s

16.4.2 in vitroikBRIZ BN T, AFIOMRBITIZ. HFF~o
00—/ P-450 (312 CYP3A4, 7= CYP2D6) 7B 5-9
LT ENRENED 8,

16.5 HEittt
R RN C-AFY b2 R 60mg ZRRGL 7248
. B 5% 96 R E CICRPICHR G ED
40.1%. FEHPIZ 54.0% 0 e S N2 GLEAT—4),




17. BRR I

171 EHRCREMICET 255
KR F Tl = N - B S M b lsat B 2 4 O e R
RO EIIRDERD TH S,
(FPLIVX—HEE)

17.1.1 ENEERER
T UIF—MEROBEITAFY - I Rig 60mg 1%
OG5 U-kEE, A%R1T 56.8%(92/162) TH D,
FFH NI ROFHMENRED N, £z, —HER
HGRBICB W THERAENERINTNS I,
BIE 6 B 213 30.8%(33/107 #i) T, HRK 19 #i
(17.8%). BB 7 F1(6.5%) . LB 2 F(1.9%). %
% - 1% 2 B (1.9%) . 58% 1 61(0.9%) . KREHE 1
%1(0.9%) . MEHEAR 1 #1(0.9%) TH-> 7= 11,
(ERP)

17.1.2 ENER R ER

BIEFRZ OBEITAFY b 2 R 60mg % 2 JHR#%
A¥GLE_EeREBHABROME. HRIT
63.7% (65/102, BEELAL)THD, FFHHFIRD
B HMENED 5Nz,
BIVE R 3B R 13 28.8%(32/111 fil) T, WRE 24 #i
(21.6%). BB 5 6] (4.5%) . HLs 2 F1(1.8%) . W@
1 61(0.9%). BHEAME 1 6(0.9%). SEHE 1
(0.9%). HEW1H1(0.9%) ThH->7=12,

(B R BFEIE)

17.1.3 ENEEFRFER
P RERRFEIEDBAFITAF b 2 REE 60mg Z& 7 HRFERE
O 5 L7z —EERILEGBROFE, A2FIL67.2%
(43/64. B#LLE)THO. FFH 3 ROFHMEMN
R 5N,
BIME 33 213 28.8%(19/66 #il) T. HRE 13 #i
(19.7%). 8 4 511 (6.1%) . 1BERE 2 #1(3.0%) . il
2 6i(3.0%) . W&EH: 16 (1.5%) . B9 1 61(1.5%) . &k
1 61(1.5%) . FH11#(1.5%) . EkE(1.5%) TH->
=19,

18. IR

18.1 1EA#EF
MBENAIL > AEWER. I AINAT 4 T—5—
DEEEMHIER KO IS IV AT 4 T—4 —FEHIEM
L0 7 LIILF—ERZIHIT 5. [12. B8]

18.2 MIBAR AL 7 LEIE{ER
FFHRIRIE, TUIF—KIRCE> THEFHESINS
RN AL ™ NBEO R 2T 2/EH, Wb
DN T AHIEERZE T2 2 &M, T b
N R L 2 W EBR TR I N T WD, ZDH
W ARIEERICE D, AFT I RIET LIV —
BOGHERIFEIC BV B 2 VAT 4 T—4 — Dl HE
FIEAZRHT2HOEEZISNTVND, 2B, O
HIREPNAD F)L 277 AFHRAZ T S ER TN 19

183 #FIANATF ¢« T— 42— OBt /ER
FFH NI ROEZY I ESIGIERN, T N
e, & hAmER, T T4 TF— ﬁmF@
Ty NEEEZRWEERTHIBESINTWS, £k,
43 MU OBEEHNHEIA, b M. b bHEMmER, t
NFHER, b NMFEEER. Ty NMEBEIERHIEE W
EBRTHERINTNS, HIZ, O RJIZZDON
THFY R R TOEKBEFETH S 5-lipoxygenase
WA BHEMEH 2 RT 2 ENFRD 5N T NS 117,

184 FIHNAT 4+ T — 42 —HEH/ER
FFHRIRooraryxT, tz&‘y ok
Z2. TEFNaAY . TIT 4 FZATKT BT
ERM, 5w MRS, BILEY hOfHEEE. fER

EXEAWEERTHRSINTWS, £z, /MIE
LR T (PAR) IZX 2 BIVE Y bRUEEST EAITHL
THMEERZRLAZ1820

185 KB 7 LILX — RS DOIHE R

FFHEIRE TUINF-KISDODETINTH S, Bi
R 5RO EIVE Y MGENHE RIS, PR 5RO 1
GEMNIS. T NZBEET T4 TF—K
. BIVEY MEHEBEORED S 2V« T—)b
B EE 4H35 10, 21, 22)

19. FRR 2 ICRET 2 EILZIFER

—4 o A FH b2 R (Oxatomide)

{b2%4 ¢ 1-[3-[4-(Diphenylmethyl) - 1-piperazinyl]
propyl]-2-benzimidazol-2 (3H) -one

5 C27H30N4O

7FRE : 426.55

HWEX . )

HN)KNfCHszHszHsz NCH—@
o .

Al s 155~161°C

MR - BEE~ERAOREIEOM R TH %,
- OKEERE 37 o ORIV AT T <L,
T4 ) —=)LIZRRRETIc< <, T—FI)IZ
Wz <, KiIZIFEEAERTIZN,

22. Ak

100 #£[10 & (PTP) X 10]

23. EEX#

DR, WiE»  frE K. 1984 ; 33(8) :
1127-1129(L20200909)

2)Davies B.H,, et al. : Pharmatherapeutica. 1983 ; 3
(6) : 365-369(L20200910)

) AENERL AW R SE R B

4) SRHFREE A : I & 15981984 5 12(9) : 3887-3903
(L20200911)

5)Michiels M, et al.: Oyo Yakuri. 1984 ;28(2): 357-374
(L20200912)

6)Meuldermans W, et al. : Xenobiotica.1984 ; 14(6) :
445-462(L20200913)

7)Goto A, et al. : Biol Pharm Bull.2004 ; 27(5) : 684-690
(L20200914)

8)Goto A, et al. : Biol Pharm Bull.2005; 28(2) : 328-334
(L20200915)

QWM FriEH : HE. 1984 ; 27 (4 3) : 369-385
(L20230613)

10) N —BRIE2 © 7 LIV F— DK, 1983 ; 20 :
58-62(L20230614)

TDRE fRIEH : BE. 1984 ; 27 (# 3) : 386-405
(L20200916)

12)FE LR RIFED - EJE. 1983 ; 25(1) @ 125-140
(L20200917)

13) BF e s — AR IEAY « P H A& RL. 1983 5 45(6) :
1042-1051(L20200918)

14) Tasaka k, et al. : Int Arch Allergy Appl Immunol.
1987 ; 83(4) : 348-353(L20200921)

15)Manabe H, et al. : Int Arch Allergy Appl Immunol.
1988 ; 87(1) : 91-97(L20200922)

16) RARMESTIEA « HEBFE 1982 ; 80(3) : 251-260
(L20200923)



17) Kosaka Y, et al. : Agents Actions.1987 ; 21(1-2) :
32-37(L20200924)

18)Ohmori K, et al. : Arch Int Pharmacodyn Ther.
1985 ; 275(1) : 139-150(L20200925)

19) RZRMESTIEA - HEFFE 1983 ; 81(5) : 399-409
(L20200926)

20)Nijkamp FP, et al. : Naunyn Schmiedebergs Arch
Pharmacol. 1989 ; 340(1) : 111-118(L20200927)

21) RARMESTIEA © HEEBEFE.1982 ; 80(6) : 481-493
(L20200928)

22) B —onldA « BVIRAMERE. 1983 5 19(1) : 47-54
(L20200929)

24. XBFEKERVBVWEDE S
7oA EEMLERE
T 566-8510 KB EEE T H T 3 % 26 =
TEL 0120-226-898
FAX 050-3535-8939

26. REWTRESE
26.1 REBRFTT

N\ NiIPR0

—70%AaH
AIRFHERTTEEHEI3E265

E-1



