%% 2025410 H eET (4E30R)
% 20244E5 HET (#E2k)

B Ein A

FREIE : 34F

WA R 2t
g7 7Y I hTEIL

BFRERSIEES
876239
ARES 20800AMY10151000
BR7ERAE 19964F12H

S22 h7tEI50mg

Lampren Capsules 50mg

W7 A
(R~ TS5 O 5 0 (I 5 2 &)

> NOVARTIS

2. B2 (ROBHEICEBELLEVWI E)

X
AFN DBV LB EE O BEE D & % B#

3. #HRK - MK
3.1 fHRk
RS 177 envhsa77 Y3y 50mg

;& A, Iy ay, Wik, KELYF Ly, YTFve
Fafy My, ks U, 7oLy 7)) a— )
WTENVERIKICETF v, 7)) v v, S0k B
1b#k, NI FF L REEFEBRIFVF M)A, NTFFT
CREHR7OEVT M) o, T T F VN2 VEE

3.2 WENOERK

ANA

[E2N WO EW IR O 7 v
hHE Q
(BE)
R&Es ) B D Tmm  E®  228mg
4. FhEEX (IzhE
GECERE)
AENCREMED S VE
(EROAE)
NotEIR

6. AZERUVHE
INotEUFE (HER))
EEBEACE, 70772308 LTC50mer1HLAF 71
200mg~300mg% H2~3EN2 58 LT, Al BRI O GS$
Do MM - FERIC X ) EERNT 5.
B G IRAR24E & L, WHECTH VT g EKREE IR S
FTHRGTHI L
FRIE LT, Rl &AL CERT 22 L,
(INER (B OEREEMFIE)
WEREAIZIE, 7077V 308 LTI00mgE1HLIM, Al
BRI G T 5. b WIS EE L7 HE1213100mg %
SENZHET 5o
PG IENE3 s AU ET 5,

8. EELEXER

8.1 RHNOMFIZH 725 Tld, [t Vsl inrtast | (2
A () BIRBETAT) 2 BEI0EEYTH) 2 ENES
LV,

8.2 Nk VIRDEFIZH 2o Tk, RHNZ L BIHERICONT
DORHFEN T — % OERD D NI L xR e, BEIC 0%
BT, A7+ =L F-arytr b 258528,

8.3 AH % wHE CRUIERS L2a. BRI >/ SE,
FIZERL. W 2 2RO E A R ) > o3 Hi
WZARFIOK SR ERET 5 & IBREDSET 2 WL H
DL FNCIGEAE, MEHES R T IEIRESIN TV D,
BER (T - BRSE) PRILLHE10E, E. R3E,
BHSHEET ST LR EONERTTH Z &, [11.1.1, 11.1.2
Z ]

8.4 AFIRC XL 2 EEOEML T, FRENISH) DIERE 4 L
LUREMEDSH H DT, BEORKMIREBICT/ERT LI L,
FEEROEZOBEOIITHENTH L, HFOERIL, K

o

RB SRR

®

ko

9.5.2 TR H G L2 35A .

Flpikfe, HEAETIZE Y A~ESEP 2L L ZHHDM LD
BECHILTBZ e B, BEOAGITHEEREEIC
Lo TS BB LA E SN TN A,

8.5 AFIGHIZDd v, W, 57, B E TR 588

121X, BHEEOERR, R OEESEERZ ) (R e S
VL) THEETLI L,

9. FENERZHIHBEICHATIEE
9.1 AHHE - IEEED» 3 EH
9.1.1 BlEEE (EROTH - [FE%) 0H58E

IERZBALS D BENDDH 5,

9.5 114w
9.5.1 IHE JUIIEIR L TV B Rtk & 5 k21,

wFELO
it fEkE s Bz LB SN LA ICOREG T 5T
Eo WWER (VR - Ty ) THEEREROWA. HIEBAE
DA K OFERICCEOWEINB AN TN D, T2, ¥
A TG AN OBR Y TEE OB B IE DB I AS A & 11T
Wb

i L. 2RV e
BRAENLET EDRH D,

9.5.3 AHIL- IR IRAHERE S 723 61213, MkBeiGHE DL

FEIZOWTHGETT A Z Lo HIRFIE N > & IR DREIR A
LT\,

9.6 Rilw

BHAEBFEIEDL L, b MEILHBARITL, BAEKRUEIE
DB EET L EDVH D, [16.3.25H]

9.8 EkE

WS 5% SEEICHRGT 5, —MRIZEBERSINT L
TWao

*%10. HEIEA

10.2 HFAEE (BFRICEET S L)

AR 45 BRAREIR - H58 i R - fakRie T
N X)) v QTIEENHE SN TV DL DT, E|[BFEAY
W OB % 1TV B OIRTE
FEEICHETLI L,
11. BIfEA

KOBMER S S5 b hZ ENH 50T, BigE 451247
W, BEASELD SN A IR G- 2 T B e S 2 AL
BETH) &,

1.1 EXEEER

11.1.1 [BEAE (HEAH)
[8.3%01]

11.1.2 [BIEEE (AR
[8.3%1]

11.1.3 MAETGAE EEEA)

1.2 ZOOEIER

WA
EWEE (EMMEROEM DR E~ BBEI AR, &
EM (TS, TRORE, RN, CRBEE. S,
B HRRIS, RLBCAE, J605. . PUBLHERON &

L, BRI, Bl WELL, B, T, M.

HIER | ooris, BARHUR
" G - RO G B, B - R T O G

ARz, - HH - B, BT




B

FEAAER [0 T\, BUH. FEIR, M. SORA @IS X 2809 DER
JFF e JFde. #9E, BFER, ASTESA, ¥V Ve Y A

i A, HEEERY S

- R Bt - R - REFLSE A G, ) 2 SETE,
BERESE, Eim. I, 07, SR MR, LA —RRBA
REEA, WREE, €=U 7 gL, K7 ) v A IUE,
MR B Mo, I 7V 7 3

14. BREDEE
141 ERZHEFOER

AFNEF a3 aL— MEOHRTN=ZTDIZBVB ST LD T,
INEDOFOIEIHVINRET 5 L) BHICHHT LI L,
14.2 EXIRAFOXE

HALE D 5 OWRIUEEE X5 7280, EEZICIRAITAES -
INIEEEDQIURATAZ L,

15. ZOMOEE

15.1 ERERfEAICE D 155

B (300mg/H) OARFEA V=7V F (300mg/H) »
BRI G- % 2T T B BB T, REIORE OWE KD 72
AL MIHE R OSSR AR X B F L 72 & OMED D B o

16. EFHEE

16.1 Mgk
fEFERABTIC7 a7 7Y 2 v200mg% B HERE %S L7
L& a7y U3 V3R GA~- SR R i s A R (S
408ng/g) 1EL . ZDOHFHIA10.6H Tl LY IR AD 7 —
5 )

Z D1

7077 Y3 2 200mgt -t o A g R
(ng/g)
500

S5

4R
'
>
S

—o— /u7773200mg
Mean=S.D., n=6

w
j=3
S

WEREV/~NON B RS
(3]
2

100

0 2‘4 48 7L2 96 1%0 1214 1?38 152 216 24‘10 264
512850 (hr)
16.2 BRIR
N URFREBELIHNC 7 a7 72X 1000 300, 400, K U600mg
Z ZefE R AR 1 5 L 72 RE, JHALE Coar k. IFEEZ &
WAL LT, T2 D2 D BRI S MR R LS 0
. BBEEPOINENZz7 0T 7 VI VEEELLESEDOR
JERIZF N ZN62.5%. 48.7%. 44.3% 1% V42 6% Tdh - 727,
16.3
16.3.1 EE#ES
B AFRITHB%TH > 72 GHEADTF— ),
*3%16.3.2 K - EBRBEIT
rua7 7Y I EEE L TREPIMED R OCHENE RO~ 70
Ty —VHICER L. RETR. BEE) 2o8EL B R OEEE,
B, MERE. M. BERR. RAG. BN, OBR. RZE. R, ARER.
FR AR EADOBITHIRD SN TV LYY, T2, AR~ BIT
LREDLENTV2Y (WEADT— %), [9.65H]
16.4 a5
JRAICHH S s A3 IE. hydroxy clofazimine. hydroxy
deschloroanilino clofazimine glucuronide z Uthydrated clofazimine
glucuronide T 5%, WIFNBMETH 2 HWEADF—%),
16.5 HEit
EER A7 a7 72 3 2 100~600me % HAIRE G Lz & &,
B #BAUEREFTCora 7 7 V3 v ORPHERRITRS5ED0.03
~0.41%Td» Y. &530 % F TOERPHEMR TR 5 = DI~T74%
THLYGEADT—% ),
*%16.7 EMHEEIER
rym 77 Y3 YIdCYP3A, CYP2C8M ICYP2D6% [ L 72
(n vitro)

17. ERPRRREE
17.2 BUEIRGERAES
NV IREB R MR E LB RGERAS IS BT AR R
X REEFI6HIZ 51T B FR)E1396.9% (93/9661) THh o720 F7-.
ZWRNZ A3 5 A RE1E97.8% (90/9261) . WHODOMTDD 4 )
21394.9% (37/3961) T o720 &5H1T, SV EITERLHE 2%
T HEREIEI00% (24/246)) T o720 NY L URBEZ TS
2L - R I B W T, 97BIH i & 7z RIPER1338.1%
(3761) 12661F T, FEREIEMIZ. BERaRE2RMN, §HARREL
HEECTH -7,

18. EERhEIE
*%k18.1 {EFAHR
a7 7Y 3IrDBWHE (Mycobacterium leprae) \Zxb$ A1EH
DOFM BT IIAHTH LD, SBWVEHODNAICHEEEAT LI L
X ADNABEBHEMFH L S~ a 77—V D54V ) — LEHE
PIEEALT 5 2 LK AMEHNESTEEZONL, 720 7
07 7Y I ESWHOBISIER L, BEfbEc s % /i L T
FHEMEAER USRS L OB kS EE T 5 2 b UL,
DV U R A L CIREEFER O F ViR AR REES L 2 LI
IO HEERZRTEZ26N2Y, &5, 70773 Vg,
THIBL DTG EAL K OBl % 9 L CHUEE I 2ok e 2 Hnsl,
18.1.1 HEDNANDIES
7177 Y3 Y ODNAKANZ R EOWINZEL % 8IS, 57
JOBEERTIC L D HISE L 724555 Mycobacterium DDNAZHKE A1 %
RL7Y,
18.1.2 54 VYV — LEZDEMHL
o7 7Y IV EEMUCEZ22H MEGEHEES LY 2D
BN~ a7 7 —=DIZBU b, 94— LRI T LEE
EEE LR, 207 7Y 3 Y10 10mg/kg/ HEX G- HEIZB W
T N-7tFN-p-INVatI=F—¥, B-H77 b ¥—=+,
HF T YCOWEMAT > F O — VBRI i L T AL,
18.2 HEER
18.2.1 In vitro\" &+ 21ERA
a7 7Y 32D vitrolZ B BM. leprae 233 A MICHIEE1E
TS STV e\,
18.2.2 In vivoBEET IVICH T 21EH
X =R~ 2AEHWELWHEEETIVIZBWT, 70773
> %0.003% 5 A FANS T R O T4B R e 5 L7236, 5
e 5 HE\ Ho il U O 75 2 BB E % 8200 721
A% GO WEEGEE T IVICB W T, BRI S Ew
FC (0~183HM) FEWHKG%2ITo7K, 70773 D0.01%
IRENC X 2 e GBI BT, F 7 BN A o 2w il £
T (76~167HM) #HWixG2iTo7/728, 707 7Y 3 »®0.0001,
0.001. 0.01%RHIZ & 2 #E G5HEIC BT, 22N IEE
GBI B L O R e B & 2R 72
18.3 MRGEEA
RN O b U BE D SR L 720 k2 v,
YR MY UEMALI SR & AU ERE RIS T 5 2 1
77V O ERE LR W ofFhERicx LTh,
7077 Y3 EIX10°MA 51 x 10°MIZ 3B\ THREFEARAE ) 70
FEMEERERL 729,

19. B#IRSICET 2E{EZAE
— R R
s 17733 (Clofazimine)
L%
3- (4-Chloroanilino) -10- (4-chlorophenyl) -2, 10-dihydro-2-
isopropyliminophenazine
o Fa
CorHaClLNy
S
473.40
AR
FEEOHETH L,
Truu Ay IRRETR T 28— (96) IS T
T2 <L RIZIEE A LR IT 2,



LAt

Cl
CHs
Seew
Iy Cra
H

Al
F9217C  (53f# 1)

20. RV EDEFE
W 2 R S THRIEBIE 2 O A6 H 5 DT, 3B5CLET
BREL RN &,

22. A&
1004 7 [k
23. EEW
1) Schaad-Lanyi Z. et al. : Int. J. Lepr. 1987 ; 55 (1) : 9-15
[20240097]
2) Mathur A. et al. : Indian J. Lepr. 1985 ; 57 (1) : 146-148
[20240098]
3) Venkatesan K. et al. : Indian J. Lepr. 1992 : 64 (3) : 431-
432 [20240099]
4) Mansfield R. E. : Am. J. Trop. Med. Hyg. 1974 : 23 (6) :
1116-1119 [20240100]
5) Desikan K. V. et al. : Lepr. Rev. 1976 : 47 (2) : 107-113
[20240101]
6) Venkatesan K. et al. : Int. J. Lepr. 1993 : 61 (4) Suppl. :
16A [20240102]
7) Feng P. C. C. et al. : Drug Metab. Disposition 1981 : 9
(6) @ 521-524 [20240103]
8) Feng P. C. C. et al. : Drug Metab. Disposition 1982 : 10
(3) : 286-288 [20240104]
9) Levy L. : Am. J. Trop. Med. Hyg. 1974 : 23 (6) : 1097-
1109 [20240105]
%3 10) Sangana R. et al. : Drug Metab. Disposition 2018 : 46 (1) :
26-32 [20250054]
%% 11) Cholo M. C. et al. : J. Antimicrob. Chemother. 2012 : 67 (2) : 290~
298 [20250055]
12) Morrison N. E. et al. : Int. J. Lepr. 1976 ; 44 (1/2) : 133-
134 [20240106]
13) Sarracent J. et al. : Int. J. Lepr. 1984 : 52 (2) : 154-158
[20240107]

14) Tto T. et al. : Int. J. Lepr. 1986 : 54 (4) : 724  [20240108]
15) Shepard C. C. et al. : Proc. Soc. exp. Biol. Med. 1969 :

132 : 120-124 [20240109]
16) Van Rensburg C. E. J. et al. : Antimicrob. Agents
Chemother. 1982 ; 21 (5) : 693-697 [20240110]

%24, XEKFEKERVEWEDLESL
IONNVT A AT 7 =R EH SNV T4 AS A LS b
T105-6333  HEHREIXE 7 [11-23-1

"N'OVARTIS DIRECT

D

0120-003-293

SZ{J85 : A~&9:00~17:30
(RERUSHABZRL)

www.novartis.co.jp
*26. BOEHREREE
26.1 BLEHRST
INIWVTAR T7-v k&t
HREMEXE /P9 1-23-1
(02)







