2020 4 2 HiT (B 21 b

BAREERSEES « 873943

EXRMIVFIEL—T+—L4

A AR SEAIRT 2 O TF Foik Z6E 2013 (ZHEL L CTHERR

=1 PR & I 8 AR A

BAERA 7RI/ —ILiE

7071) /—)LEE 50mg/100mglk—7 |

ALLOPURINOL TABLETS 50mg “TOWA” /TABLETS 100 mg “TOWA”

i 4 7wu7 Y ) —/LEE 50mg 77y ) —/LEE 100mg
[h—T] h—1)
#l | FE
% IX 3 @jﬁ%l:%:%[%ﬁl) Kt e
H1) EE-EMEONFEICLVFERTLZ L
. N o |18 BR 7Y = | 18R BE T —n
’ - | somg o 100mg &4
- 4 i 4 7m7Y 7 —/(JAN)
£ 4 : Allopurinol (JAN, INN)
LU 7 L A H 20134 2H 15 H
Ol A #E c £ A H 20134 6 H 21 H
7 U H H 2010411 A 19 H 19784 4 H 1H
! AR 52 (g A ) - ot _ .
Ay 75 : 2 =33
i o 4 4 %LE&JLE ﬁf iunﬁifﬁ:&$
TSR
S 4 H M ~ ,(\ ==
= 3K I Y F o E &k FAX -
RS AR St AT DI & —
Y = 0120-108-932  FAX 06-7177-7379
https://med.towayakuhin.co.jp/medical/

A TIF 132020 4 2 HekaT (G 20 Wi, BIVER OB OIRM SCEO TSI S X AER LT,
B DA SCE G ESE 5 R AR AR — o —
http://www.pmda.go.jp/safety/info-services/drugs/0001.html (Z T ZHER < 72 &0,
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I. $IZICBd 5I1EH

. ARORE

T a7y — VB EREE AEIRRAITH 0 . AR TIE 1969 AT BT STV D, BRI
KSR BRRBERNLE LT, 7l VEEORRBEZRE L, UL ORBRAGIELZRE, RREL
AR A TR L, 1976 1F 11 HITKRBZ UG, 1978 4 4 HIZHE LT,

Dk, EFEFKLGIEDOTZH, 2007 4 6 A7 1Y U8 100mg & GE4 DEE 1T o702, F
7o, 201346 A7 a7V J—/VEE 100mg [ h—"T | LHRGEA DOEEEZITV, BUEICE D,
71 U BE 50mg 1%, [BIEEIRNLOMERBIE AR Z D Z LHFEICOWTICERL 1843 A 10 A
RS 0310001 “)IC KV | BHFS A 4m L, 3EAEHE 0331015 5 (Fk 17 4 3 A 31 A)ICE
DE . HE L ORBRTEE R E, IR, ARSI Z S L. 2010 45 7 AIZKGE
ZHAS, 2010 4F 11 HIZHE LTz,

F 0%, ERERFEKLIEO-D, 201346 AT 2 A Y 2 —/LEE50mg [ h—T | & RGEL D
BA2ATV, BUEICED,

. BB OREEN - BEIEE

ERER R4S 14

BRM%: 7a 7Y ) —gES0mg [ h—T ) K7 a7y 7 —/LgE 100mg [ b—7 ) 1, Jd .,
15 R IR MLE 2 £ 9 & MUESE S 380 2 i RERIIE DO JE IEICx LT, %, A 1 BHET e~
J =)L & LT 200~300mg % 2~3 [ENZ/ ) CTREICR ARG T 52 LIk ARAERRD S
ncTna,

T o ARHNAE H plGETR A O RIVE I FEBUEEE 2N A & 72 290 A 2 S0 L Tuveuy,
RITEM & LT, B2, BACRIR, BEATER, KE, TH, 25 TARK,. HEENREIH
TW5, V. 8. (3) ZDMOREIWERDEZ S )

EARZENWER & LT, k3R s ali#)iE (Toxic Epidermal Necrolysis : TEN), FzJE k5 AR
SEWERE(Stevens-Johnson JEGERE), FIBLMER i§ 2% O B S A0 B il . @merE i Ag 2 SEAIME
WOESEMRRE, a7 TF 74 7% —, BAANRMERIN, JLERED | BERRERE, /b
WD . BIERF RS O BEE LIRS 3E, BAe, BAa0ME, MEEE XL S0
PR, [MVEPEAGA . BRACTIAMARIE . MEMEREER R H O bhD 2 eRd D, (VI 8. (2) X
IRRIMER & ATHEIR D IH &2 2 H])




I. &#MICEAY SHIEHE

1. BR 58 £

(1) #0 £
Tuay ) —LEE0mng [ h—17]
Tuay ) —LEE100mg [ h—T7 |

@ * 4
ALLOPURINOL TABLETS 50 mg “TOWA”
ALLOPURINOL TABLETS 100 mg “TOWA”

(3) &MDHE%K
— 4+ A+ HBGEE+ =T
[ TSR E R OAGRPFEICH T2 > COIRTEA OMAICET 2B EFHEIC OV (OF
AR 17429 A 22 A SEAFRARE 0922001 )NS5 <)

2. — & &
ORI
7uFY ) —1 (JAN)

(2) & & (@RE)
Allopurinol (JAN, INN)

@) RATL
23"

3. BEARIETER

4. FARUDF=E
S5 0 CsHaNLO
& : 136.11




. AEF% (@R

1H-Pyrazolo[3,4-d lpyrimidin-4-ol (IUPAC)

. BRASA. BlA. BS.
L

LEES

CASEiES
315-30-0




M. A3 AT 45ER

1. YEEFHEE
(1) 48 - 5K
F A~ A B OR ST TEOBM R TH 5,

()& f&

I8 1g ZIRDT DIZE T 5 Al & wfR M
NNV AF LRIV ALT IR 100mL LA E 1000mL Kl | Tz < v
K 1000mL 2L = 10000mL A | #ied TEEIFIZ <
T % 7 —/1(99.5) 1000mL B4 | 10000mL il | fed TEIFIZ< W

KT T ' =7 IR T D,

@ ® &
DR L

() B (SRR - e - BER
MR L

(5) BERBEER
DR L

6) SRR
DR L

(7 ZDhoE G REE
A ERR L




. ABRHOEBEMTISH1T 2REN
WAL L

. AR OHERARE

AR [7a7y ) —) OmRERRIZES

. AR DEE:

B 7aezl /)—lL| OEEECED




V. HAIZBHT SIEH

1. i
(1) FRORG. HEERVUHERK
i 7Tua7y )= 50mgl h—" ) | 7r7 Y J—/LEE 100mgl h—7 |
HIFE DX 5] e FhE
PR H L ~58 F D FEE H A~ IR D R HE
| AE Tw AR
IR s w33 Tw.AR
= E o8 il = s dilna|
S ANy | e | o | e | N —
) | 150) | T (AR ) | =
FEFE(mm) 6.5 9.5
J& & (mm) 3.0 4.7
'E E(mg) 115 310
(2) HEIDTE
O 7ua7Yy )= 50mgl h—" ) | Tr7 Y J—/LEE 100mgl h—7 |
i 5 8.1kg & 4.2kg &
) #HAla—F

(1) AEDPRI, AL OMEIR D IHZ 2 ]

(4)
BA=RPAA

2. HHFIOHERK

(1) B CEMERD) DEE
7a7Y /—)LEE 50mgl k—"]

18 HRFE 7a7V /) —/150mg #&HaT 5,

7O/ —)LEE 100mgl b—"7)

18 BF 77U /—1100mg #&HT 5,

pH, iZEELE. #E. LE, BEEOERURER pH 5%




2 & m 9%

7a7Y /—)LEE 50mgl k—7]

i H B W N n 7
FRIEF LAY, bUERa LT U7 fiELrn—2
FAEEA J1v A r—2Z Ca
i A 7 E ke roeirtio—2
T I AT TV Uk Mg

A7)/ —)LEE 100mgl k—"J ]

B B W S n )
BT A AT, S A T aTFr Ty
HA g fign L — 2
A [N =S S =l el P = S
HEIRFA A7 T U Uk Mg
ZDith
YRR L

3. BAEH. AFOSHIEICHT HERE

4

EARRAA

HEDEEERTICE T HREN

(1) #2EFEALER

7aZFy/—)Lgg100mg ' k—2 1 D

1) HlERMESER

BAETERE « PTP w2k L 7= 80,
AR - O - RS, 3 1 v M (n=3)

AERIE H FEELS; 6 f%5

PR ERENPES [l /2

FiA S ] 457307 ~5503% | 25 358~24r50%
# &R (mg) 311.2~313.8 315.8~318.0

& 5(%) 99.0~102.7 97.9~101.8




@RS

cEEAED D

ARBR SR - DY - EIRRAF, 3 1 v [ (n=3)

REREH LGl 6 & A
PR H .0 F 5E [ /2
A EERF 35709 ~4/728% | 250 1TH~247 518
HEHBR(mg) 311.6~313.1 313.4~317.7
o (%) 99.0~101.8 97.9~101.0
2) NMEMBEER
AAETEEE - PTP At L 7= Sy,
ARSI G, 40°C. 80%RH, 3 7 v k(n=3)
ABRIEH BHAA s 3 & A
PR EREXRES 7 [l /2
A S ] 357565 ~4730% | 25016 ~2545%)
A (ng) | 313.4~313.8 316.8~318.9
& 5 (%) 98.0~102.1 98.0~102.0
EERE - WD S O
BBRSE - e, 40°C, 80%RH, 3 2 v ~(n=3)
REREH LGl 3 & A
PR H 8.0 F 5E [ /2
A EERF 445700 Fp~44r35%0 | 24y 40 Fp~243 55
HEHBR(mg) 313.4~313.9 315.4~318.9
& (%) 98.9~102.1 96.8~102.0
FAETERE © PTP Al L= 0,
BRI G, 50C. 90%RH, 3 7 v k(n=3)
ABRIEH BHAA s 3 f#A
PR EREXRES 7 [l /2.
A S ] 3716 ~3045% | 27100 ~25 358
HEAR(ng) 312.6~313.2 318.4~319.6
& 5 (%) 98.2~102.0 98.0~102.0




EESIA

CEEED O

PRS- B, 50°C. 90%RH., 3 7 v ~(n=3)

ARBRIE H B A RE 3 A
PEIR EEEX2ES 7 [l /2
FA I 316 ~35 308 | 24 10 ~245r 208
H R (mg) 312.8~313.4 318.5~319.7
& 5(%) 99.0~101.0 97.9~101.1
3) B THER
AEETEE - PTP A1k L 7= i,
ABR S  1000lux, 3 2 v k(n=3)
B BHAA s 3 & A
PEIR EREI2E 7 [l /2
A SR ] 45709 ~447 628 | 247 21 p~243 64 B
HEABR (mg) 312.5~313.8 315.3~316.9
& 8(%) 99.0~102.8 98.0~101.1
HEERE - MaEo b o
AERSME © 1000lux, 3 2 v h(n=3)
B B A RE 3 A
PR EEEX2ES 7 [l /2
FA I 45706 F~447 308 | 24720 0~24 45 1)
H R (mg) 313.0~314.1 315.6~316.8
o 5(%) 98.0~102.1 98.0~101.0

7a7Y ) —/EE 100mg [ h—U | ZALEHGERER, MRS & OHOL TR O & 508
THERRR, EERR, RERBRLOFETEELITo7mE A, BERKAITH D LERIN
776




(2) MRELER
7T/ —)LEE0mg Tk—2 ] 2
ALETERE « PTP /s L= 8y,

SRERSA: - 40°C, T5%RH, 3 2 v K (n=3)

B BiLELS 6 & H
PEIR EEEX2ES 7 Al /e
TR ey Al /2
UK — A Al e
V(%) 90.2~100.3 82.9~95.3
7 5(%) 98.9~100.1 99.1~100.4

I R 2 O T2 IR BR (40°C , FHXHEE 75%. 6 & )OSR, 7 e 7V 7 —/LEE 50mg
[ =D EE OTHETE FICBWT SEMLETH D Z ENHER S -,

Q) REARFHER
7O71)/—)LEES0mg [ b—7 ] 3
AEETEE - PTP ALk L7~

ARERZEE - 25°C, 60%RH, 3 2 v k(n=1)

ABRIEH B AR 5 4 6 1 H
PEIR A~ A A0 R EE [l /2
%) 89.2~102.9 91.6~108.2
7 5(%) 98.4~99.5 99.4~100.8

B mBERLEL & W - BRI FERBR(Q5°C., FXTEE 60%., 54 6 @ H)DFEFR, 7a 7Y ) —
JVEE 50mg [ b —U | (X0 OTHGIE FIZBW T 5 FEMEZETH D Z L BMER I T,

7a7F)/—)LEgE100mg [ k—" ] ¥
AIETERE - PTP Al4E L -85,
HERSAE - 25°C. 60%RH, 3 = v F(n=1)

B B AR IRE 4 4F

PR A~ A B O 3R BE [ 72

U — P bliiey [Al /e
Vs H (%) 84.3~89.7 84.9~98.6
& 5 (%) 99.3~99.5 99.5~100.9

o EERL 2 W - R HGRERBR (25°C, MIAHEE 60%., 4 F)OFEER, 7u 7V —/Lig
100mg [ b—7 ] IT@FOHHHE FICBW T4 ERELZETH D Z L BRHER I N,

10



4) BEALREICE TR EN

7O7Y)/—)LEES0mg T k—"] 9

. T 1B JE Xt
ABRTE H R B
(40°C. 35 H) | 25°C. 7T5%RH. 3£ H) | (60 /5 Ix * hr)
s RIREZ L RIREZ L RIREZ L R L
= &7 L &7 L Hi &7 L
i i il il il M- L
T &7 L &7 L M7 L M7 L

) TG HASRBESEAIR 2 - FEA]

BRI L 72,

< FEAF| DA REE T D

7OF)/—)LEE100mg [ k—7] ©

LEMRBIEIZOWTER), FR 1148 H20H 225

o 15EE T g bin
ABRIEH B AR
(40°C. 315 H) | (25°C. 75%RH. 3% H) | (60 5 1x * hr)
SN FE7e L &7 L &7 L &7 L
=38 R L R L FE7e L M7 L
5 R L R L R L RIE7Z: L
I &7 L &7 L &7 L M7 L

1) TG B ARBESEAIN S « 84 « 7 7R A A OBERIREE TOZEMRBIEIC OV TER), TR 114820 H) &%
BRI L 72,

. REERVBRBEOREMN
BARR/NA

- feFl E DEESEE(MEILFEL)
WE/H
TuZY =g 100 mgl b —U ) L IRFEMBIE U — DB RIS IT D LEM AR T D120,
Al B 28 badliR 2 Sk L7z,

| Wb

(1) R =
TrZY) )=k 100mg [ h—7 ] LRIEMBIE Y — 2R E LIREZHEE LA T D%
BT CTHRF L%, #RBEEICOWVWT, BAEEZNP D OEOFEEHR LT,

2) RIEFEH
PRAFSRAE « BRVAT SRR, ENHOET
RAFR S « T A% LD BEEHT 7 2 UK
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(3) HERIE B
N, ICBWEROER

(4) REEA %
1D M BRI CRERS (i, IR, BB, ThE oA E)
2) 1ITBW  ITB W AR

3) EE WKk a~ NTTT 4 —

(5) RIERF =
P AERE, 3 K

(6) AI%E [1%%
FBR 1 =1 & L7z (EEDH 1[F(0=3)) .,

(MHBE&EEIE
77y =8 100mg [ h—T] 1§
AR Y — . K&EU 1 (BX% 156mL)

WER
L BRE A
g | PO e
B R LA 3 WERIA
f YU — |2
| P pprowy —icge | HTSEH) W
BOFEETH T IS E N TV e
Fury s — | 5< 6 RE HEORIETH B EI Wi
LB 100mg ¥y — LE VOBV TH ]
BV Al
ety (A 50 (=5 . 5
G (%) RERELA) - 99.7 99.3 99.7
IR (%) 100.0 100.4
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7.

g
(1) FERUVHEBRAE DY

Taly )—)EE 50mg [ h—"U] KO7 a7 J—)LEE 100mg [ h—D ] X, HAEKRH

EIMBAFITED ONIT BT Y ) —AGEORHBKIC CRZEE LTV 5 T & AR

nNTNW5b,

7 BREHRBIECS KAL)

FRERIK - /K 900mL

5% - 50rpm

W« SRS TR B I E V5

& 30 M OBEH D 80%LL Lo b X 3@ a & T 5,
(R HOARSE)R 3 A 51

13



(2) mE/F®

a7y /—)LEE100mg I k—"7 ] 9

7a7)/—)L§E100mgl b—77 10D 5 H s BR
FRT) /=)L ER100mel b—7 JISDE MERFEFR VT, REFIME (20 TIRESN - FTiMEORREZAVTRHEARETo=.

%4 e 7a 7Y ) —/LEE100mg T h—7 |
i R Tazy )=l
7 2 FEAl | o &t | 100mg
v Bl @8 % [50rpm
W SCENETEA 7Rl __ ]
iy O pH1.2 T A A ) )7 BB R D 2 1R
BRl . £ B ik ©® pH4.0 : BEER-EEER - B U U AfETR(0.05mol/L)
F| ™0 ® pH6.8 D AR AR KK 0V o EEEEIR(1—2)
i @ Kk L H AR I A
O pH1.2 © pH4.0
120 - 120 -
LU ~ SE— — 100
= 80 $ 80
{;; 60 g_:li 60 -
5 40 —O— B3 A ot —Oo— Bt WA
2 - @ - AR 20 - @ - BN
0 . : : : : 0 , , , . .
0 5 10 15 20 25 30 0 5 10 15 20 25 30
HERRER AR5 AR REREREFRE(5)
pH1.2 | 0% | 5% | 105|155} 305> pH4.0 | 0% | 543 | 1053|155 | 3053
B#3A| | 0 |58.3|86.7 950|985 BHHA | 0 (523|767 (874|977
HRAELWF | 0 (438823 (91.8(995 ZAELHF| | 0 (443|814 (89.2|96.2
® pH6.8 @ 7k
120 r 120
100 r 100 |-
s 807 @ 80 F i
i]’-:[ 60 H 60
a0 ¢ —o— BHuA L —o— BHEAl
20 | -- & - - IRENH 20 | -- @ - HEERH
0 | | | | ) 0 . . . .
0 5 10 15 20 25 30 0 5 10 15 20 25 30
HERR RS HEBRRERERERR(5)
pHB.8 | 0% | 55 | 1053 155}| 3053 7K 0%} | 5% | 1053|1553 | 305
BAt&®Al | 0 (465|736 |86.1 |97.0 BEA | 0 [47.1|769 |90.2 [96.8
ZHEF | 0 (379777 |87.3 967 ALK | 0 (401|828 [90.4 (983

FRIFEE IR 5 D AW " [F AV ERR R T

T B O [R5V 2 ) L7 R,

A4 KT A ZHE, BALRA] & ERA O 48 O RBRIR I BT 5
H AR SRR RS T H D L HE S,

14



(3) EMPMREIERER 10

7AaFY/—)LEES0mg [ k—"7]
MBI ER L DAY PR SRR T A RF 4] CERE 18 4F 11 A 24 H HEEREIKE
REBRE1T o717,

1124004 5)ELF, HA BT A NZHREVEH

FRHIE (%)

TR (%)

R (%)

120
100
80
60

120
100
80
60

120
100
80
60

20

<HIREFMH>
o R &
| B
R R HI

pH1.2. pH5.0. pH6.8. 7K

50rpm, 100rpm

7R /—ILEE50mgl b—"T ]

pH1.2, 50rpm. 73K )L

—Oo— ERMF

—e— IRAERA|
0 15 30 45
HEBRRIREREER (5)
B E(53) 0 5 10 15 | 30 | 45
HERBA 0 (590 [753 [831 [91.9 | 956
BERE 0 96 {79 [ 49 {35 | 26
RAERH| 0 (259 [54.1 [ 678 [87.2 | 93.0
BERE 0 {149 {169 [13.1 [ 75 | 54

pH6.8, 50rpm. /KL%

—o— HEH

—o— IRHEMF|
0 15 30 45
R RIREREER (53)
B RE(53) 0 5 10 15 30 | 45
SERA 0 492 [ 658 [ 768 [ 922 | 965
BERE 0 30 {24 [22 {15 |13
A 0 [227 [552 [69.0 [86.0 | 918
BERE 0 {104 {133 [ 104 [ 85 | 63
pH5.0. 100rpm. /8K)L &
—9
—Oo— SEREH
—o— IRENH|
0 5 10 20 25 30
HERBER AR (5)
B E(53) 0 5 10 15 30
HERBA 0 [944 {1007 {101.2 {101.7
BERE 0 2.1 2.1 18 | 1.9
A 0 519 [97.0 {992 {100.1
BERE 0 {241 [ 43 |14 |17

120
100
80
60

B (%)

40
20

120
100
80
60

TR (%)

40

20

®E %
3
RERF

n=12

INFILE
FEF. 50mg

pH5.0. 50rpm. /3K Lk

—O— EEREH

—o— RHERF
0 10 20 30 40 50 60
SRR EREREER (5)

BER(53) 0 5 10 15 30 | 45 60
HERBA 0 [529 {691 [794 {930 [ 9638 {986
BERE 0 72 {80 [ 68 {45 [ 29 21
RAERH| 0 281 {620 [ 736 {878 [ 925 {943
BERE 0 {133 {116 [10.1 | 64 | 49 | 45

K. 50mpm, /3K Lk

—O— HERWA|

—o— IRAERH|
0 15 30 45
RGBSR (5)
B f(53) 0 5 10 15 | 30 | 45
SERBLH 0 549 [ 722 {829 [ 947 {972
BERE 0 60 | 53 | 5.1 37 |37
TRERH| 0 {342 [633 {737 [87.7 {908
BERE 0 12.6 | 134 {102 | 68 5.1

15



AEBREK B CRERFNOFHBEHEDOLRK VN FILE)

E I S o ow O R (%) )
. o YR HH 3R | A
it | s || G IEESN T TR | e |
154y 67.8 83.1
pH1.2 304> 87.2 91.9 51.3 1
45%y 93.0 95.6
154y 73.6 79.4
pH5.0 30%y 87.8 93.0 64.1 1
50rpm 45%y 92.5 96.8
15y 69.0 76.8
pH6.8 30%y 86.0 92.2 59.6 3]
455y 91.8 96.5
154y 73.7 82.9
K 305> 87.7 94.7 55.7 it
45%% 90.8 97.2
100rpm | pH5.0 154y 99.2 101.2 2.0 it
(n=12)

I E HE

(pH5.0(100rpm) LA+ D 4= T D (4 50rpm))
FRAERLRI7S 15 43~30 /02 85%LL RIS+ 256  FRERA ORI ERD 60% 4 Y
85% T D 2 72 2 Wf ;UZ F3U T, BRI D 15 HY 28 AT HE R D SR8 HY 28 £ 15% D i
PIC&H D7, X fa BB OEIZ 42 L ETH S,

(pH5.0(100rpm))
FEAERLRN S 15 /3 LANIZ ) 85% LA EIRINT B354 - BBRELAIA 15 43 LINIZ -4 85% LA FI
HI9 27, XU 15 43123617 2 FkBR A o0 SEEIER HH 22 AN HE R 00 SRS HH 3R 4 15% D &R IC
b5,

FROFE LY BMREEZNZNITHONT, HA RT A OB ORI ¥ E L UE I
WE Lz,

o T. 77 Y/ —/LEE50mg [ h—U | LAEHERGR OVA HZEB)ALL L TV D Ll L7,
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10.

11.

12.

13.

14.

. EYFHEERE

L7

. HAIROFEMS OHERAERE

Him [7a7) ) —uiE] OERRERIZE D

HWHPDENHTDEES
Hig I7a>) 2 —LEE OERECES

Pl
M L7gW

BAT 2 ARAED 5 5 IHEM
B L

ERNDEGRS - HMENRRGERICEHT S1FR
A% L7gn

Z it
%M L7gW

17



V. AEICET HIER

1. %hee - R
TREOG AT D ERERIIED & 1E
JJEL, e PRI MAE 2 £ O e i

2. B -H=
WE. RANT1HET7 Y 2 —L L LT 200~300 mg% 2 ~ 3[ENZT CRZICR O 5T
4o AEE . RIS KV R S,

3. ERERAIE
(1) BERT—R2/1\vH5r—
BRI L

(@) ERME
DR L

(3) ERPREEIZZHER
EERR L

() BREOHBR
DR L

(5) RIERIRER
1) FEBIELTRAERCHR
BB L

2) MR
LB L

3) REMHER
LB L

4) FBE - RERIHER

18



(6) AL
1) EARMEE - HEERRARAE BHHED) - WERSRERRR (TRLERRR)
R L

2) EABGFHELTEEFENDABRXIEIER L -HBROME
Y LR

19



VI. EMEE(CEII HIER

1. FEEZMICEEHSILEMXITLEYE
FXTY ) —u

2. EBEHA

(M

2)

)

EFRERLL - VE AR 10

ERFV U TFUFBERTHLZT T = iE, TV REROE R T UL F T
V. BRI ENSWEBIERA L TCWAF o F oA F—PEHETLHIZLIC K
S CTIRBOAERAIH L, i R OIRFORBIEZARNT S5, FREEO MAE R EE DS VR L DL
TR T 95 & JEAS S OEMESMEE S 7v, WBEOBMRIENBDT 5, 7a7' U ) —/idk
NTHXT 7Y =i &, 2ot 7Y =17 a7y ) —L XD 5unnFEED
XY UF ARV —BIEFREEZA L TWDT20, BOIOEEERIZT o 7Y ) —n, £h
UBRIZA X 7Y )= ADPMEROERE T EEZBNLD,

ENER 1T S HBAM
LR L

fr FRRIRRER - Fris T
LR L

20



VI. EYEhkeIcBH9 518 H

1. MAREOHT - BIEE

M

(2)

)

AL A MR
BB L

B e I P i BE B 2 v )
(3) BEIRFABR CHERR <7z i iR EE DI A 2

R THREIN-OPRE

EMFHEF SRR

7a7) /) —)LiES0mg [ k—7 ] 12

Ta7Y ) —/VEE50mg [ h—TU | CREHERIKIZ . J o A4 —"—klc kD ERER 18T m
7V =)k LT 50mgERERk A B - (n=24) & B AR O B 5 L C IS R A LRI EE &
HIE L, B oz mEne T 2 —%(AUC, Cmax)iZ >\ TREEHIEIT 21T - 7255 4. AUC (2
DUV TR DO D7D 90%IEHEIXE 2 10g(0.80)~1og(1.25) D#EIPFAN TH VW . Cmax
(2N THEREAE O FEEIE D 75 10g(0.90)~1og(1.11) T, 7o, IWHHRBR CTHET 53X TD
S CIEHZEBNELIL TV e Z LD WA AYF RS D R Sz ( TR R EHK R
DAY FRIRIFEMRBR T A R 74 O 18411 H 24 H SKAFRA I 112404 5) )12 H5<),

(ng/mL)
500 o 1707 ) —)LEE50ng [h—17]
I (%#l. 50mg)
—e— : EVEHGH (§£Al. 50mg)
M og00{ | Mean+S.D., n=24
5% !
il
7
o 300 |
Vi
)
/] 200 |
v
B
B 100 |
0

o 1 2 3 4 5 6
BEHOBE ()

21



EY 8BNS A -4
HE /ST A—H BENTA—H
AUCs Cmax Tmax T
(ng-hr/mL) (ng/mL) (hr) (hr)
Ta7ry )=V
50mg [ h—7 | 527.21+152.7 378.16£190.64 | 1.240*=0.858 | 0.801*=0.115
(FEA]. 50mg)
AR A n " " 4
(B4, 50mg) 492.2+171.0 347.661165.18 | 1.5631x1.046 | 0.7931=0.122

(Mean+S.D., n=24)

MAEFHREW N AUC, Cmax FD/NT A—Fd, HERE OBIR, (KK OTREESL - FFfHE5%

DG K> TR D /RN H 5,

7aF)/—)LEE100mg [ k—"7 ]
7u7Y /) —/VEE 100mg [ b—" ] [XEF1 51 4 6 H 21 HICHGE S, BITORREIERKLO
AR A KT 4 RO 55 45 H 30 B FHESE 718 ST A KT A L)DHifT
CIRTOEH £ 725728, & b TOEWFRIREMRERZ 350 L Tz,

<BEEH>W

Tuary )= 100mg [ F—U | LEEMHERIAIE S 0 24— =B ENREN 3T o
7Y = E LT 300meHEMEF RMm=10)IZ8% D&% 5- L, IS R VAR B IS TR
FUIRER., WKL FTT AT EY T 4 I IEEEITRD LN o1,

|:,u g.l'mLJ
15
—(O)— - 7uFY ) —E 100mg [ ~—7
(5F77], 300mg)
10 — @9 éﬁf‘gﬁj
(&7, 300mg)
Mean+3.D., n=10
b
0

2 1 6

e 5% DR fEl(he)

22




E WY H E N T A — AF
AUC24 (1 g-hr/mL) Cmax (u g/mL)
7wr 7Y J—/EE 100mg
[h—T7] 81.0+8.0 13.5+0.9
(#EA1. 300mg)
G 1)
sl 80.9+9.8 13.5+1.0

(#£#4]. 300mg)

(Mean=*S.D., n=10)

* 1 ZE L LT, BUTOREERGLOEDZFHFFEERBRT A R T A AHEC ML 72 L 2

2. HEINE ST A— 2T FRO LB 0 Th Y, FRAI YIRS LS s,

@) s
Rk L

(5) &% - GHAKOKE
R L

6) BEAGRE2L—Y 3 V) BMICLYHBAL-ENERBEESHER

R L

2. REERIIT A— 5
(1) B4 3A
B L

2) BAEREER
LR 2 L

®) RAATRATEY T4
LR L

(4) HRREETEH
7a7Y)/—)LEE50mg T k—" ]
kel : 0.883%=0.132 hr!

6 YUTTUR
WL LR L

11)

23



4

5.

(6)

Q)

SIEH
DR L

MmiFERHEER
A EE R L

B W
LR L

7]

@
2)
©)
(4)

(5)

Q)
2
)

(4)

AN *ﬁ

it 75 — BB B
AR L

;% — iR BERE P @A
VI. 10. #F4d. e, RAEE~OREDIE 1) 5 MR

it ~DFITHE
VI 10. #F4d. e, RAME~OREGDIE 2)% 5 MR

BRI
AR L

Z DO BHAOBITHE
AR L

f M

B R DAL RS
AR L

RBI=RI5T BB (OYP450 %) D5 T1E
AR L

DEBENROERRUZOHE
VAR L

RBMOFH OB TR ULE
MR L

24



6.

7.

(6) FERBYORERI/NS A —5
AR L

B
(1) HERERGL B U RS
VI 9. miliiE ~DO&GDIEZ S M

@) Bt
B L

(3) Bt
B L

kS L RK—E—(CET BIER
HM TR L

| BRIk IREE
S L

25



VI. £ (ERLOIESF) ICEAT SHIER

. BERNBETDER

LR

*.

g

. ERRNBETNOEA(RAERZED)

22 (ROBEIZEFHFEELEWNIE)]

AFN DR S3xE LasiEUE O BEERE D & 2 B

| ke

- WRICEET SEALDIE L ETDER

BA=RPAA

. Rk - REICEET SEALDOIELETDER

A L0

. BEERSRABLEDERH

1
2)
3)

4)
5)

RERS (ROBEFICIKRECEET S L)

FREBEET D, LT OERO H 5 BH IFREENBESUIINET LI BZANH 5
DT, BT HEEITCHICITEERE L £+ 52 &, ]

BEHEREOH 28 [(AWIMHRENFHT 5D T, BEEEsZEITL 2L, ] (HE
IR AR OISR

mnE (TE#EE~o®&E ] OHEBH)

ANH T R TV 2 (6-MP) I TV F 47V v a2&KEGhois ((MAEMER] OESR)
Ry MAXF U ERSTORE ((FHEEH] OHESR)

6. EELERWIBEZDEHRVMNESE

1

2)

3)
4)

5)

EXGEFIER

AR OFGIZ L0 REERIESBBEIERSHEE L, EEVERICELIZERHDLDOT, F
B RBPENROOLNTHAICITELICEREZdIE L, @E@URLELSITY 2L, (TEXZ2
RBIVER ] DIEBM)

BEHEEEETD H 5 EE TIEAASZ DR OPEIE DS B IE L o f P E S Fie 2 O
T, FHEORECEGMROIEELEZET L L, FHICEFRE2EFICREFRANRER LI
BEIEBRLGIRELESZENHY. RTHIH/ESATWLEDO T, BEOREZ 4
WCHERLIEBE LN O®RET 2 L, (EERE ] OEBMR)
SMERRENSBIELE T, AFOEEEZHIB LN &,
BEVMBICRBEOBINC LY, BRARED HHRERAL D Z ENH 5, Ll RERE
ZHELZ2n &b L, R 1EMIIE 1 B 100 mgi 50832 E L, ]
AFIPFEGTNRENEE L BA T ar e F o, AV RAZ L UELFRTH L,
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7. HEEHR

(1) StRER LT DER
M L

(2) ftRZFELZDER

GrRER (BrRICEET S &)
1) ROERMORH TP ZLES 2 L oREDLH D,

A & BRAGEIR - #5815 BT - fEBRIE
ANIT N TV~ B RIS % ORIWER Z R 3| ARKJ DT B TF AT oG
(6-MP) Do MRThHLIXIV T oA F
THFATY INLOREAOREEL /3~ —BEHETDH, ZORE

/4 12T 52 L, 6-ANH T KT U DI
ER EHT 5,
= R EXZECOERZHERL, DARBIN EX T v ORE 2

T, OPRMR, ARRERE T RS R L
T EDOWERD D,
BIERORIUTEETHZ &,

flL, 47w O 2 M
THEWMESN TN D,

7= U RPUEEIN A
OUNZr oA TN

7~ U v RbuEE Al OER %
T % L OWMEND D,
BEEOEECEEL, 7~V
VSR PUEE LA D B 58 D Pk &
HDHWIHERGRIBOILE %%
ETHZ L,

ARFNT K D HFAHEE R TE M D
KTIERICL Y, 7~V R
A OAH A PRE T 2720
7~ U v R LA O -
PIERT 5 LHEINTND,

yua)rasxI R

s uan7raN NOERZH
M5, MFEEOEBIIER
L. ZrA7ra/NI ROoEkh&
DI B D N FHE G- [ oD 4E

JRANE S WDFEAIC LY 71
a3 RO N T
THLEHREINTWD,

REs5EIHZ L,
VI HURAT T IR B REIH 3R BL LTz & OB | AR H SUIARA ORI A >
Rd Do BARTZ 7 2 RORFH

pis CIES T IR T S e RAAN =1}
BRI % O EIMEH O3B
BETb5Z &,

EFAH XF, VIR RAT 7
I REHEM A B AILET S &
wEIh T,
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VI AR

T aARY O RN
B L, BHRRIR T ARELL -
LOWMENRD D,

v AR O EIZE
BTHZ L,

KFIWN Y 7 a 2R Y DR
WEET LD 7 8 AR
UrOmHpiREN AT DL
WEIN TS,

D25 EH Lz & o#HsE R
&b,

CH )OGS REICEET
5T &,

B, UF v OHERHICIE
AT LT,

Trx= kA T = b A OMPIREN EARFIN T == A ORFRH
AL BIRNPFEBLLI L OWE| ZHET D7 == A
Wb 5, DI FREEN L5 L HE
T7rx= MM U OEGEERIZEREINLTND,
T5HZ L,

X4 F R EEA XY FURERN (T AT 4 VIRBNT A7 1 U v ORHTEE
TAT 4V VE)DOMPRES ERAT D, [FEThLFY U TF AR IH
% XH o FUREHNOKERIZ|—PERETL-OTF T 4

FEETLHZ L, Uy OmHpREN AT DL

WEIN TIN5,
CHE ) FEEERA KON HIV BFIZBW AR N O X ) o OREIEER
T VXD Cmax LOAIC| THDL X F oA F v & —

BEEET L2, ¥ /v
OMAFPREN 7T 5 ELEZ
5o,

ko

2) WOEHGE ORI LVBBISEZRIT D L ORENDH D, BHEOREZ TGRS B
LU, BAZE O RBEORBBUERA IR LI GEITE D ICHA 0K G2 F1k4 25 2

KA %

HRARIEAR - FEIE T 1A

BEFF - fEBRIA -+

R MAEF

HUIE O BSOS R A 2%)
WHEBLIZEOREDD D,

I AATH 5,

AT ET Y

BEUELR (Stevens—Johnson JEf&E
e, BIETRZE) DRI LT & DR
ERH D,

BEIIRETH D, BB
EOHLHBEETIIREET S
ko

S N =E7a =0 = AV N

HE OB CEE, 2H Mo
BB %) DFEBL L T2 & DD
D,

WFFIAATH 5,
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Ty v I DFEBINIEINT 5 & OREFEFITARATH D0, AAIL
D, EERBRMEIC LY 7o ey
U 2 OSSR S D

ATREMED IR STV D,

8. ElfEA
(1) BMEROBE

AR I R AR 5 D B 1 JE BUBERE 23 B & 70 B A 2 S ME L Ty,

(2) EXBEIER & B

(M

2)

)
(4)
(5)
(6)
Q)

(8)
(9)

EXGEMER (HEETE)

hEMRKIZEFERMABRGE Toxic Epidermal Necrolysis : TEN) . K JE %k % BB i (& &
(Stevens—Johnson fEIEEE) . RIFFMRERXRFOEELTREREET VUIBHEMERNH HD
N ENDD, FRIIFEEXIIBHRIER T 25 L X213, EERBIRZ-EL2 2035
Do W T, FE, FBENRO DNIGAIIE, BEHICEEEZHRIEL, B LN
Lo Flo, AT aA FRIOEGEEERAEZITS 2 &,

EFIMEBBUEEIRE U AIHER E LB, BEWA LI, BIZU o EilER, Ak
N, AfERERIE S, FIN Y LOoSERINEL, FFRSRERREE SR Ol esknE & 0 0 BRI O EE /iR
BUERDNH SN DZ E0nb D, £i=. 1HMERE (BUE 1 BBERE 2 STe) Z3IE L,
FRT Y R=YRAZE SR HIEINTWDS, BEET3I2iTV., BENRD b5
Al AR I L, WERAEEITH 2 L, 2B, B bR RA T A LR 6 (HHV-6) %
DIANADOFIEHEALEED 2 ENRE L, BHEFIEER RSB, FE IFHERERES 0K
DR S D VITBIE L L7120 | R EOFRMRIER RS 5oV T2 EMHHDT
FEETDHZ L,

aAvI. TFI7453FX—NELDLND I ENHDHDOT, BIEELHH5IITV., BN
D HNT BTG 2 Pk Ll R E L2175 2 &,

BAETRMEAMm, AMmBEAD., |BEHIKE. MMUEDLEH DN ZERHL0T, B
RO NG A TR 2 ik Ll B 21795 2 &,
BEFREDEELIEEERES, BEELOHOLDLNLIZENRHLDT, RENRBDO LN
AT BE A PIE LY@ a21To 2 L,

BEXRe, BFL0EE, MERBRZECERENHODLND ZEBH DT, BENR
D HNTEAIIT G 2L LB R E AT 2 L,
BEMMRDHOOINDZ EDBH DD T, FEN Kk, W RSO IR EER S H & D
N7 AT, ELNTER X MRS O 2 i L, BF 2580 b -Ea ks 24
IE LB e dli& #1795 2 &,

BRFRMBENH OO ZENRH LD T, FiAN., B, CK(CPK) &, fd & OYR
XA avey ERSEOERNS b Ga i 52 ik Ll @& 2179 Z &,
SETEREIE S - TESROHEL, FEEN FER. D - IEM SO EGRREE S OEIR & E O B ERE
BERDB D LD ZEND D, B, RABGHERERCRIE L7l b s Sh T,
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Q) _ZninEIEA

(4)

(5)

(6)

DD EIER
BAE A
L Ch ®E, % O, BIHTR
i1 B, AIMERED, SKBE, AFERERIEZ . U SEiE
=1 PR
Hibss BEAR, HEAREL, B, TR, DRR
EHER EH T AR, T, B
Z D g, CK(CPK) 5, BRFERRE, ZMELFliE . RE RS
H2) ZOXSRIERD S bONIZHEICITHRGEPIET 5 L,

HA IR AT RUBRREERE—
BB L

EREE. GHE. EEERVFHOAEFERAINORIERARERER
EEE R L

EMT LILF—I1d 5B RUHRE
RAXE LY k¥

(22 (ROBHICIIHRELLGZNI L))
AHN D RT3 UIBBUE O REFERE D & % B

EXGEIER (BETH)

(2) FF|IMEBBEAEMREE ¥ PIER & LTS, BN LI, I o] HiER, A fER
N, AFmREREE S, B Y L OoSERINEL, FFRSEEREE S Olfas i E A £ O RO EE/2E
BUERRH BN Z ENBH D, £, 1HBERE (BUE 1 BBERE 2 &) Z3IE L,
T RT Y R=YRZEB ST b MEINTWD, BIEZ 01TV, BEPRO NS
Al S AR L, BYRMLEEZITY 2 &, B, B bR A T A LR 6 (HIV-6) %%
DIANADOFIEMALZMNED ZENE L, BEHFIEZ GRE, FE TR ESE ORER
RS DUVMTEBIE L L2V | MRFOHRMBIER DR S DbV T 52 ERHHDT
HEETHZ L,

Q) Yavi,. FFH743F—0NHobNDI ENHDHOT, BIELEHIITITV., BEIR
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