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RN I BE 7 T DI D RENEN SR AR ERN OERLEHEL LT, BIRRNTEHEM
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THERT D MEND D,
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RETH D,

4. FIAICEBLTOBER

IF # HEEBICBOTRNT ZENTERWVERLERFE L HEH L W& 72w, IF (B
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1. FAROERE
Ta7Y ) —EERBIERFRE TH 5,
HArBlRmig T=— VU v 7 8E) 2HBRBERLE LT - BIZ L, 1977 4F 9 HIZKR %215 T 1978 4 4
AN IEATR I S A7z,
PG IR R IC IS & 2006 4F 1 HICiioe4 %z T=—V v 78] D [=2—1 v 7§ 100mg| 128
B L. 2006 4 6 HIZHEAMINEH S v7z,
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H 31 H) TS, HE LR F1EERE, ERER, AP0 RSHERER 2 I L, 2010 47 H
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0. AMICEET HIEH

1. ER5T4

(1) M4
7ua7 VY ) —/LEE 50mg NS
7a 7Y J—)LEE 100mg NS

(2) #4&
Allopurinol Tablets 50mg “NS”
Allopurinol Tablets 100mg “NS”

(3) ARIDHEE
(k4] + THE) + THiE (B8 + TRS) Xvmb
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IV. 2KI|(CBEHY 5I1E8H

1. Fifg
(1) FlfeD X5
sEAl (GREE)

(2) HHIDIMER VR

AR5 PELR NI K&
. N R $ELE ¢ 6. 5mm
Ta Y ) —)VEE , . A\
50mg NS FE~BER A G OREE ;ﬁa ) 50 — $E/E ¢ 3. Omm
B - #FE : 115mg
. e~ $ELE 9. Omm
Tary ) —LEE . \ / A
Sl e (NSO Y §E50 - 4. 2mm
100mg NS YA —
- ' HE : 300mg

(3) #Aa—F

HR7e4 Al — K FLE AT
7u Y ) —)LEE 50mg NS NS 343 el
7Ta7Y 7 —/LEE 100mg NS NS 349 BEA
(4) HEIDOYE
MU ER e L
(5) =it
ARV
2. BFIDHRL
(1) S GEERS) OSERUVFEMHE
k584 EER)Ip % ANl
. 1 &g HHEATY, PyEnaLT oy fE L m
Tary ) —ig
‘galﬂﬁi HARER 7)) ) — | —A ANV Aa—RAB)NLy A B Rafxo 7o
& JL 50mg vrtein—x RFTY U R T A
i 1 HEH KR, huEvwav Ty fmtre
Tary ) —ig
BT SR HARERFTa ) ) — | —RA ANV AT—AHNLT T A AF)LELo—
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(2) BREFORE
A LR

Q) #E
R LR

3. BN BREDHEBRRUVEE
PRI

4., A
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6. RADEZBFHETICEITIREM

7BFY/—)LfE 50mg NS DhnEEREREER

Ta7Y ) —/LEE50mg INS) IZ2WT, W@ 6 » ARTFONERER 21T > 72,
B K PTPAELEZLOD

TRIFLAE - 40°C, 7T5%R. H.

BRI 6 v H

HERed] - SBRBRALARE, 1 v AR, 3 H#. 6 # AR D 4 K

& B F A
SHERTEE
LA 1hR#% 3» A% 6 h A%
& ae~amaeoni B DR AEORE | AGoRE | AfoxE
% (1) SRS ETRRNR SR % Ee HE He iy
3| @ smsavryso— | ma #4 e e
R —TE
g | (EE—EHER) 1.9 % — — 1.7 %
5| B 15.0%FBEEL
S| At
B K. 50 @iz, 30 43 91~99 % 88~95 % 84~95 % 83~92 %
80% L1 E
E FaFys—n
% 99.8 % 99,3 % 100. 5 % 09.9 %
B 93.0~107. 0%
77/ —)LEE50mg TNS] DEMEEREBRER
7Tua 7y J—LEE B50mg INS| 122\ T, EMRERBREZI T,
R KPP EIEELE-HD
RAESAE - 25°C, 60%R. H.
AERHAR - 66 » A
B EREH - SRERBHAGHE, 12 v H%, 24 » A%, 36 » AL, 48 » A%, 51 » A%k, 66 » %D 7 KA
Z B A
HEEH . ? F
BEMAEE 12 0 B4k 24 5 Bk[36 » B [48 5 B |51 » Ak|66 » Bk
E B ~MERRORE i) ik iy 1 liaRey HE PRy
B snasmemnes | ge | — — — — — —
j% 2) BEHOT LTS T —| HE — — — — — —
WEIS—1E
) (BEEH—1HHER 2.6 % — — — — — —
% HIFEE - 15. 0% FHE AL
_%g it _ N 94~ 95~ 94~ 98~ 94~ 98~ 97~
;‘}é%igfir‘ 30 73, 100 % 102 % 99 9% 102 % 100 % 100 % 108 %
E 1 —
?T"'t 7a7y s = 08.4 % | 99.6 % | 100.49% | 99.2 % | 99.1 % | 98.4 % | 99.7 %
2 93.0~107. 0%

REROERIIU EDOLEBY THY, WITNOHEB LK ERIZTHLOTH o7,
EHRERABR 66 » AORBR LY, RANTHRKDEFERE - FIRRGFOIRE T, A8 O 5 HF132E 2 55A|

ThH I LHHERENIE,



7R7FY/—)LEE50mg TNS] DIBKRBIZH 1T HREURR (SEHEH
Tu7Y ) —/VEE50mg INS] IZOWT, FFEMEIERM T TREMRREIT > T,

AERIAH /445
RFEY SLER B2 B
; BREHE R B EaRE
(7R BE~BEEE | o3 0107 006 | K. 305, 5153
DEE ' ' 80% Ll E
bl SRR F 98.9 % 90~100 % 8.1 kaf
[j%%] 15nHA SREXE 99.5 % 91~94 % 7.5 kef
T;PJEED_) 35H SLXE 99.5 % 89~97 % 7.3 kef
’ [%Jﬁ% y 158 SRRk 99.4 % 87~94 % 5.5 kgf
PCT5%R. H.  |rmmmmmmmmmmmm e mm e m e b e e e e e e
(B -G |350A [SEENE S 99.9 % 92~93 % 5.5 kgf
() ﬁ@?ﬁggf%:lx b SRIPES 99.2 % 93~97 % 7.7 kef
D855~ T  fgmEEE T LTI SO B U
(BB 6055 Ix-hr SENPE S 7 98.7 % 92~97 % 7.9 kef

707U/ —)LEE 100mg TNS] DhniRERFER >
7Tua7Y —)LEE 100mg INS) ([ZDWT, FEiE 6 » HRAFONEKAER 21T - 72,

o R THIRE SRR,
PRAESAE - 40°C, 80%R. H.
BRI 6 4 A
BIERE - SRBRPHAGEE, 3 » A, 6 » A% D 3 B
# @8 & B
HEATEE
R B BES 3n PR 65 Bk
| neons Ao AoRE SULE T
fe| (1) BEASRERAIC & 2 MBRIG W — —
£ () BEAEREIC & ARRIS A — —
B2 (3) BAEHRENEREE e — -
TERERR
gl RESWUEBAAILON2ELT e bl iy
i T, 0% EQEOMEL,
E2 | HRIEIE N e o
K. 30 45U 4~6 2 46 5 4~6 5
g FaFuy/s—i
= 90~110% 100 % 101 % 101 %
Ex




77/ —)LiE 100mg TNS] OEFREEHBRER
Tua 7Y J—/LEE 100mg INS) oW T, EHMRERBRZ1T - 7=,

R W PTPAEEL, RV ZF LU TIIFR—FTAIoTAT A TERr—@EEL, BEICANTZLO
RAFESAE - 25°C (£2°C). 60%R.H. (+5%)
PRERHART - 3 4F
WEREH - SRBRBAAAIE, 1 1%, 24P, SFEZ D 4 K
HeIAR 2 eF
o (EpTY:c 14%% 2% 3%
EELE S AEORE | HRORE | ARORE | BROXE
% (1) S THINR S R B ey — — i £
2| @ mEonwrySI— | @A — — e
A —1E
(BERFR=HB) 0.9 % — — —
ol Y - 15. 0% &AL
;ﬁ“ AL 99~101 % 94~97 % 93~96 % 96~98 %
E 7K, 50 [E1%5, 30 4, 80% 1Lk ° ° ° o
EE (BE{HE) 96 N 106 N 105 N 108 N
E FaFy/s—)
= g 93. 0~107. 0% 99.0 % 98.3 % 97.7 % 98.1 %
N . .

RBROFMERIZLU EDO LB THY  WIFNOHEE LML Y OZ(LITFED LT HE AT DO TH

>77,

NLERBROFER LV . AFNTEALTILTEHE - FIRMRAFORIE T, AR O 3 FIFXLERKATHL Z L
M STz, £, RGBS FEORR LY . AAMIFO 3 FITLELRKFTH D Z LR ST,

707/ —)LEE 100mg TNS) DEAEREICH ITHIRELRER (SBHER ©
T 7Y ) —/LEE 100mg INS) 12D\, FFEMAMES T CLEtilbr 21T - 72,

RERIAE /3R
RIFEH == =
(M) Lk AR SN B =8 L HRE W
HEOXRE 90~110% K, 30 5LIAN
i B B B DR 101 % 14y 9 kgf
LRE)
40°C 3»HR SRERE 7 101 % 1~2 4 9 kef
(EX - SEER)
LERE)
30°C75%R. H. 3#xHA A DR 101 % 1 4% 7 kgf
(ES - M)
(3] JREBETE -
#9 10001 x #1207 Ix-hr SRERAES 7 102 % 14 8 kef
(REERH) ($950 A)




. REERUBRERORENE
Y L0

. FEOESELL (MEBILEFNEL)
AL LR

. B

7a7Y)/—)LEE50mg INS)] DBHEBICHITIELE "
BRERLEOEYFHRIGEHHRBR T A R T4 (—HkiE : "Rk 18 4 11 H 24 B EEBHFEERE
1124004 5) 12HEvy, HEHERA] (A ol v 78 50) & OEHEEOLEREZ1T- 7=,

AR 75« BARSRR G 1a HRBRIE D X Rvik

RER S
FRERIE R - 900mL
R 1 37+0.5C

AR pHl. 2 HAER HFEHHERE 1)
pH5. 0 &7 Mcllvaine DOFEEIK
PH6. 8 H AR 5 HHRRBR 2R 2
7K A AR J7) 05 FE K
Fl#sE : 50rpm (pH1. 2. pH5.0, pH6.8. 7K)  100rpm (pH5.0)
ABREH - A 12 XL
PERIFM] - pHL. 2 TIX 2 B, ZOMORBRIZ CTIL 6 B & 95, 7272 L. FEUEREI O LR RN
8% A TR T, MBRAKTTHZENTE S,
SHTIE SRS AT EE I E A
PIERYE : A RTA COHEERED S S, ROEST DB e > THEEMEZHIE LT,

[pHL1. 2 (50rpm) , pH5. 0(50rpm), pH6. 8 (50rpm), 7K (50rpm) ]

FEYERIFIAY 15~30 43 LI SR 85% UL HIAH T 58534

FEAERLEI O SELJER R DY 60% M O 85% (T D 4 70 2 e ST 3T, FREREUA 0 S50 HH =R AT e
FIHN DR HFE L 15% OFFHIZH D 0>, T £2 B O 42 L ETH B,

[pH5. 0 (100rpm) ]

FEVERLAI S 15 43 ANIC Y 85% A HIEH 3 256

AERRLAIDS 15 77 LAINIZ Y 85% LA FIEHIT 27y, X% 15 2312381 F 2 5 BR LA 0O 28 P H =R s pE v
BIKN DR HZR £ 15% D HFPHIZH 5.,

R WTROGBAICE W THIEHEENHAL L Th 2 L HE S,



[ pH1.2 50rpm ] [ pH5.0 50rpm ]
120 120 -
100 100 -
m B0 w807
a% 60 f-é 60
(%) %)
40 + g 7 011 J— L ARSOmgT NS 40 . T V) — SR 5OmgT NG 1
20 —o— AU IS 20 - —o— O us R0
0 . . ! 0 : : . : . .
0 15 30 45 0 10 20 30 40 50 80
F5Af (min) B (min)
[ pH6.8 50rpm ] [ 7k 50rpm ]
120 120
100 | 100 |
w80 | @ 80 f
i i
E 60| E 60 -
®) 40 —— 0] S — )L RS 0mgTNS | ® 40 ——F 01} S— LR OmETNG )
20 | —o— O R0 70 —O— AR
0 : : : 0 : : '
0 15 30 45 0 15 30 45
B¥Af (min) EFRA (min}
[ pH5.0 100rpm ]
120
100 FF&
E 80
g 60
*) 40 7 011 S— JLERSOmgT NS
20 —O— AT ER
0 . . . . .
0 5 10 15 20 25 30
FERE (min)
o WHEENC BT 2B GRER LA M OEVERLA D SR HH SR 0D bri)
~ /a;:z? 1] 32 77[17"] — e | AR HH 2R
S \‘ HEE e R . v/ BE | FHTEHE ol |
(A mr U v 7§ 50) 50mg NS D7 (%)
Mg | ARERiK | A1 b ERIER = (%) ERIER (%)
15 4% 67.8 83.1
pHI. 2 30 47 87.2 91.9 — 51.3 | @&
45 4y 93.0 95. 6
15 4% 73.6 79. 4
pH5. 0 30 47 87.8 93.0 — 64.1 | A
50 45 4y 92.5 96. 8
rom 15 %> 69. 0 76.8
pH6. 8 30 4y 86. 0 92. 2 — 59.6 | A
45 4y 91.8 96. 5
15 57 73.7 82.9
7K 30 4y 87.7 94. 7 — 55.7 | WA
45 43 90. 8 97. 2
100rpm pH5. 0 15 4y 99.2 101. 2 2.0 — Sik=y
(n=12)




7AFYJ—JLEE 100mg TNSI DBHEEIZEIT RS M
BRI EIR SO LD FRR SRR T A RT7 42 (P 9 4 12 A 22 B [EIEFEE 487 5) IZHEV, HE
HERIF] (A U w78 100) & OBEHZEEO LEAIT -7,

AR 75« BARSRR G 1a HRBRIE D /3 Rvik

RERSA
FRBRIRE : 900mL
TR 1 37+0.5C

AR pHl. 2 HAER HFEHHERE 1)
pHA. 0  FEEE - HERE ) N U 7 26EEE (0. 05mol/L)
pH6.8 HAILFGHHAIK - D U BBEEEIR (1-2)
7K H A 3R J5) 5 R K
RmEiEMAIZ U (ERE 4 3B
B85 : 50rpm
HREREL - 45 12 Xy kL
ARBRMER ¢ pHL. 2 TIE 2 Bif, ZOMoRBRKE TIX 6 Bl & 45, 7277 L., RO E H RN
85% H i X 7-F T, MBRAK T I M TE D,
HEREE . A RTA LV OHEEED H L, OB IZHE > TR A HE L,
[pHI. 2 (50rpm) . pH4. 0(50rpm) . pH6. 8 (50rpm). 7K (50rpm) ]
FEVERIAI S 15 43 ANIZ L) 85% LA HIEH T 255
AERRANT 15 S DAY 85% UL HEsH T 5, XiZ, EEHERLAI OIS D3 85% T D 2 72
RERUZ W T, RRBR A 00 SR HH 2 AT YE LA D SR PR HE 2R = 15% D FEPHIZ & 5

R - WTFNOEAICE W THIEHEEIF%E TH D LHE STz,

[ pH1.2 50rpm ] [ pH4.0 50rpm ]
120 [ 120 -
100 5 . . 100 | /'—;’_,_,3—6———5
F1s T S ¢ o [ T
b s
B8 H 60
B 3
5 | -
&) 40 e PRI S = AR 100mET NS 40 e T V) A LA 00T NS
20 + —O— AT R0 20 —o— A A gRI00
o . . . . 0 . , . ,
(] 15 30 45 &0 4] 15 a0 45 60
B (mind B ] (min)
[ pH6.8 50rpm ] [ & 50rpm ]
120 120
100 | & - - - 100 F - il -
D "/D_____._-——O——b—“-
11T S S B0 T
w 2
H F H 60
o4 60 E3
(%) 4n | (%) a0
e P LY A= 0 LAR 1 DOl B2 g PR AR 1 CEmgT HE )
20 —o— A R 20 —O—3FEAAYu TR0
0 1 1 1 1 0 L I L i
(] 15 30 45 (1] 0 15 30 45 60
BB (min B AT (min)
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K EHEBICR Y SRS GBI K OREHERAN O VA8 H =R 0 L)

SEa &  REVERLH Tary ) — Vi
AR (A4 eV v 7 §E100) 100mg NS} HIE

EIL R IR RA b SRR (%) LR R (%)
pHL. 2 15 4> 87.4 101.6 SNy
pH4. 0 15 4% 88.3 101.7 HE

50rpm N

pH6. 8 15 4% 91.3 105. 4 HE
7K 15 %y 92.3 100.9 SNy
(n=6)

7Ta 7Y ) —/UEE 100mg NS 1L, HARBHFERLERICEDLNTZT 17 Y/ — /LB HHRIC
HWELTWDZ ERERIN TN D,

RBRE AR EILuzyx' Hi e IRe B B
I RLE 7K 50rpm 30 43 80% LA L

10. &% - 8%
(1) FEALEGESE - A%, NESFRCEE - QRKICHT SHH
A% LR

(2) a%
22. @
<Za7JY) /—)LE 50mg TNS] >
100 £ [10 &£ (PTP) X 10]
<zaJY /—JLEE 100mg TNS] >
100 &% [10 &£ (PTP) X 10]
1000 &€ [10 &£ (PTP) X 100]

Q) PREERE
&Y LR

(4) BHROME

7a7 1)/ —)LEE 50mg TNS]

PTP : RU b =1, TAI=17 L
(EESE i

F7O7) /—)LE 100mg TNS]
PTP : RV =L, TAI=7 A
te—:RIZFL VI IF—FTILI=T AN
258 - R

1. RlgEHShIEHE
ZY LR

12. £0ft
A% L7g0

11




V. AEICEEY HIER

1. ZREXRITZHE

4. PEERIFZHER
TRDBFERITE T HERBEIEDZIE :
fBR. SRERIMEZF S B MmELE

2. ThEEXIIDRICEAET 5EE
BRESI N TV

3. RERUVHAE
(1) RERUVREOMRESR

6. AZERUVAZ

<& 50mg>
WHEL. AT I HET e Y J—LE LT 200~300mg & 2~3 ElC/H T CRZICRAREST 5, F
. ERIC L 0 EE R S,

<&E 100mg>
WL RTLHE2~38E (7 e 7Y J—/L & L T200~300mg) Z2~3[E/miF CaRER ARG 5,
i - ERIC X 0 EEEET S,

(2) RERURBOREEM - i
BB L

4. RERUVHAERICEET 5ERE

1. BERUVRAEICEEYT 58
i PORFRIE 2 E L7228 ¥ 5 L, IR AR H100mg# 5 E Ly, [8. 32

5. ERPRAUR
(1) BRT—2Ry75r—o
&Y LR

(2) BEEREEEER
AR L

(3) AERRGERHE
AR L

(4) HEERIEER

1) ARERTRER
17.1 EHMERUVRLMICET 55
[ YA HE % 1 45 L C 166 (12 > C F2HE & L 7= B AR ARG . I XE 9 5 2041 88 O
(146/166f1) T o710 ~19

2) REMHBR
LR L

12



(5) BE - FEHHER
LR L

(6) At

1) ERARERE (—REAFERE. FEERARERE. CAMBELERE). RERFTRT —4R—X
RE. HERTRERRBRONE
M LR

2) RBFHLLTEBEFEORNBXIIERE L-HE - ABROBE
ARV

(7 &0tk
EEE R L

13



VI. E3hFEE(ICEH T SIEH

1. FEZENICEAEHSLEMXIILEDH
RV RAZ Yy R, T2THFYVAX Yy b, XX Tovwno

TR BED H DB ORREIZRF T, HFOETFHRL ST L5 L,

2. ¥B{EA

(1) YEREREL - fEFAEFF
18.1 {EA#E
TaFY )= uE, I T AU =B LT, ERFY TR T EHRIT S 2
LK o TR OAA R E M L, 2 OfE G REEME L QR PIRBBEZ KT S5 19 20
Fim. Tud) )= LOEREMTHLIAF LT )= F oA X —PMEER A
T5% , [10. 2]

(2) LB ZRBARA
PAE R L

(3) fEFISETIBE - FHERSAD
LR L

14



VI. RMENEICEYT HEE

1. mphREDHR
(1) AELEDGILPRE
MAMER e L

(2) BEREBRTHEIN-OPEE
16.1 meEE
16. 1.1 £MEHREFHRER
B ERSOAEYFRIFEERBR T A R 74 > (—3ekiE - Pk 18 42 11 H 24 H  IRABRERSE
1124004 %)
<Za>rYy/—)L&E 50mg TNS] >
7Tu7y ) —EEb0mg INS| A ul v 7EEs0%, 7 AL —R—EIZXyEnNEThigE (Tuars
U/ —/L & L Ch0mg) fEEERR AT IR IFHEIRR O B 5 L CIiE P R bIRIRIEZHIE L, S o1
T HYENRE X A — % (AUC, Cmax) \ZDUWNTHEEHEMNT 21T o 725 5. AUCIZ DU T S fiE o S
DAEDIO%E X M A 1og (0.80) ~log (1.25) DHFIPFANTH V. CmaxiZ-DVNTII £l O F L5 E D
7= log (0.90) ~log (1.11) T, 2>, IWHRBR CTHET 2T X CTOLRMTHEMZFEENELI L T
72D, WA OEYFRRIEENHER S T,

HENT A—F SENTA—F
AUCo+ Cmax Tmax T2
(ng + hr/mL)| (ng/mL) (hr) (hr)

7uary ) —IVEE
50mg NS 527.2£152.7 |378.16+190.64| 1.240£0.858 | 0.801£0.115

T4 v FEES0 | 492.2+171.0 [347.66+£165.18| 1.531+£1.046 | 0.793£0.122
(Mean*S.D., n=24)

(ng/mL)
500
w0 | =77 J— LEES0mg NS
-o- Al w7 EE50
Mean=S.D., n=24
m 300 r
’2%
i -
B 200
100
O 1
0 1 2 3 4 5 6

B (hr)

1 B R BE AR ONC AUC, Cmax 5D /8 T A — 213, HURHE OBIR RIE O LRI - K] 55 O BR A
(&> TRARDAENEDL D 5,

3)
MR L

4) BE - tREOEE
VL. 7. #HEAEH | OIRS R

15



2. RMEEMN/(S A—5
OF Liv-p-
AR L

(2) WRUREFE TE B
MUER e L

(3) HEREEES
R L

@ JUTFYR
LR L

(5) HHMAEHE
MAUER e L

(6) Dt
UL L

3. BHE (KEaL—vav) f@if
(1) A%
UL L

(2) 185 A —S EHER
AR L

4. IR
R L

5. 4
(1) Mk — AP EEE
AR L

(2) Mm% —RAAEEIPTE@ M
VL. 6. (5) 0] DIESHR

(3) At~DBITH
(VI 6. (6) % FLia ] DIHSM

(4) BE~OBITE
AR L

(5) ZDHBOERADBTH
LR L

(6) MIPEQF/ESE
MM ER e L

16



6. i
(1) REBELRUREER
[VIL 6. (2) ] DEZM

(2) KBICEAET 58%F (CYPF) D5HFiE. HEX
16. 4 X3
TRTY )= IR F AR A —RIC L VB EN T, KA RAX T =Y,

@) MEEENROFRRVEDOFE

AR L
(4) REMOFEOERRUEM L, FHELE
AR L
1. @it
16.5 4t

BEIMC-T Y ) —1169mg™ B HERE ARG LR, — IR IbAO £ERPICHEE S, 7
D OREZEAFT TV = UZRBE ST, A8 THRE-EOHI40% 3 R PIcHitt s vz, Fiz, &
B BO20%A KWL O £ F48KEH CHEM P ICHHE I N Y GMEAT—%) .

) AR OAZRMAEIL, 1H200~300mgZ2~3[EZ /31 CTRBEETH 5,

8. k5 URAR—4—IBIY B
LR L

0. FHHIC&BREE
AR L

10. BEOKREHT 2BE
PR L

11. T
16.8 Z it
<ZzaZJ)/—)LEE 100mg NS >
7Tua Y J—LEE 100mg INS| OAEMFHIESMEICE L T, =2—Y v 78 (Bfn 52 47&3R. 4
R RTAD) OEKGRRFERFRMTEEHC L 0 Bl S v,
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VI. 2t (EALDEESF) ICEI SHIER

1.

6.
(1) AHHE - BEEFDOHLBE

EERNBRLETDER
BRIEIINL TN

ERAEL ETOHEA

2. B2 (ROBEBICIXEBE LGNNI L)
ARHNOR3kE LB EIE OREER O & 2 B3

HREXIZHRICEEET 5FE L TDEH
BEEN TR

AERUVRAEICEET 5B L TDER
V. 4. HIEROHEICEET2EHE] 2205752 &,

EELGEAXMNIE L TDER

8. EELHEAMIE

8.1 AANDOHIZ X RJEFERUTBBUER NI L, EERERICEL ZENRHDHDT, BE, BB
ERROONTHEICFESICRGEZ I L, @ERAEETH> 2, [11.1.1, 11.1.2, 15.1.3
2]

8.2 AMMERBIENBEIEL2FE T, FAIDERSEBMB LRV &,

8.3 HGMMITIRIEOBENC LV | WEIEO IR lRE L5 Z 085, (1. 5]

8.4 AFHEFICHEANEE L-IBEAICIZar e F o, AV RAX VERHRATHZ L,

BEDERZHTHIREICEETHIEE

BE I N TV

(2) BHEEESRSE

9.2 BHrEIEERE
BEBEOPESKREGRMOIER 2B 5 2 L, AFIRTOMGEY O RN SR L s\ i B 23 R
T %, FICBAEBHICEWERP BB LICGARERRIRFLZELZ L0 D, T GHRES
nTnbd,

(3) HFiftrefEEBE

9.3 FFEEESRE
0.3.1 FEREETHEEIZOBERNHLEE
TR IR 2 0T 5 = &, ISR RBUINES 5 B2 N1 b 5,

4) 4 ERREFRT SE

BWE SN TV

(5) HE4m

9.5 1R

e XAXIEIR U CW D e O & 2 e EIZiE, BE EOFRENGHRMEZ LBl 5 LS 554612
DHFEETBHZ &, BER (w7 X) OENE 10 B B XX 13 B BHIZ 50 LT 100mg/keg % MEIEN#E S
L&A, BIBITEBEFRIERNZEZD b s ME S TS Y,
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(6) 3.4

9.6 {27
B LB ORI R OG ML B L, BALOMBSUTTIEZ BT 52 &, & PR~
AHROZ DRBIBBETT 5 2 L BRE SN TN,

(N MNRE

9.7 MR
NREE S & U BRIRRRBR I35 L T 720,

(8) =&

9.8 BEE
WL HFRENR T 28201 H 50T, HEICEE L THEICERET 52 L, AFIOFRHDIT
FLLTENOIEESN D, @i TIEBEEMET L TND 2 ERE0,
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1. #HE%H
(1) $tRAEEEZTOERA
BEEN TR

(2) BtRFELEDER

10. #HE/ER

KRNIV o F oA X —VEHET S, [18. 1 ]
10.2 $tREE (BHRICEET DS L)
WROEFELORBOUTHEZ HET 5 L OWMERH 5,

BIWEHORBICAEETHZ &,

A4 F ERARREAR - $5 18 71k By - fEBRE 1
ANT TR TY K| BEEIHIEORIER ¥R 5, KHFNINT FF A7V o OISR
gLy :n%®£ﬁ®%i%uyqﬂ_ﬂi ThorxFY o FoAXe A —F %
TYWFATY 452 HET D, £ DORERE- AN T

7V OMAPREN EAT 5,
XTI X ZECOEMEZHEBL, 4%, IR | AN E X T v oG E i
B MREESNRBELZEOWMEN | L, BT ECOERAEZERT D
b, LI TWD,

7<) URPUENA] | 7~V U RPUEEMAIOIEA & B9 5
ONTy VY | EORERD D, EEEREOEENIE
N L. 7~V URbukt i o5 8o

BEHDLWEIRGHROIERZBET D

&,

AHFNZ L D HFREEEREE DK T
ERIC K ., 7~V o RPkknAl
O EILET D7~V L F%
PUBEILA O DI R 35 & @)
HEINTND,

ranrusI R | zurrus ROEREZERT S,
MBFEDOZEEER L, 7 m7un
S RO 5RO D 5\ L8 5

PRAAE MDA LD 7 a7
BN ROEREIER % &
HINTWD,

ORWEHDORBUEETDHZ &,

DIREEZBETH T &,
VI BERAT 7 IR | EREIEIRARE L EORENRH D, | AFSUIARFIOREH > 7 vk
KFn#) EMICMERAE 21TV, BIMERED | A7 7 2 ROFCEEZRET S,

Mg, v aBAT 7 3 REYEHE
EHAMET D EWRESATY
60

vrmARY v I ARY COMIPEEN ESH L.
BRI TARBELZEOBREL D
5o raARY L OBREREICEET
HZ &,

ARFIN 7 a ARY o OfFE%
PHET A= 7 a AR Y O
HFIREN EH T2 s ST
5

TJx= b AV T = b UOIMPEEN ER L, 18
R LIZE OHRELH D,

Tz MM UOEEEIZERT D Z
&o

AFINT == b A > ORFH % L
EFATDT 2= b DI
EN LR @GSN TS,

X F U REHA| Y UFURKEAN (TAT 42V ) D
TAT U MR FRAA 5,

XY UFURERORGEICEET D
et

KB T A7 4V ORISR T
HLXV T oA A —EEL
EFHOT AT 4 ) OMmAE
R ERT D LI TWD,

H ) TR L CHIVEEE IR\ T, &/
> v DCmax K CAUCH 25 EH L= &
DHEN B 5,

UH ) OREGEICFEET AL,
BB, DX ORI
Y (N QAN

KBNS X ) DREIEERETH
HEYUF oA X —EEAE
TBH=D, UF DM RE
BERTBHEEZLND,
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8.

(

1

WOEISL E O L VBB ERET D E0OMRERH L, BEDOIREBZEEIRHE L., R
LD BB OWMBUERDFEL LI5S IIXE BICl Al O 52 i35 2 &,
A4 % BRERAEAR - $5 18 71k By - fERN 1
R NREF U FREOWMBSOS GREBUEMER) 3% | P ITAHTH 5,
BLLIEO®ERDH D,
7T KTV WHUELR (Stevens—JohnsonfiEfERE, B | BEFIZ R TH 5,
HiRSE) BRBELIZEDOWMERDH D, | FICBEEDO S 2 BE CIXEER
TAHIE,
t a7y | BEEOBEBLOUS (EBE, 2HMEORE | FIEATATH 5,
K M) NREBLIZEDOREND D,
TreEvy BB OREDNEMNT 5 LEOHRENRD | FIIARHATH 0, AFNIE
% JREBIVEIZ LD 7 BT Y D
WS I 3 HE 58 X D AT REME DY
MEIhTW5,
Bl{EFA
1. El¥ER
ROEWERRHHLONDZ ENRHDHDOT, BIEE STV, BRERRBO LN GEICITE G 2L
T 5 WU R NEEITO &,

) EXGEER & HER

1.1 EXLEER

11.1.1 hEMREIEFERAAE (Toxic Epidermal Necrolysis : TEN). ERISHLIZEREIZREE (Stevens—
JohnsonfEf&EE) . IR ERECEELGRERET X (TEHMEME R (Wb HER)
FRICHFRRE OB RERE 25 L &1, EERBIRET- D228 b D, o T, HEN, BBEN
BOOLNTGAEITIE, BEOICEELZRIEL, BERELRWZ &, £/o, A7 A RElORGEREY) 72
iEZ1TS 2 &, [8.1, 15. 1.3 ]

11.1.2 FEFIEBBUEREIERE (BERH)
WIHARESR & LT3, BENAL LI, FIZU Vo HiER, BMmEREM, FRREkE S, B Y o RERH
Bl THERERSE 54 Ol 4 08 O ERMEO BEEBEUERY N bbhd Z N5, £z, 1
BEIR (BUEIRBERIS 2 51e) Z2RIEL, 7 F TV F—Y A CE Sl b MiE ST 5, 28,
ERALRAT AL 6 (HHV-6) 507 A )V AOFIEMALZE D) 2 &N % L, BEPIEE LIRS,
FE FFHSRERE ELE ORER PR S 2 WDITBIE (L L2V . MRS O P RIER S S b b0 4
HTENDDLHOTHERETHZ L, [8. 1]

M1.1.3 2399, 7H747F%F>— (WTHLHBHERH)

11.1.4 BEFBRHEM, AMEKELD, BEMBKIE. M/MRELY (O30S BHERH)

11.1.5 BUERF R FOEELGHHERES. BEF (W TN HERH)

11.1.6 BF2. BFL20EE, MEUHEXZEOERE (W bHEERH)

11.1.7 FEMME (BEEAR)
FEEN . REWK, R R A O R SRHEAR 23 B D DN TEGA I, BRSO & T D
&,

11.1. 8 HERFRARAE (BEERE)
frPR. Wi, CKESH-. AL RFIATa ey EREOERNLLbNDZ BB D,

11.1.9 |MEMEERX (HEELRH)
TEERAE A, REEN, SR . O - TEM U ERRREE S OIER A O MR N b Db d Z &b
Do T2F, AFIEGHEEER CRIE LAl b E ST b,
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(2) 2xDioREIER

1.2 ZOHOEIER
0. 1~5%AKH 0. 1%Aif HAFEASBA
BEE | %% . PR
P A FILERI D B KA
%, U 2 REHE
i R
s | EOREE FE AR Nz
. W, T
SERER | ARGRE I B
T AN N E]
ot B SRH bR

9. BEREHERICRIFTTRE
BRE I N TV

10. BEERS
BESHTHRN

1. BRLOFEE

14. ERALDEE
14.1 EXRFEHOEE

PTP GZEDIEANI PTP o — b2 LV L TR T2 L 98T 52 L, PTP > — FOFERERIZ LD |
TSI AN EERE A~ A L, EICIIELEBZ L CHERAREORERAIHEZ T2 &
N5,

12. ZOHDEE
(1) BREKGERICEIER

15. ZOnEE

15.1 BREREAICE D CER

15.1.1 FRAPIIEAKEEZLZ< L, 1l HOREZ 2L EETEHZERNEE LV,

15. 1.2 SAEICE T DEFHERE T, AFOFREICL Y ANERS Lbhi-E ORERH D ¥,

15.1.3 #RJ#E (Han—Chinese) Z%HR & L2V hu AT T 4 TIRFRICBWC, 7url ) — &
D MR R ERIE (Toxic Epidermal Necrolysis : TEN) M OV JEREMEARGEEE (Stevens—
Johnson SEMERE) %5 O FEHEFIBIEIER] D HLA B2 fRMT L7255, 51 B2 T OREGIN HLA-B * 5801
RAEECTHT= L OWERDH DV, o, BIOHETIX, 7u 7Y J— Iz X0 haPER R e mh i
M OVRE TR RRIE R 2 B L7 AA AR O T — 1w S NIZB W T, R 10 B 4 451 (40%) |
27 {5l 15 B (55%) 73 HLA-B *5801 BRAH CThol- Lt OWE L H D Y9, Ik, HLA-B *5801 D%
ARIFERIRTIL 20-30%2x L, BARAKL RIS — v /S AT 1-2%9TH D, [8.1, 11.1.1 BH]

(2) FEERKRBERICEIIEH

15.2 JERRREERIZE D  FH
B EBRIZB N T, SAIE 0P LTS8 ARIORERGICEY | FFOSKATRES N L 72 & O
TR D,

22



X. JFEGRPREXERICBA9 HIEH

1. FBHER
(1) FEHFEHER
VL. 2. | OESMH

(2) REMFEHER
LR L

(3) EDfDFREHER
AR L

2. SHEHER
(1) HEESHEHER
EEE R L

(2) RERSEEHR
CHEE R L

(3) BEBEHR
AR L

(4) 1A FIERER
PAE R L

(5) £MREBIEHER
UL L

(6) RAFRIBIHER
AR L

(1) ZOHOBHEY
AR L
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X. EEMNEIEICET HIEH

1. AHE»
#l F . 7a Y ) —/L8E50mg - 100mg [NS)  ALJFEEE SRR
E) BEE-EMEZEOLFEICLVERTSZ L
BRI 77y s — B

2. A%
BRI : <BE 50mg> 5 4F <BE 100mg> 3 4

3. BRREBTORE
IR PR AT

4. BFEWEDEE
BEEN TR

5. BEMITEM
BERERLTA R 2L
<THoOLEY : HY
Z O BEFITER -
BEREEE [T 7Y 2 —EE INS) Z#BRAICRBEIAIBBALEEN] (XL 2. 20
O BEE R DS M)

6. E—H% - RAZE
Fl—Rm3E . A eV v 7§50 100
% #: FERXYAF YN, T2TXVAFy b, R AT YRy

1. EEEEAR
1966 4

8. NEWTARFARRUVEARES. RMEENKFAB. REFMBFEAR

REFRAE (5 50mg)

S 7 7R ] S BT Wi B
B 5o RN
e A KRR 1A £ A
2023 12 A 8
Tay ) —)LEE 50mgFNSJ 2023 48 H 15 H | 30500AMX00222000 | 2023 4-12 H 8 H EEI A

B2 (£ 50mg)

[7a~>Y ) —Es50mg [HH)

BUTEIRGEAGRAE A B 2014 4E5 A 26 A (RFEAAEIZ L D)
FKFRAS + 22600AMX00598000

S EIGEAE A B 2014 4E 12 H 12 H

[=— VU v 7 §E 50mg]

BENRFEAZRMEA B - 201047 H 15 B (IRARSFE4)

FKRE 5 22200AMX00838000

SRAG AR AE A B o 20104211 A 19 B (Rl @E iR 7 A« 2015429 H 30 H)
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RFTREFICEK S (52 100mg)

. RIE IR FE KR S S FEAEV IRFEBA A
E&JL‘% fﬁﬂ A E(um\%ﬁ ﬂzﬂ A Qzﬂ A
2023 411 A 21
7Tu Y ) —)LEE 100mg NS | 2023 4£8 A 15 H | 30500AMX00234000 | 2023 4£9 H 27 H Eﬁa A
IBER5E4& (&€ 100mg)
[7e=V ) —/L88 100mg [ HH]
FIYEARGEAGEAEH H - 2014457 H 28 H (IR 4AEHIZ L D)
HGERFE S+ 22600AMX00890000
FRAMEEVEIERAE A B - 2014 4E 12 H 12 A
[=—V v 7§ 100mg]
FIYER S AZERAEH H - 2006461 H 18 B (MR AEHIZ L D)
HGERFE S+ 21800AMX10019000
FRAGFEHENEAEH B - 2006 456 H 9 B (RRad @ IR 7 H : 20156429 H 30 H)
[=—V v 7 2]
BIYEAR S AGERAE A H - 1977469 A 27 H (IHEK5E4)
SRR (52AM) 928
IAMFEUENEAEH B - 1978 424 A 1 B (RaE & IR 7 H @ 2007 43 H 31 H)
9. PEEXIEZHREM, AERUVABREFEEMEOFABRUETNOANE
AR ONANA
10. BEERE. BIMERAREABRVZTOARE
AR OVANA
1. BEETYM
ARV
12. #FEHAMFIR I3 5 1EH
AFNT, BEMRNCEIT 2 HIRIZED HIL TV,
13. &#a—F
JEAE GBS &3] Lt/ hEE
IR7E4 A FEHE L R FERRfLa— HOT (13 #7) &5 WVEE S 25
EIGa—F (YJ 2—F) a— R
Tazry ) —)
% 50mg [NS) | 5948001F2019 | 3943001F2396 | 1200621020201 100 fi [10 fE(PTP)x10] | 622006203
Tary ) —i 1085624400201 100 & [10 &£(PTP)x10]
% 100mg NS 3943001F1012 | 3943001F1748 1085624400208 1000 & [10 E(PTPI10] 620856240
GS1 =— K
e a3k
W e P — N AR A BT o — | SeHEasE  — R
Tary ) —n
5 50mg NS 100 $&(PTP) 04987447343814 14987081184078 24987081184075
TaFY ) —L 100 #£(PTP) 04987447349816 14987081184092 24987081184099
fit 100mg [NS) 1000 #£(PTP) 04987447349816 14987081184122 24987081184129

14. RER#EFTLOIE
ARANTEZHRHIH L DR FEERLTH D,
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26) AR EELLRRE DL EMER  (FE 100mg)
27) FENERE AW FRIE MR (BE 100mg)
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XI. &E&H

1. EHAETORTRSR
R L

2. BIM=BIT SEELEHR
AR L
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XI. (&

1. BR# - REZRICER L THREHBZITIICHE> TOSHER

(1) BEHBHVEBRA T
RN ET 2 2 & (MWabEdeid, Mtk EIRERE YN E T TR R)

(2) Hitk - BAMRUBRERSFa1—J0EBY
ERNCIRET 5 2 & (WG bEdeid, BthEAEE RN E UL T RS R)

BIWEHEEn

-tk 27 7y R A BEHMERE
TEL:0120-100-601

2. ®OtOBEERR
BE T EM
CBERBREZE [T u7Y) ) —nEE INS] ZBRAICRLEESMTBRALTEEN]

F— ko 27 7 RSt AR — AX— (https!//med.daiichisankyo-ep.co.jp/index.php) Z:F#
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