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Allopurinol Tablets [AMEL]

873943
$E50mg $£100mg
KBTS | 30800AMX00136 | 30800AMX00137
WFE G

VIVZE 1€ S
- EESOMFEIC L VEET
2. BB (ROBHFICEBELEVWIE)
KRHEND B L BBUEOBEEREO & 5 B
3. #ARK - MR
3.1 fAmk
B 7 4, TaTY S =V TaT ) —VEE
s 50mg [ 7 A )] 100mg [7 A V]
1 e - 1 e -
B | 7a7) =) VA= WESDY
50mg 100mg
HIVFoxay, a7 uaAKRE R, fEib
ZRE Fr, fitv|ro— 2, BiLs s
O—A, BIibF% v |v. AFTY VBT
ATT) VBRIV AT LN, Ty ST
N YA, Ty rs)al) a—=VvEEF vy Y
whnl :
—VBF P A, BlA, BESO AT — R,
Joxun—A, REFNKEFY, v70IT—
Y, X7 ud—)v400,)V 400, ¥ 7 T IT—)
~ 7 1 d—)l 6000, D-|6000, D-¥> = hF—)
eV N |V
3.2 REDOHIK
g5 77 ) —VEE Ta7Y) ) —VEE
e 50mg [ 7 AV ] 100mg [ 7 AV |
o Frim 1/2 Sl A
=l FED7 4 V4 e
- A SRRy D74»;; TA Y
HE
;
P
iS4 Q G
= —
[ERES 6.1lmm 81mm
JE& 3.1mm 3.7mm
B 99.5mg 200mg
kBl a— K AP50 AP

4. HEERIIHR

TEROBEICE T 2R RERMEDZILE :

. =R

BRI AE % 4 5 = [ EAE

6. RERUVHAE
HE. KAF1H=Z7a 7))/ —)b& LT 200~300mg % 2

~3 [\ TEREL

- U2
Zitk

Hi%5-9 %

o 4FHm.

FERIC & D #EE

WIS 5o

7. AERUVHEICEET X8
M BRI AE % 52 L 278 S5 L sl 1aERE 1 H
100mg HGHEF L [8.3 BH]

8. ERLERNEE

8.1 AFNDOHGAZ X Y Bz EFEIR UL MBHEIRDSFEB L HIFE 2
FEIRICED C D% 2 DT, 388, SBENTRRO SN E
WCIRE SSRGS 2 L, #ALERTT) 2 &, [11.1.1,
11.1.2, 15.1.3 ]

2 BYHREFEENB S 5 T AHOKRG 2B L 2w
&O

3 BREGAINIKIROREN X0 | g EIENE D — i 2 5k 2
HHI Db, [7. ZH]

A KRR G R RESEE L 22 aIcidave T o A VN
XYL ERPHT L L

9. BENEHREHI HBEICHT IR
9.2 BERREEEERE

FHEOEECHTHBOLRE 2 EE T 52 £, KRR
DR OFEM AR L iR T %0 FRICE
NEREICEWERAPEB L6 3EE e85 2
EWHY . FETH L HMESNT D,

9.3 FFkeeEEERE
9.3.1 FRBEH T 2REXNITOREENDH 5 BE

EMIR TR Re A 2 23 5 2 Lo IFRE D EBIUIH
BT 2BLNDH 5,

.5 11

TR SIEIR L T 2 T REIED & 5 I, % Lo i
MATEEME T L2 LI SN D581l 0RKG 352 L,
By (7 ) Ok 10 H B3 13 HEHIZ 50 RO
100mg/kg % BHERF G- L7- & 2 A BRI TIVER A5E2
HONIZEMESNT DY,

.6 I

G L ORISR O R % ZHE L 2L oMk
XATHIEZ R T 5 2 &0 b P REFLPAKH K O O3
WHBATS 5 2 LA SN T 5,
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NREE R E LBRHBIIE” L T,
9.8 EkE

ECIMHIREA S 2 BLNDH LD T, HEIZEEL T
HEIRG T2 L, AAOTAHWIEEL L TE»LHE
SN b, FiE TIXBREIET LTSI A%,
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OR#FWETH S
FHFoFFY
y—¥XrHETL
VAT SR AV A0
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HHIEDBBEUE G
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AT NI
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L DHED D B o

BFIEIAITH 5o
HIZEREDOD 5
BHETIIEET S
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M LY 7 ¥

T v ) v o RS
TR X B ] fE
HEAHE 2N Tw
%o

11. BMER

WOREWER 2SS HbN D I LD DHDT, BlEEr 451247
WL BEOES S NEA IS A RS 2 7 ) 2 L
BEITH) 2 &,
1.1 EXGEMER
11.1.1 hEMRFIESEBAEIE (Toxic Epidermal Necrolysis
TEN). BREHERIERE (Stevens-Johnson fEIXEE). %I
HREREBRENDEELREBE LEHMMER (It d
BEERER)
FRICITREE OB 2 k) & 21X BER KRR E 2 &
LI ENH D o T, B, BEEDPBOOLNIHEC
F, \mEBICEGERIEL, BRS LhwZ e, F7/20 AT 0
1 FHIO¥GSEY R MEXIT) 2 L. [8.1, 15.1.3 &
fii]
11.1.2 EFMEBBUEEREE (HERH)
FIHHAEIR & U395, 388D A AL, B2 Y oNHiER, B
MERHENN, IFMRERIE S . SR OSBRI, PR fERE =% 0
i 2P 2 % ) BRSO TS B BIEIRD A3 bbb 2 &
Wb F7o. 1 BIFERAG (BE 1 BIFERE = &) % 3E
L. 7 7V =V AZESBILHESEIN TS, B,
v b AR ZT A VA6 (HHV-6) 0 A )V ZA O FHEMHAL
RS 2 ENL L, TG RIRR L 5. S IR RS L
DFERD TS 5 ITBIEAL L 72 1) | Bx S o PRI AE IR
WHOELNIZDTLIENHLOTHEETAI L, [8.1 &
iy
M1.32av7,. 7F7147%Y— (OFRLHEEARD)
1.1.4 BEARRMEM., MK . EFERIREE. Mm/MRR
B (DI SHEERH)
1LL%%EH%%®§%&H%%E%~
ANAH
11.1.6 X2, EFf20HEE, HEUBREZSUERERE (»
FI AN
11.1.7 EEMRR CHERE)
FEB LWk, I PR 3 55 O B BRAE IR AT S b A S
. LI X MEoMEE EiT L2 &,
11.1.8 ESUHRMEE FHEAH)
AR, B, CK E&., M RORT I+ 7ae sy E&
EOFERDH 5 bNDLZ LD D,
11.1.9 EEMEER EEAH)
THAPWIE, F880, BEIE. B0 - MR R E S O EIR %
P MBI D3 HhNE I e WD b, B KAES
BHIERTRELZALHE SN TV S,
1.2 ZOMOEIER

BE (Wb Mg

0.1~5%A | 0. 1% BHRE A
WEE  |JE A, P




0.1<5%Fi | 0.1%Km | HEREAH
A R
e BE . R Bk H
%) v SHE
i R
AR %
Wiks [ RHuk, W,
T
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BT CK F5. Wit
N
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14. BALEDIEE

14.1 EBFZMFEOXE

PTP A3 OHFNIPTP ¥ — F2OHYW L LCRET A &
IIGEST A L, PTP v — FOEMKIZE Y, FHOEMAEDS
FOERBEA A L, B3Il E B 2 L CHERT 5 0
LEPHER IR T HZ LD D,

15. ZDMOEE

15.1 BRERERICE D 158

15.1.1 Bk E2L L 1 HOREZ 2L D EET 5
ZENEF L,

15.1.2 JLENC BT 2 5P AHmE T RFOHGIZL ) AN
fEhsdy &bz & DHED D 5,

15.1.3 # K (Han-Chinese) /% & L7-L buaxxs 7
4TI BT, 7Ta 7Y =)V & BR3Pk R T
Bif#iE (Toxic Epidermal Necrolysis : TEN) K& OVRZ i #lfs
IRAEMERE (Stevens-Johnson FEMERE) 5D FAEHIL FEHEBI D
HLA Bl % AT L 7245 F. 51 Bk & COIEBIAY HLA-B* 5801
WEETHo 72 L OHEDRH LY, T2, JOWRETIE. 7
O 7 — )UK i 3R R ST R R S OF RE RS R
EFEHEASSELZHAAR I —a vy S NIZBWT, N2
110 BIA 4 61 (40%) . 27 BIFE 15 B (55%) A5 HLA-B* 5801
WHEETH 72 L DHEDLH Y9, B, HLA-B*5801 D
A RITERE TIE 20-30% 28 Ly HARA KR T —1 v X
ATIE1-2%TdH 5. [8.1. 11.1.1 &)

15.2 FEERERREABRICE D 155K
B ERRIC BT, #A LB LA, REO KERYS
&0, FogIFHEIEINL 72 L OMREDDH 5.

16. EWEhEE

16.1 MeERE

16.1.1 EHZHRFMHHER

(7O’ 1)/ —Ivig 50mg [ AIL])

(1) 779 7 —=NVEES0mg [7 ANV ] EFAa1) v 7§50
L IURAF—N—FIZL)ZERENL1EE (Turs) /=)
& LT 50mg) AEEER A T 1M A I e S L C g
RELRREEEZMEL., SN HEYHENNT X -5
(AUC. Cmax) 22T 90%E HEHIX [ 1 TR % 47
o 72458, log (0.80) ~log (1.25) D#EPHNTDH Y . WH)
DAY RISV E SRR S 72D,

(1tg/mL)
0.35 1

—e— 7 7 —)LEEs0mg 7 AL |
---O--- P 0y 2 §ES0
Mean=+S.D., n=20

0.30 |
0.25 |
0.20 |
0.15 |

BmETEHE

0.10 F|f
0.05 i

G H]

HYHRE/ ST X —F

#%5®| AUCos Cmax Tmax | Tuz

(mg) |(ug-hr/mL)| (ug/mL)| (hr) (hr)

;Z‘;O?ng) F;)?/ 50 0.4727 0.2766 1.29 1.09
W +().2439 +0.1710 | £0.94 | =0.43

Ay 50 0.4496 0.2648 1.26 1.18
50 +(.2162 +(0.1367 | =£1.00 | £0.39

(Mean=S.D., n=20)

IMAE RN N2 AUC, Cmax Z0/85 A — 13, #ia
DOFIR, REOFRIUAIEL - FEREFE ORI L > THRZ 2
RN H %o

(77 ./ —JLEE 100mg [7Z X JL])

(2) 7a7y J—)VEE100mg [ 7 AV ] EH 11 v 7§ 100
B, ZORAF—N—FEIZI)ZENENLEE (TuT) ) —)
& LT 100mg) fEHER AT T 12 A B RS 4% - L s
REARBEEZEL., BONEYHE ST 2 —¥
(AUC. Cmax) IZDOWTHEHHNT 217 o 72459, Wi o4&
W RS DR S T,

(11g/mL)
0.9 r
—e— 707 J—)LEEI00MET 7 AL |
0.8 o 10 5 2100
0.7 + Mean=+S.D., n=14
ifm 0.6 F
ﬁﬁ 0' 5 .
?é‘ 0.4 F
0.3
0.2 F
0.1 H
0
0 1 2 3 4 6 8 ()
155
HEYBIRE/IN T X — ¥
Erasn AUCo-s Cmax Tmax Ti2
(mg) |(ug-hr/mL)| (ug/mL) | (hr) (hr)
razy s —n 1.54 068 | 1.6 | 1.01
%jmmg(?x 1001 2580 <027 | 0.9 | £0.39
A8 o 1.42 068 | 1.7 | 1.10
100 +0.62 +0.31 | £1.0 | £0.23

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

MAE PRI O AUC, Cmax %0785 4 — 1%, wligs
OFIR, R OBRIURI L - FESE ORI L > T2 2
WEEMD D 5
16.4 X3H

TaT) )= VIEFT U F oA F S —-PICI VB EN
T REGHFFL T )= e bY,
16.5 HEit

BEIZUC-7a 7)) J — )b 169mg) % ML 1% G- L 72
—HBIEREAAD F FIRAPICHEIE S 40, D O KERS 14
) = VIZRE SN T, 48 B TG O F) 40% D8R
FRCHEE S 7z, F 2, SR 0% KD F F 48 By
[ CHEME R IZHE S N2 WEAT— %),

TE) AF 0K EIL. 1 H 200~300mg % 2~3 [A112 501 F T A f

5.CHh b,
18. EEzhEIE
18.1 fEA#F

Ta7s) =i, ¥ F U FF IS PR LT, bR
XY UFURPFF U F T A EIZL o TRED
HE I A B L L 2 ot SR R R PR A S ONBR Hh PR P i % B
B0,
F7..707) ) = VvoOERBEWTHLEXFTT) ) —ub
¥ UF oA XTI —BHHIER 2 AT 5, [10. ]
19. B2 (CBET 2B{LZHAER
—i
7171/ —)b (Allopurinol)
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FURVAT I FIZHEITIZCLC, AFy 7 —v (99.5)
L:Tﬁ&)ﬂ@ﬂ:@‘ 7/36 Y.TIWQ 2T %o

22. A%
(77 J —ILgE50mg [7Z XIL])
100 8¢ [10 ¢ (PTP) x10]
(7O v/ —JLgE100mg [7 X JL])
100 $¢ (104t (PTP) x10]. 1000 §t [10 & (PTP) x100]

23. EEXW

1) Fujii T, etal. : Jpn J Pharmacol. 1972 : 22 : 201-206

2) JEASEE - EERWEHEEIRIGY =27V SR
L CAE SiE A

3) Garbe E, et al. : Arch Ophthalmol. 1998:116:1652-1656

4) Hung SI, et al. : Proc Natl Acad Sci USA. 2005 ;102 :
4134-4139

5) Kaniwa N, et al. : Pharmacogenomics. 2008 : 9 :
1617-1622

6) Lonjou C, et al. : Pharmacogenetics and Genomics.
2008 ; 18 1 99-107

7) FEPVERE - A IR S R

8) Elion GB, etal. : Am J Med. 1968 : 45 : 69-77

9) Elion GB, et al. :Biochem Pharmacol. 196615 :863-880
10) Elion GB : Ann Rheum Dis. 1966 : 25 : 608-614

11) BHEEZ 1370 @ HARSEHAHERE. 1968 1 64 1 108-122
12) Rundles RW, et al. : Trans Assoc Am Physicians.

1963 ; 76 - 126-140
13) KRESE#MEZA ) 7 ~F. 1968 ; 8 : 349-370
14) Rundles RW : Ann Rheum Dis. 1966 ; 25 : 615-620
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T 530-0005 KB ATILX H1 2 & 3-2-4
fex8. 0120-041-189
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