202 3F8AWMET (1 1)
AAREZEEEmMNERES 873943

E #2 S 4 v 4 E 2o — 7 ## — L
BARRBRERENSD | FEEESEE20 1 SITEMML TERK

5 R B M e 3
AxERAs 7ATY /—ILiE
7O71)/—)LiE 50mg NIG]
7O71)/—)LEE 100mg NIG]
Allopurinol Tab.

-1l B| 7aonba—7 40 T8

H A DR R S| LGEERERL (FEE-EMEOLATRICLVEHTDSZ L)

¥ 50mg: 18gF 77U /) —)L 50mg & A

A& - = & 52 100mg : 1 $EF7 2 7"Y /—/L 100mg & A
— m g T7url))—n
# % ¥ 4 : Allopurinol
HFRAFEH B 120134 7 H 22 H
BERTRBEA B | MG : 20234 8 A 30 H

EMEAEINE - RFTEAB | HeFHH 50mg : 2011 4 11 J] 28 H
100 mg : 19984 7 H 10 H

F%E - BERE (MA) - | K e ¢« ECH G TR
R# - WES# A | % & o AETKRASKE
REMRGEC B E LR TR

EEFRBLEOERL

HE TS BEEYFR— 22—
M\ & H» & & O|TEL: 0120-517-215 FAX : 076-442-8948
PR A AT AR — A—  https://www.nichiiko.co.jp/

AIFIZ2023F8AWT (B2 4k ABITHSHE ORAIXENLHICEDE
ET L1=,

BT DA SCERF T, EELERBIRR AR —L_—

https://www.pmda.go.jp/lZ T ZHEFR T SV,
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WEMTL TR L TETCND, ZOBICHLERIERZBHEOICATT 7200 HY A ML LT
A UBE a—T F— LI LT,

BEAFN634EIZ H AP IRAIRI = (LT, BRI ERET) FNE2/NERERN TEERLA VX Ea—7
F+—2) (BT, IFEWET) ONLEM T I N IFRRsEsE A R E L, T otk, EREEE T
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my o, TS Ao BEAALANEROWRET REDUGFTRH -GS, SGETORMT — % %
BN LB Oe TFR Rt s d Z & o7z,

TR De- TRIE, () EIES RSB A EEDO R — 2L — (https//www.pmda.go.jp/) 75
—FELCAFARRL o T D, HAWBEHEAIRS CTIE, e IFZ BT 2 EHELFRZUEAR — 23
—IUNAAT A N THDH I EITEUE LT, FMEHENGERIC H bt Te- IFDIEH & /a2 k% % 5%
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IFOFABIZHT=>T
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I. BEICE9 5HE

1.

2.

RS DER
KA, 7TV =BT LT D mRRIVERFEAITH 5,

a7y 78 1%, RET AT 7 —~v RS (IRRPFERES L3RSt PR EIES
Y UCHIR A L, L B ORRBR T 14 R, 22 EERRIR, M MM BR A BN L,
1998 4 2 FITARZ AT L, 19984 7 H 10 RICHOE 2 Lz, (B 698 5 (AN
5545 H 30 H) ICHDS X KEEHZE

1999 £ 10 A 7 0, FERE (TR ORE, EFEP 14 506 2 A5 (RRIEGH
) OVTIUC b S L7V & ORI R % A

Tl

2006 4 6 J] 27 Ailoesz [Ta7 vy 7§ b 17787 v 7 §E 100mg) IZAH DK
Z137C, 2006 4 12 F 8 HIZFAMmINH S 7,

7wy 7§ 50mgl 1%, RHET 77—~ (BT ~BRatt) BB IBEEEE
i & UCBRS &2 Al L, BUS  ORBRT IR 2 50E, EMERER, AW rla 2k 2 Sk
L, 20114E7 A 15 AICAGRZRG L, 20114 11 H 28 HICHIe &2 BRtA LT-, (CEEWREF
0331015 5 (AL 174F 3 A 31 H) 1M & AGRHGH)

PR EMA I DT, 201348 7 A 22 BICli4 % (705 v 78 50mg) KO (75 y
7 §E100mg) 25 [7m7Y 2 —VEE50mg (73] | RO 7w 7") 7 —/L4E 100mg [
] ICERORKGREMFT, 20134 12 A 13 BICEAGIGE S iz,

20288 H1H, 7ar7VU /—LA8E5s0mg (73 | KX 7Y 7 —/LEE 100mg [T
AL NFEET AT 7 —< RS0 b B [E L B TSRl I RS IR e A& GE 25 Ak S 4,
ZOBRZIREA DR S ETT /3 B INIGHZZEE LT,

2023 - 8 A 30 HICHAMINE 41, HIE LS M4 Bilts L7,

HRDERFHN - BFIFRIFE
Ak, 7a7y )= E2EKT LT D EmRBIERRAITH 5,

(1) K
(2) ERZEWEH BEEARH) & LT, FREmtERKERAEE (Toxic Epidermal Necrolysis :

TEN) , BERIEIRGERRE (Stevens - Johnson JEMRE) , FIMEEERFE DO EE LR LE
PR, WBELE R, FEAMERBUEEREE, v avy, T4 7% —, BAERRMEA
i, BRI, BERERIERAE, /PRI, BIEAT 5 OB AR ATHRERRE, BE, BA
&, BAROHE, WEEBRZZ0EESE, WEMENZ, SHROnmARE, BRIk
WHE SN TN D,



I. &¥#ICEI HIRHE
1. HR5E4A
(1) M4
7u 7Y ) —/LEE 50mg [NIG]
77y —/VEE 100mg [NIG |
(2) *4%
Allopurinol Tab.
(3) AFDHE
—xA &
2. —&4
(1) & (as%)
7wu7Yy s —n (JAN)
(2) 4 (4%
Allopurinol (JAN)

(8) RT L
A
3. EEXXITRERX
H
N
N/N | ﬁ
\ _N
OH

4. FFRXRUSFE
7713 0 CsHaNLO
Sy 136.11
5. L4 (GfiK)
1H -Pyrazolo[3,4-d lpyrimidin-4-ol (IUPAC)
6. {BR4, 4 KBS, E5ES
Brlza L
7. CAS &S
315-30-0



I FMESI<ET SRE
1. PMEEENEER
(1) 5 - R
A~ I ORS OSUIRMEO MR TH 5,
(2) BfEHE
NN -V AF RNV ET I RIZETFIZ L, ATz 7 —v (99.5) 1T THHITIZL
VY,
7 U= T RRICET D,
(3) BEtE
M ERR L
(4) AR (OBR) , R, BRER
M ERR L
(5) BIGEMBTEH
MEERR L
(6) SERE
M ERR L
(7) DD XL REME
M ERR L
2. AMHSOEEELTICEITHIREN
MEERR L
3. MRS OmERABRE
(1) SRR BEE 15
AR DK D EWULA LY MV ERIE L, KDALY ML ERBOBIAST h L
T D L&, MEBEDARY MUVIE—EED L ZAIZFRBEOREDWINZTRD 5,
(2) FROMBULA T S VRIE L
B U U ABERNEIC L D ERBREITV, RED AT ML ERLEOBA Y ML % g
T5HELE, MBABDOARY MUVEFR—EED & Z AIZFBEORE DRI AR D,
4. EMRHSDEEE

AL ST E VA
Kihxm NN -V AFIVENLT I RIZENL, T hIAFALT U E=U A RX U R
R CHET 5o



V. RFIZEI HRAE

1. Flf
(1) FIRORR, NMERUER
i oned 7 a7y —/§E 50mg NIG) 7r7Y J—/L§E 100mg NIG)
Pt e D 1/2 FHRA Y
PER HEDT 4 v ha—T 4 v T§E e
P ‘!B’(:i)i::j %%%%% <:::>E:I:j
EfE (mm) 6.1 8.1
JEE (mm) 3.1 3.7
B (mg) 99.5 200
= — N
(PTP) t AP50 t AP
(2) HFE|OHE

( TV, 4. BHOLFESLME FIZBIT D2 EMN] OESR)

(3) #Aa—F

( TV, 1. (O ADEOKH, SMELLOMER ] DIHZR)
(4) pH, ZBEEL, HE, LE BEOERUREL pH HF

7u7y ) —/VEE 100mg [NIG]

18EF7 27 Y 7 —/1 100mg

JuARE Ry, fidhere—XR, BbF
B AT T YU~ TR O N, TS
YV a—LEgEF R UL, B a AR
— R, RE Ry, w7 aa—,1400, v7
o 23—/, 6000, D-~> = h—/L

AL L
2. HEIDOHRL
(1) BMES (EERS) OEE
e 7u7y ) —/VEE 50mg [NIG)
BRI 187 a1y /—/L 50mg
TFoary, JaARE R, fEht
na—2A, L F L2, ATT ) U~ T
|37 T
=—)L 400, ¥ 7 v 23—/ 6000, D-~
=Fr—
(2) &Y
(TIvV. 2. (D) ARGy GEMERSY) O&ERE] OHEBH)
(3) £t
BT T 2R

3. BAH, AFOSBEICHT HERE

GAS BT




4. HEDBEEHTICETEIRER"

(1) MESER
PJIBES

B (40°C, 75%RH, 6 » H)
J —)VEE 100mg [NIG ] 18 & O iiiiE

DGR,

7ua7y ) —uEE 50mg INIG) K O'7 a7V
BTIIZBWT 3EMLZETH DL Z Ll =T,

O 7Y ) —EE 50mg INIG)  IEGAER [Hi&aiEmEe (PTP @) ]
BRI H AR
< ks > BR BRI 6% H
PR n=38%1 N N
<HEBDT 4T —T SR> e BE
sl n=3"1
(BRAN TR A7 kL, WA ke
wWE s a~ T 7 4—)
G n=3% e
A\ ‘rjﬁ/\
CHERE 15.0% 5 H 2 720> i ks
WHME (%) n=3%
1~1 ~
<3045, 80%LLE> 9 03 93~98
ag % =3%1 . .
=R (%) n=3 99.9+0.672 100.7+1.2%2
<93.0~107.0% >
%1:3uv b %ov bn=3
2 FHIEEHEFZE (SD)
O7m 7Y J—)LEE 100mg INIG)  IERER [A&OEFRE (PTP &%) ]
A EATH | SN PRATF IR
<HiHE > T BH G 2 % H 4 % A 6% A
PR C5131
< HAEORFTH 12 EREAD O C5132 A A WA WA
T4V bha—T 4 U TEE> C5133
C5131
FREEaER (4) C5132 7~9 7~9 7~9 7~9
C5133
SR () C5131
pi C5132 | 100.2 +0.5%2 | 100.2 +0.7%2 | 100.7 £ 0.5%2 | 100.0 + 0.4°%2
<93.0~107.0% > 5133

K1 FRBEITHTDEHER (%)
2 VHEHEYER A (SD)




(2) HwEEOREESR

O7mu 7Y J—)VEE 50mg [NIG)  #Ealdk 40°C [EOL - KA
ARBREE PRAT 1]
< Bk > LGS 3% A
PR HED 7 (LA B0 7 4 LA

<HBDT 4T —TF 4 TEE>

a—7 ¢ U §E

aA—T 4 T §E

BHIE (%)

<304y, 80%LL > 95~96 98
BAFE (%) 100 99.6
(z%E) WE (kg) 12.7 13.4
OT7m 7Y —/VEE 50mg INIG)  fEadk 25°C - 75%RH LHEDL - Bk
HAERIAH PRAFHIE
< HIKE > BH A 3»H
PR HED 7 ¢ LA HED T 4 LA
<HEDOT 4NV Aa—TF ¢ TEE> a—F 4 U UEE a—F 4 VT EE
EHME (%)
<3047, 80%LL E> 95~96 88~95
HREE (%) 100 103.3
(2EE) WE (kg 12.7 9.6

Orm7Y J—/uEE 50mg INIG)  fEadt 25°C - BREE 60 7 Lx-hr [K[UER ]
BRIAE H TR &
< ks> BH AR 60 7 Lx-hr
PR HEDT 4V A HEDT 4 /LA
<HEBDOT 4V ha—F 42 TEE> a—7 4 T EE a—F 4 U IEE
RHME (%)
<3047, 80%LL E> 957~96 89~93
BAFEE (%) 100 100.2
(&) WE (k) 12.7 12.6




O7u 7Y —/LEE 100mg INIG)  #EE%E  40°C Y - KB R
BRIAE H =R LRATHAR
< Bk > & BH A ERE 34 A
PR B i 1/2 8 | Ao 1/2 Fikk
<ABOAHE 12 EHAY D 243401 AVDOT 4N ba— | AYVDT 4L a—
T AN T—TF T EE> T 4 T EE T 4 T RE
M (%)
243401 91.5~94.2 95.1~100.3
<3047, 80%LLE>
HREE (%) 243401 100 100.1
(&M WE (kg 243401 10.1 13.7
Orma 7Y J—/EE 100mg INIG) #aE: 25T - 75%RH [HEE - Bk
BRIAE H =R LRATHAR
< Bk > & BH A ERE 3% A
ERIN Htao i 1/2 Hifj | A0 i 1/2 Bk
<BftaOfmE 12 H#EAY O 243401 AVDT 4 ba— | ADDT 4 )b a—
T AN T—T ¢ T EE> T4 v TR VAB A
M (%)
243401 91.5~94.2 92.0~95.1
<3047, 80%LLE>
BREE (%) 243401 100 100.1
(2EE) WE (kg 243401 10.1 5.9
O7Tm 7Y J—/uEE 100mg INIG) MadE BB E 60 I Lx-hr [KUE R
BRIAE H =R R &
< Wik > T BH AR 60 77 Lix-hr
ERIN Htao i 1/2 Hifj | A0 i 1/2 Bk
< Bt 12 AL O 243401 AVDT 4 ba— | ADDT 4 )b La—
T AN DT —T ¢ T EE> T4 TR VAB A
W (%)
243401 1.5~94.2 90.7~93.6
<304y, 80%LL > 340 91.5~9
BREE (%) 243401 100 99.8
(2EE) WE (kg 243401 10.1 9.3




5. ARZERUVBERROREN
Y LR

6. fFlLDERESEL (MELEFHEIL)
L

7. B

(1) BHBRE
Tu7Y ) —gE50mg INIG] KU v 7 )/ —/§E100mg [NIG] O HMEE, HAH)E
HIZED LN HMITHEE L TWD Z ERERIN TN D,
GRBRIIZ/K 900mL # Fvy, /X FAEIZ LY, 50rpm TR E21T9)

VR A
TR FHE FREfH At
50mg, 100mg 30 4y 80%L) I

(2) BHHER
<7u7VY /) —/EE 50mg INIG] >
BIRREI SO LR EMERBR T A R T A L EO—ESIEICHSWT (ERk 18411 H 24 H
IERFAIE 1124004 5)

RER S
EE . AARKERT  EHREBE N RUE
[l#nds N OVFRBAYE : 50rpm (pH1.2, pH5.0, pH6.8, 7K) , 100rpm (pH5.0)
CHE]
- pH1.2 (50rpm) TIi%, 2 BA%OfEN 42 L ETH -T2,
- pH5.0 (50rpm) T, FRAERFIOFEIEE DY 60% LN 85% T & 725 2 FEAIZE
T, R 0D SRR 2R AR HE R D S ER R £ 15% O#EIFIZ & o T2,
- pH6.8 (50rpm) TIE, FEAERAIDEEIIE DY 60% L 85% L & 7225 2 FEAIZH
T, RREREUA 0D - P P HH =R AT HE R D s HH R 15 % DHEIIC & o T2,
- 7K (50rpm) I, HEHERE| O SFIE D 60% K U 85% T & 725 2 FEAIZEHB W T,
SRR R O SR SRR E R O SEIJER R £ 15% OFEFHIC & o 72,
-pH5.0 (100rpm) T, FEAERIF K OASIT & B 12 15 43 AP 85% UL B L7z,

LA, AR O A 2 FEVERIA & Heie L 72 /528, 2 ToRBRIRICBE W T [MEREELO
AEZFHFEMERRT A T4 ) OHEERMETES LT,



(VA Hi AR

BHE (% pH1.2 (50rpm) BHE (%) pH5.0 (50rpm)
L===--2 || | — A
i e
=
f
s
rd
LS —e—7OFY s LeESImg TNIG) —e— 707/ — L% 50mg TNIGJ
- - EERA G, 50mg - o= EERH G, 50m
15 30 45 0 10 20 30
R (3 BERA (50
B (%) pHB 8 (50rpm) A (50rpm)
100
0t g% ||l === =
- A=Z
60 y -
#
40 Y
20 —e— FOF U —LEES0mg TNIG] —e— 7 0O7F ./ — LEE50mg TNIG]
. - - fEEEF GEN, somg) - - SRR GO, s0mg)
0 20 30 10 20 30
BERT (3 BER (590
EHRE (% pH5.0 (100rpm)
100
80
60
40
20 —e— F O/ —ILEE50mg TNIG)
0 - A= FERA (EEAL 50mg) ;
0 10 15
BERT (70
(n=12)

<7wma7V /J—/E 100mg NIG| >
BRERSOAEYLHREMRBR T A RT 4 CERR 94 12 H 22 B EHES 487 =4l
w)
B Z
g AARERS  EHREE N RUE
[AlERE N OB R - 50rpm (pH1.2, pH4.0, pH6.8, 7K)

CHIE]
-pH1.2 (50rpm) Ti, FEAERIF KL OARMIT E B2 15 43 AP 85% UL B L7z,
- pH4.0 (50rpm) Ti, FEAERIF N OARMIT & B2 15 43 AP 85% UL B L7z,
- pH6.8 (50rpm) Tid, fEAERIANN OARGIT & HIT 15 5 LANIT Y 85%LL EYRH L=,
- /K (50rpm) TIE, FEAERLKIK OUASIE E BT 15 43 LANIC Y 85% LA BiE L=,

DL b, RO ZEE)ZAERERIE L ik L2, 2 TCoRBRKRICB T IMBEERLD
W ERR S VERRBR T A R T4 v ) OHIERMEICHEES Lz,



(st ithAR)

ERE (W) pH1.2 (50rpm) SEBE (%) pH4.0 (50rpm)
100 100
80 _ﬂ,_----" 80 P
60 s 0 -
- - -
40 P 40 -
20 ,” —e— VO —LEE100mg THIG] 20 - —e— PO/ —ILEE100mg TNIG]
o | - - EEEE G 100mD 5 | — - EERW) GER. 10mg
10 15 5 10 15
BER (590 BERT (70
FRE (W) pH6.8 (50rpm) SFRE (%) K (50rpm)
100
B e 80 e
A i &0 P p
gk 40 .
S2E —e— FOFU —LE100mg TNIG] 20 e —e— FOZU —)LEE100mg TNIG]
s | = mo EERE GEEL 100mg 0 = | - - EERE GERl 10mg
10 15 5 10 15
R (70 BERT (70
(n=6)

8. EMEMRERE
BRI L
9. HEDPOEMHSOHERERE
(1) SR TR L E 15
TE L TR RBHARIZ D T WIN AT MV ERIET 5 L %, HE 248~252nm (ZWIY
DRRR Z 777,
(2) MEgra~ b ro7 44—
FBHATR M OBEEVRIR D> DAF T2 E AR v F O RefEIFEE LV,
10. HEIPOFMHSDEE
ERAN TR FE I E VA
BT M OBEEVS IR O 2 JIET D,
11. Hif
LR
12. BRAT HAIREMED H LMY
M ERR L
13. EFBRMNLELESR - HESERERRICET S51HR
Y LW
14. Ttk

10



V. AEICEET 5EE
1. FEXIEHR
TROLGEIZIT 2 @ IREE ME D& IE
AR, R IR IME 2 £ 5 & i
2. BERUVHEE
WE, AT HET 7Y 2 —/L e LT 200~300mg % 2~3 A2 TREZICR A& 5
T 5, - ERIC K O EEERT S,
3. EREKRTE
(1) BET—421\v45—o
M EE e L
(2) EBERME
MR L
(3) ERERFEIRAER
MBI L
(4) BREMHER
M EE e L
(5) BRI
1) BELALETHERGHRER
MBI L
2) HEEGEAER
MBI L
3) REMRR
M EE e L
4) BE - WEBANEER
MBI L
(6) ampIfsEA
1) EABERE - REFARERET G35
Ex)
M EE e L
2) RRBREHL LTREFEORNEXIIRE L -HBROBE
PAROrA

AE) - BERSTHRERGER (TAREERKR

11



VI. EEREICEET HIEHE

1. EBEZRNICEEHHILEMITLEHH
PRI A= e B 1L 3

2. EEEH

(1) R - FRBF
REEIL, EARXH T oOoF o F oo o F ot X —B@E CAERT IR, 7
a7y ) — I OBEEEFRAMICHET 2 Z L2 X > TURBOEAZIHT 5, Tl
J—=NVAKL XY T oA A —BOEATT X o F IR S DR, T axt s
FUCHIE ATV U TF oA X —EHEEHND 5,

(2) ENZEFRSITHEEBRAHR
ZMEE R L

(3) {ERRBRRE - FinbkE
BRI L

12



VI. ¥MEhreicBis 5I8H

1. mMAREDOHRS - BIEE

(1) AREEDGLDRE
MERR L

(2) RELPREDZERRE
( TVIL 1. (3) EEARHBR CHEGR SN -IFIRE ] DOESMR)

(3) BEREBRTREIN-IHRE"

<7u7VY /) —/EE 50mg INIG| >
BRI EIR GO ED) FRIEVERBR T A K7 A L ZEO—H & IEIZ DWW T Ok 18 4F 11 A 24 A
AT 1124004 )

7r7Y ) —NLEE50mg NIG) &HEHERKI%, 7 o 24— "—Elc L) ZhEhlsE (7 e
FY /=& LT50mg) MR 710 A BRI 135 L C e p A2 (A 2
L, Bbhi- S mie <7 2 —4 (AUC, Cmax) |2\ T90%IEHAK BIHEC 3 HihT 4
7o 7258, log (0.80) ~log (1.25) ORPANTH Y, MAIDAEYFHFRSIENHER S

77
0.35 ¢
0.30 -
~ o: 7O /—Jbﬁi50mgfl\l 1 G
E 0.25 FT o | ZERA|(FEH]. 50mg)
i;if 0.20 L L HREERFRE. n=20
Sy
S 0,15 | ¥ )
B
¥ 0.10
|
0.05 - | |
O .
0 1 2 3 4 5 6 7 8
S5 # O™ (hr)
(R E FRI /N T A — 4 ]
55 AUCt Cmax Tmax Tz
(mg) (1 g-hr/mL) (1 g/mL) (hr) (hr)
Tazry ) — Vi
50me NIG | 50 0.4727+0.2439 0.2766+0.1710 1.29+0.94 1.09+0.43
FEHERL |
(Gl 50mg) 50 0.4496+0.2162 0.2648+0.1367 1.26+1.00 1.18+0.39

(1 FEpe s, PR AER 2., n=20)

M EE N ONE AUC, Cmax S35 A — 2 1%, BEERE ORIN, IR OELEEE - FEEE o
HRAIHC K > TRARD RN 5.,
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<7wu7V /—/LEE 100mg NIG| >
[ 3K it D BLIE S F A OFKFR R EE IS LR T R E ERIO BRI DWW T (BEFN 55 425 A
30 H HFEH 718 &)

7ua7y ) —/LEE100mg INIG) EHEHERIFIZ, 7o x4 — A "N—hic D ZhZEnigE (7
77U —Le LT100mg) fEEERA S T-ICH R BRI 1 G U C i s AR 28 (AR 2 4 01
EL, SN EMENHEE T A —4% (AUC, Cmax) (22O T0%1EHE X BIEIC THEEHI#T
AT T2AE R, log (0.80) ~log (1.25) DFEHNTH Y, W OAEMFRIIFREMEI TR SN

776

0.9
0.8
0.7
0.6
0.5
0.4
0.3
0.2
0.1

Mm#EERE (ug/mL)

o: 70U ./—)L$E100mgIN | G
o IEXEEUE (825, 100mg)
T+ iEERFE. n=14

0 2 3 4 5 6 7
B 5% O (hr)
(W RA) /N T A — 4 ]
B h 5 AUCt Cmax Tmax Tue
(mg) (1 g-hr/mL) (1 g/mL) (hr) (hr)
) — L
;)(?n?g)r;HGj % 100 1.54+0.80 0.68+0.27 1.6+0.9 1.01+0.39
3 Y U
%f@%ﬁ%JlOOmg) 100 1.42+0.62 0.68+0.31 1.7+1.0 1.10+0.23

(1 §EP G, VAR 22, n=14)

M EE N ONE AUC, Cmax S35 A — 2 |1%, BEERE ORI, IR OELEEE - BRI o
HRRERIEI L > TRARDAIRENEN S B,

(4) HhEE
BRI L

(5) BS - ftREDEE
( TVIl. 7. #HEEH] OHESHR)
(6) B&EH (REaL—Lay) BIWMICKYHEAL-EMERBIEESHER

BB L

14




2. ¥EMEER/NTA—4

(1) BiAE
BRI L

(2) RIGEEEH
M ERR L

(3) IAFTFRLFEYT«
MEERR L

(4) HEREEEH
MEERR L

(56) VU7 VR
ZMEE R L

(6) HMER
BRI L

(7) MREAHEIE
BRI L

3. R
M ERR L

4. 5

(1) Mik-KEFEa%E
MEERR L

(2) mi&k-KadkRIFMEE M
( TVIL 10. #fhw, BEhm, S3mE~OEST ] OHESH)

(3) At~
( TVIl. 10. #Fhw, pEfm, RABF~OEG] OHESH)

(4) BER~NDOBITH
MEERR L

(5) ZnfnEB~DRBITHE
M ERR L

15



5. K&

(1) KREBAEERUVRBRER
MBI L

(2) KHICEEET HBFR (CYP450 F) D4 FiE
AR L

(3) MEEBNROEERVTDEIE
MBI L

(4) KEVOEFEOFRRULE
MBI L

(5) FERBMOEER/NT A —42
MR L

6. Hift

(1) BEERGI R UERR
MBI L

(2) Btttz
AR L

(3) HifthEeE
AR L

7. FSVRR—E—ICET BHIER
MBI L

8. BMEICLHBREE
R L

16



VI. 22 (EALDOXES) ICBET 5IEH
1. BENBLTDOER
MR L
2. ERNELZTOER (RAEZZED)

(22 (ROBHFICEBELENIE) ]
AAND LI AT LIBBUE OBEEIE D & 2 B

3. DREXFHRICEET HERALOIRLTOER
MR L

4. AERUAEICEET 2ERALOIELETDER
BT T 2R

5. REREABTLTNDER

[[EERE (ROBEICTEEITRETDIIL) )

(1) FWREREAET DD, IO EREOH 5B FREESREIEET I BZANH
% DT, &ﬁﬁéﬁAiﬁﬁm:ﬁ%%@ﬁ%imﬁé’&]

(2) BHtemEDH 2 BE [BOMPRENFRET 20T, BEEZEZETHZL] (TH
%&%ﬁ%&ej@ﬁﬁ%)

(3) mE ( TEIRE~ORE ] OESM)

(4) ANHT R TV (6-MP) XUXTHF A7) v &2%G5F0BE (FHEER) OES
)

(5) ~rhxZFregbhofd (HAEM] DEZH)

6. EELEKRKIR L TNEHARVBRES X

(1)Kﬁ@&ﬁ’;@&@fﬁXﬁﬁﬁrﬁﬁ%ﬁb RBERERICEDL ZERHDHDT,
BB, RBENTOONTELGAICIIESICRERRIE L, @URQNELITY 2L, ([H
RIcRIWER ] OESHY)

(2) BBEEEEDH D EBE CTIIAFCZORBY OYEMED R U @\ i R R4 5 O
T, HHEEOPESCEGRIBOMLEREZEBETHZ L, HICBTLBEICRERANKEL
BRI EERERELEDZLAHY, ETHLRESATNSOT, BHEORES
FHCBELER LR bRET 2L, ( EERE) OESH)

(3) RMEEARENBSEHET, AFOEEEHB LN &,

(4) BEMBIRBOBINC LY, BEAREO N RERELDLZ ENH D, [ FREE
EAEBE LN &G L, IRFEQH 1EMIT 1 B 100mg #5082 FE L]

(5) ARFIPEE IR U540 ate Ty, £V RAXVVERIFRT A L,

17



7. HE%EHA

(1) tRERLZTDER
AL 2D

(2) BtREE L ZDER

BtRERE (BHRICEET S L)
(1) KOERHONFUIPEZLE T D L OWEDRH D,

PREE, PR ESE N REL L2 & O
HRNd D,
BWEAORBICEET A L,

A4 B AR SR - i 1 7 1k FE P - fa iR 1
ANHT KT Y BHIHEORWERZ8MT 2, | ARANTFF A7 o OREHEE
(6 - MP) INGOHEKDOHEL 1/3~1/4 1T |ETHLLHIFH U F oA ¥ —
THFATY WETDHZ L, PEMET D, TORKE 6- AL

B NFY D RN A
T 5,
[ g X ECOEREZRM L, 25, | RKFN X T e O E i

L, X7 EOEHZHEET 5
LHEINLTWVWD,

7= U VSR PUEE Al
ONT 7R Y TN

7 = U 2R PR Al O VR % R
THEOWRENRD D,
BEEREDEEEEL, 7~V %R
Pl mAl o5& ED 5 Vi
BEHROREEEZZETH L,

AANT X B I ACHEEE G0 IK
TERIZEK Y, 7<=V v Rbrk
FoR#FEHRET D7D~V
> R PR I A O -8 28 E R 5
HEWMEINTWD,

7A=Y A =Va gy

suraRI ROERZ RS
5, MPEOEEZERL, 7 b
Ta /NI FOBREEOHED DWW
IR GHROIEREZZET5HZ L,

RAVE W DOFAIZE D 7 av
Tu R RO PERT S
LHREIN TN D,

VIBABRAT 7 IR

HRIH NI LI L OWENH
é(}
FEHIRIC MR A 2 ATV, F ILER
DVEORMEMORBICEET 52
k(}

RHENE T IARB OR WA > 7
2R A7y I ROFRE % HE
15, £/201%, Y/ ukRrT7 73
NEPEM 2 A HE T 2 & W
EhTnb,

I ARY

Y7 RARY COMAPRLEN B
L, BHREIS TS REL L7 & oy
B,
v ARY v ORGEICERET
5T,

KA 7 w0 2R Y o RFH
EHET LD r AR v
O EEN LR D & WA S
nacTna,

TAT 4 )

EYDIMAEEN EFHS 5,
XY FUREAOKREGEIZER
THI &,

Tr=hA Tr= " OMPEEN ERL, | KFN 7 2= A OFH %
REIRN R LT & DREN D B, [EFT A7 7= A DI
Tz b UVOBREEBICEET D |TRENEA T EHRESINT
Z &, W5,

T LR IR XU FURKA(T AT 4 VN RKFRT AT 4V OREEESE

Thor¥YprFriFr sy —2
EHESTHEZDTE T 4T D
MHPREN LR/ T 5 L@E I N
TWb,

UH )

faERER A M O HIV B I2 BT,
& )@ Cmax L TONAUC 28 2
fFIZEHFLIZEHEND D,
UVHE )OGS EICERTS D
B

¥, X ) ORI T s
TR ST,

KRNW X 7> v OREEESRE T
HOEXFY UF U AR AR
T 5=, VX7 rofdh
RENERTDHIEEZOND,

18




!
ke

(2) ROERME O LV BBRICEZ R T D L ORERDH D, BEOREEZEE
RSB L, AL S LBEOBBUER AR LG A IITE D ICWA O S %

Pk 5 Z &,

A

ERAEAR - HEE 715

B - fEpRIA

N hNRAF

HUEOWESOS GREPEmE ) 23
UL ORERD D

BRFIIAHATH 5,

BTN TV

IMBUELR (Stevens - Johnson JE
e, BEEIRSE) BRE LT & OHiE
ﬁ§ % éo

WEIIRBATH 5,
FRICBEREEDOH 2 BRETIIEE
THZ L,

t ReseesF7rY R

FIEDBBOS (B, 2HPEo &
Z%) BRILELEOWMERH D,

BRI AATH S,

TroeEVU Y

B OFBLNHINT 5 & DN
b5,

WFIIRBATH D08, AKHIFE-IX
ERBRIMIEIC LD 7Y v
DRSS HE 78 S 4 B RTREME
DHE I TVD,

8. ElI{EH

(1) BFADHE

AR A R A A S O BV S BB EE 23 B & 70 5 AL 2 SR L Tl
(2) EXGEIERAEOHIER (BEARH)

1) hEMRKRIFETLEMMAE (Toxic Epidermal

Necrolysis

 TEN) , RS HERRAREE % B¥

(Stevens - JohnsonfEf&#) , RHEHEBRFOERLGTHEBEEE X T BHELE %) H
SbNbZENRH D, FICHEETBHERT 24> L &%, EERERE2-52
EMBD, 1o T, BB, RBE/EDOLNZEAIE, BEbicR52HIEL, HRE
LW b, F2, A7 a4 NAOEREE#EY)EZITO 2 &,

2) EFIMBBUEERE" - WHIER S LTRE, BERLLN, FICU o EiEE, A
EREEIN, GFReERiE S, BALY L OoSERHEL, FFHSRERE E L O E 2 £F 5 RO EE
IRIRBUER D H Db b Z 3B 5, Tz, 1RBERE (BUE 1 BB RB A2 &) 2%
JEL, 7 8TV =V RZE ST HRE SN TN D, BEE+H0ITITV, BEIFRD
SNTHEAIIFE G EZRIE L, WEYRAEEZITY 2 &, B, B bR AT AL A6

(HHV - 6) O U A NVADOTEMALZHED 2 ENE L, Gk LRE, E, I
FEREREE S DREIR SR D D UVMTBELE(L L2V, A5 0 FARFRIEIR 2N &bz v
THZLENDHLDOTHEETH L,

3) avy, FFI2453Fx—=0b06bNDZERNHHDOT, BEE ATV, BN
RO LN EIZIEHR G 2RI Lt g 2175 2 &

4)

BAFRRERM, AmMBKELD, S|EHRE N/NMRED>HODONDZENRHLDT,

BE PR NG AT KRG 2L LB 2R AE 21T 2 &,
5) RIEMFXREFOERLGIFHBERE, BREN,HODNDLZLNHDHDT, BRENBO LI
Salli3&k G2k Lt R RE2175 2 &,

19




=)

LS

6) BFE, BFRE20EE, REEBRZSTCBERENHODOND LMW HLHDT, REN

D BTG AT G 2 Pk LY R LEZ1T 5 2 &,

BB N HSDOND ZENHDDOT, FE, UK, RN S ORFEIEIRD & &

DB EITIE, O X MEOMmE L £ L, BFENEDSNGEITIIRE

ik LU 22 L E 21T 5 2 &,

8) WBBHMME . HODLINDLZ ENHLOT, MW, B CK(ICPK) LR, MmHE;
R A7 n ey EREOIERN G b o 5GEI13H&K 5 2 Tk LY 2L E 217 5
ze,

9) METERERRYS  SUAAEEL, RN, BUW, D - R SUTERREE S OREIR 2 O HEEMERENR
RIPVDHOOND ZENDHD, 7ok, ARFBGERBIFH TRIE LIl HE Sh T 5,

(3) ZnthaEIER

\]

BAEE DA

B o EY 95, € OFE, B
i " i, BBk, KB, AFEREKEEZ, U 2o HiTE

B A PR RE S

H & |/ BARARIR, FESATRER, o, TR, DR

2 5 E K B, EE, BT

£ O b BiE, CK(CPK) L5, WRIEHETE, M bFLmE, RMehgkEEs

I ZoXOERPE DN ELAICERGETIETDH I L,

(4) HEANEHERRBHERVERREERE—KE

LR L
(5) EWEB, AfHE BEERUTHOAREH RO FALTAE
kTR L

(6) EM7 UILX—I2HT 5B RUEEZE

1) R AAIOR T LIRBUEDOBEREO & 5 BF 123G LignZ &,

2) BEELGERMIE  AFOFGIZ L0 BEER SOTMBUER N B L, HEERERIZE
HTENHDHLDT, BE, BEBENPRBOONTHEIZITELICEGZF L, @Y
BxITH 2 &, (TEHRZREWEH] OEZH)

3) BERAER : ROERS & OIS L VSIS 2T D L OWERH D, BHEOREZE
HEEERSBIRL, BEEE D JIZFEOBBUEIRD I L2555 ITE B I O 5%
52 &, XU MREFY, AT TUN, ERasuaaFTYR, TUoEV v

4) EXGEMER :

O et 3 fr 8 gl  (Toxic Epidermal Necrolysis : TEN) , B & kb5 AR JE 5 #f
(Stevens - Johnson FEMERE) , RINIMER A, MEREOENE B RS oD 5 7 B RS R 3%
WEAEMAE RN D DD Z R D, FRIIFEE IR T 2> & 21X, JE
RERIFEZTEDZ LN D, E-T, BE, BEENROOLNLLEITIL, BEHICERE
ZHIEL, ARG LnWZ L, 72, AT uA RO GEE)R0EZ1TH 2 L,
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!

QIEAMERBOEREGERE « FIHMEIR & L THRE, BEMLA LN, FICU o HilEE, AimER
N, GFmeERIE %, BALY LoSERHE, RERERE T OIBERREE & 1 5 BRI O HEE R
WHBIER N H S DID 2 END 5, £, 1HERE (BUE 1 ERBEZ &) 23E
L, 7 7V R—VRZESTHI O ME SN TWD, BIEE 22TV, BENEDOL
Nl aIII G AR L, EYRLEETO 2L, 2B, BE RN RATA LR 6
(HHV - 6) %D U A NVAOFHEMHALZES 2 L3, BETIE% bIE, B, AT
PEREREE L DIEIR SR D 5 WITBIE L L 720, IR ZE O FRAAREIR DN & 5 bz v
TAHZENDLDODTHEETHI L,

@vavl, TF74T7F—0RNbobbhd I ENHDHDT, BEELHFIITY, BEN
R BTG AT 2 IR LEE 2 MEE1TH 2 &

5) TOMOEIVER : BEUE (82, £ o%E, B FOERNE bbb EIITks
il HZ L,

9. BlREADRE

AFNOFRFITEL L TENLHHEIN DD, B CIEBEENMETL TS Z ERE
W, EmWIM P EENEE T ABENNHAOT, AEICEE L CEEICHRS TS L,

10. 48R, =R BIABRE~O#HE

(1) W& XOTEENR LTV D RIEEME D & D s NIZIE, TRIE O SN fGlRt: 2 BBl 5 &
SNDGEICOREET D2 L, [EER (w7 R) O 10 HH XX 13 HHIT 50
J N 100mg/kg ZMEVENE G- L= & 2 A, IRIBIEFIERARRD bz Ll ST
W3]

(2) BHFOFHMNIITEE L2 ENEFE LR, KROE2ETHRET D5AICIIFZ L& 8
JEEHZ L, [ NP A~ABI R OZ ORI NBITTH Z L ARESNTND]

1. MNRE~DEE

INREE ST BB APEIIMEST L T Zauy,

12. BRREBRICRITTEE
R L

13. BE®RS
R L

14. BRALOIE

A © PTP W3E0%HIE PTP v — B0 M LCIRAT % & 5885 2 L,
(PTP o — F OREHKIC L 0, B BLA B A AE R~ L, IS G ALA 1 2 U CHERIR
REOEBARGIELIRT 2 L AHESA TS, )
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15. EDHDEE

(1) EHFIXEKEZZ L, 1ADOREZ 2LUEETLZENEE LU,

(2) AMEIZIHIT DEFRERE T, AAIOREGIZLY ANER G LDz ORERH D,

(3) BERIZBNT, AL LB EI, ARIORERGIZLY, IFOSITRE Y
MLz oHENH 5,

(4) HEWE (Han - Chinese) Zxf% & LizL hu AT T 0 T RRIZBNT, 77l
J =z KB h R R AE N fiEAE (Toxic Epidermal Necrolysis : TEN) M OV & kL
IERRSERE (Stevens - Johnson JEMEHRE) 5O BEIEFISIIEG] D HLA M4 fEHr U 7-#H
R, LB TOIERIN HLA - B5801 thAAE Thole L DWENH D, £z, BIOH
ZETIL, 7T a7 Y ) — T X0 R B SRR RE K OVRE R KRG IR RRE A A F89E L 72
AARAKL T —r v X NIZEBWT, 2 10 i 4 61 (40%) , 27 Bl 15 i (55%)
N HLA - B5801 R AEEZETh T L OWE S H D, 703, HLA - B'5801 DIRAFRITE
EETIEL 20~30%I12xF L, HARAKLDRNS —a v NATIE1~2%TH D,

16. £t
KR L

22




X. FERBRARICET HHE
1. REHR
(1) EHEEHAR (V. EHEXEICETHHEE] 1)

(2) BIRRFEERHER
AR L

(3) REMRBEHAER
LR L

(4) TOHOIEEFER
AR L

2. EMHR

(1) EEEEsEER
LR L

(2) REBREEMHEER
LR L

(3) EERLEEMER
AN Y AP

(4) TOMOBEHKREY
LR L

23



X. EENBRRICET HHEE

1.

4

RIS

1]
A S0y g 100mg INIG) WSS L D 5 - L)

B % Tazy ) —n ] )

) 18T 01g U FZ2E AT 25 bOEERN D,

. AR XL AR

A FROBABIRAICHEN T2 Z &, (34 « WEMERBR RIZHES )

. Bk - RESHE

HE{R R
FHIRZ DN LEOEER

(1) ERTORYHR WOV LOBERIZDONT

( ITX. 1. H#IXS omEER)

(2) RAXMFEHEORZWLNIZIOVT (BEFICEEIRELAETEHS)

<FTvolky : f
(T Zzstt (A EoERES) (ST 5HA ] OHEM)

(3) HAFIFOBERIZONT

7a7Y ) —/VEE 50mg INIG) GRS (R - BRSO

L RHEH R L
5. RBEHSE
% L
6. A%
HR7E4 PTP A3
7Y ) —/VEE 50mg NIG] 100 #& (10 &£ 10)
7Y ) —/EE 100mg [NIG) 100 #2 (10 $£>10) , 1000 #& (10 &> 100)
7. BROME
Wi 744 PTP 414
7ua7 1l /—/VEE 100mg NIG PTP: RV TFrbELUT 4V A, TII=ULH

8. R—H% - %3

Fl—p%y el v 7850, ¥4 ul v 78 100

9. EELEEAB
B

24




10. SERFTERBERABRUVRRBES

744 AR B HKRE =
a7y J—LbE 50mg [NIG] 20134 7 A 22 A 22500AMX01312000
a7y J—LbE 100mg [NIG) 20134 7 A 22 A 22500AMX01311000

4, HKFAEH P K
L
?;ZJ) / —/V5E 50mg 201347 H 22 H 22500AMX01312000
T
7?;/7“) / —/VHE 100me 2013467 1 22 A | 22500AMX01311000
IH AR 7244 AR B HKRE =
705 v 7 b 50mg 201147 A 15 A 22300AMX00727000
a5 v 7§ 100mg 2006 £ 6 A 27 H 21800AMX10483000
[HAR7E44 AGRAEH B HKRE
FuF i 199842 A 1 H 21800AMX10483000

1. EEELNHFAR
o d FEAMFEHEGRAE A H

7 a7y /) —/\gE 50mg [NIG) 2023 4% 8 A 30 H

7a7Y J—/\§E 100mg [NIG] 2023 4% 8 A 30 A

IHRR 7244 SR ARG A B
7157\\9/“”%50‘“5” 2013 45 12 /1 13 H
F
7??7\\9 / —/V§E 100mg 2013 45 12 /1 13 H
F
IH AR 7244 SR EEMEIGEAE A B

7'a 7 v 7 §E 50mg

2011411 A 28 H

7'a 7 v 7 §E 100mg

2006 412 A 8 H

[Hfk5E4

At EL R IGAE H A

PAS A

199847 H 10 H

12. BHRERIPREN, RERVAEEEENFOFABRUZOART
Y L
13. BEERR BAEERARFABRUZORAR
TuTy 7 X, 19994 10 A 7 AERHE (WEFRHE) ORER, SEEEE 14 &5 2 HA
i UKRRIEAHH) OWT T HE%Y L2V & OFFHlif R 2457,
14. BEEHM
% L7an
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16.

BEYRFIRERRICEY 51FH#

AANL, BEWRICEE T 5 M RITED 5 TH7RW,

&Ea—F
54, A L AE I TR LE7 b HOT(9 #1)
- EHHa— R BHa—F a— |
7ua 7y —/)LEE 50mg [NIG) 3943001F2388 622103103 121031603
77U J—/LEE 100mg NIG] (?f?ﬁ%%lzilzﬁ?) 620856248 108562448
o EIgah o — BHa—F a— K
a7 ) —)LEE
i?i\f / /WA 50mg 3943001F2272 622103102 121031602
7ua 7y —/UEE 100mg 3943001F1012
53] (i = — 1) 620856209 108562444

17. RERHBHFLEDERE

77 ) —EE 50mg [NIG] [Xi2WEHi E D% R EIHRLITEY L,

7T a7 ) —/LEE 100mg INIG) (T2l OB REERLTH D,
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1.

CHR

513

1) HETERTERASHE AER (ettiR)

2) AETRETHRASHE tENER (EHRER)

3) HHLUiE A AKRET#EHE C - 414, FEIIFE, At (2016)
4) HELERTHEKRASH GRS (EW7rlE S IERER)

5) JBEAGHEE « BEERIERRENIS~ =270 A BOEE G

. DD SEH

L
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XI. 3E&H

1. EESNETOHRTIRR
ARINZIIT DEIEE XTI R, HIEAOHEIZUTOERBY TH Y, SETOAGIRD & 138
25,

R ST 2h R FHVE R OV &
TREDOHG AT D @ RBRIMAE D & 1F W, RANFIBEETe 7Y J—L e LT200~
R, ERERIMGEZ & & 72 9 & i E 300mg & 2~3[EZ /i T, BRICROKET 5,
4 ERIC X 0 B EEET D,

<DailyMed (USA) , 2023 4 7 A >

= 4 K [E]

D4 Actavis Pharma, Inc.
AR5 ALLOPURINOL tablet
HIE - Bk | 100mg, 300 mg
INDICATIONS AND USAGE

THIS IS NOT AN INNOCUOUS DRUG. IT IS NOT RECOMMENDED FOR THE TREATMENT OF
ASYMPTOMATIC HYPERURICEMIA.

Allopurinol reduces serum and urinary uric acid concentrations. Its use should be individualized for
each patient and requires an understanding of its mode of action and pharmacokinetics .

Allopurinol is indicated in:
the management of patients with signs and symptoms of primary or secondary gout (acute attacks,
tophi, joint destruction, uric acid lithiasis, and/or nephropathy).

the management of patients with leukemia, lymphoma and malignancies who are receiving cancer
therapy which causes elevations of serum and urinary uric acid levels. Treatment with allopurinol
should be discontinued when the potential for overproduction of uric acid is no longer present.

the management of patients with recurrent calcium oxalate calculi whose daily uric acid excretion
exceeds 800 mg/day in male patients and 750 mg/day in female patients. Therapy in such patients
should be carefully assessed initially and reassessed periodically to determine in each case that
treatment is beneficial and that the benefits outweigh the risks.

DOSAGE AND ADMINISTRATION

The dosage of allopurinol to accomplish full control of gout and to lower serum uric acid to normal or
near-normal levels varies with the severity of the disease. The average is 200 to 300 mg/day for
patients with mild gout and 400 to 600 mg/day for those with moderately severe tophaceous gout.
The appropriate dosage may be administered in divided doses or as a single equivalent dose with the
300 mg tablet. Dosage requirements in excess of 300 mg should be administered in divided doses.
The minimal effective dosage is 100 to 200 mg daily and the maximal recommended dosage is 800
mg daily. To reduce the possibility of flare-up of acute gouty attacks, it is recommended that the
patient start with a low dose of allopurinol (100 mg daily) and increase at weekly intervals by 100
mg until a serum uric acid level of 6 mg/dL or less is attained but without exceeding the maximal
recommended dosage.

Normal serum urate levels are usually achieved in 1 to 3 weeks. The upper limit of normal is about
7 mg/dL for men and postmenopausal women and 6 mg/dL for premenopausal women. Too much
reliance should not be placed on a single serum uric acid determination since, for technical reasons,
estimation of uric acid may be difficult. By selecting the appropriate dosage and, in certain patients,
using uricosuric agents concurrently, it is possible to reduce serum uric acid to normal or, if desired,
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to as low as 2 to 3 mg/dL: and keep it there indefinitely.

While adjusting the dosage of allopurinol in patients who are being treated with colchicine and/or
anti-inflammatory agents, it is wise to continue the latter therapy until serum uric acid has been
normalized and there has been freedom from acute gouty attacks for several months.

In transferring a patient from a uricosuric agent to allopurinol, the dose of the uricosuric agent
should be gradually reduced over a period of several weeks and the dose of allopurinol gradually
increased to the required dose needed to maintain a normal serum uric acid level.

It should also be noted that allopurinol is generally better tolerated if taken following meals. A fluid
intake sufficient to yield a daily urinary output of at least 2 liters and the maintenance of a neutral
or preferably, slightly alkaline urine are desirable.

Since allopurinol and its metabolites are primarily eliminated only by the kidney, accumulation of
the drug can occur in renal failure, and the dose of allopurinol should consequently be reduced. With
a creatinine clearance of 10 to 20 mL/min, a daily dosage of 200 mg of allopurinol is suitable. When
the creatinine clearance is less than 10 mL/min, the daily dosage should not exceed 100 mg. With
extreme renal impairment (creatinine clearance less than 3 mL/min) the interval between doses may
also need to be lengthened.

The correct size and frequency of dosage for maintaining the serum uric acid just within the normal
range is best determined by using the serum uric acid level as an index.

For the prevention of uric acid nephropathy during the vigorous therapy of neoplastic disease,
treatment with 600 to 800 mg daily for 2 or 3 days is advisable together with a high fluid intake.
Otherwise similar considerations to the above recommendations for treating patients with gout
govern the regulation of dosage for maintenance purposes in secondary hyperuricemia.

The dose of allopurinol recommended for management of recurrent calcium oxalate stones in
hyperuricosuric patients is 200 to 300 mg/day in divided doses or as the single equivalent. This dose
may be adjusted up or down depending upon the resultant control of the hyperuricosuria based upon
subsequent 24 hour urinary urate determinations. Clinical experience suggests that patients with
recurrent calcium oxalate stones may also benefit from dietary changes such as the reduction of
animal protein, sodium, refined sugars, oxalate-rich foods, and excessive calcium intake, as well as
an increase in oral fluids and dietary fiber.

Children, 6 to 10 years of age, with secondary hyperuricemia associated with malignancies may be
given 300 mg allopurinol daily while those under 6 years are generally given 150 mg daily. The
response is evaluated after approximately 48 hours of therapy and a dosage adjustment is made if
necessary.
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. BIMZE T HBRERIRTER

WERICEET HBIMER (F—RX M3 U T 2E)
KFRIZBT DM EOEZGOHDOGLH EA—A T U T 5 EITRRD,

Drug Name Category
F—A N7 VT D5FA allopurinol B2
(2021 4= 4 AMER)

%5 SEOME

I —A N7 U7 D45FE (An Australian categorization of risk of drug use in pregnancy)
Category B2 :
Drugs which have been taken by only a limited number of pregnant women and
women of childbearing age, without an increase in the frequency of malformation or
other direct or indirect harmful effects on the human fetus having been observed.

Studies in animals are inadequate or may be lacking, but available data show no
evidence of an increased occurrence of fetal damage.
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XI. fEE

1. FAA - IREIRICER L TERERHIBTZ1T 3 IS H - > THOSHEIRH

AHOFHIZEHT HEE

TARERAEFEL LTRARL TS,

AR 2 Z T TOWRWREICET 2N E EN 5,
RBRTIEENHEL L T RVWARDBEENTEY, HSETHRHBSINL TV DLRBRGTIETH LN

ERUEFEDRAEN 2R T2 ETORZERTHY, MTHEOWNHEZRTHDOTERY,

(1) B8
BRI OREEAR

7a>7>) J— L& 50mg TNIGY

i D22 EME % 25°C « TB%RH DIRIFESME TR L72F R, MERIZBIGEE A a0 7 v L
FaEDABOBRHRTHY, 4 HBBEAD 7 4 VAR 25 HBORET, —ElNnH-
7o BEIIHEKBANTH -T2, 60 i Lx-hr ORFRMETHRE L7ERE, HRkizatao 7 v

LR EZZLAAOHMRT, GRITHBNTH T,

FRARVER T -
AR E H - 2011/8/8

AR LA A PR TR L T2,

@ K 25C - T5%RH [ - BA ]
(Fpe/IMF ~ e KA
RERIH B 7y k PRAF IR
< HiI¥ > &5 BH A& B 48
HEDTZ 4 VAR EE | BT 4 VAR &S
PER n=3 AF0553 i
MR o N s
= e X1 -
=i 06 n=3 AF0553 98.96~99.46 98.09~98.62
<93.0~107.0% >
1 BREICHTAEER (%) X2 HITRIIT L TREGICHKRE -T2
@ K BREE 60 5 Lx-hr [KEBR M
(Fpe/IMF ~ e KA
AERIE H oy b TR =
< HiIK > & B 4G 60 7 Lx-hr
HEDZ VAR ZEE | HEDOT7 4 VAR &8
PESR n=3 AF0553
R o B E OB .
A-E. (o ES -
SR (%) n=3 AF0553 98.96~99.46 98.17~98.80
<93.0~107.0% >

M RRRICHT D AHE (%)
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7a7F1)/—)L&E 100mg TNIGI

W DL FEME & 25°C - T5%RH PRAFIMT THRR LIZRER, MRIRIIBRAGRF A0 7 4 VLK
EEDHEOMATHY, 4%, HEOT7 4 VAR ZELHGAOKMAKT, —HlrdH -7,
TRIRVERTTIE B EA 2 FLek TR L 72,

@ K 25°C - T5%RH [ - BRI

(A7 1517
SEATE
e B 4 38
R nea BEOT (VAR EET | BROT 4 VAR EET
- EFENT )P S F3 8 ¥y o — B
HIER (%) n=3 100 98.1

XIS I L TRESICH R E o T2

(2) Hif - BAMRUREREF1—J0EBY
7a7F) /—)L&E 50mg TNIG]
1) BEBRAE
[ Bk Rk |
T A AR —=DEA A RERY, MK 1L EEZT 4 AP —RICARLTE A b
ZRL, #55COIE 20mL ZW W E>7-, 7 4 AN —IZHEE LT b riiE R,
TAANY —ZFT 15 HERMIEL, FEMEBORNZBIE Lz, RORMENRRO L
NIRWIGELE, I 5 piER, FEROBIEEZITV, ABRREORI A BIZE LT,
FREOESE T RREERE RO b2 WEaIE, IR 1T EAZs0 L, EbIHETH
[ < AP THRIR ZAREE L, RIAROIBIEZATV, FAEERE ORI 2 BIE LTz,

[ AR

BB D NS T2T 4 AR — 2 REF 2 — 7B L, K 2~3mL/BOHE TEAL
7oo T a—TIXENFAL DK 353D 2 ZAEIZ L, EANEE DK 30em L& SIC
WE Lz, HEABICHEDOEKEEALTF 2a—TNEES EEDF 2—TNOERFY D
AR CGRBMEZBIZE LT,

ABREREH : 2011/8/4
v &5 AF0553

2) REBER
AR AR RS
TaFY =g | BELEREE W THRBRLE X b )
Fr.Fo=—7%2m@@E L7,
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AR, THEREE &GN R7y 27 (K CiE)) J L THEMLE L,
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7O/ —) L& 100mg TNIGI

1) BRERAX

[ B A eyl
TAANRY—DER MR ERY, BRIE1THEET 0 AN —RNIZARTE R
ZERL, %55 COIRY 20mL W\ \H~7-, T 4 AP —1ZF % LT 5 g%,
T A AN — % FT 15 FEME L, REREORNEBIE LT, BORRENRRD L
NARWEAE, FIC 5 MER, FEOERELZITV, RERBEORN B LT,
FROBEE TR e ABEIRE AR G WEAE, BRIE 1T EEZSEL, B2 DI THK
[EHE < IO CTRIIR AR U, RIBROBIEZATV, BRI ORI 2B LT,

[t P AR ]
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B R AR SRR
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L
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