2020 4F 3 A (kT % 10 hR)
HARERERG M FHE S 0 873943

EE LA VA2 Ea2—7 % —A

HARBEEANA = o 1T F L ZHE20131C ¥ L T IE K

= PR EE MAE /A = H
BAERA 707D ./—)LiE

OJYYI)-)LEES50mg d kb d,
YOJ3YY)-)LEE100mg" db kb d,

Allopurinol Tab.50mg-100mg"AYUMI"

#l % | BEA

LI BU R

1] 0) X IN
B A R hE—EmEoL e LY ERT S D L

50mg : 18 (BRE) 7wV J— ) 50ng &F

=3 ®

i # = 100mg : 1 8EH (HE) 7w U /7 —)L 100mg & A

M4 - 7 v 7Y — 1 (JAN)
— i3 4 . )

4 : Allopurinol (JAN, INN)

IR R A FRAE A A SRAM L HEUL 4R A A FEFEHH
- 2015 4 12 A 11 H

MERREABEADH 50mg 2010 45 7 H 15 H 2010 4 12 A 8 H

CKfk-IRFEAHZEFIZ L D)

FMELEINE - BEFAH
2015 4 12 A 11 H
100mg 2006 4F 3 A 1 H 1975 £ 1 A
(KA RERETIZL D)

PR3 - BEIRE (@A) -

1]
"R E - R ERHA .

i

ch

cL: b W A W KX 2 4

[

oY F o E & &

b HEKR AL W
EEE - 0120-137-413 F A X : 0120-431-374
ERBERER TR — L=

http://www. ayumi-pharma. com/med

M w A& b ¥ & A

AKIT F 13202042 ARFTORMXEORLHFHICIK S /ERR L 72,

WH O LEFRIL, EEMEFEBBLRAEEBBES —2 -V
http://www. pmda. go. jp/ 2T ITHREFR 7 S0,
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By, TEEG MG BELERANEBEORIT) REDOUT RS- HEIC, WITORIWT — % %238
MUTERFRD e — T FRRBIEENDZ L LT,

AT D e — 1 FiX, (Ol) ERELEREHREBSEMEDO AR — L= (http://www. pnda. go. jp/) »
Hb—fELTARARER> TWD, BARBREAMS T, e — 1 F 2B D &K E RSB A
R —AX—URAMY A FTHDLZEICHEL T, BMAERKICEDLE Te — I FOREHRERGT
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I. BEEICE9 51RHE

1. FAROER

Ta 7y ) —uE, 1956 4E A7 A U Highlands K@ Robins ¥ TN Ciba 3 Druey. Schmidt 12X -
TEAR S, 1966 £ 7 A U 77 Wellcome £ Hitchings A TNT Ellion 12 & VIR EVEIESK & LTRSS =Y,
TaFY ) —AEE100mg [>a—T X7 a7 ) — LEEDL TR 49 (1974) FIZKRZ B L., 1975
1A X0 RGERRME LTz, D%, [EREEKELG LT 2720 O EEGORREE KL OIRTES OBHRNIZ D0
T (BEASEEESIEE 935 5. Pk 12 (2000) 429 H 19 H) 12X, FEk 18 (2006) 423 H 1 HIZT
07y ) —)VEE100mg [ 2 —T | & L CRIE4A 248 L CRBEZ IS L, A4 6 A SRS S vz,
—J5, 7a7y )= EE50mg [ra—T ) (3R 22 (2010) 4E7 H 16 HICAREZEAE L., R4 11 H 19
PSR AR S hu, 12 H 8 HICHEIERRME L7z,

Z D%, 2015 4 12 A IZIBFE S L TS0 B & ) RS A S BUE I TE RGN Rk S v, [7 =
7 ) —VEESOmg [HpA ] O [7 a7V ) — g 100mg [Hpdr ]| ICHFREE LT,

2. BHA0GBEEN - HAFMNEYE

1) 77V ) —=rEZF Vo F AR —BERAET LI LI o TRBEOA AR L. L K OYRH
DIRMBEZIKTS®S, £, 7a7 U ) —VOERFY THLI AT )= b H o Fodxy
A=V EETLY,

(2) AKX GRS ORIE R BUBEE S & 72 DA 2 3250 L TV,
¥, BERREIEM & LT EMEREEFRAMIE (Toxic Epidermal Necrolysis : TEN) . B¢ thIARSE
Bt (Stevens—Johnson JEMERE) | ML R G 96 . MR BUEE B E S 0 TS 7o B J I 75 SV T UE 1 4 2% 73
HObNDZ END D, FRICHEE X IXERERT 2 L XX, BEERBRAETZEDLIZENH D,



I. AFICE89 SIEH

1. IR5E4
(1) #4
7Ta7y ) —/EE 50mg [&H I
77y ) —/VEE 100mg & Ir|
(2) #4
Allopurinol Tab. 50mg “AYUMI”
Allopurinol Tab. 100mg “AYUMI”
(3) BFMDHEE
—ixs (TeFY =), A, ERE, HAEEbE Tma L

2. —4

(1) & (S&E)
7ua7Y s —/ (JAN, INN)

(2) *#4 (M%&)
Allopurinol (JAN, INN)

(3) RTL (stem)
R

3. BEXANFRER

H
N N
N
\ ///'rq
OH

4. HFKXRUPFE
SFH : CsHLN,LO
4y : 136. 11

5. {8 (4%
1H#Pyrazolol[3, 4—dlpyrimidin—4-ol (IUPAC)

6. HAA. A, BS.
BT L

585

7. CASEHBES
315-30-0



. B35 I<EdHHE

1. ME{PHEE"
(1) M8 -tk
A~ A ORI RIEOBETH 5,

(2) BfREE
N N=-T A FFRL AT X RIZEEFIC <L ARE=Z 7 —)b (99.5) 1CHRD THRITIZ S W,
T rE=TRIEICET S Y,
VRFEEE - pH1. 2 :5.20X10'g/mL
pH4.0  :4.53%X10"g/mL
pH6.8  :4.46X107g/mL
7K :4.71X10"g/mL
(20+1°C) B 13 &IEA AT S @Al 23 ([T 52

(3) BiEtE
MR L

4) B (9fER) 2, #ha, BEA
320°CLL b (43 fif)

(5) BRIEEMBETER
pKa;=9.50, pKa;=12~13 (20°C{H L. A A > 98 1 =0. 152)

(6) SECHRE
U E R L

() ZOMOELREE
MR L

2. AMESDEEBEUTICEITARERE?
Wt (pH) : pHY. 45, 12.25 OFEEWF . 100°CT 1 RFRIMEL L 7= b D%, WA A& U,
pH7. 10, 9.45, 12.25 OFE@EHZF, 100°CT 10 BN L 7= 6 DI%, %4 L=,

3. AMMS ORERHRE

(HJR) 7r7 ) ) — Ok T 5,
BT 7)) — VOSBRI AR AR Y b
10 .

N
L\

025

00 1 — : s : : —
2000 2250 250.0 275.0 300.0 3250 350.0 3750 400.0

JRIEHE (1 —200000)

4. AMRSDERE
(HR) 7uZl ) —)VOEEEICHEST S (BALZEREE.



V. 84Xz d 21EB

1. HiH

(1) FEORA. HERUHER
(ra7V 7 —/LEE50mg [HpIr])
(1) X8I seAl (FE6)
(2) Bt 182 (HR) 7ue7l /) —/50mg 25675,
(3) MEIR : AA~5E B DR EE

* H E ) [ERES i JE &
|@ﬁ -:'(":’—;'\‘. — 6. 5mm 100mg 2. 2mm
& |

(7TarV ) —/LEE100mg [HPpIr])

(1) Xl gER (EHE)

(2) Bis : 18ERIC (AR 7a~7U /—100mg #EHT 5.

(3) MEIK : A DFEH
x H m (L] [IERES HiE JE &
<§jl[§> <:::::> — 9. Omm 308mg 3. 6mm

(2) "HE DY
ZUER L

(3) #EAa—F
(7ra=Y ) —)LEE 50mg [HdI])
(a7 ) —)LEE 100mg [ )

SH50 (€M XPTP o — I)
SH301 (PTP 3 — )

() pH, BEEL, BE. LE, REOSRURESp HES
kR L

2. HF|IOMR

(1) AES (GBS OEE
(7u7Y ) —)LEE50mg [dHdIr])
18 (BR) 7a>7Vy ) —L50mg 2 5HT 5,
(7u 7Y 7 —/LEE 100mg [BHwpFr])
18 (BR) 7a7Y =1 100mg &8T5,

(2) &
(7ue7Y ) —/LEE50mg [dHddr])
AREAFIY . fEmELro—A, hUEFoayF oy, B FaxFatllio—2 KEHEE RaXx
vabvrktra—R GRS AE, AT TV VB SR T A
(7ra7Y 2 —/L8E 100mg [HWPI])
KT, buEmavT Uo7y e Redvuobikrn—A ATT U UBRY TR T L

Q) Znith
L7



V. SAICEEY5EE

3. BEA. LFOLBEICHTHERE
BEAARAR

4. REOEEFHTIZETIREM > °
(7 a7y =i 50mg (&)

RAFRIE PRAFHIH] RIFIERE il R

INE R ER 40°C. 75%RH 6 4 A PTP BAr7e L

MEEE MR, MBRER, &8 MR, AR, ERik

(Tma=7U 7 —EE 100mg DA

PRAFSRAF FRAFHARY PRTFTE e S

HNE R ER 40°C. 75%RH 6 4 A PTP BAr7e L
REIEE MR, ERRER, EERERR, BHRER, &k

PRATSAT PRAFHA R PRIFIE e AE R

E WA 25°C. 60%RH 54 PTP AL

RIETER - MRIR. MeRdelBR, IaHBURR, ERIE, IR

5. RRERVBREOREL
MR L

6. fhEFlEDEEEL (MEILEMEIL)
PUERR L

7. BHEY
TarY ) —EE50mg [Hpr] ROXT7T a7 ) — L 100mg [HwWpIr] 1T HAIKT 7o RS F 3 1
WCEOLNT=-T7T a7 ) ) — VEEOEHHAMKICEES L TWD I ENHRIINLTWVD,

8. E£MFHHERZE
LR L

9. HEPOEDM S OERRAERE
(1) 7 > =7 3R M OHER R 2 F N T2 PRI SO
R ORI X Y AR E AT D
(2) wilgs (M) A2 AW T2 ROS
HEOERIZ L HakEEE LT D
(3) SRAh AT AL O BE I E vk

10. HADPOBEHAS DEEE
W I T 1

11. A
REER L

12. [EAT STTHENE D & D R#WM
AR L

13. FRVIVELES - SRR CERRCET HHER
FAERSANR
-5



V. ®AICEY5EE

14. £
BA=RANA



V. aRICEAY 5IEE

1. MEEX IR
TREDOH AT % m RERIE O 2 1E
AL, RERIAE 2 & & 72 O ) fLESAE

2. AERUVHA=E
WHE., KA1 BET7ae 7Y 7 —L e LT200~300mg% 2 ~ 3 [ENZ/ 1) TRZICEROZ ST 5, Fl, ERIC
Y0 EEEERET S, mE. RAIX1I AT e Y 2 —L e LT 200~300 me& 2 ~ 3[4 TREBICKAKRE
T 5, Fhn, FERIC X EEET 5,

3. BRERALIE
1) BERT—2/1\vH5r—
MR L

(2) ERPRIHE
AR L

(3) EEKEERR
BLEHR L

(4) BRI
MR L

(5) HREEMIBLER
1) FWAEALLTRERGHE
MR L

2) MBI
AR L

3) REMER
MR L

4 BE - HENRR
MR L

(6) ARAIGER
1) SERRERE - BFEERARERE (FIRE) - MERTREREAR (TRREKRSER)
REERR L

2) KEBEHL L TREFEONER L L - RROBE
LB L



VI. EHFERICRI HEE

1. EEPRNICEAEHLLEMXITILEDEH
FX 7Y J—

2. XEER

(1) YEFRERGL - 1EFBRE "
Ta7Y ) VEERBRIIESEE CH 5, RERIE, B RF VU Frox o FonbIhrF oty
—BOME TEKT DB, TR T Y ) —MI T OBEREHEAIICHET D 2 LI & o TREROPEL 2 il 9
Do 7T )= VAKLIRY T AR UL —ROEATT n U FUICRBENDLB, T XY T
VCHIEFAENT T oA A —EIHEERARD D,

(2) EzhZERfHTZDHABRAHE C
PR P A= I/
RHE 150g ORET v M7 w7 J—n e F X7 Y 2 —)L (Allo—xanthine) 100mg/kg % C. M. C. |2/ L
THEROEE LEGEA, HRBEITIET T 5,

(3) fERISETINSR] - FERRRER
MR L



VI. EMEREICEYT SHE

1.

(M

(2

@)

M REDHT - AIEER

AR A7 b R
LT L

B T o R BB
AR L

BRERABR CHREIN-mAPRE

R 29~38 DR A BIE6 ZlcT7 ) J— b L T300mg 2 1RO #&FS Lizt&, g7
J—)VIBREIT 2 B Ol 2.2910.59 ng/mL IC5E L, 6 CIZE AL MP LV Hk Lz, —F., IiE
AT )= VREIZT e ) ) VG HRAICER L, 6T H EZ ERMEMICH Y, 4. 761,10
weg/mLICELE D,

pg/ml mg/dl —o— uric acid(mg/di)
510 —@~— allopurinol (. g/ml)
—a— oxipurinol (ug/mh "4

-1 0 1 2 3 4 5 6 hr(s)

(AW R S ) ¥

Tua Y )=V EES0mg [Hpd] LIEUWERIFIEZ 7 o 24— "= Rk EnEn18E (TaSY =Lt
LT 50mg) R AS FICRHEER ARG LTl 7 e ) ) —VREZHE L, 1507 3K yEhiE
/NT A —4 (AUC, Cmax) Z2WT 90 %[EHEX A THEGFHENT 217 - 72 fE 5. 1og (0. 80) ~1log(1.25) d
FENTH Y . WRFIOEMFIRSEIE SR ST,

HENT A—H BENRT A —H
AUCo—8 Cmax Tmax t1/2
(ng-hr/mL) (ng/mL) (hr) (hr)
Ta sy ) —VEE50mg [HdA] 306. 50 185. 12 1. 14 1.08
(5241 50mg. 1 £8) +71.33 +82.25 +0. 36 +0.25
FEHERLA 294. 34 187. 02 1.32 0.93
(524 50mg. 1 £8) +91.00 +80. 61 +0. 46 +0.17

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




VI. EVBREICEY SEE

(ng/mL)
300

o 7A7YU ./ —ILgEs0mng [BH] 14
- RAERA (SRHI50mg, 147)
200 (Mean+5.D.n=14)

250 r

150

100

s — o\ ONB&HE

50 r

0 1 1 1 1 1 - b
0 1 2 3 4 5 6 7 8 (hr)

5% DRfE

ORCE
AR L

(5) B - HAROEE
MR L

6) BEE (KE2L—>3>) BAFIZE YL RNBRYEEDER
AR L

2. RPEERM/IS A2
(1) MRHHA
kR L

(2) WRAERETE R
EERR L

@) "AATFRLSEYF«"
53%

(4) HEEETEH
MR L

G HIVFSRY
9. 6mL/min/kg

(6) HFEHE"
1.6L/kg

() mrEAFLESE"
TaFY )= FXTTV = EBIEEAIITIEEAETEAS LRV,

3. wug)

(1) WIEAL - (b
(2) WL =R : 80~90% (300mg B[] ¢ 5-IEF)

- 10 -



VI. RMBEICEY SHE

4.
(1) h%E—RRIPIE B
LR L

(2) mixE—REERME B
(%)
IR 12823 HO B> o7 a7 —/L 400mg Z RERERAIRIN A~ G- L, S/ NEHTIEIC L 0 ERELL 7286 12
OREERIRROT e 7Y )= ROAXF LTV ) — L OEEIITFTHO LB H#B L 10,

WG R T e 7 ) — VR

0.4 [t

N
0.1 /
L/

before 60mins 120mins after

BB RINERR A7) ) — VR E
J&ymi

0.8 /J
04 /
0.2 ///////
0 1 1 1
before 60mins 120mins after

(%)
IR 1283 HO B Y D IZ7 7 U J—/L 400mg & KEBERIRN~# 5. L7- & & O RHMRM, BIRmo 7 a7 )
)=V EFHRTTY )= )L OEBERHRBIILL T DO LB Thor=, oL E. E., MRICE(KiZ -
f: 10)O

WA 2 7Y ) — L pE

Z Y
/X
|/ 5

before 30mins  60mins  90mins  120mins after

- 11 -



VI. EVBREICEY SEE

BRI A 7Y ) — VR

BN
s f///k/, A\ﬂ

/,-/"i’

L/

before 30mins 60mins H0mins 120mins after

Wi R T 2 ) — VR R
F&g/ml

3

2.5

s . /" 1 \]
( T / 1
05 /(f
0 /

before 30mins  60mins 90mins  120mins after

WG AXS 7Y ) — L
fégm

L/
L/
L/

before 30mins 60mins 90mins 120mins after

) Eit~0BiTHE
BT+ o
(BE SEANT—H)
REICT a7 7 —/v300mg/ H%& 4B L, Sefkb% 2, 4RO REZRE LR Y,
7url) ) — (ug/ml) Ax 7Y ) — (ug/ml)
2 IRffH] 09 53.7
4 IRFfH] 1.4 48.0

- 12 -



VI. RMBEICEY SHE

(4) fEER~NDOBITHE
(BE SEANT—4)
5-FU $% 5- K OBk % 52 1 o i M I B B 1 plic 7 e 7Y 2 —/L 1[8] 100mg % 1 H 38, 2
FIZ 18 300mg 2 1 H 3EEAEEGE L, 7r7l 2 —in, KOFX 7Y —/LOMERER/ M5 E k%
HE L2,

1 A&h & Jibd T BB IR/ 137 9 B B
(mg) 7a7rY J—n (ug/ml) I 7Y )—n (ug/ml)
300 0.07/0. 06 1.2/5.1
900 0.28/0. 33 5.4/18
900 0.13/0. 56 5.2/16

(5) Tt~ DFHEITH
(%)
<7 AT 6-14C-T T )= ROFFT TSV ) — L& 1Ing EFENE 5% 1., 2 W% ICEHEE T oR
EERE LY,

ik Tu7Yy ) —n (ug/g) T 7Y ) — (ug/g)

1 B 2 R[] 1 B 2 B[
MR 8. 65 6.19 10. 04 13.79
JH i 11. 90 6. 67 9.78 12.94
i 8. 86 5. 82 8.98 15. 10
W 8. 45 6.7 11.80 13.25
fifi 6. 20 3.51 9.92 13.62
ICESS 7.88 6.53 8.29 10. 64
i 4. 52 2.78 3.16 4.26
SR 42.5 51.5 17.9 43. 4

- 13 -



VI. EVBREICEY SEE

5.

(1) REEBEIR U BHRER"
TaY ) —=nLOERREFREIITRIORTEEY THY ., MmiE, K, ROKHMBEOXY o F o 4F 4 —
PIo LS., KEBDIEAFS T 2 — bz 9,

BT ) — O D

OH

N \
I Sw
N, #
vy
Ribose - Po,
ALLOPURINOL 1-N
RIBONUCLEOTIDE OH
N/
® &I )
® NN
OH Ribose -~Poa
OXIPURINOL 1-N
N N\ RIBONUCLEOTIDE
N
(A / 1
N
| OH
) Ribose
ALLOPURINOL I-N N AN
RIBONUCLEOSIDE J\ N
N /
N N
o )
Ribose
Nl\s/' | 53 OXIPURINOL I-N
L >
Seh
ALLOPURINOL O)

RIBONUCLEOSIOE
® oH
Z
g0,
HO \N N
|
OH ® Ribose
NZ / OXIPURINOL 7-N
I ) RIBONUCLEOSIDE
HO' \N

OXIPURINOL ® ‘

|
Ribose - Pog

OXIPURINOL 7-N
RIBONUCLEOTIDE

(Dxanthine oxidase

@hypoxanthine—guanine phosphoribosyltransferase
®orotate phosphoribosyltransferase

@purine nucleoside phosphorylase

®pyrimidine nucleoside phosphorylase

®)5’ nucleotidase

(2) RMICEET S8R (CYPAS0 %) D5FiE
FPLUFUAFYE—E

Q) VEEENROERRVETOES
U E R L

4) REVOFEEOERERULE®
EERY (FaY ) —LEBEEED 10~T6% N4 7Y ) —LIZERINS)

(5) FHEREDOEERMP /IS A—4 Y
TSR - 12~30 BERE (9 15 FRRE)
Fe e i R FE B ¢ 4. 5~ 5 RERE

- 14 -



VI. RMBEICEY SHE

6. BEt
(1) HEMERGI B R
g CRERIEAIE)

(2) Bz
WL EN=7 a7V 2 —)vi 24 B AxT 7Y ) —v & LT 50%. KREIKE LT 10% LA 23 R HE
mans,

(3) HEftEE"
i 29~38 I DOMEBER A B 6 4lc7 a7 ) ) —/L e LT 300mg % 1 AR AEG Lt X, RPT7Ta 7Y
J —VHE BT 1 ~ 2 FER O S 11. 494, T2mg/hr 23 L, 4 ~ 6 FETI% 3. 601, 45 mg/hr IZKF L
oo —H. REFTFTTY ) — VPRl EITR 2 IZ EH L, 2~ 4KH ChEfE 6. 521 1. 61mg/hr IZEL, 4
~6 I TH 6.42+1.59mg/ml. & 7T h—IREETH -7,

BRTT a7 ) — Rt

10

0

-1 0 1 2 3 4 9 6hr(s)

BRT A7) ) — L&

10
7 7 v
| wdr,
~ 0 1 2 3 4 5 Bhr(s)

7. FSORR—E—IZEAT B1EHR
MR L

8. BHFICLBHIREE

O MEET
MR L

@ IMmiEFEAT
(BE HEANT—5)
JREIEBF 1FNCT v 7Y 2 —/L 380mg/ H A4 5 H# 5 L, & 16 R ik & 21T > 712356, ¥ A4 7
U 23 78+E9ml/min, 7Y J— /7 VT F=0DEAT VU AT 0.84£0.14 THH72, £
7o, MEENTIC X 0 &5 B0 T0%23 B E S iz 19,

@ HEHE MR
MR L

- 15 -



. 2% (EFALOFEEF) ICHTSEHE

1.

6.

7.

EERNEL TDER
L7

. BERRBLZOER (RAERZED)

AFN DR 12k LIEBUE DBEREIE D & % BH

. PRERIIBRICRIET SERLDOIE L TDEH

BNV AR

. AERUVREICEET 2ERALOEE L TOEH

L,

. REBSEAR L EDEH

(1) WEEEZAET L0, IZOBEROH 5 BF IFEENBHEUIEEST 28203 H 50T, 57
LA T EMMICITREERE L E T 5 2 L. ]

(2) BHEERMEOH HBE [BOVIMTRENEHT SO T, WEELEETHZ L, ] (TEEREAEER]
DIEZR)

(3) &g [[EmE ~0fh ) OEB]

WD ANHT TV (6-MP) IITHF ATV 2GR RE [FMAEER] OESRK]

(5) X hAFFUEHGTORE [MHEEH] OESKE]

EELEFNIRLEZOEHRVLES &

(1) AAIOEHAZ L0 FEREERSUTRBEUER S FELL . EERERICES ZERH D DT, HE, BBEN
BOLNTHEEICIFELICHRELZRIE L, BUIRAELZITY Z &, (TERXRRIER] OBEZR)

(2) REHERERE D D & 5 B TIIAAIRCZ ORI OPEM 3 EIE U ol h iR E D FigE T 2 0 T, &5 EOMH
BEORGHROEEZEZBET L L, BICBEAREEFICENERANBE LG AT EERBRE-E5 2
ERBHY, T LHREINTNDHOT, BEOREZ FSICBELERE LR LEGTHZ &, ([E
FEE ] DHEEMR)

(3) AMIFRERBIENBES ED £ T, AFOHFGZBB LRV &,

(4) BEEINCIRBROBENC LV | FRERIEO —R R E 25 Z E083B 5, [P IREEME 2 RIE L2e2
S L. RS 1AL 1 B 100mg #5182 E L, ]

(5) AFIFEEEPICRENSEE LSS areF o, AV RAX VUV ERIRT L L,

HEER

(1) BtRARSEZEDER

EARSANA

- 16 -



L& (EALEDOIFES) ICEYSHEA

2 HRAZIELEDEMR

(1) ROERKLORH E 3P ZLE TS L OWmENH 5,

REL, MPREPREFENRIL L & OB
HENH D, BERAORBICEET D
Z &,

A BRIARSEIR - FEE A By - falRIR 7
ANVHT NFY B REANEIE O RIWEH 2R 5, KANNT P F 47V o OGRS
(6-MP) INHOFEHROMHELY 1/3~1/4 12 | ThHHFH U ForidFo¥d—Fx
THFATY WETLZ L, FHET 5, 2R 6- AN T T

U OMHREN ER3 5,
[ i EXTECOEREZEML, DR, | AFREX T v OREHZIHl L.

EXTECOERERET D W
HEEIhTwa,

7~ U v Rk Al
ONT7 7 U wh

7=V R FUEE A O EH % ¥R
T5EDOWREND D, BEFEREDZLH)
WCEBE L, 7~V U RPUBELA o &
BB OWEH D VT G- O 5E
RaBETHZ L,

ARANZ &2 IFREBEREEOIKT
TERIZ LY 7= U kit o
Rz ETL7D 7<) R
UM A O I N IE RS 5 &
ShTwng,

A=V =VARNN

a7 asN ROERZHE®RT
%, MPHEOEENZEREL, 7 aL
TaRI RORGEORED WX
BHMRBOIERZZET 52 &,

RAE DWOBAIZLY 7 e LT
283 ROPEFYINERE T 25 & @
HEEIhTwa,

VIMARAT 7 IR

BROMEIN I LI ORENH
éo
EWIRNC MR 21T\, 3 Bk
DEORWERORBICEET D Z
L,

ARHBNE T2 IZARBN O R 7 a
RA7 7 I ROFR#EET 5.
F2E, v ek AT 7 I REHE
EEATHET S EREIN TS,

VI aARY

o ARY COMPIREN LG
L. BHEIER TR L & oRE
N D,
I BARY OB EICERT
HZ &,

REIW Y7 v 2R Y > ORFARGH %
ET 27207 2RY ol
HFIREN EAT L ST
Do

TAET 4 Y

%) OMmAHREN BRI D,
¥ FURKAORGRIZER
THI L,

Tz bV Tz b OMPABEBENER L, | REIB 7 == b1 > OFFRH %
BEARSFEH LT- & OBMERH B, EFADHT 2= hA O
T2 b VOBREREICEETD | ERLEATIEHEINTVD,
N

T TF U REA XYV UFUREA (TAT 4V | REBT AT 4V ORHIEESE T

boL¥FY o FoAF -
FEITLOT4H7 4 ) oMtk
ER LA L EHESHTVD,

)

R AR OV HIV BF B W T, ¥
X ) v @ Cmax KON AUC 28 2 %1
ERLEEOBERD D,

UH ) ORGRIZERET D
L.

¥, UK U ORI T s
TR LT,

KFNNH ) ODRFEEETH
LHExVUF U RV -V EILE
THIS, DX )OI PR E AR
FREFDEEZIOLND,

- 17 -




VI. 21 (EALOZFES) (CEY5EE

(2) ROERKS EDHHIZLY L@}if‘“%’f%ﬁfﬁﬁ‘é EOWREND D, BEDOIREZEBRIBRL, BAE

PE D BB ORBUEIR NFEBL L= 55 12IXE I ﬁﬁ”@&’é—%qjltﬁ‘é\_ko
R4 & Euufhfd'{j( FiE ik HeFy - fEBRIA
R NAFTF HAE OB G GREELE L) | PIIARATH S,
NI LIZEDRENH D,
BT NT Y WAE YR (Stevens—Johnson JE | X AR TH 5,
ek, BIEWSE) MEBLLIZL | FICH h D % BAE T
DHENH D, 452
b RkaerzaaF7T YR HAEDOWBAL (B, gt %%i?%f%é
DB E) PRI LT & o
DD,
Torvy v L OFBDBEINT 5 & ORE | IFIITAHTHL208, KAIE
N5, XERBBIMAEIZ LD T B
> OB EE R S 45 FlHE
PERHE I LTS

8. EI{EA
(1) _EMERDOHE

(2)

ARHN A A B R A 5 O BIAE F 8 BUBRE 3 WAHE & 70 2 A 22 530 L T 7wy,

EXGEIER & AR

oY)

(2)

(3)

(4)

(5)

(6)

(7)

(8)

9)

HrEE e 3 7 P AlIRSE  (Toxic Epidermal Necrolysis : TEN)\ FeEREIRARIERE (Stevens—Johnson JiE

(3N %'Hﬁf%ﬂiﬁ%%@i%@ﬂiﬁ@? (BHEARW) dEErtmE R BEHEARR) BbHbbhd 2
LB D, FFIZ Xiﬁxﬁ&% WD & &I, E%?@C%:Jfﬁfztké EWHD, WE-T, FEH
B ﬁfﬁ&’)fbﬂtiw\ (= J&’%L%EPJ}:L\ ARG LRI L, £, AT A F%U@%EL—}

YR ALE AT H Z & T,

SREIPE B BOEREGERE 20« FIEIR & L CRB, RGN, BICU L EMEE, AmEREm, Freek

%, BAY L OoRERINEL, AFHEREREE S OfESREE 2 0F 0 BRE O BEBEBUER GEEARH) 235

bné_aﬂ@éoit,1@%Rr<ﬂr1W%Rr%§@)%%rb ATV R—=V RIZE ST

BlH G SN TWD, BEE2 o127V, BEPED ONEEIIEREEL2TIE L, WY 0E AT 5

&, 2B, b bm/w\"x ALK 6 (HHV76) #09?4/1/7\0)@{%@45%1#9_kﬁ>§<, B Gk

%L RS, BE, R ELDIEIRNERS DVIIBIEL L=V, MO FARMRIER N & 5 i

t@ﬁé_aﬂﬁéwf&aﬁé_&o

Tav s, 7%74?%?—(%VT%)ﬁ%%bﬂé’kﬁ%é@T\ﬁ§%+%Kﬁw\ﬁﬁﬁ%

DO SHAICII RS AR LB R LB AT 2 &,

ﬁé?ﬁﬁ%’lm {Mnﬂz{ﬂw MERERIERIE . /R (BERE]) R bbb ZENHHDT, R

HRRO ONTHAIITEE LR IE LEY R AEEITH 2 &,

Wrﬁaﬁ@ﬁﬁﬁﬁ%bhm\ﬁﬂ(ﬁET%)#%%bhé:&ﬁ%é@f\ﬂ%# oAy Wit
TG AR LY B EITH T L,

B, BREOHE, MEEBEREZEDERE WEEAY) XHobnbZENHH0DT, BENED

%ntﬁA TG A IR UEURLE AT b,

WE%%*(%V?%)#%E@&% ENHDHDT %% IZK E&I%“@@&“fﬁﬁ%%b

NI AT, BT X MR O % 506 L | R LN HE TG 2 ik Ly 2

%%ﬁo_ko

%&“@%r(%rrﬁ)ﬁ%%bﬂé’&ﬁ%émﬁ\%@%\mﬁ@\a<@m>iﬁ\m¢&w

R+ 70y ERSEOIERND S O SAICIT G2 ik LEY R0 E 2175 2 &,

R RN e (BEERB) - Eﬂ@ﬁ\%ﬁ\ﬁf\%b-@%ﬂm%ﬁﬁ*“®fﬁ%ﬁoﬁ-rﬁﬁ

- 18 -




I. *£t (FEALOEES) ICEYT5EE

RBDOONDZLBDH D, ol AFIRGREEFHE TRIE LAl ERE ST 5,

<HBE>
HEEAWEREBBIR N~ =2 70 (R EENERESRAEER — A=) SR
http://www. pmda. go. jp/

Q) ZDHDEIER

BEFE AN
M EOE™ FRPE, BER. 2
1™ FIMERISD . S8BE, AFBRERESZ. U L oNEIE, &
R i ™ R AE A
HIb# HANK, BARRIR, BRI, i, TH
AHRER Wi, SH B, R
= Dith, CK (CPK) k5. BREREE, LM bIm. KipiRkEsE, BiE
E) ZOXIBIERPS O EGAICIREEZIET5Z &,

(4) HEABEAERAERVERREERYE K
BLEHE L

(6) EBEB. AfHE. EEERUVFHOARSE RO EARISAL
MR L

6) EVM7LILX—IcHT 5 EERVERE

(1) %=
ARHNO R kE LisBUE OBEEE D & 2 B

(2) HEES
Ry NREF RGO BE

(3) HEREARMEE
AR O HZ X0 R SOTRBUER BB L, EERIERICEDS Z LN HDH DT, HBE, HIBEN
BOOLNTHEICITELICEEZTIEL, WURLEESITY Z &,

(4) FHAEIEH
R MNAYF U BT R TV e RaZenF TR, TrEv ) o EOHIC L0 BEEOLE 3B
THEOREND D, BEOREZFEBES BIE L, BEE LS RIBEORBUERFEL L5512
BEHICHAORGEZRIETHZ &,

(5) EAREIEA
SR MR BOEAE BB - FIHEIR & LT3, BENA LI, T o ]EiER, A mEREM, GFERekiE
%, BAY BRI, ITHERERRE S & Olfse iR g 2 0 O ERMEOBEE 2 MBUEIR (BEARH) Rb5b
N5 ENHD, Fio, 1VRBERE (BUE | BBERPB 2 5T) ZRIEL, 7 b7 ¥ =Y RIZE o724
LEINTWD, BIEE2 0T, BREXSRDONZHAICIIHRS 2L, @URAEEITH
Lo B, BE RN RT AR 6 (HHV-6) HED T A NV ADOBFIEHEALEZED 2 ENEL, 5 IEE
L3895, FREN, FFRERERE E 4 ORI DS TIA B A VNTIEIE(L L7V, M2 o R i ik 23 & & i 7=
NTHZERHDIOTHEETDHZ L,
vav g, TF7407F% — BHEARH) BHELDOND I ERHDHDT, BEE+HIITITVY., BENE
D OHNTEGAIIT G 2 ik L) e & 2175 2 &,

(6) ZFDmoRIEH
WEE™ : e, BIETR. B EEARH)
) ZOXIERND bR IHEAICITRGETIETH 2 L,

_19_



VI. e (FRALEOIES) (CET5EA
9. BilrE~DEE
AFNOERFWIIEELE L TELOHEME S LA 23, @l E TIIBHENSE T LTS Z ERE 0D, @i
BN T A BENRHHOT, ARICEE L CHEEICERSTHZ L,
10. 134&, EEWR. BRILBE~DOERS
(1) 05 TR L TV D AJREME D B 5 i N2 iE, 1R oA RMENfEmE % EE 5 St S5 5612
HEETHZ L, [BMFER (VX)) O 10 HE XX 13 HAIZ SO&UIme@%@HW&EL
722 A, BIFICEGEERPED b EREINTWS, ]
(2) THPOIFNIFRE LNV ENREF LWVA, 25 TRETIHAIIRALEBITIELZ &,
[t PRI T AAB L OZEDORE B BITT DI ERMESN TS,
1. DMNREADEE
INREE R D 2 M IEMENL LT ey,
12. BEREZERICRITTEE
M ERR L
13. BEKRSE
(BE  HEANT—H)
Ly a-FANEERORE (9B 7 e /) —/La 1 H 20~30mg/kg (R EED 2 ~ 3 %)
BELIZEZA, YU FUR, IV FURAEREICI2AMBRENER LI OMENH D »,
14. ERAEDIEE
%mxﬁﬁ PTP @D AL PTP > — F 2 bWV B L CARAT A L) iIcHEET L2 L (PTP v — M OREAR
TED ., EOGLAEAEEREA~TIA L, FIZITZHRAEBZ L CHERIAR SO BEERAIHNEEZ IR T Z &
#%%énfmén
15. TDOHDEE
(1) FEAPIFEAKEEZZ< L, 1HOREZ 2LULEETDLZZENREET LV,
(2) AENCB T DEFRERSE T, AFOREIZL Y ANERS S bz ORERH D 2,
(3) BWERICEWT, SFI L OHH LG/, ABOKREREGIZEL Y, HFOSKITEEN I L & OE
NdH 5,
(4) EERJE (Han—Chinese) Z# X% L Lzl bua AT T 4 TRIFEICBWNC, 77V J— il kb
l‘é%%ﬁi%%r (Toxic Epidermal Necrolysis : TEN) M OVRZJERERARSE BRE (Stevens—Johnson JEERE)
SO EIEFIB FIEF| O HLA B2 fRAT L7 R, 51 Bl 2 COEF2S HLA-B5801 fREH TH - 7= & O
ERHDH W, Fim, BOFETIZ, T Y ) — 2 K0 iR R IEAE K OV S R IR AR R A 5
JEL7ZHARAKL T —1 v R AIZBWT, 22 10 Fld 4 6] (40%). 27 Bild 15 # (55%) 28
HLA-B*5801 fRHHE CThHh o7 DHEL H D > 9, 728, HLA-B*5801 DA HKIFHEETE Tl 20-30%1Z
L, BAALDRIT—2 v NATIHE1-2%THbH,
16. Tt

EARSANA

* MEH EOEE] BSETSNDZLBHY EFTOT, HRMAXELIFETIEIZE N,
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X. JERRERSHRICEYT 5HE

1. REFHR
(1) FEFIBEHRR
(TVL. $h3BC BT 25 E ) BH)

(2) RIRmZEEHER ©
Z OO FEH]

(1)

(2)

(3)

4) A

(5)

(6)

18 M ORI 56t~ % 1
7ua7y ) —/N50mg/kg T, x3, 7v NEOUYFXFOMERIZE L WEEZRO N7, £V YF
DIMEIZ B E AT S 7203, 26mg/kg LLET, Xa KT v TR T 255 WREEMER 2R LT,
Y[ A as n RS (Y !
Tua7Y ) —iE5 X10'g/mL UL EORETUHFXROT v b OLFEEARITKT U CUUHE /1 & OB
DI RZR LT,
A I AE iﬁ‘éf’ﬁﬂ%
AR 27ra 7Y 2= 0.1lmg KW 1mg ZIEALER, 77U 7 — /W X HERILER
fcﬁf)‘of_

Bk 21EH
?%%iﬁiﬂ%*’ XL T e 7Y J—)b 10mg/kg Tix, BEEENM OEHZ KX I /200D 50mg/kg
PLET/MMmEE 2% L < JutE LT,
11 opE NS e AR (i
~UAZT Y ) —/100mg/kg R OEE Lo, B (BENRKBEIR) ([JITEELZRO
Mmoo,
SRE XA e PR (B
7 a7 ) —/iE 100mg/kg T2 F\L B — L OREIRVERIC T & 2842 KIES o T-, (7277 L
FFRXZ—VOEM % 2 ~ 3{5IZHEmT 5, )

(3) ReIFEEHER
MEER L
(4) FDHDFEBHAER
HMER L
2. EUHE
(1) BEREESEHEER°
kR
ddFZ~v7 A (nh=5)
P51 P51 LDsy (mg/kg)
) 7 A > 1000
EES AR >1000
APz 298
R AR 399
e Pz 292
JE e N % 5- = -
(2 REREEHHAR
BRI L

- 21 -



X. JEFRERARICEY SHA

(3) 4REFREZHHARY
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