2022F4BHET (1 15
BAREZEEMNFEES 871249

E #2 S 4 v 4 E 2 — 7 ## — L
BAMRREXKEISD 1 FEEEEE2 0 1 3ITEH L THERK

i Rk E A
IR YV UIBEIER 50mgHET)
Eperisone Hydrochloride

#l | HEachE

B A o R G R 5| AGEEREL GEF - EMHEOLTZEIZLIVENTLSZ L)

1 st =Y R 50mg & A

]

m ® - =

AT SO 1.3

B w % ¥ 4 : Eperisone Hydrochloride

EEEAHR 201342 H 15 0
SRAMILVEIEH; - 201834E 6 H 21 H
RIEHFEHAH 201346 A 21 H

HEBRTERRFEAR
XEEENE - RTXEAA

Bt - RERST (@A) -

EEFRBYEFDOERE

HE TS BEEY R — B & —
B W& H € B O| TEL: 0120-517-215 FAX : 076-442-8948
=P BMRAE AT AR — LX—  httpsi//www.nichiiko.co.jp/

KIFIE2022FE3AHET (F2iR) DFRFXEDEHICEIETHET L=,
BT O CERG#IL, EELERESR GRS —LR—
https!//www.pmda.go.jp/lZ T ZHER T S\,
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B F 2 38 0 D AR 72 BERI G iR & L CIERIE RS IRGT G (LUF, IMISCEERT) b D,
R B CEERN - FEAIRNSE O BERIEFH DS A BB LB RIS O B FIE R 215 T BRI
1%, BN SCEICRRE S TG 2 AT T 5 BAZEEM R TF R L ERGE R H D,

B TlE, UZEFENIC OV TRIBERZE DO EIRIG IR Y B E I TH R OBINGERCE 52 LT
WMAEMTEL TRHAL TETND, ZOBRICHERIGHRZMENNCAFET H72OOFHRY A ML LT
AU BEa—TF—LDHAE LT,

HEFI63-IZ H ARPe AR (LLF, RIREEMET) FiiEe/ hFEa) TEELA 22—
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W TCIFRC#H ERH2008 3R E S 7=,
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ny o, T AR BELEARNEROUGET] REDUGTRH 1255, WETORNT —4 %
BN U2 De- TRt D Z & 7oz,

AR De-IFIE, (M) EIS R GHED R —L~_— (https//www.pmda.go.jp/) 75
—FELTAFAREL 2> T D, AARJEEEIEARIS TIE, e IFZ iy 5 EIRM G RIEALR —
—UNAAIA FTHDZ LITEE LT, FMEAEIGEIC & o CTe IFDF M A a4 2 ik 4 i
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4.

[IFD#1T]
O [TFFLHEERH2013) 1X, FRk259-10H DARRICAGE SNBSS B & 72 %
@ LA D EE IOV T, TTFGEEZEME2013]) 12 K A ER - #R8E358H S b b o TR0,
OfEH EOEEOWET, FEAME XIIHENE R RN 2323 S A7 RE R0 N #IGAE
DPERZEN 72 S, BT RENBEDRRE LK LD G EICIFIFNSEET S5,
IFOFABIZHT=>T
MFE#EEEE2013) 1B W T, PDF7 7 A MIC X A E TR CORMEEZ LR L LTV 5, [HH
ZRIFT DAL, BAEALSHEIBI L CRIAT2 Z EBNEAITH 5,
A EARDIFIZ OV TR, &35 R A TS O = 3K 5 PR A 1 AR IR — A — 2 fgidlk
LTI E SN TN D,
RSRAET TEIESA VF B a— T+ —AERO TG & | 1ITHE > TERL - 2863228, TFDJRE%
B E Z, EEESGICRE LTS ERCIFMEFRC FEE UEEO SRS I o) TR O MRS
ANDA UHE 2 —IZ LV IEKEIER SRNFERESE, IFOFAEEZEDLILERD D,
F7o, BERRSGT SNDHEH EOREESICEAT 2 FHIZE L T, IFAWET SN D £ TOMIE, %%
[ S L D USRS ARG 2 YA SCEC R A B CELS, H 5 WVITER N ERE S E R E Y —
ZEC K0 A S EET 5 & L b, IFDEMAICHT- > TE, B OURA SCE % E 35 E
PRI SRIH AR AR — A R— Y TR T 5,
72, WIEEHSCEEEOMERO SO LR SN TV D THRRAR < [ E24MNE TORTEIRI
BT DB SEIIKRFHEICEADL Z 0 HY, TOERWICIT OB ETRETH S,
FIAICIRLTOEER
IFZ A% B HEBICB O TRNT 2 ENTERWVERLERRE L UEH L TIEE 20, L
ML, EEESCEBRAERL 7 eE— g ra— FEICLAHENC LY, RUSESENEIRGIEHR &
L CRAETEZ2HAICIIATEMAND 5, IFTEFREODEEEZZ T T, YiZERL ORI
EPMERR - RIET 200 THL Z LD, Fifl - REUUTHINZZ T I 2252002 258 L T
BORTIZe 5720,
FRIEEET, IFAHL ETHIRMICEEZMTT HDHEREM THY, 5% A ¥ —Xy b TOR
BRELIEE 2, HEELEORERHICEMLUZ2NE YFE LERIN TS Z & 28R L CE#R%
EHT20ERD D,

(201344 H &7T)
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I. BEICE9 5HE

1.

RS DER
AANL, =~V FERIE 2 AR &I DB IREGEAITH D,

TARY S UERERAICH D [V 7T —u8E) 1, BIE TSN %RREEEL & LTH
AR L, B L OB IEZHRE, ZEERE, A EiESERR A £ L, 1990
F 3 H 14 BITKGEBA TS, 1990 457 H 13 BICRFEZBtA L=, (RIS 698 5 (MFn 55
£ 5 H 80 H) IZHSERARHGE)

GEERER

p=0)

FRETA (SVELRERAN) OOk5H, 1999 4F 3 A 23 A, MCHIF 14 44 2 TS Uk
H) OWTIUT B %Y LRV & OIS B4 157,

ERFELI DT, LT ORoEA LR 21T > 72,

AEBAEA H opgd IH R 5E 4

2007 -8 H 31 H V> 77— )LEE 50mg V77— Vg

201342 H 15 H T Y MR SE 50mgl A [E T V7T —LEE 50mg

2.
(1
(2
(3
(4

HADBREN - WHIFHRFE

) AANX, =YY U A AR & D BRIREERITH D,

) WOMEER E O DT, SEAIMIEIZ K4, B, 4 E L — 5L,

) PTP > — M3y Far be—LzfT, 18I EIIHN4, GEEZFR LT,

) ERZEIER (WEARH) LT, vYavyr, 7740 7% —(RER, PEtEREEERE
FlfRE (Toxic Epidermal Necrolysis : TEN) , RZRESEARGE@ERE (Stevens - Johnson
JEERE) DI TV D,




I. &¥#ICEI HIRHE
1. B4
(1) M4
TAY Y R SE 50mgl H [ T
(2) *4%
Eperisone Hydrochloride
(3) AMDHEE
—xA &
2. —fg4
(1) & (4%
Y Y R (JAN)
(2) #4& (a4E%)
Eperisone Hydrochloride (JAN)
(3) RT L
A~
3. EEXANTTRERX

sG]
CHs

R UG E R

4. 2FRRUVSFE
43 §3 : Ci7Hzs NO + HC1
Sy 295.85

5. {t%4& (4K
(2RS)-1-(4-Ethylphenyl)-2-methyl-3-piperidin-1-ylpropan-1-one
monohydrochloride (IUPAC)

6. \RA4, M4, KBS KBE5ES
W4 g

7. CASERES
56839-43-1



. BRI HRE
1. MELEENERE

(1) 58 - R

HEOFERMEOH R TH 5,
(2) Bfg

K, AX = IEEHIEQOOIZIEIT 0T <, =& /7 — /(995200 T 03\,
(3) WEH

BRI L

(4) MR (9BR) . BR BER
il K 167°C (43 iR)
(5) BIGEMBETEH
LR R L
(6) EHEH
U ERR L
(7) Z0MHOELREME
WOGHE - EL° (25Tnm) : 1560 (A %/ —/L¥AlE 1->100000)
KD AL ) —NVERE (1-100) 1 THEEEEZ RS 720y,
2. EMRSDEBEFETICEITHREE
U ER R L
3. RS OWERERRE
(1) SRA AT B FEE 15
KED AL ) —=NVERIZOE, KD AT MV ERMDBRANT MLt 5 & &,
W& DAY FVITE—ERD & 2 AIZFEBEOBEDOWINZRD 5,
(2) AN AT FVRE
BAL S U o BEEANEIC L 0 RBR ATV, AMD ALY ML EROBIRALT SV g4
HEE, WMHEDANT FVEFE D & 2 HICFRBROHE ORI 2580 5.
(3) EMRS
AL DK TIEAC DTEMESOGE BT 5,
. ARSI DERE
RN T
A 2 WERR (7 LEEOKEERE 2 N 2, SR TRE T 5,

N



V. RFIZEI HRAE

1. Fik
(1) FRORR, HMERUMHER
AR5 =AY Y R SE 50mg THE T )
mi - B Hfa  pEAEE
RUDN /RUD
Tk "507) ("50"
@5@% @55% O
HEE (mm) 7.4
JEX (mm) 4.2
B & (mg) 170
TRY Y
ARIEFER 50
HET
(2) HEDOME

( TIV. 4. BHNOFKFESREME TIZBT 2 EEME] OEBMH)
(3) @Ala—F
(v, 1. () AEOKR], ML OMER ) OESH)
(4) pH, BBEL, #E, LE SEFOERUREL pHESE
GAS BT

2. HERIDOMARE
(1) B2 CEHERS) OEE
W7e4 T Y R SE 50mg [H[E T
- 1 8E
Vs I\
A T R 50mg G
oo T o7y Wb e —X,
E R o tiro—A, hiLino
I — AN T, AT TV VR~ TR
a L, EHE, AN, LT X, REE
VYA, BFRAn—RA, TIETIA,
YIF, hrFonnany
(2) &MY
( Tv. 2. (D) BRI GEPERRSY) OFE ] OHEBH)

(3) £0ft
REMFLRCE T L

3. BiEFl, AFOSBEICHT HER
GAS BT



4. HEDBEEHTICETEIRER"

(1) MESER

KOS INEER (40°C, 7T5%RH, 6 » H) AT ook, =~V v R §E 50mg! H
=30 E O mi it T\ T 3FEMEETHDH 2 LIS,

O VU ERESE 50mg THEE T el ko mre (PTP alik) ]
HIEHEH =BV PRAT- AR
<k > HHE BRAA R 1% A 37 A 67 A
\ DT14A1
(ERIN PN s A YN VN
< E@@%Kﬁ'ﬂ?> (F}%:gg]g]l. @El @El J@El Jﬁl:l
MR (e, dRE, | DTHAA i B - i
L NVREEVETE=EN = =
YA ATBLIOL KB E ) GTooDi
I (%) DT14A1 84.9~95.4 89.5~95.4 90.0~95.8 86.9~93.9
<00 5 TORELES FT05D1 91.0~97.4 73.7~93.8 93.8~96.1 91.6~95.6
7, 0% GT02D1 94.1~99.4 86.2~96.8 96.1~99.5 87.9~97.6
o DT14A1 99.5 95.2 94.4 94.8
a8 (%) *
. FT05D1 98.4 97.1 97.0 95.6
<93.0~107.0% > GT02D1 99.2 99.8 97.7 97.4
X FREIIKTIEAE (%)
O Y U ERESE 50mg THEE T B (Ko (N7ak) |
HIEHEH =RV PR AR
<> HE BRIk Iy 1% A4 35 A 65 A
PR e A e A e A e A
< OB > CC29C WA A Sk Bl
TR (LS, RS, N N N N
SO AT R 1) CC29C LE e L A
M (%)
<90 5. TR LS CC29C 91.5~95.2 90.8~96.5 87.7~93.1 88.0~94.7
G (%) *
03,0 107.0% > CC29C 98.1 96.9 95.4 93.2

Ko RTRBICHTOEAE (%)




(2) REEOREEHER
RIS : 2008/5/28~2008/8/26

O Y U SE 50mg [HEET )  MatE 40°C Y, XUEARER]
HBRIE B 2k PRAF IR
<> He BH AR IR 2 i 1% H 25 H 3 »H
Mk n=10 . . . . AN BT
< O > BUO1B1 | HEOHEAREE | AEORKREE | RO | BEORKEE 5D
EHME (%) n=6
<004, TO%LLE> BUO1B1 | 87.9~94.1 84.3~97.3 91.9~95.2 88.0~94.9 90.0~95.2
a8 (%) n=3%
£93.0~107.0% > BUO1B1 | 95.6~96.5 91.6~93.6 95.1~96.3 93.2~96.5 | 91.2~96.1
(&)
B (N) n=10 BUO1B1 62~176 56~172 51~61 49~176 47~58
¥ BREIIHTLIEREE (%) WA KT
O RY Y R SE 50mg [HIEE T  MWE%E 25°C - 75%RH L, Bk
HBRIE B 2k LRAF R
<> HE BH AR IR 2 i 1% H 25 H 3 »H
Mk n=10 . . . . "
< B Ok > BUO1B1 | BEOHEAREE | AORKRE | BROMAREE | AGORRE | BROMEiEE
EHME (%) n=6
<904y, TO%LLE> BUO1B1 | 87.9~94.1 89.0~93.9 82.4~95.5 91.0~96.5 86.7~94.3
&8 (%) n=3%
£93.0~107.0% > BUO1B1 | 95.6~96.5 94.8~98.4 95.8~96.0 | 96.4~100.1 | 90.7~95.1
(&)
BE (N) n=10 BUO1B1 62~176 61~174 52~174 60~179 60~80
¥ BREIIHTLIEREE (%) WA KT
O Y UEREESE 50mg [HIEE T  Ma%E =E, Bt (D65 MR, K[ERas]
HBRIE B =R Fange ' e
<k > &5 R Ah B 40 77 Lx-hr 80 /7 Lix-hr 120 5 Lx-hr
PER n=10 ; v | NIRRT | NIIREAE 2L | TR R L
<P DOFEREE > BUO1B1 SRS 7 7 7~
B (%) n=6
<0045, TO%LLE> BUO1B1 87.9~94.1 79.0~94.3 81.4~96.5 82.7~96.9
a8 (%) n=3%
£ 93.0~107.0% > BUO1B1 95.6~96.5 88.8~93.3 93.7~99.6 93.7~96.8
(& 1H)
BE (N) n=10 BUO1B1 62~176 60~174 60~177 64~179
¥ BREIIHTLIEEE (%) WA KT




5. ARERUVBEREROREN
PAROrA
6. hFlEDEREEIL (MEILENEL)
YL
7. B
(1) BHHAE
TAY RS 50mg [HE T 1%, AARSKRITIMNEIRGBUEE 3 IS ED btz
U Y UERRESE ORI I A LTV D Z E BRI TV D,
(BRBRIEIZ/K 900mL % FIVY, IAHEBRIES 2 122X Y, 50rpm TiBRZ1T 5)

B A
N FHE R B R
50mg 9045y 70%L1 I




(2) BHHR
BIEIGLOEW FIFREMRBRT A RT7 A4 CP 912 H 22 B E3RFER 487 5HIR)

BRI

1L AARERY BEHRBE N RE
[mldsd M OViRBRTR : 50rpm (pH1.2, pH4.0, pH6.8, 7/K)

[AlE]

«pH1.2 (50rpm) TiE, EEHERIA|OSFEEIRH R 40% M O 85% T D 2 BFHizB\WT, K
i D PV SR I HERLA O SR MR = 15% OFPHIZ & - T2,

- pH4.0 (50rpm) TIE, FEYERIFOSELEEEHED 40% K Y 85% D 2 FEAIZI\N T,

(it O SRR SR A HE R 00 SRR 2 £ 15% DFPAIZ B o 72,
- pH6.8 (50rpm) TiE, HEAERAIDONEEIE D 40% K Y 85% LD 2 K il W\ T, &
fit O P41 HH SR VR YE A O SE RV H 2R £ 15% D HAFR 2 B o 7,
- K (50rpm) TlE, FEAERLKIONERHED 40% K O 85% UL D 2 RERIZIBWNT, A,
D - PE1% HH SR VR VE R 00 A5 HH 28 = 15% D HH I 8 o 72,

ZS

LIk, AdhO¥a HzE8) 2 R ERG & b L72RER, 2 ToMBRIKICIH W T TRFEEKL DAL
YRR S IERER T A T A ] OHEILAEITIES LT,

—o— RERF| (§2#H], 50mg)

(V& H )
A (%) pH1.2 (50rpm) FRHER (%) pH4.0 (50rpm)
100 100
80 80
60 60
40 40
20 —— IR UIERIERmg THETL ) 20 —— IR Y UIERIES0mgAET

—O— 1ZHEBUHK| (f2%], 50mg)

60
40
20

30 45

Al (59)

0 . 0 T . .
0 15 30 45 0 15 30 45 60 75 90
R (43) R (43)
FEHEE () pH6. 8 (50rpm) HEHE %) 7K (50rpm)
100 { —e— IR Y IEEIE&ESOng[BET] 100
80 4 —O—1REXFHI (f2&l, 50mg) 80

60
40
20

—— IRV UG E0mg THETL
—o— RERFE] (FEH], 50mg)

0 16 36 45 60 75 96
BRI ()

(n=6)



9

. EMFERNFEE

SRR
HEIPDEH S ORERSERE

(1) 2ELG

KO RIZEZ ) =2 M2 TEIRVIBE THEONHET 5, EERIC m-¥= hr~Xy»
B ROKERILT MU U LREZ A TINEVT % & &, RITREaZz 2T 5,

(2) WBEEOS

KinDMRIZAKZMATESIRYIEYE, AL, ARICIVERRRZNA D & X, e
wEEET %,

(3) SRAN AT R RE 7

10.

11.

12.

13.

14.

AL O RICHRERE 2 M2 CTELIEVIRECTABT 5, AHICHERRIK &2 N 2 CTRUL A~
7 MVERIET S & &, HE 260~264nm (ZWIL DMK Z R,
HEPOEMHSTDEEE

Wik~ 7277 40—

Fr AR« SN R

BEH : A% 7 —b, K, 1- ~FH o 20k RIRK

palli

ML

BATHTREMDH LSRR

M EE R L
ABSRDELRSR - NS RLERRICEAT SRR
ML

Z 01t



V. ARICEY 5HE

. RIRERIFZNR

OTFRUREIC BT 2 B IRIRE Ot
BORIE, SFURIGAEMRE, JH BEEE I %

O FREZRAIT & 2 R R

oM s, KPR RERRRE, SHEHHEE, IheslsE O - FHiER 25 |, SMEE
ﬁf(ﬁ%%%,ﬁ%%%>,w%%$@+@m7 Jibd /N R RSB, NI AR P E
FHEMEREE, A€ (SMON) , Z Do kiR

2. %&Uﬁﬁ;

WHREAIT T BEE LT38E 3ENCHT TREICRNEZE ST D,
B, S IERIC L EEEEKT 5,
3. ERERALIE
(1) BET—421\v45—o
M EE R L
(2) ERERZHE
M EE e L
(3) ESRREIBHAER
M EE e L
(4) BREMHER
M EE R L
(5) MREERIEAER
1) BELALETHERGHRER
M EE e L
2) HEHRER
M EE R L
3) RLMHER
M EE R L
4) BE - WEBANEER
M EE e L
(6) AEMEER
1) SEABERE - FECEARERE AT - SLERTRERKRSER (T IREERKEER)
M EE R L
2) RBEULLTEEFTEOHNERIEEM L -HBEOBE
Y LW

10



VI. EFEICET HEE
1. FEZFWICEESHSHILENIITILEDEH
KLY R A D WA A e S

2. EEEH

(1) R - FRBF
TARY VIR, FHICBWTHE S T AR 2T S L3k, v - E#l =
—0DEHBRN WD, GEOREZ R TIEL2LT, A7 10 big))
TREAS AR E R A R8T 5, FE 7o, PINRERR R & OME LR T8 A A3 2 kil SRR RS %
T D EHRC, M ER O Ca2tTF v /LKL AR RIS B OPNHI 2 9 LT, JF -
R~ M ERZIEREELIEH b H D, FRiL BT 28FEEH AT 2,

(2) ENZEFRS T HEEBRAHR
BRI L

(3) {EFAREEME - FHRERRE
BRI L
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VI. ¥MEhreicBis 5I8H
1. IAPREOHTR - AleE
(1) AREEDGLDRE
MR L
(2) RELPREDZERRE
(VI 1. (3) TEGIRFBR CHesE S L7 s | oIES M)
(3) BEREBRTREIN-IHRE"
AW RS R BRI B3 2 B L E (AN 55455 H 30 B 3855 718 &)

TAY Y R SE 50mg HE T ) R OMRHERA 2, 7 0 A4 — =ik LY ThZh 3 e

(=Y Y MR & LT 150mg) R S IS R HElRE N5 L Tl =~y >
VR (MEREHREAD) Z2HE L, /o mEiRe T A —% (AUC, Cmax) (22T
WERHRAT 24T S TR, WA O AW 7RI DS R S vz,

(MR GRE) N T A —H ]

HENT A—H BEINT A—H
AUCw Cmax Tmax t1/2
(ng-hr/mL) (ng/mL) (hr) (hr)
TV R G
50mg! BT | 50.40+43.63 16.56+16.72 1.18+£0.87 2.15+1.37
Y L
jﬂ;ﬁ%ﬁj 50.37+52.93 16.18+16.45 1.41+0.92 2.14+1.28
(#E4l, 50mg)

(3 $2#% 5., Mean+S.D.,n=14)

(ng/mL

40 1 ——1 1) iEEIRSESOMg [HET]

-2 -{RAEBUH (5281, 50mg)

w
o

3E S

( o Sy S o TR B )
Mg o2 HBSE
§ S

BEfl (hr)

MAEFRREEN NS AUC, Cmax F0/3T7 A —21%, R OBR, (REOLRIERL - K
FEORBRPMC K o TR D /RN H D,
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(4) Bz
M EE R L
(5) BE - tAEOEE
(TVIl. 7. MAEEH] OEZH)
(6) BEH (REaL—>3y) BRICKVHBALE-ENERNDEEEER
M ERR L
2. ¥EMEER/NTA—4
(1) BHAE
M EE R L
(2) BIPLEETEH
ZMEE R L
(3) "LATRLFEYT«
M EE R L
(4) HEREEEH
M EE R L
(56) VU7 VR
M ERR L
(6) HMER
M EE R L
(7) MBREAHEIE
M EE R L
3. R
M ERR L
4. S
(1) Mik-KEFEa%E
M EE R L
(2) mi&k-RadERIrEE M
(TVIL. 10. #Fhw, PEST, RIISFE~OFEEG]DHESH)
(3) At~
(TVIL. 10. #Fhw, PEAT, RIISFE~OF L] DHESH)
(4) HBE~DOBRITHE
M EE R L
(5) £~ DZITHE
M ERR L
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5. K&

(1) KREBAEERUVRBRER
MBI L

(2) KHICBEAET HBEE (CYP4S0 &) D4 FiE
MR L

(3) MEEBNROEERVTDEIE
MBI L

(4) KEVOEFEOFRRULE
MBI L

(5) FERBMOEER/NT A —42
MERR L

6. Hift

(1) BEERGI R UERR
MBI L

(2) Btttz
M EE e L

(3) HifthEeE
M EE e L

7. FIURR—E—ICET SRR
MBI L

8. BMEICLHBREE
M EE e L
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. &2% (ERLOIES) 1T HHEE
1. BEENRLEETDER
AR L
2. ERABLEDEA

(22 CROBHEICEBELLEWNIE) ]
AHN DRIk LIS BUE O BEEE D & 5 B3

3. FEXFIMNRICEET HERLOIBLEEDER
PAROrA

4. AERUAEICEET 2ERALOIELETDER
ML

5. REREABTLTNDER

[RERE (ROBEICIXREICRETSE) ]
(1) FEWNBBUEDOBIERED & 5 BE
(2) FEEOH L EE (IFEEZELLSELZER3H D, ]

6. EELEKRKIR L TNEHARVBRES X

ARAF G-I, S0o0%, RAENEIRT DI ENHLDT, TOHEITITHEE XX
WS 25 Z &, Ipds, AFIEG- P BE 13 BB OEIR S AR 2t O Bk OB 31
SHRNWEIIIHEETH I &,

7. HE#%H
(1) fEEEEZFDER
R TREEIE A L

(2) BtREE L EDER
BRAEE (BFRICEET S L)

A4 E ERATEAR - HEIE 7 15 P - fEBRIA T
A NN RE—I B D b _Y Y CHERREE T, IROFIE | A

[BEEND B DO EDREDRD D,

8. EI{EH

(1) ElIfEROBE

AN A FH RS o A 5 00 R I S8 BB EE 23 B A & 72 D A 2 FEHiE L TV 720,

(2) EXGREIEREOBIGER (B RB)

1) ¥avwd, PF245F0—8BER: v 2>7, 774 7% —EREZRZT L
W HDT, BELTHITATY, FBAR, £ IR, FHZ, BUME OTHIE, FEYL A
DEFEDPRD LNIGEIITE G LTI L, WORLEZITY Z &,

2 ) hEMREIRIERLAEAE (Toxic Epidermal Necrolysis: TEN), B2 & #EIRARAE 4% B (Stevens -
Johnson fEf&EE) : " EEMERCEIIERARIE, RS REEARAE (R HESE O B S 70 J E IR 5 4
T ZERBLOT, BEL ST, BE, ALBE, K, £ OFERE, REim, OW
RGEDOIERDRBO LN GEIIT G 2RI L, @URAEZITY 2 &,
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(3) ZDHDEIER

MOE R W

&= | AST (GOT) k%5, ALT (GPT) k&, Al-P RH%

g | EAR, BUN LA%

;’&ﬁl) %:Ifﬂ.

B B ETY | BB, F O, ZIRBHMRHE

EAAER IR&, RER, 9/, o Loh, Ko Zbify, DS 2

s e L - EM, BACRIE, BHECORPNEE, JESE, R, R, O, O,

i HE s R

b R B JREA, DRIRZEE, FEIRIE

£ 5 i K WK, S6o0%, 2HBEEK, HEERETF, DF0

z O b ETY, FTF, FHE, 8@, Leo< b

1) ZOXIRERNRHLDOND I ENHHDT, BIEE T, BERED LIS
W20, 52T 37 C@mUauE a1t o 2 &,

H2) ZOLIBIERN™S LN HEIZlE, E5EEFIETHI &,

B|m®| R

(4) HEAE{ERRGEHERUVERREERE K

BB L
(5) £MER, AHE EEERUFROSRSHERINOERASREAE
BB L

(6) EM7 LILF—IcHT H5FBRUVHABE

1) B AAIOBIIKR LIREUE OBEEE O H 5 BFITITR G L2 &,

2) EERE  BWRBUEOMERO S 5 BEIITEEICHREGTH 2 L,

3) BEXBEMER - Ovavy, 7T 74 7%V —kREREZEZTZLRHDHDOT, 15
FATATY, FEAR, TR, BB, BRSO FE, MR EEEORE SRS b
BRI EA T IE L, WURLEEZITH 2 &, Q@B AL RRAE, B REER
JEGRESOEERNBEELZE -T2 L850 T, BEE FoICTV, FEE, FIH,
A, =IO, IRFEMm, DANRFEOERN RO bN-HEITEkG 2k L, @yl
WEx1T9 2 &,

4) TOMORMER  BEUE BB, T O, ZEBHMLE) Kb bbiv-Haicik, &
HEpiEdbz L,

9. BlREADRE

—RICmE A CIHABEEENME T LTV DO THET IREFEETDH I &,

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

(1) MR SUTEEIR LT B AIBEME D B 207 AITIE, TR LA RMENfaatt 2 ka5 &l
ENDHEANCORFETHZ L, BEHRTPOEGICET 5 22T LTy, ]

(2) I OIF NG T2 Z EITRET 2 Z ENZEE LR, R ETRET 5412,
BRI AR TIEDL L, [BWERT v N THHTA~BIT TS Z EnHE STy
%, ]
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11.

INREADES

NI 2 2 VRIS L T2y (R 72

12

13.

14.

REKRERRICRIEIIRE
R L
BERS
%GR IEAR L
BREDIE

FEHIZAFEF : PTP A0 AT PTP > — bW HH L TIRAT A X 55852 &,
(PTP > — b OFAERIC L 0, FEOELAERNRERE AR L, T3 a i 2 L CHERs
TAREDOEELRAIHELIRT D EnHEINLTWD, )

15.

16.

ZDHDEE
R L
04t
R L
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X. FEEGEREABRICREY 5IEH
1. ¥BEHR
(1) EZFEBHER (VI E$hZEEB(CRIT SBEHISHR)

(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
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X. EENBRRICET HHEE

1.

2.

3.

4.

RIS

TTEESEA (EE - ERE O

J N U ARERYE BE r -
%Al FRY Y R SE 50me! HIE T L E )

B T RY Y R R s )

HE)LEPXY Y LTH0mg LN 25 AT H5HNHAILO=~Y Ve LT 10%L T2 5
BT D EERANIERDN D

EhEAR XI5 A EARR

AT RO AMENICHEAT A Z &, B« ZEMERERRE RICE S <)

Brik - RESH

KB R e CEIRRAT

EEFIDZNEDTFER

(1) ERTORMYHRVLOBERIZDONT

( THTiE - RAFSRME) DTS

(2) RAXMFEHEORZWLNIZOVT (BEFICEEIRELAETERS)

<FTvolky : f
(T Zzsett (B EOERS) (ST 5HA ] OHEMR)

(3) HAFIFOBERIZONT

10.

R A L

. RBEKE

FARBAYA

. B

PTP &3 : 100 88 (10 82X 10) , 1000 #£ (10 $£x100)
NZ Ak 500 BE

. BROME

PTP alds . RV b =7 4V, T =T A

NI RK)VZF LT LIHL—h  TAI=ZUA - RV ZF LT IR— T VA

F
. B—H5 - R%E
[f—p%sy : X A4+ —/VEE 50mg
. EffELEEAH
AREA
SERGERREA AR URBES
W7e 4 KFEHH KRS
=AY Y R SE 50mgl H E T 201342 H 15 H 22500AMX00442000
[HARkR7E4 KFEHH KRS
Y 7T —)LEE 50mg 2007 4= 8 H 31 H 21900AMX01321000
[RAR7E4 TKRAEH H TR
V7T — Ve 19904 3 A 14 H (2AM)591
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11.

12.

13.

14.

15.

16.

17.

EMEENBEAH

k724 A AL AEHAE A

=YV U SE 50mgl HEETL) | 2013426 A 21 H

[H AR 5E44 SAMELENEHAEA B
) v 75— bE 50mg 2007 4£ 12 A 21 H
[H R 5244 SRAMFEVEIEAE A A
V7T — LB 1990 4 7 H 13 H

HRERIBREM, RZERUVAREEEMFOEABRUEZONRE

GAS BT

BETHR BMOBRAREABRUTONE
GAS BT

BHEEYME

PAROrA

REAMGBREXRICET 5158

AFNL, HEHFEICBET 2 HIBRIZTED b TR,

(TVIl. 6. EEZZRFARRITER & T OB K ORET k] DES )

&EI—F
- SR G o— R EHa— ) a— R
TR Y R lRtE b 50mgr HEL) (%?ﬁggilgli) 620193023 101930823

REAT LOZEE
AFNTZHRIN L ORIEERML TH D,
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XI. X®|
1. 5IAXH
1) AETHEASH NS (ZEMRER)
2) HETHSH HNER EHRER)
3) FHHL%E AR FEHE C-986, )IIENL, Hal (2016)
4) HETHASHE HNEE (EW5rRSEmER)

2. FDhDSEE
L

XI. sEEH
1. ELENETOHRTKR
7L
2. BB T BRI RER
7L
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XI. fEE

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

AEOHERICEHT 5

ARIIFAREB & 521 Tan
RBOTIEEDRHEL L TORVARELEENTEY, HETH
REFFRLLTHRRLTVD,
ERUEFEDRAREN 2T 2 ETOZEFERTHY, MLFEOAGHETRTHOTIEARL,

=l
a[al=§

B DM E £ D,

FLI S LTV DB T TE TR B VTSR

(1) B8
VR DOREMERER

IR VIERIESE 50mg THET]
ey DL EMEE 25°C - T5%RH ORISR TR L72/RER, HEiRiTAtom R Thy, a5

TN TH -7,

FRARVERK « FRBR LA 2 Lk T L 7=,
B Eh I - 2011/6/1~2011/8/2

® i 25°C - T5%RH [, BAKK]

CCUN ST FN(:)
ARERIE H 2wy k PRAFEATE
< Hitg > & B A 2 4 6 8
PR n=10 DN11B1| AfOKE | AEOBKK | AROBHE | AROHEK | AGOBKER
i (%) *n=3
£ 93.0~107.0% > DN11B1| 94.3~95.0 | 94.2~95.4 | 94.1~95.2 | 94.0~95.6 | 93.2~93.9
(z%EE) E&2{t (%) |DN11B1 — +0.2 —0.1 0.0 —0.1

X RREICHT D EAR

(%)
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(2) FlR - BAMRUBRERSF1—JDEBMN
IR VIERIESE 50mg THET]
1) HREAE
[ A i sl ]
Bk 1 2RI E D, K55 COIRE 20mL A%, EBHEERL, 5 oRKER, AR
ORI EBER LT, TEORAAENRD L2 WA, B2 5 o MikiE%, AR OIR
WEBE LT,
FEROBE TS IR RERRE N RO bR WA, Bk 1 EaEaa L, Eb e cRE
B MW TR ZAHE L, FEROBIELZITY, AERE ORI 28I LT,

[ada P RAER ]
IR D NS T2T 4 AR —ZRETF 2 —7IZHHE L, K 2~3mL/OIEE TIEA LT,
F 2 —=TIHMERFF AR DK 353D 2 KT L, HEAZ Z OR) 30em EOm SIZ[EE L
7o, BB ZEABRICHEEDOFH KEZEAL TF 2a—TNEES L X, Fa2—T7RITEREDD)
D bR vt R L L LT,

PRBR AR : 2005/6/13
oy hEE L JP22A1

2) HERER

AR R i LR

) R | R LR CRBR L L ® BN
50mg THBET) | 5 AyLhAIC i - 46 Li- 8Fr.F = —7 2 il L7,

ARBRIT,  THIRE BEHRG Ty (B CiE)) | &M L TEMmMLE L,

2. FDhDBEEER
L
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