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1. B
- =A

1.1 FRIC KD EFLHFEENRRT 2B ZNHH DI LIC
ABUL. PERNPEZ /T 0 1 BEEH 1500meg (K
Bl 48E) ZEITERAECRPBRSIIESICIE. EHNIC
TS ZIER T DL BEICIRETH T L. [8.6 B]

1.2 AFE RS R=ILRRBETE MNP/ T VZESOMHO
ZH (—AEERZST) COHEAICKD. BERSIC
EDBENDHDHTENS. INSDFEHR EDHAEET
BT &, 13.1, 13.2 ]

]

%]

]

2. =

(Bhgedt@E)

2.1 12 Ao/ NE[9.7.1 =]

2.2 TOva— v, BEIRA], $EiH]. 4+ 4 A NEEFHISLLN
RIS & 2 2k RE (PRI K O %
EALZELBENDD D]

2.3 £/ 73 v LEEE (MAO) MHER (L ¥ 1
W 9V F) U ADVEE, 74 I FAVVERE) %
HH v oBE, xS HikE 14 HDNOBE[10.1 &

[9.3.1 ]

(IRriEEDER)

2.8 7AYY UM (JEAT O A FYERHEmANIC X 5
BEOFHFRE) LFZFOMEREDOH 2 EE [7 ALK Vi
DEFENZTARAY 75 0T AN EERDPES L Twb
EEZHN5.]1[9.1.11 &)

ROEBFEICIFIRSLEVNT E)

2.4 F X7 = VIERRIE 2 5 o BE SR Gkt 1
LN O EE[10.1 2]

2.5 WIS L DT RERA SN TR W TAPARE UE
WPEALT 2 BN 5] [9.1.1 ]

2.6 HELHREDDLEF [EELERZ L L2BLNW0H

2.7 AFN OB L MEEDOBREED S 2 H[9.1.5

3.1 #8Rk

3. fHAE - MR

g

N7 Ik MEGEE [KMPJ

HRHST

1M HE N 7~ F—VIRERIE 375mg N UHR 712 7 3/

7 x v 325mg &

ANWAT—=ANTT A, BEEEKT ABR, R E=Z)L7)La
= (EFTAE) . AT TV VBRI AT YA, 7O R

RN N " O g
O—2Z, vz ud—)V6000. ¥ V7., BfbFs v, Ha="%
1Lk, = LEk. v ooxay

3.2 ®FIDMIR
W64, N7 Iy MNEASE TKMP)
| R
& - A TANAT—T 4 ¥ Tk
KA HH A0 v
" TS5ty 7S5ty

s —

£ 152mm JEE  64mm JE£& :51mm

jﬁiﬂ'JF N7 Ty MEAHE KMP

4. FHEESIFFNR
A EF A RIERRICTaBER#E TERRICHT 2 ERE
OFEbi At E R

OfRiatDERE
5. MEEXIFHRICEHET ER
GERAtEIBIEERD

JER & 7 2 3 B RIRZS . LB - AR, KR ) A7 B
DIUFE B W 2 ATV KHN OG- 05 & HEIHT 5
Nl

6. RiENUHAZ

GEDAEIEERE)
WEL RIE, TR $E. 1 H 4 BREOHRS55 &5
4EERILL B2 5 2 &
B ERIZIS U CEEINT 525 1R 28, 1 H8§Et4 A
THGLAWZ b, /2, EEFORS TSI ENET L
Vg

(IR DERE)
WE L AT, 1R 2 e OG5 5.
B, BIESGTAHEIE. HKESMEEY 4RO RS, 1
m2§E, 1H3EAMATHRG LI b, 72, ZERORK
HA3HET A Z EDEF L v

7. BERUHBEECEAEYT FR

GEDAEIZEER

7.1 50Ok
KFNBG-BhA A 4 2 LT 2B T 23080561
WA, MOBEY RHRANOLER BRI T A L, F 2,
EIIN IR B ORI 2R L. 5 OGO LB DN T
L i ARy

7.2 50
KOG H LB L o lzaid, BEEEOIHZ B
ChOIBEAIFETAI .

*%7.3 7 A UM EIIEZE OO S L BE I L AR E

G486, 1R 1§EE3528,[9.1.16 2]

8. EREUEXNIER

8.1 AFNE. 148912 M T~ F— VIR (37.5mg) RUT7+ b
73I/77xY (325mg) #EUEHAHITHY., hIvF—L&
T b7 72 BT ORERDRIT 2 B2 H 57
O, BMENIARF O M T 5 &,

8.2 MK VHEMIKFEXEL LI ENHLOT, BEE T2
T, EEICES 3528, [11.1.4 ]

8.3 H.v, M, FEMSOIERDEDHSHLNLZEDHLDT,
2h AT G - RS AR & LTl o B
LRI T AR E L TR TRIOFHEERT 2% L, @
YR Ex47) 2 &,

8.4 EK., BT\, ElHEIEZ DL ENH LT, ARG
o B3 BB O RS G R 0 O B OB E I e S &
BTWEIEERET LI L, &b, BiERICL ) BEIESICE
S7FIbIFEEN T 5,




*%9.1.14 EELBES -

8.5 BYE X ANFMALT B BENDDH D DT, BEE 512479
Zk,

8.6 HEAFMENRE T LBENDHLOTEETLZ L. T
RT3/ 72001 HEREHD 1500mg (R#H) 4 §8) 2B
TR ST 2 56 1B 2 v BE
OREZTHICBET L L. mHETRELENRS T
B2 d o TLEIMICIREREZ1T) SR E L v,
7o, BHETERS T AEE L SIHICBEFEORER oo B
T5ZE.01.1, 11.1.9 E]

8.7 SRANC & BIGHIIERFHETIE R < MHERETH L Z &
ICHAET LT L,

9. BEDEREEIHIEEICAHTIER

9.1 BHIE - BIEEEDH D EE

(Ghgedt@E)

9.1.1 TAHAZFDEEMHKRENFINSDEEEEDH DEE.
HBHIVIEEREOBIKRETF GEERSHS. (KBEHEH. 7)ILbd—
IWRISEDORERHAEIR. PIRERRES) 2B T 5EE (AE
ICE&DTREEEDRTNTUVEVWTADAEBEERL)
KRNPG4 o WEEEAFETLIL
Wb [2.5 BIE]

9.1.2 FRIMFIREEICSH DEE
W B % B RS 2 BZ N D 5

9.1.3 BICHEENEEZEDHDEE
I HIH L HEBENE O FA 2 kT BENDD B,

9.1.4 EYOIRAN EEMKFIERDH D EE
fEEREMOFET IS, SR TS 34 2 & KN
LRV,

9.1.5 FEF+ REERAEIICK UBBEEDEIEEDH D EE (KA
DRI UBBEDBIEED D % BEZERL)

[2.7 ZIH]

9.1.6 YavINREICHDIEE
PEBRAS G R I I % 3503 2 BE A D 5o

9.1.7 EEEEBEXIEZDEIEEDS D EE
FERDSEAL TR 2 MRS BEND D D,

9.1.8 MEDEENIEZDEMEEDHDEE
FERDS AL T F R 2 MRS BENDDH b,

9.1.9 HIMEEDEH 3 EE

M/ NRRERFEASEZ 2 2 L hh B,

9.1.10 iMEEEREDH D EE
FERDSEAL AL DA LD S 2 B E N0 D B,

9.1.11 [EZMEDHDEE
SERDEALT 2 BENNDH 5, [2.8 BIR]

9.1.12 ZIWOI—ILZEEERE
FFBEEDSD B b T {7 b, [10.2 ZHE]

9.1.13 #R - EREBRE - BRESEICKLDINIFAIREZ.
BKAEIRD & % BE
FEEEDRH bR T kb,

FiEE (EELTFESZRL) - BIDE -
REEFEEFICLDEOTIVYZ VEEBEORRADS 2 EE
Yazvg 3 DBOPEE X 7V FF L REDPE L T
Lz, ARSI YO vy 2 D BOERIEE S
W T2y F vy TRAREAHEET O F— Y AR T S
BENDNH 5,

9.1.15 18 mRmDALH. FAEEIERFRITINEIRB X IIEET
REZETHEE
B Lz &, EERIFRIGEIO ) A 27 A8nd 2 BE N
H5,

GEDAEIEERR)

9.1.16 7AEVU VIREGERAF O+ RIEHENERERIC L 2ME R
EDFER) RFZDEHMEIEDSH DEE
KA Z T, BT E N7 I 7 2 o EE R G R
HizgETLHI L, TALY) VGBI ZOBMERO S 5 B
TR 7T F73I /72001 HH720 ORAKHA=E 300mg ML

-4 -

A1)

TeFrIEEENTVEY, BEF LEEHICTE T3/ 7
T UE3IBmgEAE LTS, 7TAEY VEEOFAEIZ T T A
575 0T PEBRHEER DSBS L Twb EE 2 b, ERD
EALNIIHREEIRT BENDD D, [7.3 2]

9.2 BiEEESEE

9.2.1 BEEZEDHDIEEHDIVEZTOEIEIEDH D ESE
BHEROME, HGHBOMLE*EET 52 Lo MERPE(LL
BHEEZMTBEND DD, T2, mOIMLTEEDSHER L, 15
AR OREWER RS 28210 5. [16.6.2 2]

9.3 FFikeEEEEE

9.3.1 EELIEEDHHEE
BHLnwZ b, BEREREYLLBENNH S, [2.6 BIF]

9.3.2 FEZEDH2EEHDIVEZDEIEEDH D EE (EET
FFEZEDH2EEZRL)

FIASRENTEAL T 2 BEND D 5o T 72 B 2R L
TER R ORIER DS ST 2 BF N0 5, [16.6.1 2E]

9.5 1%

9.5.1 MR IR L T A WO & 5 Lehiz ik, EFEEOH
W EREE LS LR SN EHEICOREG T 8,
kT~ F—)VIZIRHREEMT &l L, BrA ISR, Bk
AT T ONBSEAE 5 3 N VAR R OB RE SRS ST b
F7o, BWEBT, FI~ F—VIERERE. Bk AR

DEAFIHER RITT I P E SN TV 5,

5.2 WHIRBHOLE~O T 73 ) 72 v 052X Y BIE
WCEIIREIGHZEZ T2 & 5,

53 TN IV T2 VIRHIREIO T v N CTlRIBICEEOS)
NIRRT EAME STV 5,

.6 1%3m
BHAABFEELZE, PIY F—= VL, it T A
EPHEE N TV S,

9.7 INR

9.7.1 12 @KRimDIIZ
B LanZ b, #HIBOT, 2R O/NETIHTE 2 &L
FEELIPRIIEI O ) 27 v OHEDH B, [2.1 BH]

9.7.2 12 ZEULDINE
12 B P o /NBASKE 2 B Rk K OV % fel & L 72 RRIR
RERIZIEHE L T e,

9.7.3 BB, EAEMERRHEIIVERBEN IERLMEEZET
BINR
BHLnwZ &, EERMNUHIGIO ) A 7 2583 2 BE s
5o

9.8 SinE
BEOIREZEE L AL EE KRG T2 2 b, BRI
TLTWAEZ NS, R - HRANEIE LEIER A S &b
RT3,

10. #EEEH

P F—=id, FIZ CYP2D6 K UF CYP3A4 12 & o TG &
Nbo



10.1 HHAZER HALBWI L)
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W - falRid T

MAO FHEH]
t L) IR
(7¥—)
FHFY) XD OVEREE
(7L 1)
74 FI AT
i3
(=7 749)
(2.3 ]

MEICBWT, ko b=
VHEMERE (BEEL. Wk,
FEE. BT, B,
TR T, I 4+ 71
— XA, T v 5
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By, A, RO, BE.
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HEBLEIR Z R B2
Nhd b, Fro 8 lE
A2 WEE S 5 B
H5bo
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uCFA FZEA
DHEMIME X 5,

10.2 HAER

(HAICERISL)

HFN % FRPRAEIR - 15877 Wiy - falaR T
F ¥ A P 52 A58 B 1 D IR R0 I | e R A SR 205 A
FRARE S PO B5R 2 k5 B2 MRS b & &
Tz ) FTVRNDDH D, AbMb,

)
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VAV R
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ED fE Bk % Bk S &
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4V=TIF EFESN TN T |\ MR N-T 2T V-
TR p-RNUTX I 43I
BIFREEEZE LR L ~ORHIEE SN S,
b EOWE D D,
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— IV B

TEYNTI/ T2
MR EAMRT 52 B
TNHH 5o
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VA=Y SRR R Ay
LEEZLND,
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— )V D I A 1A
TLBLINDEH b,
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11. ElfERA
KOBEWERDH 5biAZ DD AHDT, BIEEE 451247,
AR SN I3 G 2k L. B LEE T 2
ko

1.1 EXKEHEA

M1 Yvavyo, PFHF745F— (BHEARH)
I R Wl | IS PRV SRR E DS D DN D T LD D,

11.1.2 £=8 (0.2%)

11.1.3 E5ER (0.2%)

11.1.4 &M HEEAH)
SRR, T, IR L SRR ErE LA
W Do AENIOHIEITFERFIZBWT, Bk, 7%, i
B ASHRAE. EEEL ., IRk, HER. X2y 7 BIE, LTE.
R, HIBSEORSERESE LD 2 DB 5, [8.2 BlH]

11.1.5 hEM4REIEIERIEREE (Toxic Epidermal Necrolysis:
TEN). REHIRIRME(REE (Stevens-Johnson fE(REE). =
MRS ERAEE (HEEAH)

11.7.6 RIEEMERER (BHEEARH)
WUk, PP R S, FEE . BE OB EIRO SN A2,
FERL IR X AR, BEE CT. M~ — /1 — SO % FEhti 3
52l BEDPRD LN A EG 2RI L, BB E
VE K OFRGEO MY R LE 2T 2 &

11.1.7 EEBEHBR. SEBES (HEEAH)

11.1.8 IERIEOFER (HEEAH)

11.1.9 BURERTR. FFHEsElE=. &E (WEAH)
BIERFJ¢. AST. ALT. y-GTP @ _EH& %4 IFARGER S,
HWHEEH S DONE I EDNH B, (8.6 ]

11.1.10 FERIERRIAME (BHEEAH)

11.1.17 [REORAME] (BEHEEAN)

11.1.12 EFIMBEAEEIREE (R RH)
MEEIRE L TEE. BED A S, FICHFHEREREE, 1) v
HOERE . HIMERBSON, WFEREk . SAD) CORERIEEZ LS
EREEOEE L2 BEIERSH S bNLZ ENH DS, B, b
ANIVRAT AV A6 (HHV-6) ED 7 A )V ADFHEIL A
ZENE L, FGHILR LB, BB IR EE O REIRD
TR 5 VI BIEALT A2 EDHLDTEETHI L,



11.2 Z0fDEIER

. 1%01 L s P
5%k So0 ki 19Kl | B
JEYSE B OV BRE%
A HHE
M e ) >~ i
I FEE
R I DA BERAR FIRIE . K
S TS
K ANHRAE A SJHE | EEEL ZEE,
R,
= BEE
3 D%, FE
AL, A ¥R
TR B
BEEE ¥
AE
R REEE | MR | R R TUAHE L GEBY R,
(25.9%). i# IRELBURR, | Kk, RERREE,
o v AL R | Rk E
(18.9 % ). fiE = R,
GEiE il AN Bl 7
B, 55 4
R A
R
AR HESE Al BhE
ROk HAPUE, H
(e LENEIE R )
T
N e BhiE AEEMR MR
A O E . F I, T
Ty PR IE
IR/ E N M PR
T OVt b i 5 g 7
Bk E E U RER L TR M A G |METREE .
(41.4%). W&| g, O %, HE %, |IE
I (26.2%) . (W20 WAL | B S, 18
i R, H% . HiR
(21.2%). ® Biv i, A
AN | P2 N
AL I
JEHBE R B |BF 4% AE M A
FH
B2 RO |29 FEE 55 BHIE
oL e T
BT ORI PEIR R e TNV T I V| ZR
L BEE T O | FR 178 R [ A P& |98 57 . i 9
5 JRPTRRRE e, IFIE | EETE, TEE . BERUE
BT
AR AS RERA 1| 0T BE Bk B b
F CPK 3. | . F sk
I H bR 3B |, NE S
D) TN 1 I R R s G R R N
) k) FHR & A
oy HfH e |, a2 v
Ve ysm| T = o8
PRI B VL [N I
JRH TR 7 Bl e BRI
[Z1ES AN e DN
ez v
= VA, I
FhRR B0
T HRERE 535
e
B, PER LA - YR
OVILiE & BRE

13. BERS
13.1 fER
kS F—IV a2 L B EERRERIZ, FPINH], PR,
B, R e, MEIRTH Do
TEMNT I 72y ORERGICE) HFEEOBZENTH S,
T TENT I 7 2 OBEHRGEFRE - B - O
BN 52 OWEND 5o BEHET L D TRERIE.
BGEEE ., AR, B, EH, BRK, B0, BiTET
Hbo[1.2 BH]
13.2 Mg
BRALE S LT, SAERMHRE L. RIS U7 MR B & 53
DEHEIT) Z L,
k5= F—ILO#E#R 512 X AT IIHIZ O RERD S b 5 3
Bl Fux Y UM RS AN S LS, IR FRET
LBENDEH L, T2 PIYF—=IVIEENICLDIZEAERK
FEN 0,
T M7 I/ 72 rOBEFRGICEDLERPEDN LA
d. TEYFVIATA LV ORGEZER TS L, [1.2 ]

14. ERAEDER

14.1 FERIZMAIFOER

14.1.1 PTP @D #HNL PTP ¥ — b2 500 L TIRHI S %
FOfRET L L, PTP v — FOREKIZL Y BV S A E
BRI L, I3 2 B2 L OB LSRR RS
BHEZRPERT AL 0D 5,

14.1.2 NEDOTFOIENP R VIHIRET 5 L) IHEST L2 &,

15. ZOthDEE

15.1 BRERERICED L B3R

15.1.1 72 b7/ 7 = v OEUILEY (7 =T F ) ORM
BHIZED, MEFRRFELREITIEVD S,

15.1.2 BEAOEREROEEZRE L2 25, HEMLEY
(7xFvFv) #HEYEY - REIHER 6 RIRA= 1.5~
27kg. IRMEAM 4~304) LTW2AR LW EDHEDH S,

15.1.3 JEA T 0 4 N RERHR * RS S Tw a2
BT, —FWRANEDTERO LNz L OMEDRDH 5.

15.1.4 H{EMYIZ CYP2D6 DG AR TH 5 2 &AL Tw
% B (Ultra-rapid Metabolizer) Tid. ~ I~ F— L oiftk
R OMApPEED FA L, MRS ORIERPSHEI L2
Kb BENDH 5,

15.2 FEREAREHERICE D < 1BHR

15.2.1 LA (7 2F+F ) OEM - KE#HS5 L -8iwE
B, JEBIREDRO SNk OWEND B

16. Y EhRE

16.1 MiEE

16.1.1 BEZS
R ABEIC NI F=VIERIE/ 7T b7 I 7= VELAHE1~3
FEED (h S~ F— UiEMRIE & LT 37.5. 75 & U°112.5mg. 7 h7 3
J 72k LT325, 650 UM 975mg) % HIEREIHRG- Lk &, #Y5
DS, bI<F— [(2) -TRAM] KO 7tE 73/ 72
VAZERPICWILE N, (£) -TRAM K O7E P73/ 7 2 > Ol
FPEFE I Z N E NG54 1~2 B R O 1 BFRIIC Cmax 123 L 72
B FNEINH 5~5.5 BRI L O 3 TR tie TIKT L7z, WiZEM o 3E
WEIRE I ZH A 2R L7z £720 (£) “TRAM 1353302 (S IH A
W OBiATF VT F—u [(£) -M1] ICR# S, () -M1 D
IR 1 XA S 154 2 BRI IZ Cmax 123 L 72, £ 6.5 RO t12 T
T L7zo Mm%k () “TRAM KU () -M1 @ % $5(5 RyEE
[(+) KR () ~fK] OISR EEHER T OSEMERE T 2 — & 138
L T2l
H1) AFOKE SN 1 MiREHAEIE 25 TH 5,



Mo~ F—VIEREE/ TR T 3 7 2 v IRAEE 1~3 58T D & Bk O
Gl &om¥Ed (£) -TRAM., () -M1 RO 72 73/ 72>
DY BREINT A — 5

b~ F— VIR
o < Cmax tmax AUCe t1/2
SE 4 7;’5%32;{ 7 lag/mL)| ) |g-b/mL)| @)
18
119.8 9382 | 5.1
158 (34.3) <(3)'8> (360.7) | (0.8)
(+) - - 2638 | (0| 20043 | 56
TRAM e (45.6) 18) (580.5) | (1.0)
1.3
4245 32743 | 5.6
pozid 1) ~
3 (146.1) (ég) (1070.4) | (1.1
1.8
" 34.2 b 3594 | 6.4
15 (10.6) <g'g> ©3.7) | (0.9)
(£) - - 656 | o | 6809 |63
M1 e @9 | o (142.2) | (0.9
. %7 | oo | 1088 |63
: 2.3 | '3, (224.3) | (0.9)
5.0 0.8
. 171 | 2.8
18 @Y1 05 T ue = |0
7 b 9.2 1.0
73 28t 2.3 (0.5~ (1232)'9&@ <gg>
T i£2) 1.5) ’ ’
151 0.8
623 |33
Lol 1) —~
3% 4.3) “f:g) (18.1) #9 | (1.0)
(N=8, “Fi4fiE (S.D.) , tmax ; HoLfE (FEFH))

#2) ug/mL
#3) ug-h/mL

16.1.2 RiEHZS
EFERABMEIC NS~ F—VIERE/ 72 b7 3 72 VEASEL R
Wik 288 (Mo~ F—)VHRRE L LC37.5 1d 7bmg. 7 b7 3/ 7
e LT 325 Id650mg) & 1 H 4 (6 &) REREIOHS
(FI~ F—VIERIE/ T P73 7 72 VlCAsE 188 5 HIBL, Fo~
F—VIERRYE/ 72 b7 3/ 7o A SE 288 13 HM) Lz& &, m¥E
o (£) -TRAM RO (%) -M1REEIRAERE I 5B A T 48 e &
T2y FMER T2 N7 3 7 o Vi I AR L S B A 24 B

M ECICEFREBIGELCB Y., FRMEEEO SN, 720,
Mo R—VEERE/ TR T I 7 vEASELIRI L X247 1 H 4
(6 ZE) ERORS (FS~ F—VIERE/ T T3/ 72>
Feade 1985 A, Mo~ F—VHERE/ 7YX 73 72 VEAHE2
$EC3HM) L7zk 2omdks5kom¥Ed (=) -TRAM, (=) -M1 K&
D72 NT3I )Ty OEYEHENT A — 5

16.1.3 BESICKDRE

R ABEIC NI~ = VIEBIE/ T2 T3 7 = VEAEE 2 5
(M= F— UHEEEE L LC 7Bmg. 7 F 73/ 7= & LT 650mg).
NI~ F—=VIEERIE 2 7 7k )V (TBmg) LiET7+E b T3/ 72020
7N (650mg) % ZFNZENHERRRG- LzE &, I~ F— ViR
W/ 7 b7 72 iEHEHG L&D (£) -TRAM, () -
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16.2 MRUN
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(Wi © 3515 48 WERT, BUTE @ ioflde 514 48 Wel)) (3. ZNhehikl:
D 18.2~20.3%. 9.4~14.8% %1 2.6~3.3%TdH V) . H5& LUK
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B S 2SR & 2 S, JERA T 1 4 R B0 # o fE T
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methoxyphenyl) cyclohexanol monohydrochloride
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