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g 2 —o— EEA(EA. 40mg)
O o 1 1 1 1
0 15 a0 a5 60
B Cmin)
[pH1.2, 100rpm]
120 ¢
100 | O ol
/—\80 L
X
1 60 -
ﬂ —— )| 3L EEAOme FFR)
4
e —o— EEMA(EA] 40mg)
20
O c' 1 1 1 1
0 30 60 90 120

B Cmin)
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[pH3.0. 50rpm]

—8—F L3I §EA0mel FFP]

—O— {RERIAIEEA] 40me)

30 45 a0
B[ Cmin)

[’k. 50rpm]

—8—F L2 )L A FE40ma  FFR)
—O— RERBIEH] 40mg)

30 45 60
B (min)

PRk 24




% I I T D 5EEME GRBR LA K OV HERLA O SEY PR HHEE 0 k)
AR SR SERRHER (%)
o , FILIPILE AE FEE HERLA N ) H e HIE
EILEg BRI | BREEER 7= 2 BE%x
40mg [FFP| (BEAI, 40mg)
30 %y 61.6 47.9 13.7
H1.2 T A
P 120 4y 99.9 85.2 14.7 a
10 4y 47.9 62.0 -14.1 SEREIH] O TP
DH3.0 5 %%ﬁJ SERJER N
0 15 4y 74.6 82.3 -7.7 FHPEHERLA -1
P 10 4y 46.2 64.1 -17.9 VR SRE15% O FPH |
pH6.8 48 Pk
155> 69.0 83.5 -14.5 IZdH D7, X 2 B8
K 10 % 52.3 64.0 -11.7 HDEHN 42 LLET A
) A
15 43 77.8 83.9 -6.1 b5, -
15 4> 49.2 43.0 6.2
100 H1.2 e
P 45 %y 100.1 95.0 5.1 e

HA RTA ADEN, TPV 4 40mg TFFP) LAFERFIDIEUME ARG 2 T Dl il atT -
TR, 5 R TTRWCEIESES L2720, MRFIOEHIEN S Ch 5 LT S,

(3) T/LIHLH BE80mg [FFP| @
FAIPAH A 80mg [FFP) L AEHERFIOISHABIORIEWEE R 5720, RRERROAY)
FORPBHET A K74 ) (P24 92 120 7 SRATRATE 0220 45 10 5) 106 VAR E %

i L7z,
[pH1.2. 50rpm]
120
100 120
&0 100
& =80
& 60 s
40 —o— /L3 JL 4. BfBomal FFR) gm
20 t —o— {EEWEN A 80mg) 20 |
O c' 1 1 ] O c'
0 30 50 90 120 0
B (min)
[pH6.8, 50rpm]
120 ¢
120
100
100
— 80 L
§ 3 80
o 60 ol
EL fi 60
2 40 —&— F )L 24 LA EEs0mgl FRP) H
K 40
20 —O— RN FEAL g0mg) 50
0 G 0 d

30 45

B fE] (min)

60

11

[pH3.0. 50rpm]

—&— =)L 2% L4 §580mgl FFP)

—O— RIEBIFIEER. 80mg)

15 30 45 60
B[] (min)

[’k. 50rpm]

—8— = L2 LA FEEOmal FRP)
—O— EERIAIFEH]. 80mg)

15 30 45 80
B (min)




[pH1.2, 100rpm]

120 r

AHE (%)
g

—— T LS H LA §E80mel FFP)
—O— RERFI(FEH. 80me)

0 30

60

90 120

B (min)

£ EHZEEICE T PN GUERERLAI K OREHERAR o V251 3R 0 LLik)

BRI SEEE R (%)
. . _ TIVIPILH FoE LK) 2 B4 | LU H|E
i W 1 P& H\ Zin Y A
mlRE | BB PR IURF %2 80mg [FFP) | (527, 80mg) 7= 0
30 %y 34.9 38.2 -3.3
) ey
pH1.2 90 %> 90.9 89.2 1.7 ey =
- : BRI T
15 %) 65.1 67.6 2.5 e | v a
pH3.0 ~ IR ME | BE
30 %) 95.9 96.7 -0.8 e
- _ HE 0 4
50rpm 15 %) 62.7 67.9 5.2 NS BN
pH6.8 50/ 92.9 o5 5 o6 VEHERL15% | A
7 : : o DRI B 5
10 4y 41.9 52.3 : AT
7K ~ 4 . . 1A
15 53 66.1 71.9 58 BOMED 42
15 %y 29.1 29.2 0'1 SETHD.
Al . . “U. N
) il
100rpm |- pH1.2 60 4y 99.9 89.1 10.8 e

HA RTA AN, TIVI PN L 4E80mg [FFP| & AEUERFIOIEEIE 2 fatd 5 7= DI ik 21 7o

TR, b SR TIZRWTRE O ES Loz, WAIORHZEN L Th 5 L s iz,

10. Bes 8%

(1) 1EEDNE 7
BARAYA

2

TV PV H L BE 20mg [FFP)
(PTP )

(Z1d)
TV P E 40mg [FFP)
(PTP 2l4)

(T
TV H U EE 80mg [FFP|

100 #2 (10 ££X10)
140 $8 (14 $£x10)
700 $E (14 $£X50)
500 §E

100 5 (10 ££X10)
140 8 (14 $Ex10)
700 & (14 $8X50)
500 &

e SMBIVRRRR R
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- TERICBET D1




(PTP %) 100 % (10 £X10)
140 88 (14 ££X10)

@) Fliiaf
L

(4) oMy
PTP Akt

PTP o — b : RUHkE =/ Rk =07 RV ZF L AR T VA, TAI=ULE
Er—  TAI=T AR TFTIR— T 4N

Tk

NV BERY) = F L

E N A=l %

11. ARSI B EHLE
MER R L

12. Z0ith

FEAISEO— T LFRFNZ V2 B BIFRA S cl% Cov Pt A O S R RE A « A
(IXIf#E 2. ZOMORBEEEH 2 ZH)
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V. &REICET51EH

1. EEX(IZNR
rR I EAE

2. MREXIINRIZEHET iR
FYIE STV R0

3. HERUAE
(1) AEROHEOM#ED
W, AT VI Y Z L LT40me 7 1 B 1 [ERA#&E3 5, 7272L, 1 A 20mg 75
B G- BAh USR5, 7eds, AR, BRI X Wl EHE 52, 1 Bk G213 80mg
FTET D,

(@) SR O ROBEE - L
MRV L

4. FAERUVREICEET 5FE

<RAZERUREIEEY HERALDEE>
IHEED S 2 EE &G T 556, AKG®RIT1 A 1H40meg L5, (MEERE OHEEHE)

5. ERERAUE
S A
AR L

(2) BRI
PR L

@) RIS
SRR L

O
D) AR
MBI L

D) HAHRIR
Bk L

() e - R
AR L

©) R
14



1) PRI (R, R, SRR | BT —
5 AT, BEIGERRRHBROIE
LTI L

9) FREBLRI L LRI EOPNA U TIEN LI - SRS
R L

(M Zofh
ML L
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VI FEShIEIR(CEHJHIER

1. FIEEMICEREH HLEMXIKLEYEE
T FT o RIS T g LT, a2 ) A AL AYLE
YA RFEY I, NP TUNYIIA AL R L)
HE : BBEOH HbEWOREE « REIER O CEE BT H 2 &,

2. FIE(EA
(1) VeI - YEFIREF®
FIWIYPNE ANTT o OFT o SRR DY T B A 7 AT SR OHEHEE,
WERMS = E O T AT v v ICH L TR BRIV TRATINCIE T 5 Z 2 L 0 B+
TERZET, 7o, T2 o0 ATV SBEHE R IE < . (BRI TH D,

(2)  #Hsha HfHT 2R
FRER R L

(3) VEFIFEHURFH] - Frfesi]
BRI L
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VI. ZEYEIREICREI SIEH

1. MAREDHR

(D) 100 EARh i

LRI L

(2) RS CHERE S 7z - AE
1) T/ PLH ABE 20mg [FFP)
TIPS A 20mg [FFP) 1, [ RS R it 0 RGO A A RS A |

T4 (R 24 452 A 29 BEHRASEARSE 0229 45 10 =) | IZEED&, 70 I L# U4 40mg

[FFP) ZARAERs| & Lz b &, HE@hnyse U<, it

(ZRETHIEE 9] 22

2) TV PILZ EE 40mg [FFP) ©
TP Z EE 4A0mg [FFP) LAEMERIKIZ . 7 o 24— "KL 2neh 1 8 (Fv
P H L LT 40mg) R ISR AR O e - UL AR AR LA 2 HIE L
BoNT-EERE <5 A —% (AUC. Cmax) (ZOVT 0% EHEXENEC THEHRIT 217~ 7=
fER, log (0.80) ~log (1.25) OHPFANTH V., WEAIOEDFHIRIENE GRS T,

FL BTz, (V5

SWERe T A—42
AUCO-72 Cmax Tmax tue
(ng-hr/mL) (ng/mL) (hr) (hr)
T YILH E
40mg [FFP 1273+ 1330 120.79+ 67.57 20+1.1 20.9+9.2
FRERG
1245+ 1114 117.04 + 62.86 21+1.2 21.0+£9.9
(BEAI, 40mg)
(Mean + S.D., n=59)
;)
£ o160 R L3 LR ET0mel FRR]
£ a0 , L
o . —o—EERNTCEF. 40mg)
i_l.r' e Mean T 3D
4
?‘j.
é
I 12 24 38 12 =1n} iz
B ()
HRFIDHITE T A —3 DREHEDFEHEDZED 90%IEREXE
INT A—H AUCo72 Cmax
B DFED 90% I EHEIX log(0.962)~1og(1.048) log(0.942)~1og(1.125)
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3) T IYILZ U EE80mg [FFP) (10

TN PLZ BE 80mg [FFP) LAEERIAIZ | 7 o 24— —EZ L0 EnEh 1 8 (Tv
IPLH & LT 80mg) IR AL FHTHE R RIS D45 G- U C L AR RIS A E L,
BONIERYERE T A—4 (AUC, Cmax) (ZOWCHRAMIT 21T 7R, 3Hi < A —
B OB FHEDZED log (0.90) ~log (1.11) TH Y., H-o, IRHFER CIAHIZEh) AL

L% Z &ML RAID A AR DS

RS,

FYENRE T A —H

AUCo72 Crmax Tmax tie
(ng-hr/mL) (ng/mL) (hr) (hr)
T PILH A
v 2989.1 £ 2008.8 | 672.62+637.49 1.4+09 229+12.7
80mg [FFP)
B EHIE
f’*ﬁi‘ﬁ 2956.5+1994.4 | 629.65 + 481.31 14+1.1 20.9+ 8.9
(B4, 80mg)
(Mean + S.D., n=36)
1200
TZ 1200 —®— 5 L3 L FET80me [ FRP)
t_; 1.000 —C— B SR (ITE 20mE)
HE beanZ S0, n=36
# 800
600
'+.—,_
& am
9
8 200
0 — L]
) 12 24 38 45 G T2
BEFE! (hre)

MSFIDFITE \F A — 5 DXABEHMEDTIHEDNZER VE D 90%IEFERXFE

INT A—K AUCo72 Cmax
FEIEDZE log(1.022) log(1.015)
SEHEDFED 90% EHEIXE log(0.948)~1og(1.101) log(0.816)~1og(1.262)

MSETIBERE N AUC, Cmax 550085 A— %1%, BEREOWIN, IAEOREEEL - B0
BRI Y > TR 2 RIS B

@) i

MR L

@) B&F - friRoZE
VILZZ2PE (LR (ISP 2EE  THEIEM ) 221

2. FULERERIY (5 A—4
(1) AT
AR L
@ WL
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HRLEEE L

() IS
LRI L

@ 7V770A
R L

(B) s
LR L

6 *ofh
AR L

3. B&EF REaL—3y) fif
(D) fEdT ik
MER R L

@ /3T A~ EBER
MRV L

4. RN
B RR L

5. 7
(1) g — MBS
ER R L

@ iR
B L

@) Fit~ OB
IR (T > b)) THHPABATT 5 Z e st g,

(4) BEER~DOBATIE
AR L

(B)  FDMOFFEA~DOREA T
R L

6) MIEEARESR
AR L
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6.
(1) RIS ORI
AR L

2 RENRE5T 28 (CYP %) Oy 1HL, 53R
AFNE, EE LT UGT BE (UDP-Zvrua )iV T A7 =5—8) ([CkD 700 o g
BlzLoTREIESND, T, AN IR P450 T RE S0,

@ PIEEBHAROERELOE ORI
LTI L

() (RHIOTHEO IR OERELL, FELCR
R L

7. Bt
AANIFEZABH PR S D,

8. FSURIR—E2—IZBEHT S1EHK
MER R L

9. BHIZLBB/ER
AFNTMATBITIZ L » TERE SR,

10. HEDNERZHI EE
NHEEDD L EE - AFNIFIB gt SN D720, TAIIVZ D7 VT I ANMK T 52
EWD D, Fiz, SHENZI TR EE TAFIOM AN 3~4.5 f5 EFH-9
D EBHESNTVD,

11. =itk
FRER R L
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VI &2t (EALOIESF) (B8 5EH

(£ 25 & =7 4 — GO 2013 (2 HEHD)

1. BERABEZTDER
Bty ANQAYAN

2. EERNBLZFDER (REZZZED)

B = CROEBFICITIRELLZNI &)

(1) AAIDRSI R CASBUE OB D & 2% B

Q) MR IHHRE L CW SRS S A ([1ER, EiR. IRFUREAOERES] OESHR)

(3) NEy+D /WM CHENEE WITEE IR EOH 58 (MEERS OHEBH)

4) TYVARX LT BEE ARG OREREREE (2120, toBERREZIT> ChekitEo= k
n—RE LS RROBEZERS) DEEStHEMzct, BHsREREE, @b U U A ME K MR ED U
AT E SN TWS, ((EBELGERTE] OESH)]

3. MEENIIENRIZBEHES HFERLDFE & ZDIEH
BRIEIN TN

4. FERUVHA=ICEET 5FERALDEE EZNDER

<FERUA=ICEET HFERLOEE>
JHEED S D BE IR T 286, RA&RERIE1 H 1[H40mg & 15, (MBEHRSE) DESH)

5. BEERSNE L ZTNDEH

1. EERE (ROEBIZTERIZETEHL)

(1) MM EREAR D & 5 BE I B CREIRIZAEOH 5 B8 (EBLGERKER) OHESM)

@) @AY v AEOEE ((EELGEARNEEE OESH)

3 MEEDHLHEE AANTITIEAFICHE SN D720, TAIVAX DI VT 7 AMETT 5
ZERDD, Fio, SNEICIO TR ERE CARID MRS 3~4.5 (% EA$25 Z L3l Sh
T3, ]

(4) EELEEEOHLBEE [BHELTEL S8R H 5720, g7 L7 F=fE 3.0mg/dL LA
LA, EEICRETHZ L]

(6) MMMEEEDH L HBE REOKIEAMIFE AR5 X L, WEEE LS8N 036 5., ]

6 minE (EEIEADERS) OESH)

6. EELGERIE L ZDEREMLESE

2. BEELEANEE

(1) mHIMEEERREAZ O & 5 BE I CEEIRIAEO H 5 BEIZRBO T, BiitEoiiosRBkIA
SEED T &V SR CEREZ B L S D B2 H 5 O T, IGR L0 2 LHErsn s
LrewbrE, ST Z L,

©Q EHVUAMIEOBREITIBANTIL, @A) U AMELHESELI8FN0NH 50T, 15F 0t 215
RN SN DY AERE . GRS D 2 &,
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T, BHEEEREE, a2 b L ARBORERFEIC LV IMES U o MEE L 720 09 WEE T,
=) U AMIEPFERT HEBFNNHHDT, MiEL Y 7 MEEETDHZ &,

Q) TIUAX LU T7)UREZOIHT 256, BHGERRE, &0 U U AMER O+ 26 2 332 hns
bDHT-0, BEOKRELZBIE LN OEEICRGT 52 L, 728, eGFR 7% 60mL/min/1.73m?2 A
DEBHEREREED B HBE~DT ) A L 7~ Uit & OFFFICOWTL, 1B BT e 24570 0 L)
WrEAGAEBREBET 5 2 &,

@) AAOBEIZ X > T, BRNEIR FE2E - TBZNNH DD T, FHIROBE IR T 55813H
BOREEE BT AL, £, HETAEAIMRAIATIZ L,

1) ST OBRE
2)  FRBEEAB G- RO BE
3)  BEENBIERERLETOBE

G) BEERIIESSHEN, SH0XNHLLNLZERHLDT, EmATEE. BEIEOEIRE R %
PE O B A B ET ABMCITER S D 2 L,

6) FHlTHT 24 BRI G L2 ENEE Ly,

(N AR EEGLT AT v v RS TA 5 RSO EE /TR EN S D biviz & OHE
WD, THERERE 23T 572 &, BIEZ2 02TV, BED380 b= 5aciife 524 1E4 %
70 CEOAEEITO T &,

7. ¥EEHA

AL, EE LCUGTRER (UDP-Y V0 B ) 2L [T U AT 2 T—8) (8D B BIAIT S o
IS, i, AR P450 TGS LA

(1) =L Z0EA
BRIESI TN

2 PEHHEE L Z0HH

HiREE BHRISEEIT S 8)

EhaF ERPRAEK - HEE 5 & HrE-RREF
vaAkv DERIC K0 o 23 o R EA B | R

ALt omENnbHLrOT MPya
FUUVBEICEETDHI L,

71U 7 DERFFER R A
Avw/) 77 v
NUT AT LU

B U T DAfEF

MmigHn Vv MREN ERT 5850
DHLDOTEETDHZ &,

DEICE 0 AU U LT REER 23
BT8R H 5,
fERIEF - FriC BRSO H
% B

AN T
bel ) F v 4

TUUFT vy U EREER L ER &
OPFHICE Y VF v ahEEiR I3
ZENEENTWADOT, MY F
ULABEICEETDHI &,

W2 A IAIATH D25, T Y
VLAFARIIV F T LA A
DT ZARtET 5 L Vb T D
Tesh, AFDT B U O LRt
THILIZEVEZDZEEZDN
%o

FEAT A FUEBIRIE
# (NSAIDs)
COX-2:&R I FHEF

SRERIE S BN &0 L, BRSO
b oA TIIRMEBEE LIS
TR B D,

TFuRE TG VAR EE
2D, BEEME 57208
ZEZ HND,

BRSO R AT S5 2 Lo
HINTW5,

MEYERIER AR T AT R %7
T UV DERDHE SN T8,
RS D i AR FEA 20655 S+
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HEEZBILTND,

TUOFT SR EE A SBEEEREE . &) | fHHICk =TT
JE % S B E A v A ME & OMRILE 2 4 2 B2 | REEIER R S5 rTRErE

DD, BEERE, M0V U ME | D,
MO & I BIER T 5 2 L,

TUARAFL T/ | BHEEEE 50U U AMERLMEN | Rk L=-T o oF T 0y
ey

JEERZTBENRNH D720, B | REER RS2 AlRelk
HE, MiEH U 7 MEK OULEZ 5312 | 35D,

BT L, 2B, eGFR60mL /
min /1.73m2A5il OBEEREREE D H 5
BE~DOT IV AF L7 )LERE -
OPFRIZOWTIE IRE LT 21570
WEHHrEN DG EEREET D Z
it

8. EMUEM

(1) EWEHOBEE

AFN I GRS ORI EFFE SIS S & 70 i 2 520 L Ty,

(2)  ERALRIWER & AIHER

1

2)

3)

4)

5)

6)

7

8)

(1) EXGEWER (RERH)
RO &S REWERN D 5o D Z ENRH DD T, BIEZ TIIATO, JERN D S ailidxb- 2%
1EL, WUIZRMLEETTD Z &,

MEFEE : . LUE, WHEE - MEEE, EEOMERZIER &35 METHIER H 5o, MEEAEZEIZ X
D) R REEA R LT EB] b E SN D DT, BIEEA 3TV, BEDERD b IGAITIE, B
BTS2 RIE L, #YREETTH 2 &,

B DLMIE - BEED ) U AMERD LD Z ERHDHDT, BEE ATV, BEGE
O HIVTEEAITE, BBy uEE1To 2 L,

EHUEEIEE | AMRIEEL 2 LTSS S TWA DT, BIEA 1T TV, BEDED b3
AT, BEE RIS 57 CEAIEEZTTH Z &,

avy, K, BREUEKR v o7 TR TS b, EiEIRH N5 Z ERHHDT,
BIZRAE 54T, R, TR, ERREREN D O TEAITIE, ELICEYRE 2175 2 L,
FE BT, BEZ2RERE, FRMEIEA G OBE CIMEHEN LG 2G L, HET
DY EITREOREE NS LR DR AIATY 2 &,

FF#EEREE. #|E : AST (GOT). ALT (GPT). AI'P, LDH & FFZORFsHERE, HENH H
NHZENHHDOT, BEEHIIUTO. BEINRD ONTHGEITIE. BG5E2FIET 57 Eh) i
BEITH &,

KL : RMEERH S ZE3d 5 WEREETOBE TH LoV OT, Bligs 14
ATV, DR, ZEREE, T, TOEZ, R KT, &, BEEESN S O oA
HAaIE L, #EIREETTY Z L,

TFH745F—  MNELREE, mTET, MEEREFEEMERE LTHODOID ZENHHDT, BiE
AT, BENRO SN, BEA IR L, @O EETTH Z &,

FIEE RS - FEEA, Wik, PR IRIEE, i X RS2 fF o MEMAR D S H s Z ERHH DT,
ZOXEHRGAIIE G AR L, B AVE CRIOR GEOMEE AT Tk,
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9) ERERRMERIE | PR, DR CK (CPK) EH- MARORT I A7 v e BRZRHEE 3 DR
FHRIED 0> DI D Z LD H DT, BEEE ATV, 2O X S REAITITEBITERG 2 IEL,
WHIZMLEZTH T L,

@) ORI

2) Z0HhDEIER

SEEEANER
BEYES" | ZORE B, RS, A3E
FEiER | OFWY | RR, IR, IRKL BADIFASCD I, AR, #19 ofkig
ik BRI, /MR, ~E 7o e e, i, FRER F5-
[mmae f@@f\ﬁf@\b@ﬁﬁ\&ao%\tE@%%W%\b%%ﬁ\tiﬁﬁ%\ﬁ
SRR, TR
JEAEER MR, TR, TR BRI, WIEARR. Bk R, BNR, s et
e AST (GOT). ALT (GPT). Al'P. LDH FHSOFHaER
IR SR NZ, WA, NHEAZ
Bl Mg VrF=r B5 AR -5
BARAH RS, a0, TIHosds, TR, MPoE, R
BREE figH v o L E5-
Hug AR, CRPBAE. CK (CPK) EA- T#IE, i, FEN SR, APk,
ZDith HOF Tk, A, SRR, 20T Mo, PREREGL. BEbtse, BuiE, LOwL,
WRFEEE, RAUERGL, A 7V o RRIER

HED  ZOXHIRIERNS SN GaId kG ARIETA 2 b,
2 ZOXIHIERDH S ONIAITIE, B, AR S A e B AT 2 &,

()RR R ORI R
B L

() IS, AUHE, TR OFAO R ISR ORI RSB
LR L

6) T LA —ITRT AR M OSRERE

BEZ = (ROBHIZITEE LGN L)
1) AANDRII X UIEEUE DBEFRED & 5 B

9. EEE~DERE

5. BEENDRE

(1) FE RS DA, BEOREBEZBER LN DEEICRGTH 2 L, [ RIOBE ORI
FLLABRNEIINTND, (IMFFFEENEZ 58Fn03dH 5,) ]

Q) TPz BRI DENERRER Tl 65 Al OIS & 65 L LD ElnE 123U CTAKIDR:
[N ORIWERNZ = T BTz,

(3 i L IaEEE & DT AUC KU Cmax ([ZZE T bV~ T,
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10. WHR. EiR. REUFFE~OKRS

6. iR, EMR. REUFEF~DORE
(D IEESUTIIR LT D FTREMED & DI NTIIHG- LN 2 & F7o, G PTHRD I L7581

X, EBICREERIET D2 L, UHEFHIROKRIICARIZ GTeT AT v v MR
G SN EEDBE TYAGERE, RIE - FEROELE, FAERORLE, Bre &b
U LE, SEZEOIEAR SR OCEAGEEIZ K 5 & HEI S D WU OFfE, SESEER O, D%
BAREEND b & OHENRH D, ]

Q) FFHLHFOIFANTIRGT 5 2 i), e ST RET 2855123, #ilahibses2 L, (@)
MR (7 v ) THIHA~EATT 5 2 G S CnD, £, B (7~ NAERT HAE
BOFRA R ORI OMSEECRET 5388) o 15mg/kg/ A LA EOBEERETHIAERD 4 AAAFRDIET,
50mg/kg/ H % 5HECHIZAEROIARE L OB (RS OBED S ST D, ]

11. /MNREADIRE

7. INREADES
AR, BN, FUR, SIS INRISR 2B ETHEL L TR0, (AR 20 ,)

12. BSRBERRICKIZTTZE
R L

13. BEHRS
8. BE’E

(1) JEfR
AFIOWEARST (640mg) (2 &Y ARMER OFEIRD D oz L ORERH D, £1-. OEVRHH
PNABTNNH D,

(2) A

WERAOE AL, RO LD REZTTS 2 &, 7k, AFNTMBENTIC L > TERE SRV,
D BYEg, MOTEMRE G-
2) AP AR ORI G-

14. ERALDZFE

9. WRALDIE

(D FEAIAZ AR
PTP tlZEDIEFN I PTP > — M BEW ML TR A2 L 28+ 52 L,  (PTP > — FOBRIZ L
0. BROSAERAVEEREARIA U, I3 LA - U CRERIRR SO EE A IHELZ 0385 =
ENEE SN TTWD,)

(A
AR ZERZITRA L COBRFICE, BHRRBRIFHTILYTEEE XD, (RFlO3pyHEhRE
IIRFOELZT, EERES LT GaE, % EG Z0 bmRENE < 78d Z L ST

BV, BWERERT BTN DD, )

15. ZDMDEE
FRERE R L

25




16.

Z Dt
EERR L

26



IX. JEEGPREABRI_EE9 HIEH

1. X

)

2)

®3)

HHER
ST
LB L

Sl
LB L

Z DA DOIEBEASR
MR L

2. =R

W)

2

®3)

4)

(5)

©)

()

R AR
AL L

R A
MR L

AT
MR L

AR,
MR L

AR
LR L

R
LR L

2O
LR L

27



X. EEMERIEICEEY 5IEH

1. 3RS
B A BRI (BRSO X D RS L)
RIS 3524 LA

9. B
A - 3 4E

3. EEIKRETOITE
HRPRAT, XER

4. FRWLEDEE

WEROEDFE
1. ’REAE
et LT b, AT A ERHDHDT, @ik - ZARHT TRFT D2 &,
2. HEMHERY
fmsEER (40°C, FEXHEEE 76%., 6 » H) OfEF, TILEHILAR 88 20mg TFFP1, 7L
LA U 40mg TFFP] KONTILEHILA U 80mg TFFP] 13 E OMighid M\ T 3
FEMZETHD Z ST,

5. BEMTEM
BEWMEELTA R A, <FVDoLBY : A
ZTOMOBETNTEM A ((XILHEE 2.FOMOBEEEH 250)

6. E—m - FhEE
Rl « I VT 4 ABE
[ #h .oy h)On BT HLEZy LT, SLYLE L AL AYILE L R
REV I, ANY)NHE L TIONY

7. EfSStAEERR
19984F11 A 10 H

8. BLEHRSTARE A BRVEARES. EEELENSEAR. RchiaEAR
(1) T/ YLH BE20mg [FFP)

JEE RLEINGEAGRAEH H TEGRI S SRRV EAEA B IR H
REEIRTEATR 20174£2 H 15 H | 22900AMX00364000 | 201746 H 16 H 201746 H 16 A
RS AGRR ” " I 20194E2 A1 H

28



@) T/ HYLH BE 40mg FFP)

JEfE REEIREAGREA H i SAMEAENGRAEA A ISERRREFEA A
REEARTEAGR 201742 A 15 H | 22900AMX00365000 | 201746 H 16 H 201746 H 16 H
BBk " I " 201942 H1H
(3) T/ I Y% BE80mg [FFP)

JEE REEARFEAGEA H i FYMEEENGEEEH A WrFERihaTA H
REEARTEAGR 201742 A 15 H | 22900AMX00366000 | 201746 H 16 H 201746 A 16 H
LS TGk " I n 20192H1H

9. MEEXITHHREM, AERUVAELEENFOFABRUEZDOARE

BALWAND

10. BEEER. BIMEEREAREABRUVZORNE
Y L7
11. BEEHE
Y L7
12. IREEHRATIRRICRE I A1k
AANL, B BDVNEEE) BRI AHIBRITED S T07any,
13. ®FEI—FK
JEAGTBEFAmESE | EERS o — N . L&~ NERALEL
s 2
ot Wk | g a—py | HOT OM T e
FILI YLK A
isad. 2149042F1017 | 2149042F1050 125715101 622571501
20mg [FFP)
— 1/‘: LA A
TR TN G 2149042F2013 | 2149042F2056 125716801 622571601
40mg [FFP)
— 1/‘: LA A
TR G 2149042F3010 | 2149042F3052 125717501 622571701
80mg [FFP)

14. RESHERT LOEE

AFN IR EOBRREEI M TH D,

29




1. 3k

1. SIR>ER
(1) T/ PNH AE20mg [FFP) OZZEMRER (A7 7 —~ M ENEED
Q) TAIVNH U EE40mg [FFP| OZEMRER GLARK 7 7 —~RtENEED
(3 TNIVNH BE80mg [FFP| OZEMilk QLA 7 7 —~WRttEE}
(4) T/ YNH AEE40mg [FFP) OZzeEMAER (0F)  GHARSKE T 7 —<FErgEh
(6) TAIVINH B 20mg [FFP| ORGSR GRARSE Y 7 —~ ItNERD
6) T/ I VX L AE40mg [FFEP) OFEHEER GHASK 7 7 —~ HirbEkh
(1) 7N PNH U 5E80mg [FFP| OIEHEER GLEARSE Y 7 —~IRtNERh
(8) HAIESRfifank
9 T/ VINH AEAOmg [FFP| OEYFRREMERER (RARK T 77—~ FRENEED
(107 /v P& 4E 80mg [FFP| DAY FRIREMRER (RARK T 7 —<FRtEEED
ADT VI PH 4E 20mg [FFP| OMPHFZENRER AR 7 —~itNEED
(127 VIV H U 6E 40mg [FFP| ORHFZ2EMR ik Gak 7 7 —~iRttEED
(13)7 /L I YL Z L5 80mg [FFP| O e s (AR 7 7 —~ it Pigk))
(197 VP H A€ 20mg [FFP| O NEE GRSk 7 77—~ BrENEED
(157 V¥ 4E 40mg [FFP| OffigREE (AR 7 77—~ [ ENEED
(16) 7 /v L& 4E 80mg [FFP| OffigikE L (AR 7 7 —~ [t ENEED
ADT NI VH U BE [FFP) OB e Tk (GHAERk 7 7 —~tNgEh

2. EDHDBSEXRK
U SCETEEO0HR

D AR GRSk Y 7 —< Mot AN
2) WY GRSk 7 —~#Malatt HNEED

3 AAKERII R E

4) CLEMER CHRRCEY 7 —~MoEth AR

30



XI. 25&H
1. EGSETOFRTIN
A% L7

2. VIS 1T BERER SRR
R L

31



XII. (%

1. 5 - BREERIBI R U CRRERHINT 21T 3 1= 1= > T OSBRI

ATEOERICEET H1EE  ATEIEGRZ 2T QO W YEIC BT AIERN G £ D, BRI e L
TWARVHELEENTEY ., HLETHLEEH SN T AEBRTIETE LN R AEFEL L THERLTD
%, FEENEEEDAER 2T 5 ECOZREFRTH Y . INTEOFSEZRTHOTIIR,

PR : (R SRS O T E BRI EN RS 2 A4 R 7 A BT 5 Q&A IZHOWT (D 3) | (4
FIotH-9 A 6 B [EAESBYA RS - A RS - FEEIREE  SRaEs)

) Fof
D 7 YLF BE 20mg [FFP) 0V
PRAFAATE PRIFIRE PRAFHIH e

[y

EIBERVITE | e ek 7930 R) 7 I%—1h) 12 JE[H M7

HE : EREE), &5

m

2) 7 PILH U BE40mg [FFP) (2

RAFRIE RAFIZHRE PRArHIH i
IRRERVITE | e ik 773 AR 73I%—h) 12 JHfH 7z L
HE - HEEE), &

[y

m

3) T PLZ L E80mg [FFP) (9

TRAFERIE TRIFIZRE PRI s
RERVITE | el ek 793 R 7 IFx—1) 12 JA[#] sl

HE : MEREE), &8

(2) FiE - BEMRUBEREF 1 —JDEEMN

1) RBRE
T A AN NI 1 EZ AL, #9565 COIRS 20mL 2V Y | 5 A INE LT-1%. 7 «
A —% 90 B 15 AR S, B - RBORIABIEL LT-, 5 DRICHEL2VWEE, SBIC
5 yEikE .. [FREOBEMEETT 72, 10 ZRIE L CH A « B8 L7aWEa, S DICEEAIZaE L
TIREROBERATD 2 & & Uiz, Bon-likE 1 X 8Fr. (7L >F) OF 2—72f) 2~3ml/
FOOMEEETIEA L, WM 2B U, B AL, WEOKEFAL TTF2a—7 WA, S
OIZEIZR LT,

2) G R
2-1) 7V IV UBE 20mg [FFP) 092559 55°COIRE; T 5 Sy LAPICHALE - BB L, 8Fr.F = —7 & il L7z,
2-2) TV LA AE 40mg [FFP) 09 : 9 55°COIRES T 5 Sy LANIC R - B L, SFr. T = — 7 & @i L7z,
2-3) 7L YLH EE 80mg [FFP) 19 : £ 55°COIRSES T 10 Sy APNICTERITITAE « B8 L7 - 72720,
HAETHRNINTEERI D a—T ¢ T HMEE LT 2 A, 570N
\ZHAEE - R L, SFr. T = — 7 &l L7,

32



2. TOMOREEER
(1) SEAIEO—EIRAN AV D B &R 6 CO% TN ORI R S
1) 7Y% L 4E20mg [FFP)

iz AU A—T1—4 — G FtioR
ENEL e AT Ft sy MTE i B
EAMEEITER | Vs rrosorpsh | ety | o T ER s ot
PROUD 1 BHOFERREL : 2 8
A BEER yalf - 1003
RSO HP{128HS-GP | Matattany s | i%i - #h « RIFERD BT,
Eser FEAIPER - 200
2) TV YLH E40mg [FFP)

i I A—T—4 —el kgt RS
= SERIS AR + . L
HDSEOR YS-TR-260FDSII | #Rattish LA T e Mi%, el F « KGR BV o T2,
PROUD 1 BHOSEHBL : 2 §E
4 FEhBEA S oA 43ei%% - 100 )
CAREALO | b ssnsap | Hskaita s | D - B - KGR Do T,
Eser FERIE < 200 S

3) T HLZ 4 80mg [FFP)

T A= D=4 b iR
4 FESILS A Bl MrE - R
;i@f“ | G TR26OFDSTE | Hetatt i o ;;;;%Wj;f Bl - KRS b7,
G OEE (2 4%
4 L PAVEY A3Ei 100 &
EHBEGA R HP-j128HS-GP Atk tx 7 i%i % ElfL - RIFITRD N2 D T,
Eser BEFIS - 200 8

Q) FDHDEE T EM

TP H GE TFFP) ZARH SV D BE S F~

-FXI BTN

TILEHIIAVERIFFPIZRAESh 2B EIEA
REICEET S

COBERIZ. BR-SEOBFICRFHMRET SHL.
EFDELNGY, REICEBTIENHYET.
iR SRS BH(BMEOPLELE)TD

BRE (TR RLOAICREL TS,

B8 AR R T
3spEk 7T R Rl

MABRNNELET 1-4=-4

A000000022
202089 R fERK

PR T 7 —~ A St iEHaR— o _— [ERERE DT~
http:/www.kyosomirai-p.co.jp/medical/top.html

\ZEEOHNE N> £ LT FRUC Tk <72 &0,
HARR 7 7 —~ St BREHHRE

T155 8655 HUTHS HHAKAIR 5-2-1

TEL 050-3383-3846

33



34



35



.’@éiﬁ,ﬂﬁﬁfc
NHEIFE P HIA=K
AR IR AT 1-4-4

36



	表紙
	IF利用の手引きの概要
	目次
	Ⅰ. 概要に関する項目
	1．開発の経緯
	2．製品の治療学的特性
	3．製品の製剤学的特性
	4．適正使用に関して周知すべき特性
	5．承認条件及び流通・使用上の制限事項
	6．RMPの概要

	Ⅱ. 名称に関する項目
	1．販売名
	2．一般名
	3．構造式又は示性式
	4．分子式及び分子量
	5．化学名（命名法）又は本質
	6．慣用名、別名、略号、記号番号

	Ⅲ. 有効成分に関する項目
	1．物理化学的性質
	2．有効成分の各種条件下における安定性
	3．有効成分の確認試験法、定量法

	Ⅳ. 製剤に関する項目
	1．剤形
	2．製剤の組成
	3．添付溶解液の組成及び容量
	4．力価
	5．混入する可能性のある夾雑物
	6．製剤の各種条件下における安定性
	7．調製法及び溶解後の安定性
	8．他剤との配合変化（物理化学的変化）
	9．溶出性
	10．容器・包装
	11．別途提供される資材類
	12．その他

	Ⅴ. 治療に関する項目
	1．効能又は効果
	2．効能又は効果に関連する注意
	3．用法及び用量
	4．用法及び用量に関連する注意
	5．臨床成績

	Ⅵ. 薬効薬理に関する項目
	1．薬理学的に関連ある化合物又は化合物群
	2．薬理作用

	Ⅶ. 薬物動態に関する項目
	1．血中濃度の推移
	2．薬物速度論的パラメータ
	3．母集団（ポピュレーション）解析
	4．吸収
	5．分布
	6．代謝
	7．排泄
	8．トランスポーターに関する情報
	9．透析等による除去率
	10. 特定の背景を有する患者
	11. その他

	Ⅷ. 安全性（使用上の注意等）に関する項目
	1．警告内容とその理由
	2．禁忌内容とその理由（原則禁忌を含む）
	3．効能又は効果に関連する使用上の注意とその理由
	4．用法及び用量に関連する使用上の注意とその理由
	5．慎重投与内容とその理由
	6．重要な基本的注意とその理由及び処置方法
	7．相互作用
	8．副作用
	9．高齢者への投与
	10．妊婦、産婦、授乳婦等への投与
	11．小児等への投与
	12．臨床検査結果に及ぼす影響
	13．過量投与
	14．適用上の注意
	15．その他の注意
	16．その他

	Ⅸ. 非臨床試験に関する項目
	1．薬理試験
	2．毒性試験

	Ⅹ. 管理的事項に関する項目
	1．規制区分
	2．有効期間
	3．包装状態での貯法
	4．取扱い上の注意
	5．患者向け資材
	6．同一成分・同効薬
	7．国際誕生年月日
	8．製造販売承認年月日及び承認番号、薬価基準収載年月日、販売開始年月日
	9．効能又は効果追加、用法及び用量変更追加等の年月日及びその内容
	10．再審査結果、再評価結果公表年月日及びその内容
	11．再審査期間
	12．投薬期間制限に関する情報
	13．各種コード
	14．保険給付上の注意

	ⅩⅠ. 文献
	1．引用文献
	2．その他の参考文献

	ⅩⅡ. 参考資料
	1．主な外国での発売状況
	2．海外における臨床支援情報

	ⅩⅢ. 備考
	1. 調剤・服薬支援に際して臨床判断を行うにあたっての参考情報
	2. その他の関連資料




