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EECHEL, TOERAIFAV FXEZY v, F7axtv % L YRy (in vitro) 9,
(3) {ERZRIERFAE - FribE
MUERR L
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VI. EMBEICET HRE

1. IpREQHTE
(1) ARLEDGOPRE
RUERR L

(2) BREABRTHERBShOPRE

16.1.1 BEEES

WEHERA 9 41007 17 =57 F R U ¥ 1 25mg &4 1 RER2 1 BT 032 5 L7 35 A 0 30 )
AT A—HEUFOLBY Thol 9,

HEYIE T A =4

Tmax Cmax AUCo-24 Tz
(hr) (ng/mL) (ng/mL - hr) (hr)
viaZxzFrF R UL
2.72+0.55 415+57 998+84 1.2
25mg

<HEBET—H>

(n=9, ‘F¥=SE)

vZ7n 7 )7 Nabig 26mg INIG| 24 XICROEE Lz k&, BE5HK 1~2 B Chem i i

BEIZEEL 7= 10,
HMENRE /N T A —

BhHE Tmax Cmax T AUC:
(mg) (hr) (u g/mL) (hr) (u g+ hr/mL)
Yr7u”7 =7 7 NabE
- % 1.7+0.2 | 15.33+1.25 | 2.81+0.57 | 54.83+6.44
256mg [NIG)
EHERIA] (BEA]. 25mg) 25 1.3%+0.2 | 18.55+1.07 | 2.69%£0.28 48.45+4.82

(3) thiEE
M E R L
(4) BS - ftAEORE

(Tvir. 7. #HALEH) OEZSHR)

2. KMEEM/NSA—4

(1) fEHTE
AR R L

(2) RIVEEER
RHE R L

(3) HREEER
AR L

(4) YVFS2R

(¥ EAEHERZE, n=10)

2H 7 V7 T A% 4.2mUmin/kg Th 5, (EEEICBWTII TR S) W

(6) HHBER

DAL 0.210/kg TH D, (BEI Y v~FRBETIE ENS)

(6

~r

Z Dt
AR L

i

lJ

Tl
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3. BE£M (REaL—3ay) &
(1) BHAE
B R L
(2) RSA—4THER
BRI L

4. R

ARESER St S N LV EY N Se A PN e
AXT A TEVT 413 54%TH D 1,

5. 9

(1) itk -FeiBE P& @ tE
Pl v/
(2) miE-RAEEEIFEBYE
(TVIl. 6. (5) iftm) OIHZH)
(3) Ait~oBiTiE
(TVIl. 6. (6) #ZFhw) DOESH)
(4) HE~ADOBITHE
Pl v/
(5) ZofhoiBB~DBITHE
MUERR L
(6) MBFEAKESE
MAEE AREARIT 99.5% 0 ETH D 1,

6. fti

(1) BRI R R
BRI ARG L7258

MR EICET 505, PIREEEZ RO H N

XTIV e A

PRETIIRZEAAR DA 5 FEA D K ERIE AR D358
KTHD 1219 GEANT—X),

(2) RBICEST 58K (CYPH) OFFE. F5F

WO HINTEY ., DK

AANTEICAHIBEE CYP2CO TR# SN 5.
(3) MEEGBMNROFTERVZTOEE
MR L
(4) REVOFEOEERUFEELL., FHELE
R L

7. BEitt

R AIC UC-P 7 17 =F 27 F F U 7 A 50mg 2R AHG SUIHARNE 5 L-8%

. BEGR 12 B

ﬁf&@;@ﬁﬂ%@ﬁ¢_Amﬁﬁfﬁ&Mﬁﬁ$_mm%%wﬁ$_%ﬁénéw(%IAT

_&)o

8. FSVARR—A—IZBHT S1EH
B R L

9. BNHEICKEKRERE
(Mv. 10. WERE ] OHEEM)
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10.

1.

HFEDNDEREZFIHBE
HEE R L

ZDfth
EER e L
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VI. £t (EAELOZXESF) CEYHEE

1. EERREZTOERE
BE STV

2. ERHABLTDER

2EE (ROBHIZEIBRELEWNI L)

2.1 MBSO & 5 BFE HEMEEE 2B I E 5] [9.1.2, 9.1.13 S ]

2.2 EEARMEORE OB LERE IMEORE 2B r8Z00nH5,] [9.1.3, 11.1.4 BE]
23 HERBHRREREEOH HEE [9.2.1, 9.2.2, 11.1.6 ]

24 HEDTHERETOH L EE (8.3, 9.3.1, 9.3.2, 11.1.11 &[]

25 EEREMTIEDH S EE [9.1.5 S

2.6 EHELROEES2OH HHBEHE [9.1.6, 11.1.9 ]

2.7 RFNOSx LiRBUE OBEERE D & 2 B

28 TRV U GEAT B A FPEHREDREAIEIC L0 FHR SN OWEFRIE) XILZOERED &
L [EEwmEFRIELFHRET 5] [9.1.8, 11.1.7 ]

29 (7N ORI O - BEEDOBE [15.1.1, 15.1.2 S]

210 4 SUTHEHR L TV S RTREME D & 5 Aot [9.5.1, 9.5.2 S H#]

211 N T AT L roERETOEE [10.1 ]

(fiah.)

2.1 W LE~DOEHEIIER RN T 0 22 75 oD o AlERERIC X2 BIckt+ 28 - + 45
FEBEHEIRE DI TH T, BIER Z > TV A EILEBEZE(L S22 LR H LD TH D,
2.2 FNICMEEENHREINTEBY . BELRMKORTOH 5 BFICENEM & L CKEE 23 FE B,

Li-Ga, EERERE & DFAEERDHDT-OBETH D,

2.3 RBEARERETCIBE o x 2 77 VU OERIZE D A5 UTBMRBHER SN TV D55
Wb, DX RBEICAREZRGT 5856, BRENMET LAEBER2ERIET 2820
HHTDERTH D,

2.4 FNICHEERRE SN TEY | BEERIFEED S 5 BEICEIEH & L OUFREENREIR LIZ5GE.
BHERRITEZ EDFREENH L TDEETH D,

2.5, 2.6 7 AH 7T VU AKIEEMICES S BMAIKTEIC LY Na - KOFH (FE) 2%
7L, TRRE T T OMEIRER 206l 2720, EERENEED S 5 8E TIXiEx
SHILEASIELBENNH VD TH D, LDARIZE W T, Na - AKRSIFFITRTARE R, %
JRER OMBNIBAME R E D720, BEERLAEZOH 5 BE CIHEREZELSE LI BZNN
bVEDTH D,

2.7 RENDAZNRS AR X 2 \BUE OBEEE O & 2 BH T, RFIOELIZLY 7 LrF—
JERZ R T D AREMERE W DEZTH S,

2.8 TAEY UEgEIZT A Y U2 Tl LA EDIEAT A REMEEBERANC L > THE X
572, NSAIDs iffithi 72 & & IHEN TN D, T ur¥ 7T 0 D AREERICES < IE
T LAX—MONEET, Az T ROBEEWERIELZFRT L LNH LD, BIEREOEH
EEDRGERTH D,

2.9 A 7V WM « IIEIC B D B RE L AOIFIE 191288\ T, SR SR ML O B ik FHEE (38
Bl 5 ) kT ru T MY o AMEREE (12 iF 7 6) CHEEEEZFFoTRWVWET
DRERDME S, A 7V P OBRBEFIZINSE - IIEZFGE L TV 5 BF TR G872

<77,
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210 iR ICAF 2 Fe 5 U, BBIESUIHAERICEERN S 72 LT 2MENH - 72720, ik TR L
TWDHEEMED & D g NITITHE Gz L e o7z,

211 AFE RV T AT LU O TEMEBERERE Db ORERHY BT aR2 7TV
VERMEEAN N T AT LU OBBEAMEATLEEZ LN TN D,

. PhEEX (IZRICEEET 5FE & FOHEHA
BIE STV

. RERUVAERICEEYT 5ER L TNERA
(T'v. 4. MEXOHERICEETSER] 22552 L)

. BEEGEFNIE L ETOER

SEELEXMIE
8.1 IR ERANC X D IR ITRINRIE CIE AR HERIETHH Z L ICRETDH Z &,
8.2 WMAEDMIE TR, B, WKAHENHLLND ZENH LD T, FRITEEEE D YNk O
i E XATHFEMREOBHICB W TL, RGBROBFEOREICHIEETDZ L, [9.1.1, 9.7.2,
9.8, 11.1.1 &#]
8.3 HERITKERENHOLDLND ZENHHDOT, BEDOWRELZHIICBETHZ L, FFICEMAT
LY AEITEMICIFSEERELZITY 2 ENEE LV, [24, 9.3.1, 9.3.2, 11.1.11 & ]
8.4 KA G- HICIRG, HFEV, BLHZ 2 EEITILH B HEOEIRSEEIR 2 1F O O BEICHEH
SHERWEIICHREET L L,
8.5 2R (B Y v~F, ERMHEEHIES) 1Tk LAKIZ AW 5LAI2E, ROFHEEZET D
z,

- BRHIREG T 256103, EMICREE, MEsRa & ONFERRESE LTI 2 &,

- FWEEDANORIELBET D2 L,
8.6 RIS LAKZ W DGAITIE, ROFHEABET DL L,

- AMERIE, ERAORAOBRELZZEL, K575 L,

JFANE U CHR—OEF O R G 280 5 2 &,

JRRBEEN DU ZNEITV, AR ZER LR LRI &,

(i)

8.1 AT v A FHEFIRIEANC L 2 IBHRIFRIRIRIE T SHERIETH 2720, TE LTV ED
FEHIEAE 23 FRITH %,

8.2 MREMEM 2 A4 D IHRBURMEEA] (RRICIESAI R OVEAD) Z2 | FrCmBAE R 5 /N O in X
(AR O BB IR G LIB G (REFAFIAEDS 150 (2 /EB) L 72 W 72 D (T B ORI T Fes i
TP, BIUTHEDBIEDRH b Z Nl Sh T 5.

8.3 BUEMREFOEE QAT MG SN TVD, R BRI, Bl - lEk, £HE0Kk, €9
L R95 . BURBEOIYVERFIRE OIERORBUCER L. @A 256 1M ICFRER A
2ITO ZEMEEND,

8.5 R EGT 25 ICiE. BEHORHE 2 RN R+ 5 ETHEMICERRE LT O LERH
Do Fio, EMPEIZT T, WERIES LSBT 20BN H D,

8.6 WRBFANIAMERIEIK TH Y | T LT PEOELMEMNFAIL 725, FRCEMRKETIX
PRRIC K VIR 570 E TR G 280 . JRIREIE AL L, JElEMER e & TEDDOEAIC
(TR & B G- Z ke 3 & TIZew,
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6. HEDEREATHIBEICETIIRE
(1) AHHE - BIEESEOHLBE

9.1 AHtE - BIEEFOHIEE

911 HREMEKRORESE
WEOMIE TR - FEK FIck Dy 3 v ZERRH Sbhed vy, [8.2, 11.1.1 ]

9.1.2 HItMBBOREEDHHEE
HIEHEEEZHESEL 20305, (2.1, 11.1.2, 11.1.3 &H]

9N MENRENIZTOBREROHSEE (ERGOEDREDHSEEERL)
MR OG22 B IFRIELIBEZNRH D, [2.2, 11.1.4 ]

9.1.4 HIMERD H 5 BHE
M/AEHEEERE PR -5 2 B35 -OMMEN 2 ET28ENMLNH 5,

IS5 BIEENHLBE (EELEOLEEDNHSBEZRL)
TaAL TG Y UARBEEMCESL Na - ASIFRBERAD 5 7-0lEE & HIC ERESE5
BENWRH D, (2.5 5]

9.1.6 DHRREEEOHLBE (EELLHBETL2OHIBEER)
TuRE STV A RERTICHES L Na » KU H 5 120 DHEREA B L S B 5%
nind s, (2.6, 11.1.9 2]

9.1.7SLE (25T ) 7Y F—TX) OBE
SLE JEMR (BHRERES) 2E(LS 28T NH 5, [11.1.10 B ]

918 REXMBDHIHE (FRAEY VB RIZFOREREDOHIBEFEKR)
TAEY Ul TRV EEHICERT S 2 L, [ESNMEDBEOHRIIZT A Y Ui R A
LEENTWAAEEERH Y, ZNOLORBECTIIEELHERIEEFRIELZEnH D, [2.8,
11.1.7 ]

9.1.9 EEHXEmEDEE
JERBEAL LT E ORERDH D,

9110 / O0—VHEDEEH
JERPEAL LT E ORERDH D,

9.1.11 HILEFMEROBE
HLERAGALZR . TBEhNH D,

INN2RERBEEFENDHSEE
REIEE LAEEEZEZTRBENNH D, [14.2 B3]

9113 R TOA FIEHRAERRORMPBREICKSHLEEBOHIBET . AFORHRENDE
THY., MOIVTAR F—ILIZEDARERTDOATNSEE
KA E e 53 256100, HoiRagls L, MEICEEGTL228, IV TR A M—EIER
TaA REERERAICE DA U EEEREEZ IR X IFEE LTV R, I Y7 e A h—Z
X DERICIRIE 2 R~ T b EE S b H 5, [2.1 ]

N1 BRELXRHLTLSEE
VBN U CHE R EA E 0P U, B2 oI TWEEREICE G325 2 &, EYYE 2 ABEMET
LBEITNDBH D,

9115 L TOBMREAET LT LEE
- DHgREREE O B 5 B
- FRAICB RIS LWL 5 2 2R 2 5 o B
- K EAE O EEE D & 5 B
- RFAiz DB
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ANEER MIE M MEAICH Y | BARAEZHERTL BTN H D, [9.8 M

(i an)

9.1.1 milin M OVINE CIE AR AR ik AE <0 = SR BB BE 23+ 20 L AFE B L 722\ 7 D Il BE LRI Y T
Lizh, MEE TS &fiE v a vy ZERER T2 ERH 0T, BEE+0ITfTV, EEICE
542 0ERG 5,

9.1.2 {HLMHEB OB EIZIEA T v A RUERIRIEANC X DIBBEOBERK - CTh o7, BlEE 471
ITWEE T 5,

9.1.3 FNICEIEM & L CIEBEENHRE SN TR, MR UTE OBEERED & 2 B Tl
R ZBIFRSEI2BENN S H - OEEICR ST 5,

9.1.4 AT v A FHEFIIERNITIN IME DY 7 v Ao 7 —8-1 ZME L, /IS LER 24
T2 hurRFxY o A2 OFEAZIHIL, /BB Z KT S &5, il O & 2 B3 Tl
WEEEIHNC X 2 I OMEENL Z 5 Z RN 5 - EEICHRET 5,

9.1.5.9.1.6 2D X 95 BEIHEEG LHAE JEROELZ E T RBZRAAH D - OHEEICE ST 5,

9.1.7 SLE 13 H CAEHE R T, N—T RABRK LIEIN 2R ERIKIEF 2 &EICADFT 5, SLE 0BEET
X, AFOB MR EAK TEACBEENENLL, 7L T F=r ERERZETTBZNRH D72 0HE
HEICgRE5T 5,

9.1.8 XUE I B EE D 10%H#%ICT A8 Y Ui BEENGTENTHD L bbbl T, 7TAEY
VR E RN THRE SN ERA, BELATAE ) UIREBREEAEITZENH DD, KE
KB D8 5 BEIIFIIEAT v A4 REFIRIEANC L 2B OFRRBRA M2 T 570 SEEICES
TOMEND D,

9.1.9 HEMERIGRIL. RIBICIRE AR O JA# 72 IR R DVEGMERIE L BT HRE TH D08, A
WCHEAT v A RYUERRIERI NG SNTESICB T, JEROELZ &7 LT HENRDH D,

9.1.10 7 v — 1%, SRR RBA D RIGA GG ES 2 4F FFNAL & 3 2 BN S IEMESRIER B Th 503, AE
EHTLRFICIEAT o4 REFRIERDELG SN IEROBEZ T2 LIz LT 2HERH D,

9.1.11 FEIRERBR A, TR T DRIER O BR®E . SUREE DG b T — & T LTk
B HEERRAREIIAR OEERBAEN Y 27 SR Lz, LS FIF% o BE AR 2 &5+
LA, WEERAAREZEZTB8ENH S Z 025, CCDS (Company Core Data Sheet :
REFET -2 — 1) OR#FEEFEE L, EEMREZ BT L,

9.112v7mr7=xF 27 F M) U LARAEGEH TENICERBEREORE N H Y | FICHRERL~LV=T,
DRAE K, A sAE e & O RIEMEEEE O H 2 BFH TIEAENICER L OREL, REEEL K
ZTIERHDLHDOT, ZOXIREBFINIERICEETHILERD D,

9.1.13 AT v A RMEERSIHEA CHAMIEENE Z - 285513 % 5P LSRRI TH 5 28, & HHkkt
DUERGARINITaAZ 7T 00y E1FERTHH I Y 7 A h— /L TIEEREEZIT VOO H
B ke T %,

9.1.14 FYYERFZ ITHW5GE . FE BIE., RIEZE OBRAIEIR 2808 L, JERYE Ok E & A 2
WK THZEBHD, ZOHAE, BHRIIFHT 70, FRFEEE L TOMEYZ2biEAlsE 2 0 H
L, MEICELTOLERD D,

9.1.15 BHREREE O b 2 BESCHNEER MK ESKT LT 5 BE IR L6, Bt A MR
DETRAE T TV OAMMEICL Y B ENMET L, REMKT, ME, RERNE X723
ZEBRBDHTEH, INOORBUTEE LN LIEEICERSGT 5,
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(2) BHREREERAE

9.2 FMEEEESRE

9. 21 ERLEBHERETOHIEE

BH LI &, BEE TERICLY . B¥EREZELLIEL 203 H 5, (2.3, 11.1.6 &
]

9.2.2 EHEEENXZOREEOHIEBE (EELBHREREBTOHIBEEFRL)

B TERIC L 0, BRSREREE 2 B UIFRT L2205, (2.3, 11.1.6 ]

(fi#s)
IEEDH D BECHDERMIEEIMET LW D EEFICEE LSS, Bz 28 7 a2
27TV DOEMAEICIVBEMEEIMET L, JREMCT, Wl RENZ &5 2enb 57
D, TNHORBUTER LR HEEICKRGT 5,

(3) HHEEERE

9.3 FrtrEE RS

931 ERLGHHEEEOHSIEE

BHLRNWZ &, IFSERELB(L ST 2R3 H 5, [2.4, 8.3, 11.1.11 B ]
932 FREEER I ZTOBEENH L EE (EELHHEREOHIBELRL)
JHSRERSE = 2 B TR S 2 03h 5, (2.4, 8.3, 11.1.11 & #]

(4) XHEREZ=HT 5F
BE I TV
(5) Wb

9.5 il

9.5.1 {LiF SUTITEHR L CW D A REMED & D hEICiZ e 5- L 2 &, iR o# 5, JRIRICEIRE
ILAE - PASH, AR, EAKBONEEZLEoMERH Y, BEOKCH b HRES N TS, £,
PRIZ T WRE o 5C, IRIRERFRE (PFC) . BMIRE TR, FrAliitimiie, 2R E X 7=
EDOWENDHY | HAROFETH b HE SN TS, [2.10 /]

9.5.2 FEIUEZMEIT 22 L nb 5, [2.10 /]

(fi#i)

9.5.1 IRRIEERRICBE G- 2 WIRE 1X. HMEhIR & REMIRZ Bt L TR < BIAE L TV S tEEhIR T,
FLE BER U7z K D%k ERBIRE 238 0 T RENR~IR D 720, iR~ i oA
HENTH D, BIREITHAERIITT X CTOFHAERTHRFEL WD, MiPERBHAIC X2 i EESRE
WIED ESHZ L CEHIRE OBIFEEZHERF L CWaT n A X 77 00 E ORWICR L TGESMIZ
WA L. AR 12 ReIRREE CREREAIICPASH S 2, MERRINC Y X % 75 O U SR LEE %
AT DHAT oA FHERRIER KRG SN D & HARNZEIRE 2IGHE L, 400D O Mg s il
BARICRAT D720, MERE & A DEEN BA L, MisiEiE s A 0ARE2E L5, R biiE
MJESENFFET 5 &, IRBEBMIENSTFT ) —EB2 2T 56 RFEFIE (PFC : Persistent Fetal
Circula-tion . MBIRMEERIRE L D) &5, TRIDEINRE XA CT—ENHMET 5 &, HAERICH
SRICPHBH T D S mE S D720, BIIREBFORREL 72 5.

IR ARMIOFKEER E L UIBRERDBELE SN TR, IEAT B A RERRIEANC L D BEO™
TaRE 7T YA RBRE CRREADD L CEKBDPEZ S EZEZ LTINS,

9.5.2 FEMOIMEIIZT m AL 7T DU PNRCEE L TERY | ERT A FHEHIIEAIL, e R
B 7TV U EREERIC LD FEIGEZIHT 2 2 ENmenTWD, £lo, TrRE 7700
CARBLER A TR 5T 5 & SMBEBIES NS Z b EIN TV D, AFIOEIGETH
%R, 2 OFEIGHEIEIER O T, e B IE TR ARG S I S b,
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(6) 7w

(7

9.6 &ZELIF
B EOBRMER ORARBOREMEEZERE L, BAOMWG TP IEE2RET25 2 &, AT~

T2 2 enmEshTnD,

) IMNRE

9.7 MNRE

9.71 /NED T A NV AMRBOBREICHEE LW E2FHI L3528, 5T 584 ICITEE IS
L, BEBOBEORELZ +DICBIRT DL, Y7uTd=F27F b U AR ZESKICT A E
BERAZFRIE LT OWENR DY . £z, FEREE () FAMREELL) &7 A SEEER & oSN
RN OB TFREREN D D, (TAIEBERE : KE, A TNV FEOT A L AMEREBRON
T, LU WIEM:, Bk E, 8 (BMENRE) & IFIE 8 OfEiE, I b= KU 7
2. AST. ALT. LDH, CK 0&#7z bR, &7 =7 1E, (K70 b oo v e, i
FEOFER DI HBLT 2 mE T RO HE)

9.7.2 EFHORBUCHFITIER L, LEE/NREOMEHICE ED o PEEICKRET 52 L, BITEH.
FRCREOMRIR TR - MEKTIZL DY a3 v ZEREH Sbned v, [8.2, 11.1.1 2]

(fifam)

9.7.2 fREGKCHRIEN FTRET D81%, — B EBLIFIZ - 72812, WIERETTRAIMINCTSD 272 L
TEGEADMEME S, FEUIIRT 5 2 &%V, ANETIRERIRFRE PR S RN 720 RARTRIR
FENEIET A N, VER/NNEOFEHIZE DB LEBIZERETHAMLERH D,

(8) EinE

9.8 BiitE
DN G AT CREOREABE LN OERICEET S L. BIWEM. FROBEED
KIB TR - MERTICE DY 3 v Z7IERDH S oot vy, [8.2, 9.1.15, 11.1.1 ]

(fiF75)
EEE CIXEEEE, BEED D VIIMEE AE AR R TEORWEA NS S b\ &R
MHENTWD,

7. tHE{ER
10.48EEH
AANTEICHEESE CYP2C9 TRt SN 5,
(1) tREZEEEZFDEAH
101 6FRES BFHELEWLC &)
HREI 4, 2 EEARIELR - $EE 1k R - falialn v
KN T7 AT LY SMEBRRENL LN EORIKANOGF oA X T T Ve
(FUTLY) EndH D, RILEEAICEZY, FU T AT L
[2.11 &R] VOREREREA KT S EE
Sy IR

(figsn)

WIERFIIARHTH LN, N T AT LB mMREE2ED SELEHEZAE L, 20O L) RREEFT
X, BTOTaRE T D OERMPMUVEMIZEM L CWE 7)., FEAT A REFRREANIZ XL S
TR T TV UAREICLY, BEELZ R TEORREENE Z 5N TWD,
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(2) FRAFEEZOER

10.2 BFREE (BEAICEETSC

&)

A

BRAER - HEE Tk

P - fEbRIA T

CYP2C9 % [HE 3 % FH|
AN aFy— 5%

AAZ|D Cmax & AUC 23T 5
ZERDD,

D OIFEFNIAK OGBS
TH5H CYP2C9 #fHET S,

—a2—% /v RHEA
LART7axYo 5

A T RBENND D, K
DI L =312, Kol & el
L., T EBRLAOETEEZITS,

= =% vV RBIE A DN
DOIMBIEFE RIS ENE TH D
GABA DS BIRAEG % I R AT
FIZPHE L, HHFEDIEAT 1 A
RPEPIRIER] & OHF T Tik%
OFEERBERIND Z &0
Y cHlE SN TN D,

UF A
SO ECRE A

A= SR
A R FLFH— h

T AUD DIEF O i A =D
ZOEMEHEBT D &0 H D,
MEZIGE UC, 2D DA O H
AT D,

KRN OETa 2B T5 A
FBLEMERIC LV, 2D O3EFH|
DB VT TUANEFT 572
HEZEZLND,

TAEY v

MEIERZBE SN D Z &3
o,

T ALY IEARHF O MR [
RS MEEZ VT T A
EEIMEEDLLICEY, 2ol
IR 2 S 5, WS, AFH
W& 7R Y o RFEE
DHINT 25 L OWMENRDH D,

HibERORITEMN ZHm ST 5
BENWRH D,

A& HIELEDOREEERZ D
S R LIZE F 0B
RKELRDBENLRS D,

AT 1A BPE R IR

MAICHGREEENERS DD
ZENH D,

A& HIELEDREEEMZ D
S R LIZE F 0B
KELRDBENLRD D,

MEICREIWER., ¥, BiEkEESL
DR END Z END 5,

WA &b ELE OREERNZ b
Sz P LT Ha £ OR8N
REL{ 2%,

BIBREAT a1 KAl
T R=y o
R = A1)
B -1EHT A
ACE BREA

T FT v NN IR
FLA S

IS OIFNOREEVER & 855
THZLENHALDOT HEICEE
T5HZ L,

KENDBETa 2B T8
FRBLEMEIC L 0, 2D O3EFH|
DI FER FEHZBE 3 5%
nNndH o,

Bz B LS E2 BTN D
%

o

Ta AL T T Y AR EE
Mz BiiE™ME T 57
HEEZLND,

fERRINF « B

FIRA
t ReseesF7rY R
7utI K&

I DR OMEN &85 S
DT END D, FIRBA, T %
BREL LEISCTIN G DK
RO EZEET 5,

REOBETax 2750 D0E
FBLEMERIZ L D, 2 b DIEHA|
OFNRD R Z W T D BN
H5D,
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S

BRAER - FEE Tk

P - fEbRIA T

71 U 0 DEREFEF R A
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e VOLTAREN-diclofenacsodiumd/rtablet,delayedrelease
HIE - Bk | 25mg/50mg/100mg

INDICATIONSANDUSAGE

CarefullyconsiderthepotentialbenefitsandrisksofDiclofenacSodiumDelayed-ReleaseTabletsandother
treatmentoptionsbeforedecidingtouseDiclofenacSodiumDelayed-ReleaseTablets.Usethelowesteffecti
vedosefortheshortestdurationconsistentwithindividualpatienttreatmentgoals.
DiclofenacSodiumDelayed-ReleaseTablets,USP areindicated:
Forreliefofsignsandsymptomsofosteoarthritis

Forreliefofsignsandsymptomsofrheumatoidarthritis
Foracuteorlong-termuseinthereliefofsignsandsymptomsofankylosingspondylitis

DOSAGEANDADMINISTRATION
CarefullyconsiderthepotentialbenefitsandrisksofDiclofenacSodiumDelayed-ReleaseTabletsandother
treatmentoptionsbeforedecidingtouseDiclofenacSodiumDelayed-ReleaseTablets.Usethelowesteffecti
vedosefortheshortestdurationconsistentwithindividualpatienttreatmentgoals.
AfterobservingtheresponsetoinitialtherapywithDiclofenacSodiumDelayed-ReleaseTablets,thedosean
dfrequencyshouldbeadjustedtosuitanindividualpatient’sneeds.
Forthereliefofosteoarthritis,therecommendeddosageis100-150mg/dayindivideddoses(50mgb.i.d.ort.i.
d.,or75mgb.i.d.).
Forthereliefofrheumatoidarthritis,therecommendeddosageis150-200mg/dayindivideddoses(50mgt.i.
d.orq.i.d.,or75mgb.i.d.).
Forthereliefofankylosingspondylitis,therecommendeddosageis100-125mg/day,administeredas25mgq
A.d.,withanextra25-mgdoseatbedtimeifnecessary.
DifferentformulationsofDiclofenac(Diclofenacsodiumenteric-coatedtablets;Diclofenacsodiumextende
d-releasetablets,Diclofenacpotassiumimmediate-Releasetablets)arenotnecessarilybioequivalenteven
ifthemilligramstrengthisthesame.
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