2025 F 1 ARET (5 12 k)
BARZEFRSEES : 871147

E X 5 4 Y42 E 12— 7 # — L
HAFBREREESD IF S2EE4E 2018 (2019 EFHIR) ITHEM L TIER

§R9E - R - URIES
BAERA /07 F9F ) HL&E
oonJxF o M) L&HF|12.5mg THETI)
oonJxFroF Mo L&F 25mg THETI)
oonJxFroF Mo L&F 50mg THETI)

Diclofenac Sodium Suppositories

#l e | A

BISE LSS R R

1
HAORBE T ) s —mmsonysc s inTs

125mg : 17 n7=F27F FY U A 12.5mg &4

H O - & B |2mg 1T ruor=F27F K )7L 2mgEH
50mg :1fHtYru7=F2F U 7L 50mg aA
fn 4.7 FrF Y TA

— % 4

£ 4 : Diclofenac Sodium

MERSERRDTE R A | WEREARR 201491 H 17 H
EMEAEINE - lRFERAE | M ENE - 201446 H 20 H
£AH B 52 B 5 : 199447 A 11 B

% - BLEMRSE (BA) -

B - RS g | SOOI HEE LB
" JC =

EXERELEDOERSE

HE TSt BEEYR— b2 ¥ —
B W& b & A|TEL: 0120-517-215 FAX : 076-442-8948
EIRBIRFE A AR — L X—  httpsi//www.nichiiko.co.jp/

A IF (32024 £ 10 AHET (E2kR) ORAXEORBICESERITL =,
ATONE L, MSATBOHEN ES G ERR S O O AR R~ — P THEB L T2 & 0,



EERAVEAEL—T74—LFHADFS ZOME —HEARREAMHE—
(2020 4= 4 A iT)

. BERRAVAEA—T+—LEHOREE

EIRE RIS O RN ENER E LT, ERAEERRMNCE CUF, BMI305E) B"bo, EFRD
55 CEERT + SEAIRREE O EFRIE 823 B H ER T 72 [ 3K 5 O B G ® AT A3 2 BRI, IR
CEICFEH SN AE WA BT B ISR RN ERGA N H Y | IR ORI R
(LLF. MR) Z~OEROBINGERSERICEVEREMTEL TE 0D, ZOBICnE g%
MFEMNCATFTHODIHEE Y A M LTEERMA VF Ea2—T+—245 (LIF, IFERET) DFEL
77

19881 H APkl (LLF. BWEK) FNE2/ N E B NIFOMES T, TFiiddk, TRtk
FHZRE L, £ D% 1998FIC U3 AN 3/ NE B2, 20084, 20134F 2 AR ERIEREE S
MIFRLHEEFHOUGET 21T > T X7,

IFREH ZaE2008 LMK, IFIZPDFEOE 7T —% & LTI 2 Z KAl 2572, 22k,
A SCEO EBRYGT N D - 1o GA I ET ORBILT — % Z B0 L7 IFA 0 cigft s h b 2 b &
Tpolz, BOHROIFIL, EIEMERESR AN (LUF, PMDA) O EEHERMEFRMEDON—
(https!//www.pmda.go.jp/PmdaSearch/iyakuSearch/) |Z TAB I TW\W5, HIFIKTIL, 20094
KV HEHKLDOIFOEHR ARG 28 E LT [/ ¥ Ea—7+—LKRetE) ZRE L. x4 OIF
WA SCEEMTET 28 EARAEHRE L THEENER - fRETL TV D,

2019 DA CEFLEEEO LRI H LY, IFGLHEEH2018 0 AK S v, A TEFH EIES DR
FAERIBINEENCEIT 20 A R T A > ) [CBET D EREM OO, T OEHMRERE L,

. IF&X

IFIx T SCES OERAE e L, Bl - JEARS OEREFE L > CRAFEFICLER, EIRE,
DEEEHEOT- DO H, WO OER, FH O D OIFHR, EIHKSOwIEMFH 0720 0
W, HEEHIRBE 7T O O RENERN SN T-RAN AR OER S FERE L LT, HRENT
HWEAH A R E L, AN O 72 D1 Y %R 30 O 55 Ik 78 XIXARTEIZHE o B B ZEITHER L ORI 24K
L CODHRER LB AT Hivd,

IFIZEEH T 2 A NE BRSO RE U7 IRl BRI L L, — 5 D fFil4h % bR & AR O #PH N O 1
WA SN D, 7272 L, BERAEOKELICEDS O ROFIHE B O SFEHN < [k - 2t &
HELIIFOFRHEHFHE L TR DN, S0z 5 L, BERAEN DRI SNZIFE, FIHE A S AE
fili - T - BRRBEH T2 & & bIC, RERMTEELT OO LWV IBHAFFOZ L 2R LTV D,
IFORMTE 7T —F A AR L U, WIS CORKITVLETITR,
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A EARDOIFIX, PMDAD EHRH EE GG R RO N— VI G RE I TV D,
REEARET [EIENA H Ea—T 4 — 2MEROFF &) 12H> TIFZAER - 12869 223, IFOJF R
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DUGTARZHA LN LI XCES, 2D WITEHEOER LG — R ZC L0 EAEER 528
i 5 & &bz, IFDMERIZH 7> Tk, EFT O SCE 2 PMDAD [ 380 SR T AR SR D~
— VTR T D MERD D,

B, WIEHEASCLEEEOMEO M LR ST D VS RN < X1 25&k, [XII.
55 T AHEAZIAREZ T COARWERREENL 218DV, ZORVFEWICITHoEE
TRETH D,

. FARCEKRLTOEER

IFZ HE¥EBIZBOTRNT Z ENTERWEEBERFRE L THEH L T2 & 720, IFIT AR
DEFERZIT T, YeXE I ORERTE TR #a b D RN ERR « #2863 2 I EEH O
TeODFIER T D & ONLEDITTEA, Fial « RBUTITIEMEIE O [ & H RIS E R E IS O R5EE
WARMIRENCEAT DA FT A v, W — K- 47 - 7577 4 2AEORINE —EREZ T IS
215700, IRGEIEHIRMHEEN T A N7 4 Tl RAGEESHKGEA O FEEIZET 2 iRtz oun
T, BIEPENEFREFELLORDITIECTITI T EITELILARNEINTEY , MRE~DA
YA 2—RHLOXBHER LKLY FIHEE ODRIFONEELRESELRE LD THDL I L%
Rtk LT iudz oz, MEAENOH LN HEROBFIBILA MR L, T OREIMEL A
&, ERBASICBT 2 MIEMHZHET 5 2 ERAoOARBTHY, IFZIEH L CHWEE%2HE
WATES 5 6 DIZ LTV & 720,
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I. BiEICEY 5EE

1. AROBRE

AT, voruT7x2F 77 b U LNEAD &S8R - R - PIRIERITH 5.

(2 Uy MEAFI12.5), TA Uy FAEAI25) KON TA Uy MEAIB0) X, TA 2T AT 4 w7
ARSI BRI EI S & U TR A A L, BUE R ORBRTTEZRE, ZEMERR, AW 7rIE%E
PERRBR 2 F20E L. 1994 4F 1 H 31 BICHARAZ S, 1994 45 7 H 11 BICIRGEZBItA L7, (RIS 698
5 (BFn 5545 H 30 ) (2D & ARHEE)

1994 4 2 A 1 B, HaMiifeE CEEE) 252, 1994 4E 9 H 8 HIT/REFHO—HMELETNH
IR, FEHEEE 4 5E 2SS KBRS FEH) OWTIUCHEY Lt ofERE257-,

2000 4E 6 H 1 A, 7A4 327 A7 4 v 7 ARASHIT, HALZRELY 7 —~vHRASthicER Lz,
F7o, 20126 H 1 A, AELY 7 —~#HASHII A ETHRASHICA O S, SER7EKRA A

E TR AR S T,

ERFEPIIE DT D, DT OIRGEAER 2T o1,

HKEBAEA B

Hx e

IH 724

vruT7x=FrF MYy LK 12.6mg [THET] AU J1y MR 12.5
20144 1A 17TH | YZ7u7=F27F U v adks 25mg [HET AU 1y NAEAI 25
a7 )7 F MUK 50mg [THE T AU J1 > A 50

2. HEOBEFHFHE

(1) KANX, PZ7ua7cF7F M) U LEGRY ET D8 - fRE - FIRIEAITH 5,
(2) BRAREWEME LT, vavy, TFH7 40 7%>—, ity a v 7 I 20E 5 L& TR,

HALE ORRAE - PA%E, BAERBRMEA M, WitEam, MERIERE, m/ sl HhaakaR B e
fi#diE (Toxic Epidermal Necrolysis : TEN) ., RJFERiEIRIERRHE (Stevens-Johnson JEWERE) . FLEZ
SiE (RIBCHER G 28) . SRS (FEMER &, BILIEERES) . * 7 v —BiEiE, EEk B3 1E
(TAEY Ui BVEMEMR, O oM OARS, MEMEREEI, ERRFHMERE . SMERE,
RS RARIE . (DAREIE, MM REE N HE ST\ b,

(TVIL. 8. (1) FERZREIEM & AIHER] DEHZH)

3. HEOHFFHRE

Bz L
4. EEMEAICELTENT <S5
G 2 B 5 G b
4 B A ML, B
S e o | T %
RMP et
BN Y A7 R MEER L L | A
(e ST EEb
ST T 1 o p
[y A —— ™




5. RBEHRURE - ERALOHIREIR
(1) EBEEH

YL
(2) & - EFALOHREIE

Y L7R0

6. RMP OiE
ARV



I. &WIZEYSEE

1. R4
(1) ¥4
vruzxr s N U LK 12.5mg [HET)
vruTZxFrF MYy LAHK 25mg THET
a7 xF7F MU LA 50mg [THET)
(2) *4
Diclofenac Sodium Suppositories
(3) BAMDER
— A LD

2. —#&4%
(1) 8 (A%
vruzxzFrF YA (JAN)
(2) #4 (@AK)
Diclofenac Sodium (JAN)
Diclofenac (INN)
(3) RTL (stem)
AT 7 =Ty 7 RPRIEHK : -ac

3. EEXRITRER

@f\COzNa
NH

Cl Cl

4. FXRUDFE
433 : C1aH10ClaNNaO2
sy 1 318.13
5. {4 (MR XIEXHE
Monosodium 2-(2,6-dichlorophenylamino)phenylacetate (IUPAC)

6. [BAA. 34, KBS, E5ES
BrlZ7p L



. HEESI<EI SEE

1. YMBLFHER

(1) 58 - R
1~ A O S i TR E DM R TH 5.
(2) BfRH

AR ) =N XFTx 2 =) (95) [T T < AKIEEE (100) IZR0R0ETIC<L<, Y=F oz
—TIZIZ E A ETET 720,
(3) REtE
I TdH D,
(4) R (SBR). R, RER
AR L
(5) BRIEEMBHTER
Y ERR L
(6) FEEH
MEERR L
(7) TOfDELRIEME
AR L

2. BHRSOEBEHTISHTERER
ARk L

3. AMESOREERRE. EEX
(1) WeRaBRiE
1) SBEsn
ARED A B ) — VIRIRICIEEZ N2 5 & & IR REaE 295,
2) RESEHER
AECOE | ROOGAER (2) 2179 L&, Wkax 27 5,
3) AU AT S VRIE
BALA U o AEERNEIC X D RBR ATV, RED AT MV ERFDOBIBANY MBS D & &
W DAY N VIEFR— D & 2 AIZFEROTRE ORI % 7880 5,
4) EVERS
REOKEHITT SV U LEOENKIGE 2T 5,
(2) ERE
BN E VA
ARdhEKIZED L, FiERRE A, A Umikl% 7 ook AT T 5, R0z 7 —v
(99.5) WiREMZ, KEBILHY UL« = ) — VR THE-YELANLE Y ELE THET D,



V. RANEYTSI1EE

1. Flig
(1) FORXZ
AL
(2) BHONBEUMER
. /=0 a/ ml NURVN R/ = B gt ab/4v mll NU VIV IS/ = B4 S /v sl UL VAV
A 12.5mg [HET | Al 25mg [THIET ) A:Al 50mg [HEE T
FIT - HRIR T VIEORLFAH T, ([ZBUVIERVY,
=] H A~
B % 22.0 #7 26.0 #27.0
(mm)
WO #17.6 8.5 9.0
(mm)
HE (mg) 750 1000 1250
il =2 — R 0.5-MC 12.5 0.S5-MC 25 0.S-MC 50
(3) @rla—F
(TV. 1. (2) BHIO/M KL OMEIR ) DIESIR)
(4) HEOME
(Mv. 6. BWHIOKFESEMTIZHIT DLEN] OESBMH)
(5) Znith
M L
2. A O
(1) ABES GEERS) OSERUVHNA
. /=0 b a4 all NUR VN B0/ = B 4= 3o ob/fv il N vV V278 = B 4= 5 b/ Bl NUILV VN
Ae#l 12.5mg [ HEE T A5l 25mg [THIE T ) A5 50mg [HIE T )
EERolIp%an 78 =0 a7 Bl N RVN D/ = 0 g a7/ il MU VAV 207 = B4t S0 kb7 v Bl NV
(1 ) 12.5mg 25mg 50mg
Nl N—RZ77 vk

(2) BERHEFORE
A L

(3) RE
%Y LR

3. BIBRAOEMRUEE
A LR

4. AHif
BARMANA

5. BAT HREIMED & 5 MY
BEERR L



6. HADFEFUTICETIREKR Y

(1) hnisEBR

OvrnZxF 7+ M) uaAAl12.5mg THEDL)

IR ER  35°C - T5%RH [ A kAl TERE ]

ABRIE H =S PRAF I
<Hik& > 5% LGS 2 5 A 5% A 8 » A
Motk G904A
<HAB~EHOOTWIED | G904B WA Sk A A
HLFAAEA, (2B WEZev > | G904C
fife e R G904A
(AT A~ 7 kL G904B Blikey Blikey e e
WEs o~ NI T T 4—) G904C
e e (6 G904A
ggﬁffli;;cg (G904B | 34.5~34.6 | 34.5~34.7 34.5~34.8 34.2~34.5
G904C
St (%) X gggiﬁ 97.8~99.0 | 97.0~98.4 | 97.0~984 | 96.5~97.8
<93.0~107.0% > G904C
¥ RTREICKTLEAER (%)
Ovrwu7=FsF Y LA 25mg THET] MRS 35C - T5%RH [ aspiE]
BRIE H =S PRAF I
<Kk > 5% LS 2 5 A 5% A 8 » A
RN 76321
<AG~EECORTVED | 76322 SRe) e ke HE
ATFHAEA, 2B W70 > 76323
TR R 76321
(A AT A~ 7 kL 76322 Blikey Blikey e e
Mg u~ 57 4—) 76323
S . 76321
TR L ((3) 76322 | 34.6~34.8 | 34.7~35.1 34.7~35.0 34.7~35.0
<33.5~355C>
76323
AR (%) * ;gié 97.4~101.0 | 98.1~100.8 | 96.9~99.6 | 96.8~99.7
<93.0~107.0% > 76323

X FREISHTOEAR (%)




OvruT7=F7F M) oA 50mg THET]  IERER  35°C - T5%RH [RE&adEEEE]
FRERTE H 7 k TRAFH
< Bk > &5 BR RIS 27 A 5% H 8 » H
PEAR 76351
<HB~EAOTWED | 76352 lNey ey ey By
NLFR AR, 2B W7y > 76353
fife R R 76351
(SRAN AT A~ 7 kL 76352 plEikey SlEikey SlEike A
Mg/~ T 7 0—) 76353
e . 76351
PR AL <€> 76352 | 34.8~35.0 34.8~35.1 34.7~35.0 34.7~35.0
<33.5~35.5C>
76353
o (%) * 76351
£ 93.0~107.0%> Zgggi 96.0~100.0 | 96.4~99.4 97.4~99.8 97.7~99.6

X RFRITKT D EHR (%)

7. AEERUBREOREN
AR

8. fhFl L DEEAEIL (MELFMEIL)

YLD

9. HHM
L

10. &% - 8%

(1) IBVDELGESR - BF, NESRRTRR - ARCHT HHER

L
(2) A%

</A72zxFoF LYo L&F I 125mg THEI] >

50 M [(5 M8 x2) X5 4¥]

<Ha2zxFoF b)Y L&F 25mg THEL] >

50 & [ (5@ x2) X5 4¥]

<Po/nr7zxFUF b)Y LAH 50mg THET] >

50 flE [ (5 & x2) X54E]
(3) PlEBEE

L2
(4) BBROME

avrF ke =

Er— [ TAI=TAE

1. ARSI HEME
MR L

12. Z0th
AT & D




ARICEY 5EE

1. BREX TR

2.

O FRLR B DNTHER O R - 4K

BaEi U v~ F. ZIEMEBIENE, IEURAE, PR

OFirtk DBF - MK

O OIFEEF TIIRR DN TE 220D, B DWW, M OIFEF OGN ARATRE 2R 5 & D B B 5GE
K (QIEREXR 24 St EROER 2 G T) ORGREL

PEER IR ICBEET SR
FRIE I LTV

RZERUHE

) RERUVHAEDRER

WA vr7ua7et s Y val LCHE 1A 25~50mg & 1 H 1~2 [8], EBENICHEAT S5,
R, RIS IR ER G SEE L,

BIRIRIZE DY a v 72 BZT2ERHHOT, EEICELT 253D EN &G RIGT 5
ek,

N7 2SR ULAE LT EIOREICAE 1kg H720 0.5~1.0mg Z# 1 H 1~2 [A],
EBNICHAT 5, 72k, s, ERIOE CIERHERGEREE LU,

BERIZE DV a v/ 2 BT 2R HL0T, VENGEGEZHETLZ L,

FERE G EOBRIL1IREE LTFREOLEBY TH S,

1 klh | 3wkl © 6.25mg

3 LAk 6 AT ¢ 6.25~12.5mg

6 LA I 9 AT - 12.5mg

9 kLl b 12 AR © 12.5~25mg

(2) BERUVARDHRTERE - 138

AR L

AERUVAEICEEYT 5FRE

7T.HERVHEEICEET 3R
M OERERF & OOFHITRET 2 2 ENEF LUy,




5. ERERAHR

(1) BET—aANy 75—
Y ERR L
(2) EREREEHER
HEERR L
(3) AERGERHR
RCNEE R L
(4) BRI
1) BRI
RCNER R L
2) REeMHEB
Y ERR L
(5) BE - WBAIEER
MEERR L
(6) AmER
1) ERARERE (—REAFERE. BEEARERE. CABELERE) . RERFTET 4N
—RRE. BHERTREBRABRONE
Y ERR L
2) RBEFH L LTERFEORENIIERBEL-RAE - ABROME
BAROANA
(7) £t
Y LR



VI. EHEBICEYTSEE

1. EEPFMICEHEHSLEYMXIELEYE
T U — VR R R B T 2 A
TR BEEOH LG OREE « DIRFEL, KIOBMNLEZSZRT 5 &,

2. IR

(1) YERERLL - 1R
TRABT TV U AREERIC K 2PRIE, #RK EEYERRE 2 5T g 2,

(2) EpEEMITLHBRBE
18.2 I RAEIEA
18.2.1 SMREICH T H/ER
a7zt P NIONE BT UFE (T Y R) ICRILTA v RAZ v L RS OIIE
RZERL, RIMRABE (BT b)) IS LTIEA > RAZ U LT V7 = F LfE L0 58]
ERZRT, E-FERE G X5 BMME FZRETE (v R) I LAY KA X v L RSO
HIER ZRd 9 9,
18.2.2 B - BMREIIHT H1EH
YruZzF s NU A, BEtERE, RO O E, REE, 7Y 2 N0 bR D EER Y
TBMERNE e QW EEFE RIS LIERZZIHIER 2783 (T b)), ZHOOERIZ, A1 v RAZ T~
EORTF L R=ya LT 56D THY, FVT 2 F LB, A7 2 F LBEHHNETT ==L T X
VXD STHEYY 8 5 6))
18.3 $EEIER
vrnu7xF 27 F M)LK, Tail pinch ¥ (Bve RERT~ T RA) | BFEA Ny FIE (w7 R),
Randall-Selitto i (7 > b) T, £ OHAEA » RAZ VU KOT VT = F Ak L0 58O R %)
RAERT 9,
184 FARATS VO UARBEER
a7 F NI UANE, UKD I a Y —ANEICBIT AT O RAE TS VDA E
BETCHEL, TOEHITA v RAZY v, F7uaxt %L 0y (in vitro) 2,

(3) YERZTIRFME - FHifEERH
MR L

10



VI. EHEBRICEYSEE

1. mMPREOHTRE

(1) BAERLADGOLFARE
MR L

(2) BEKRSEBRTHESA-IHRE
16.1.1 BEREKE

fEFERANICY 7 a7 2 F 7 F F U o A4 H 25mg K O 50mg A §& 1 BRI BRIE GRS U235
BOIEMENEE T A—FIILLTD LB Thoto 7,

HEYIHRE ST A =4

Tmax Cmax AUCo-_24 Tz

(hr) (ng/mL) (ng/mL * hr) (hr)

vru7ZxF ) Yo LHE 25mg 0.81+0.28 570+134 864+172 1.3
vrsuazxoF S MU ALK 50mg 1.00*+0.14 881+£83 2,440*+=191 1.3

16.1.2 &EMFHNFEEHER

(n=9, V¥ =S.E.)

®OsvaIx+o+ Y L&F 12.5mg THETL]
AW R SRR B 2 R EYE (BFn 55 4F 5 H 30 H JE%EEE 718 7)

vruT7xFrF M) LA 12.6mg THET] KORALE LR 125mg &, 7 0 A4 —/—
Eckovenzgn 1@ (Y27ver7=2F27F M) 7 AE LT 12.5mg) EFEEAT 1-ICHE R HENE S
WG LTliEfh> /e 72327 F M) ULAREZHE L, 30N pHERE 7 A —% (AUC,

Cmax) [T DWW THBGHTE THREHENT 21T > 7o 5. WAIO Y FRIRI SRR Sz 9,
S ENRE N T A —H
HENT A—H SBHENT A—H
AUCo-s Cmax Tmax T
(ng * hr/mL) (ng/mL) (hr) (hr)
vrom7ZxFrF YU LA
439.2+63.2 296.71+54.9 0.6+0.2 1.2+04
12.5mg HE L]

ARHZ LR 12.5mg 413.71+86.3 280.4+56.2 0.6+0.2 1.2+0.3

(ng/mL)
350 -
300 -
250 -
200

N - 5%

150
100 -
50 H

(1 fH#5-. Mean+S.D..

—— U071+ 77F M)y L&EN25mg [BEL]
—— KILZ L 23 R12.5mg
1 {845, Mean*S.D., n=14

4 5 6
B¥fE (hr)

2 3

1 5% R e E HERS

n=14)

MAEFEEE NS AUC, Cmax FD/3T A — &%, #ERF ORI (R OLRERAIEL - IF# 5 O

R L > TERRDWREMENDH D,
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@y I72zxFoF U L&HE 25mg THEI]
B[R MERBR I B 2RI UE  (FEFn 55 4 5 H 30 H 35K 718 75)

YrnZ=F7F U T LER 26mg THET] MORVHZ LR 26mg &, 7 1 AA—"—ik
kv eEnth 1l (Yru7=F27F ) ULAE LT 26mg) AL T-IHE & B RIEG N
GLThmiEhy a7 =727 b0 LREZE L 5L EDERE T 2 —4 (AUC, Cmax)
(ZOW T BIITIES TREGHIBIT 21T o 7o RE R, WAl O AEY) ERI R FIEAHERR S Tz 9,
FWIRE T A —F

HIE/NT A—H BENRT A —H
AUCo-6 Cmax Tmax T
(ng * hr/mL) (ng/mL) (hr) (hr)
7=y /Ay il N Ry VN3 |
949.7+165.4 513*116 0.5%0.0 1.3£0.3
256mg [HEL)
ARVH LR 25mg 994.3+214.6 568118 0.5*0.0 1.5+0.4

(1 5. Mean+S.D.. n=12)
(ng/mL)
600

500 -
—— Y7071+ 7 MUY L%E25mg [AET]

——RIVE L 4 R25mg
1 {@#%%5, MeantS.D.,n=12

400

300

PSR =)

200

100

0 1 2 3 4 5 6
BFRE (hr)

1fi 5% F A It E HERS

MAEFPEEEEONT AUC, Cmax D/ T A — &%, #ERF ORI (R OLREREIEL - KPS O R
FIFICE > TR DRSS,
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@ y/nI7xzFo+ U LLH 50mg THEI]
B[R MERBR I B 2RI UE  (FEFn 55 4 5 H 30 H 35K 718 75)

vruZxF 7 F M) LAHE 50mg THIEET.) KOVWRLZ LYK 50mg 2, 7 v AF4—/—k
v EnNZER 1M (PZ7u7=F27F bU7aE LT 50mg) FEEER A FITHE B E G N &
HLThsERY 7 e 727G M) o AREZRIE L 5D EYERE T A —% (AUC, Cmax)
DWW T HO IS THERHIRNT 21T o TS . A O P[RS E D HERE S 47z 10,
HENRE T A — X

HENT A—H BENT A —H
AUCo-6 Cmax Tmax T
(ng * hr/mL) (ng/mL) (hr) (hr)
7 =0y ot/ Ay il N Ry N5
1859.3+352.9 954+ 186 0.7£0.3 1.2+0.3
50mg [ FE T
RV H LR 50mg 1712.7+229.7 1004220 0.7£0.3 1.1+0.2

(1 5. Mean+S.D.. n=12)

(ng/mL)
1000
800 -
o —o— U071+ 7+ M)y L&ES0mg [HEL]
?E 600 - —— RV R L Y R50mg
o 1{E#%%5, MeanXS.D., n=12
& 400
200
0 1 2 3 4 5 6

B (hr)
i 5 PR e R HERS

MAEFPEEEEONT AUC, Cmax D/ T A — &%, #ERF ORI (R OLREREIEL - KPS O R
R K-> TERRD RN D 5,

(3) &l
M ER L
(4) BS - StAEORE
(Tvit. 7. #HALEH] OEZR)
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2. EMEER/NS A4
(1) BiAEE
HEERR L
(2) RILEEEH
EE RS L
(3) HEREEER
U ERR L
(4) DUFPSVR
HEERR L
(5) FHER
HEE R L
(6) Znfth
U ER R L

3. BEMA (REaL—3Y) B
(1) B#iFAE

mEEE e L

(2) IRSA—4EHER
G ER L

4. IR
PMER e L

5. 9%

(1) Mm-RBAPT iR
MR L

(2) M-HABEPTmRE
(V. 6. (5) 4EHH) DB

(3) HA~OBTE
(VI 6. (6) ¥29LAHI DIEBM)

(4) BBE~OBTE
LR L

(5) ZOMOEMADBTE
LR L

(6) MEEABEE
LR L
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6. {tH

(1) KHHEAL R UM HHRER
BEFERR N RE A5 L2356 IRICIIRZE R Ot 5 FE ORI LA FRD H T 5 1019 (Sh[EH
ANT—4),

(2) RBICEET 58K (CYPH) OoFE, F5F
AENT AR CYP2C9 TRE SN D,

(3) MEEBHNROFRRVEZDEE

AR L

(4) REYOEEDHERVENEL, FELE
MR L

7. Pt

fERERR IS UC-Y 7 u 7 =F 27 F FU U A 50mg &R ARG SUIFRIRNE G L6, & 5% 12 B
i CHRE-EDOR 40%23KHIZ 96 FREHTHI 60% 3R HIZ, £ 30% 23 FH 2Pt S5 13 GEANT
—H),

INRIZEB T DRI ORI S 2 — 3R A TOHA LB L T D 19 15))

8. F3UAK—5—IHT BIEE
KPR L

9. BRZEICKBKRESE
(Tvi. 10. WERS) OWEESM)

10. BEOHREHT 8%
LR L

1. EDih
AR L
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Drug Name

Category
diclofenac C

(2024 4£ 10 H¥HR)

=2 NT YT DOL5KE

2% SO

F—A NZ U7 D434 (An Australian categorization of risk of drug use in pregnancy)
Category C :

Drugs which, owing to their pharmacological effects, have caused or may be suspected of
causing, harmful effects on the human fetus or neonate without causing malformations.

These effects may be reversible. Accompanying texts should be consulted for further details.
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