2024 4E 3 HSGET (BB 50

H AP G it o JH T 5

871147

EEMA VA 2 — T — L

H AR EEAIRT & O IF

FOEZETH 2018 (2019 FFHEHTAR) ICHEML L CTHERK

787 xF7 Natg

5T - PLRIER]
voRT7xtroF l~ U7 L3k

T 25mg [TCK]|

DICLOFENAC Na Tablets [TCK|

paill | 74N a—TF 4 v 78E
fOF o H O X | B, SRR (FE—EMEONFEICX VTS L)
% & Bty sre 7272+ )9 L% 5mgaHT %,

Mm% :vz7u72+2F1+9Y %4 (JAN)
— % % _ _

4 : Diclofenac Sodium (JAN)

BLEIGEREFEHH 1 20134F 12 He H (MGe&ZEHEIC K 3)
% W7 AR R AE H H | SRGELHENGEEA H : 201446 A 20 H (IGE4AHIC K 3)

e

Ol K #E N
- Wkge B 4 A H

R FEBAMG 4F A H 2014 4F 10 A 22 H (BRFEH/ZEHIC L 3)
(IHBRFE% : 4 U+ v v §E 25mg) 2008 4£5 A 7 H
(HBGES : 4 VU F F v v $F) 200644 H 3 H

Lig ko (g A -
e #E - Kie =tk A

Shaloet  REAFERASHT
Wx 58 T HAY =AY v 7HRASH

Ju

RERW®MHEY E O

Fuﬁb‘é\j’)“&"%%m

HAY =40 v 7Rt % 3 SMHERE

[OXE : 0120-893-170 FAX %% : 0120-893-172
BB 1A — &
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EHENA v 2 2 —7 +— LFHDOFF| % OBEEE — HARBESE A& —
(2020 4F 4 H&ED)

1. E3A v 22— 7+ — LMER D FEAE

GRS i D AR R BRI IE R & L €L BRI ER IR SCE (AT, BCGE) 288 %,
FEFREL CEERD - 3EAIANE O ERRIESE 28 H 3R IC B B G O BIEEER 2 G5 5
BYICIE, ASCEICRIE S N2 G E AT 2 B A R B E G o H » . B
DEFEHRILE (LUT, MR) S~ EROEMFERLELIC X Y HREMTEL TE T,
CDOBRICHERIER MBI AT T 27-00HH) A e LTERBA v 22— 7+ —
L (LUF, TF&BES) 2834 L 72,

1988 4 ic HAYmBe Al (AT, BHIREE) Atk 2 /NREAA T FOfZEM T, T Fal#k
B, T FRCEERHZROE L, £ O 1998 ££1C HH-ZAAlrss 3 /hE B 225, 2008 4, 2013 4F
ICHWEEREREE R | Fl#EHOMGET 217> T & 7/, [ Fal#ZisH 2008 R, I F
FPDFHOBEBTHT—£ & LTIMET 3 2 e BFAIE A otz, THICKY ., HCEOTE
BUEGEIHD o GAICKET ORI T — 2 ZBM L7 [ Fadericiiftans st oz,
TR D T Fix, EEMERESRGAEE (T, PMDA) OERMEEMFHREERD~—
2 (http://www.pmda.go.jp/PmdaSearch/iyakuSearch/) iZ TABHE T3, HFIRTIE. 2009 4E
L OHERZO T FOERE R T2/ LT ([ vava—7+—oRETE] 2&EL.
il %2 D 1 F AR XEHEEMTE S 2 EIEERERE L CGEYAEE - e L Tw 5,

2019 “F DR XEGLHEHDO LT ICAb, 1 Fl# 3 2018 Ak T v, Sk [ERH
35 5 D BT IR TR BN IC B3 2 74 F 74 v | BT 2 EHEEH o 2o, 2 0 HEPRE
WRAE L7z,

2. ITFe&iZ

I F i3 DAASCEFOEHZ e L. BRI - FAIRTE O PFRHERE I & > THHREB I L
7, BEFEGOMEERD -0 DWW, WTHRGEtD 720 O, FA| 0 720 DR, EIHELS D
IEER D 729 O, B R BH T T O 72 OFFHRE DS LR X 72 MG 1 7o 1] o 12 35 5 i
A & LT, HSEAECIEE 2 HOE L SEAIRNSE D 72 00 1 Y B3R i 0 BLEIRE U3 ke ic
b 2 EITHER S O 2 R L T 22408k EATEM T 55,

I FIcEd#d 2 HEBCH N HWEEAHIE L 72 T F s aiIc el L. —ER o filoh % i 2 4GE
DHFFANDTERD T TN D, 7272 L BERPE O EFICBD 2 b O R UHIHIFE H O 23557 -




W - PR N EHIEE L ] FORBMBFHEL 3500, S0z 2L, SERMED SRt
iz 1T FiE, FIFHE B O A5 - FIl - BRET T2 &L bic, BEAEMTEEZTdDL S
WA L EHfRE LT 5,

[ FoRLIZETT -2 2R L, BEEMEcORRITLHATII R,

3. IFOHMMicH7zoT

EHAED T F ik, PMD A OBEFHEEBIEFHRBR O~ — D IBEG T RE S T
%,

WAL [EHERA v 2 82— 7 4+ — LMEROFE & | 12> T 1 F 2R - 23 2 25,
I FOR ST 2, BERBGICAR L TGRS [ FAIERFHCER LEWIFRSICOWT
FEEEREOMRE~DA Y 22 —ICX W AIAEEOBNE 2 RES L, 1 FoMAKEEL A
D LMENRD D, iz, FERFGET S A EoFEEFICB T 2 FIHEICBAL <k, T F23eET
INs oML, BEMEMRET 2URETNEZH L 21IC L2 3CEH%, &2 i SEoEE
A HAR ALY — & R I XY SEAIESEH S 28T 2 L & bic, T Fofiflicdhz-> Tk, &
HOBRME % PMD A DER S ERERIERREBE DO~ —V CHERT 2 LE1H 5,

B EIEERACREOHRO A bR E N T2 [V, 5 EREE] 2 [X1., 54
BHL TXNL (5% BT 2HEFRAREZZ T TCOARAWERPEINDE LB Y, ZDOHL
DN IETREETNETH B,

4. ML Co®ER

IFZHERHBCEWTIRP T Z BT RvERMMERILE LTEH L TwZE 2w,
I F 3 HREE 0BG & 1 C L Y% R 5 o BLEIRIE XX IRGE I #E b B ZEAMERL - 24k 5 %
=38 B B O 72 @ DA RN C B 5 & DAL 72203, Gl « RBUCIZEMEE o JL A1
PR E SRS O WO RIS T 2 74 F o4 v, 8¥a—F - F7 - 757574
RE DK " —EREZ T D %2500, WREHRIRNEBI N A F 74 v Cld, R %K
RO D BB 2 R (LI o v T BB ERIEREE 1 L ORDIGLTITHI T &
FELXZARWEINTED, MRE~DA V22 —PHLONEFAEZR SICX b, FIHZE
HOoDB I FONBREREZICIREDIDOTH L & EFML TELARTFNIE RS v, B
¥ RN 2 HEROBAMRINZ R L. Z 0B BRIk E ., BEEEICE T 58 IEERH
RHER T 2 C L IIEFIOABETH Y, I FRIEMAL CHEESZHICMiEd 2 b oic LTw
T E T,
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L.

BMEICEAY 21EH

1. BEAERORE

A0 F e viEld, REERA S ERIERESS & L ChFEZ AL, AZRE L, 1977
£ 9 AICKREEZMHT, 1978 FF 4 HFRFBICE o 7=,

F 72, 2007 4E 2 A THE ] OZhEES IR OBMAEKRE & iz,

Zrd. EBREHEG IR % 2007 FICGERE AV F b e vEER LA ) b e v
25mg ICAHE L7z, S5, 2014 FEICiiFe4 %27 u 7 =) 27 Nadi 25mg [TCK] ICAH L
776

2. BmOARFNEE

KENE, Yra72F2F b)Y LB LT SR - URIERITH %,

FREWEA & L CRRANIR, Bl - lEt, BH2ad 2, EXAEEHE LT, vav s, 7
F7 4 7Fv—, Wiy 2 v 7 XIIEILE D WHLEEE. M8 ok%E - FAZE. HER
RAAEEI, WiEE ., MERERE, /MR, e R RIS RARIE (Toxic Epidermal
Necrolysis : TEN). FZJEHEIHRAEMREE (Stevens-Johnson FEMERE) . #LAE GBI ER). &
PR (MR A B S) . % 7 0 — LB, EEMARIE (7T 2 ) VA,
MBS, 5 ot OAR%e, OFfEZE, MEERIRA ., HE RS SENE,. 1
BORME, MMEEERD bbNE L 23d 5, (VI 8. B OIEZR)

3. HmOHAIFNEE

BRIC7z L

4, WIEFAICAL TAMI N5

W IEfEH B3 2 BE# .

B HEES 4 F 54 v &% -
RMP i3
BMo Y R 7 mMEiEE & LT -
PERK & LT 2 Bt
REFEHAREEST A V74 v i3
(B | o 54 25 S IE A i

. ARFHROE - A LOHREER

(1) AREH
FY L7z
(2) @ - EA EORIREER
FY L7z



6. RMP D=
N



II. %#rRICEEd 3IEE

1. BR%G4
(1) M4 : 27w 7 xF 2 NadE25mg [TCK
(2) #% : DICLOFENAC Na Tablets 25mg [TCK
(3) AFRDHE
BN IR 5 — M E IR+ AR+ B+ E S

2. —fiR%
(1) ME:vY7u7=2F27F ) v A (JAN)
(2) ¥4 : Diclofenac Sodium (JAN)
Diclofenac (INN)
(3) RTFL AT 72F 27 ZDHEH + —ac

3. BEAXITMER
BE

CO:2Na

NH
Cl Cl

4. A TFARUDTE
DF I\ ¢ CuaH1oClNNaO2
HF= - 318.13

5. {tZF%& (%E) XIEAE
Monosodium 2-(2,6-dichlorophenylamino) phenylacetate (IUPAC)

6. 1BA%A. Bl&. BES,

CEES

i



III. B2 ICEY 21HE

1. YEBENHEE
(1) S8 - ik
H ta~ M A Ao i i it o bR Td 5,
(2) A%
AR —=NFT R = (95) ICEIFRT K, KUIEFRE (100) ICRREFIc K, ¥
IFNIT—FTNICTITEAEBET R,
(3) B
Wi TH 5,
(4) Bl (HDEES). Hhm. HRES
FZUER R L
(5) BIEHEMRETL
FZUER R L
(6) DERFREK
FZMER R L
(7) Z Do E AR RME
FZUER R L

2. BEMBRADREZHTICEITELEN
FUER L

3. BMBHD DERARE. T2
SRR ERE
HASERHICX 3
EE2&

HASFHICX S



IV. ®HFICEET3IEE

1. A
(1) FFDX5H
gEHl (7 anba—F 4 v 78R
(2) BWHIDONER R OMER

. ASI7 (S
E}i'J_IS’I/% N = 2
Eff(mm) | EX (mm) | EE(mg) I
, . i
Yruveds Nabi — @ .
25mg [TCKJ _ R
a—7 4 VI
7.1 35 121
(3) #Fala—F
e ZNEN TR
v/ m7 77 Nade 25mg [ TCK] TU 157 TU 157

(4) &E YT
M ERR L
(5) Zonfth
FY L7z

2. BIF DHERL
(1) B CEMERD) DEERVRIA

HRrE 4 wHRIE (1 8EH) Al

FUBKIY)., Py ER LTy Ty,
it re—2, K Py, 7 X
ANAB—=RZF P YT L EIKH
vosmZxzF 7 Nagg |vorwrv=zF2F Y (A% ATT IV Vg~ AT Y
25mg [TCK | 7 2\ 25mg L, e7BAO—R w/uT— )L
6000, (LT % v, #ta45 (X —
FIYV), EBS5E, Aty
v

(2) BRREZOR
AN

(3) B8
AL

M

3. N BEROEREVRE
ML



4,

5.

6. HAIDEBRHTICHITDLEM

paKiii
FZY Lz

BAY BRI D B B MY

AU ER R L

FRBRIE H S UKL
A BRIE H B
(ERTN HEDTANLT—T 4V IHE
itk 52 AR TNV
Bk IR 281~285nm ICWIN DK % . % 249~253nm 1Z I D ik
INZTRT
Fr iR H 5 —i kB ik o fria ik
iE &= FRED 925~1075% % &L
<pnREER >V
RESMF £ 40°C, 1BE 75%
TLEETEHE  PTP @
ABRAE A
LGl 2 71 Atk 4 7 Atk 6 7 Ak
HED T 4N L
EXIN _ ) (48 (48 Ziti L
a—F 4 VI
fife F2 SlRey W ks BlRE
FiF SlRey W ks WAy
99.4 99.4 99.3 98.8
ERE (%) 100.4 100.2 100.0 99.1
99.6 100.5 100.2 99.4
1yl n=3 3u2v}h




<EIETOLEM>
AL 11 4 8 A 20 HAF$EA] - 7 72 LA o O ENRRE T o REMERBEICOWT (BH) |
(AAJRBEEAIRTS) #5E1c, BOEREDHERZ 1T - 72,

S
RESME A BRIE H g
FRARIRE 1 & H 2 & H 3 & H
DT 4NV L HEBDT 4 L4
LEEVN _ o _ | B L | Bl | Bk L
a—7 4 VIR a—7 4 v
40+2°C e 2.0kg AL 8.9 8.8 8.6 8.5
X o (kg) (3%) ' ' ' '
mE EDE —
R R A B2 20 97T, 8596 ML E 98.6~100.9 |99.0~101.1/98.1~101.0| 97.1~99.7
XUE A b~ . 0~ . A~ . 1~99.
(%) (/M ~ B KA
e
92.5%~107.5% 99.8 100.2 100.7 98.8
(%)
DT 4V L DT 4L
Pk B N i U sl | sl | ZfesL
a—F 4 VIR a—7 4 VI
25+1°C | FEpE+! 2.0kg LAE 6.9 5o 58 60
- 75+5%RH|  (kg) (%) ' ' ' '
DiTig
| A2 | 2090, 8S5%ELE 98.6~100.9 |95.0~98.0 | 94.1~97.7 | 94.5~99.5
B X (%) (/M ~ i K A1) ' ' ' ' ' ' ' '
B3
92.5%~107.5% 99.8 100.4 99.4 99.2
(%)
RESAME A BRIE H g s
bies FERIE
- BRI 60 77 Ix - hr
HEODT 4 VL DT 4NV L
LGN B . B . 7L
a—F 4 VI a—F 4 VI
s figi 1 2.0kg U4 E
i - g 8.9 8.2
y | mYwE (kg) (Z%)
1000Ix/hr | ¥AHM:*2 | 20 43fEl. 85% LA L 98.6~100.9 97 81031
REEE | () (/M ~ A ) ' ' ' '
e
92.5%~107.5% 99.8 100.7
(%)

*1 n=10 O FEfE
*2 n=6
*3 n=3 OFHEHE

7. AEERVBREBEOREM
&Y L7z

8. Al DEAZI (WRLFHEL)
B EOR L



9. BHM
<AHZEICH T EEREME>?
92 P[5 3 05 o0 BV V5 2 FE A 0 FE M85 1c o T (FESESESS 634 %5, 1998 4E 7 H 15 H)
e’ 7 v 7 277 Nadi 25mg [TCK | GAERBIAI) & A v v 25mg (FRHERIA]) &
DIRHEB D L % 1T o 724551, 2 CoEEHERSFIC B W TSRS A F 74 v 0
HZEB) o W] 1 D H E L HEISHE A L 7z

fitiR
OpH 1.2 (4847 50 [A]#x)
eI 25 BAE & 72 SRBRIERE I 35 1 2 P IR @ 12 o P 7E R & 7R 3758 2 7 R i
(3043 KRUHBIE T 7= 3B (360 4) 12B T, FRBREUA] o P45 18 H =R | A v il
Il D IR £ 8% D i IC & - 7=,
OpH 4.0 (#8457 50 [A]#x)
TEEHERIH) 25 BAE & 72 GRBRIERE I 35 1 2 SFIE IR @ 12 O PR R & 7R 358 2 7 R
(1043) . K OHLE & n7- 3R (360 29) Icd T, BREREUAI o I i iR |3 f e il
Il DI R £ 8% D i IC B - 7=,
OpH 6.8 (f5:4) 50 [al#iz) . 7k (443 50 [A]#ix)
AR S OVERHE B o S A R T 15 47 BANIC 85% LA B TH o 7z,

FERAHE (%)
o ) 5E FREfH FHEHEED
TR SRR 4 N " YruzzF 7 Nage N
41) A& L v EE 25mg 7% (%)
25mg [TCK]
JH
pH1.2 | 50 [El4E/5 % - 29 il
360 3.0 7.4 AN
S 10 185 21.4 HLPHMA
pH 4.0 50 [ulix/77
360 443 456 AN
pH 6.8 | 50 [Hl#iz/ 5> 15 87.7 89.4 HiFHAN
7K 50 [Aldiz/5y 15 90.4 95.3 AN
(n=6)



120

100

120

100

pH 1.2 (%47 50 [AH%)

—e— /07 x+ 7 NajE
r 25mg [TCK]

L —o—RILZ L »$E25mg

0 60 120 180 240 300 360

AR (9)

(n=6)

pH 6.8 (f:43 50 [alHx)

—e— 4 A7 1+ 7 Najt
25mg [TCK]J
—0— RILZ L »$E25mg

0 15 30 45 60
BB ()

(n=6)

pH 4.0 (43 50 [A1Hx)

120
100 + o— /07 xF U Natt
= 80 L 25mg [TCK]
—o—RILZ L V$E25mg

0
0 60 120 180 240 300 360
BHEEE (9)
(n=6)
K (43 50 [A]Hx)
120
100
7 80 T Ty T TTTTTTTTTTTTTTT
H 50 —e— 207 xF 2 Najt
R 25mg [TCK]
~40 —o— R KL v §E25mg
%
< 20
0 (J L L L Il

0 15 30 45 60
R (9)

(n=6)

- VR 85%
5 e
A



10. B2s - 2%

(1) FRLVBELRRR - 2%, NEI’EFREES -

ZUER L

(2) a%

100 $& (10 §& (PTP) X 10)
(3) FHEE

LR

(4) RBOME

BEICET B1ER

T RE e
FYEle= L7 4L L4
PTP tl%& R .
TN I =Y L

11. A&R#E SN2 EME
L

12. Z Oty
HMER L

10




V. BEICEET BIEH

1. ZEEXIIZNR

OTRDERLE S ICIERDESE - HL
BIET Y v~ F. ERMEEE. ERMEME. BRE. RI\KA. ERERE. HERE.
‘e, BEAXE. BREZHE. BhtA. BIREAE. &F

OF iz o ITIRER DIERE - JHKX

OTRHEREDHEE - 5
BHLERER (RBEIEIXAZHI AELTEBREZET)

il

2. WMEEXIIZhRICEET 515
FEINTW W

3. AERUVHE
(1) BERUVAEDRDS
(BETY v~ F. ERMEEEE. ERMEHIE. ERE. BISA. SEHRERRE. R,
B, BRAKE. ARREE. BRA. SIRSAE. EB0ER - BHX. Filinso0v
ICiRE D8R - JHX)
WH.RANCIZY 772 F27F Y vk LT1HET75~100mg & LJFEHI & LT 3 [E]ic
SRS T3, £/-. WEHT 2854 25~50mg & T3, k. ZEEO G 308
I EBET L,
(BMLEREXRORE - $85)
W, ARy 7725277 ) v ae LT 10HE 25~50mg #EHT %, &k, F
i, ERIC X VIEEMT 5, 2720, FEAlE LCT1H2MECcE L, 1 HRK 100mg %
REEE 372, 72, ZEFRFORGITHITIE2 2 EXEE L,
(2) AERUVAEDFRERE - 1R
FRUBER L

4. BERVHBEICEEYT 3 FE2
7. BERUVHEICEAEY 315
D W K EERAI & OFFRIZEET 2 2 T L,

5. BRARERIE
(1) BBRT — RSy r—
M ER R L
(2) BRPRIRIBER
M ER R L

11



(3) AERSERHR
HUERZR L
(4) HEERAER
1) BRI
HMERR L
2) ReEMHER
HMERZ L
(5) BE - HwRERIHR
FRUER L
(6) JAERIER
1) FEHAKERE (—REARERE. FEFEARERAEL. FARELERT). BERT
BR—XAE, HERTRERRABRORNE
MM ER L
2) AREHLELTCERFEOANRXITIER L -RE - HBROME
LR AR
(7) Zoft
FRUBER L

12



VI, ZEMIEEI(CEHI SIEHE

1, HEZWNICEED B LEYXITLEYEE
A7 a7y, A uazzy, vaFy e vF L Y

2. EIEBIEA

(1) 1ERERL - 1EFRKER

TRRARST vV vEREEERIIC X 2RME. RN CRBAERBEZ b TWn5 Y,

(2) FEhxEft S 2 HBRAE

1) 2MMEICHT 21ER
Vorm7xF s F IV LE, ATT=VIFE (T ) LT v F AR Y v L
EDMHEIER 2R L, SBIMRAIBE (FLEY b)) I LTEA Y F AR Y RIZT7 AT
= F L X 0 IECIGIER 2R, 2 HFEER 5 C X 2 BN EEETTE (w7 )
X LA Y F A2y v L RA%OMHIERZ RS Y 9,

2) BRUREICHT 21EA
vorua7zzFrF MY v aid, FEtEEE, RO S, W, 7Y 2o vy B
5D FERIIEMERIE R CRZFAICN LENZMGIER %2573 (7 v ), 2hbofFH
. AV EEARL VRO TL =y Vit T 25D THY, ZFVT7 2 F L, A7
TFLBHENE T AT RV XDV L ITHRGTD,

3) EREIEA
vo/m7xF7F YT LAE, Tal pinch ik (FLe 2B~ R), BFEA MLy Fik
(=7 %), Randall-Selitto % (7 v }) T, 4L DEAEA VAR VYRR T AT =
PaPN " SQUET B =V VI ST
T 7. EEERA ToOEBEESMEEIC X 23 (RO#S5) © vreTv2F s F b)Y
v L35 HE (50mg #%45) Tlk. 30 /il THIAME O FEfEIC N L CTREREO FEO =
AP E7T TR EEGHICH L TH 0 METHEICE W Z LARD LN TS V08,

4) F7RARRTZ v ERBEER
Yoru7zF 2 F I VLR, VKDY I suY - AREICBTETORR ST Y
VOSREIKEECHEL, 2oFHIEA Y F A&y v, F7uFerEX 0iEy (in
vitro) ¥,

(3) TEARIRMSR - FEfchR

EUER L
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VII. EYVBREICEET SIEE

1. MHEEDHRE
(D) BELAENAOLFRE
HRUER L
(2) BB CHERIN-IIPRE
HEKRS
fEEERA 9 %icy 7 u 7 2F27F + U v L 25mg Z8E 1 B ICHEIR DR S L 254
DEYBFHEN T XA -2 FU Tl BV THo% Y,
HYFRE T 2 — &

Tmax Cmax AUCo-24 Tie
(hr) (ng/mL) (ng/mL - hr) (hr)
vrwu7 xS
7+ bV YL 2.72+£0.55 41557 998+84 12
25mg
(n=9, ¥ £SE)
(3) HEE

ek L
(4) BE - ftREORE
(VI 7. #HAEMER] oEExSIRT 2L,

2. EMRERIV/NT A=K

(1) @irAE
M ERR L
(2) TRUGEREE E K
M ER R L
(3) HEAEETEH
M ERR L
@ 7V75v=%
M ERR L
(5) HHEE
M ER R L
(6) Znfth
MR L

3. B%KE (Realb—>ar) M@
(1) BRATHA
B FR L

14



(2) T A —RTEHER
HUERZ L

4, WRIX
FMBERR L

5. o
(1) Mk - EEFLEEY
LR L
(2) MR- BRIERPT @B
LR L
(3) At~DBITIE
LR L
(4) BER~DBITIE
LR L
(5) % DiDE/~DOBITIE
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