2024 4F 11 HekzEl (55 8 iR

H AR ERS i 3 B 872649

[EIHINA v HAE a—T F—A

H AP SEAIAT22 o0 IF 08268 2018 (2019 4EEHIAR) 1T HEML L TIERK

798 B2 W L SR TH A A

AT F—ReI1\wT T0mg

INTENURSE PAPS 70mg

AV RAZ T VRETA

Al 7 ML (% 73l

A o BLH X 5 mL

o - & & 1 # 10cm X 14cm (B{K 14g) A KA X T0mg &6

M 4 : A4 RA%222 (JAN)

- ibe %
* £ 4 : Indometacin (JAN)

BUE IR SE AR A B BUBEARGERGERAEA B 1 2008 423 H 7 H

St A WA -
Hx 72 B #h 42 0 H

SHAMJEMEIEAE A B - 2008 46 A 20 H
0 7¢ BA 45 4F H H : 1990 4= 12 H 17

G oe (i A)
fe i - ot &t 4

BOEIRIETE « HOBS M T3S
& 5 ot 77— VIR

22 2R 1 2 A DG S

Mwa beE&EB

7 7 — VIR RIS DI =
TEL : 03-3899-8881 FAX : 03-3853-9641

EREBARE A 1 A — A ~X— : http://www.rakool.co.jp

AIF 1% 2024 4 10 AWET OB IR OFEHICHE ST LFT Lz,
BT OEHRIT, MSTATEEN B3R EFS AR OO ERBERRB -V THEE L T &N,




AL X Ea—T — AFAOFES & OME  — [ AREERHS—

1. BEMA UV Ea—T7 3 —LIERDOEAE

B E S O AR 22 BNE i & U C, IERAEIRMIRASCE CLT. e L) 2
%, [EREHLE CEERN - SEAIATSE O ERAEFH A B & 5B AR 5, o 108 A 5 & 1% A
T DRI, WA SCEC R SNl A AT 2 EICRERR I RS LB R 503 8 0 | BSR4
EOEFERHEYE (LT, MR LI5T) FICHEROBMGHEROESELZ L CERZ M5 LT
LT&ETWD, ZOBRICLERIERZ MR AFT 27200 R Y A & LTERMA 2 E
a—7F—25 (LLTF, IF &B87) e LT,

1988 I H ASWPE A= (LLT, HIRFEEIET) FvE 2 /NER S IF OfLE T, IF &2
HbE, IF GEREREZ R E L. Z Ok 1998 412 HREEEITE 3 /NEE SIS, 2008 45, 2013 4
[ HFSRERIE S E B A IF il EH O UG 217> CT& 1,

IF FUf 258 2008 LIKE, IF [TMRELA O+ & L Coi TS PDF S0OETHT7—4 & L
THRET 22 ERNFAIE 2 o7z, ZHUTE Y | IR STEO EBRUGT N H > 7235510, WETOR
T — & 2B U7 IF 25Ee Rk S D Z & L e o7z, FIRO IF 1%, [EIKEREIRR
A (LLF, PMDA &M ¥ ) OEFHFRAHERLERRZE O X — U
(http://www.pmda.go.jp/PmdaSearch/iyakuSearch/) |Z CTAB S TCAFHREL 70> T D, HIR3K
TlE. 2008 4 LV BTERS O IF OIE ARG Mk LT [/ 2 B a—7 5 — Lkt
ZaxiE L, llx O IF DR SCE AT T 2@ EAE AR S U CEINER - E L T b,

O, 2019 FORM TELHEHEOLTICA DY, Hol AMEERERE BN iR
A S, [TF GRdiEHE 2018) & L TARINTZ,

2. IF &iX

IF (3 T SCEEOEREZMTE L, FEAME OEREFHIC L > CAFEBICLE R, ER
D SVEE B D T2 D OIFHR, ASTRRGET O T2 O, T D72 D DIF . EFM OB IERH 7=
DHOIEWR. FFREBE 7T DT OIEWEPEN S TSR 72 B3 0 B3 A i E & LT,
A 35803 FRak B 58 2 SR E L SEAIA % 0D 72 D 12 M % 35 D BUSE A 3 AR S OB L A (i L C
WDETER LALEMT B D,

IF \ZRed T 2 B K OECANE BRI E L7z IF Fed I L 5, 7272 L, G, &
PEHSERS O SVE . FER O LM OMMRSICBIT 2158 (BUF, 3REE S 1g7) 18-S <R
FIHZ RS 25 b O, REEEEOWBESICBDL D b O K OSEAIRE © 255F - JIkr - 2~
HIASIE IF OFCEFE LT 2 5720, SV 5 & BEEE» DRIt Nz TF 12, KA B
O AVEEAM - I - KIS & & bIc, RERMTEEAT LD LWV I RMEROZ & AR &
LT3,

IF O, BEFEAZIEAL L, BEICE U CEAIBISHIB L CHEAT 25, REEAETO
BURIIMA TR,



3. IF DFAICH=>T

BAHARD IF 12, PMDA R 3 G 1 S R — IS T S E ST D,
UL L TEEA VA Ea—T 3 — LEROFL &) 120> T IF ZERL - #2087 223,
IF DR AR E A, ERBEGICAE L TO S IEHRS IF AERURHCREH L EE MR IOV T
HEFED MR FE~DA U H a2 —IC LY IEAEEE OPAANRLERFESE, IF OFAELED D
VEND D, Fio, MERFWET SN AHH EOREEFICET 2 FHICEH L T, IF &I
FCTOMIE, HZEHE ORI FENRIET DA SCELB A b EE, H 25 WVIEFEOEIK
dn AR AL — B RS 20 RIS B O iS5 & &b, IF OERICH - Tk, e
DIRAF % PMDA O R ERRGAFRIF RN — U CHRT O MEN D D,

7ok, WIEMHSCLEMEOHERO S DRl STV D TERIREGE ] < T 2724 NE TORTEIR
P ST EESIIKREHICEDS Z EB3H Y. ZOBRWCITFORETRETH D,
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IF Z 38K O B EEFICB N TRNT 2 LN TERVERMERFEE LOFALTWEE
720, Ll BHIEOIRERBCERMERM Y mE—a ra— FECLD | REEEEN
REECTE DHFPAICIZE T ERAR S 5, IF (XHWREOGLREHEA T T, YaklE 35 A3
DMERL - REET D LD TH L Z Lnnh, fllll - REUITHNEZZ T I 22/ L 258 L T
BT D20,

(2018 4 10 A C&k&T)
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W& & WERENA
JAN Japanese Accepted Names for Pharmaceuticals — H A= 3& 5 — i 44 FR
IUPAC [EESHIIE - IS E S (k)
CMC-Na HNAB—AF R 7L




1. $IE(CBEd 5EA
1. RAROERE

2. HAOBRFHREE

3. HAOHAFHRE

4. BEFERICELTAATAR
M

5. RBREHXRURE - EAL
DR EIR

(1) RBEH

(2) & - EALOFHREE

6. RMP DBE

IR, EWEE O M & L2 M IEIZRIET 5 &V ) 8l
RN D | SR B A FER AL SIS 25E T 5 drug delivery
system 7¢ HHEE AR B S v, BRECE F A OB R Y
FRMEDNBED N 2SOH 5, A2 FAZ T Ofk R 8
ELT, BRCH IR EliEh, ARERRD TS,
A, LUF @ drug delivery system & L COEMEE %2 B L7=
A v RA L2 G AU 2 S LT,

1. FEYHPEREAICHEEICEIET S,

2. BFERE, Ftkr oy ber— L TE D,

3. BEEOHHMEL D= ha—VEFT 5,
FOEERGL T 1990 45 9 A IS A > KA & ¥ U EF AT A
YTT=A] OFBERAEFL, FFE 11 HIC kT Lz, e
4 OFFEHMNRESNTEY, 1994443 H 4 HIZH
TEMBEEAT LIz, 728 (A7 —A] 1X, 2008 456 A
(ZERRERT DT DDA EL ATV, [ T T =Ry
7 70mg) & LTEMLE,

AANL, WERkDA v RAZ T UARAAIE FERIC, ER Th
LA RAZ RS & ORBIICEBRE L,
BENTPIRIE - ERENZRET L0 T, LbZOEH
TR TH D Z ERRO LTV D,

ARANTARFENE D SIFRHA T2 L L bio, MAEEICENT
WD, N2 EDRMEA~DOEH AL THY | BF
AR BUSKT L, RIS WERIRSH 2R S 5,

WAER BT D&M, R D A 745 | A - %
RMP

BN A o IMETEE) & L TR S TV 5 &4
A HEET A N T A

PR o> R S S A

S P

Y L

Y LR



I. &#ICEAY5EA
1. RER

(1) £

(2) 4

(3) BAMDHRE

2. —iB4

(1) & (WwBE)
(2) & (@wA%K)
(3) RT L (stem)

3. BEARILRERX

4. #FXRUSFE

5. 2% (4K XIETFE

6' Em%i E“%Q m%%ﬁ
&S

=
=

II. HRES I HEE
1. VEEFHER

(1) 548 - R

(2) BAfEE

(3) Witk

(4) R (SRR, BR.
RE R

(5) BRIGEMEETEYR

(6) SFEHERK

(7) ZOMDELZREE

AT =2y 7 T0mg
INTENURSE PAPS 70mg
Frizz L

A RAZT > (JAN)
Indometacin (JAN)
AV RAH TV RPIRIER  -metacin

45F 2 1 CroH16CINO4 LyF-H 1 357.79

[1-(4-Chlorobenzoyl)-5-methoxy-2-methy-1H-indol-3-yl]acetic
acid (IUPAC)

BFERCE : PA-1

B~ B O 72 i SL PE D YR T, el L o> THE AT S,
AL )= T ) =)L) XTIV = TF T —T LR T
12 <L AKIZIEE A EB T, KERET R U 7 AR
I 5,

O Kb g ZIENT OIS K E R
AH ) =) 30mL LA _E 100mL A
T X ) —)1(95) 30mL LA _E 100mL A
JTFIT—TF )L 30mL LA F 100mL i
IS 10000mL 2L
HEER e L

Al 155~162C

AR L
AR L
AR L



2. ANHSTOEEFHTIC
BT H5REM

3. ARG OREREERE.
E&i&

V. "HEIZEET SEA

1. Hlf

(1) HROREH

(2) HHONERUHER

(8) BEHa—F

(4) EElOMH

(5) £0it

2. BHIOHER

(1) ARG (EHERS) ©
EERURMA

(2) ERHEFORE

T UM E IR FISIEAT B & RO FEFE M E
T 5H Y,

5- A N T2-AF LA 2 K—)L-3-FEfR

p-7 1 a AEMR

Tl iR AR B 15

HIF T4 RAZ L OffedilBriE] 12X 5,

(1) SEHNRINART v
ARG NNV EBBARY ML ERET A, F—KED
& ZAIZFBRDRE ORI ZRD D,

(2) AT AT v BAbH U o AEEAE
ARG NNV EBIRASRY RV E T H0E, [— 50
& ZAITIAER DR DWI 278D 5,

(3) RELUSHE (kaxr 23 5)

ERIE
HE T RAZ v DERE) I2Xb,
0.1mol/L KE&{t.F ~ U 7 2RIT K 5 Wi ik
0.1mol/L /KfE{t.F U ¥ LK ImL=35.779mg C1oH16CINO4

BEAFA (% 7))

O~ R O D BR 2 RERAT IR IE U 7= & K MERE AT, b
T ENH D,

B3301 (73 %— MEIZER)
KB SR (R— 2 v 7E)

R 30° ITIEE R ATF—L AR —/L (No4d LLE) 22 A0
T &, AF— LR — LA TEIRT S,
MR L

14 (10X 14cm, BK 14g) FIA V RAX TV T0mg 2 &4H
T 5,

WAl . =5 Mg Na Ky, €75, RFE, 7V EY
D-YLE R—/b LA b=k, KU E= LT ba— (55
U2 )N AVIDING /== by PN s VS i NP7 = I RN
v, AV, CMC-Na, KU 727 VLRI Sy hFd, VR
FrE= R ~v— BbFZ, TABT I Mg, Y
VIR Ca, HEHUK

YL



(3) RE %L

3. FTBRBEOHEMRUEE |ZYLaw

4. Hif LR
5. BATHTREDHD SRR © 5-A R 32 AFAA o b3 R
AW p-7 B R AR

6. HADEBEFHTICE TS | KHEEMTICHT D LENE?

REMY PRAFRME PRI | ERAFIEHE iR
E=eir] 24 & H b8 IR ez L

6 & A HICHHEFIAN

40°C. 75%RH 6 &5 A RaE | TOEEIKT - oMY
PE
7. RAEERUVBHBEOREYE | 204887 L
8. L DEEEIL LRk L
(‘pE{EFEL)
9. BHH BRI L
10. BFE - A%
(1) FBNDELGEF - A8, | ugpnL
NELEHERS - ax
BT 5188
(2) 2% 250 Kz (5 K x50). 350 Kz (7 £ <50). 500 # (5 %X 100) .
700 ¥z (7 #z < 100)
(3) FPREE AP
(4) BROMEHE WaEERSLETHTALIT IFR— b

11. BZR#ESNIEME MR L
12. Z0Ofth MR L

V. AEICEY45RA
1. PREX (TR FROZ AL ONTIEIR O S - T

JErEBISAE, JRBIRI RS, M - BE¥EZE. BEMDHZER. b
B EER (T =A%) B, SMEROIEIR - KW

S



2. PEEXIXBRICEET S HEEN TN
FE

3. RERUHAE

(1) RERUVRAERORES 1 H 2 BEEICAT 5,
(2) REBRUVRABORERR | i2u8sL
- $R#L

4. RERUVRAEICEET S RIE S LTV

AR
5. ERERRIR
(1) BERT—21R95—2 YL
(2) BRKREERRR EER e L
(3) AERIEREER M ER R L
(4) BREEMFER 1) AEhPERRGERER
EUER e L
2) ZeVERER
EMER R L
(5) #BHE - REBIHR EER e L
(6) AERHEMA 1) ERIRRARTRA (— Ml RS A, e e o i A, A
FRGRE LB AT) . BOEIR e T — 2 N — XA, &R e
i R BB DN AR
BRI L
2) FKERSMEL LT T EDONE XL ENM L 7-iiE - BRo
Wi
BARPNA
(7) £t MR L

VI. EEEBICET HEA
1. EEPRNICEAESHLHIEEM | BBMIEAT o A FHEGIRIEA :

XL EME i Fazey, IANAETR Ty, Va T F T
[NVRZFNNIZIEY 7 ety b7 SN ol = 1 SV s JUN

2. XB#®HR

(1) fEASEL - (FHREF TEREBAL = BEAHERAL CRFTENCER 2 58415 2,

TERBER : v o7t —BiEEEIC L2 a2 2 7
TV OAEGEIMEERICESC EBEZ BT
W5,

(2) EDZEBEMTIEBREE | V7 7= BEEEMGIEH (Z > b)) KOULE &k e

PHER (BE/VE > b)) IZBWT, ARSI LA




(3) {eRAFEBEFER - Frktber

VI. EYEREIZREd 5IRE

1. MPBREDHER

(1) AREEDGmAbRE

(2) BRKRFABRTHRIN:
mRE

(3) mhE

(4) BE - ftAEOXE

2. RUEER/IS A4
(1) BIAE

(2) WRUREEE B

(3) HREEEH

(4) VU735 2R

(6) HHMER

(6) £0ft

3. BRH (REaL—vay)
fEHT

(1) fBHFAE

(2) NS A—SZHER

4. BRI

5. &%

(1) B — Fg B8 P9
(2) mhik—BaiRarYmEAE
(3) AA~DBITHE

(4) REBE~DBITH

(5) Z0fniBE~DBITHE
(6) MFPFAB/EE

6. L

(1) RESBLERURBRE

(2) REICEAET HBF
(CYP %) OFiE. T
&

(3) PEEEHROEREY
TDEE

ERMHEIZNR AR N TND D
B EER L

B EER L

B2 L

AP L

%Y E R L

%Y E R L

HEER L



(4) REVOFHEOFERY

7.

8.

10.

11.

EtElE, FHELLE

B

FSURR—42—ICE8T B
1E 4R

. EMFICKIBRER

BREOQERZHTLEE

£ Dfth

e (FALOIES)
B89 51RE

. BEENBRLETOER

. BRABRLEEDEH

. BERIIHRICEET S

AELEDER

. AZRUVAERICEAET S

AELEDER

. BEEGELRNIRLED

B H

AR L

MM ERR L

ZEER L

B EER L

B2 L

PRIEZ LTV

2. B (ROBBIZIXBELLENCE)
2.1 REIIIM DA o R A2 o BANC % L CREuE O RE
RO B 5B

22 7AE Y R GEAT v A FYEHRSTRAIFIC L D
Wit EFEMEDFEIE) LT OREERE D & 5 B3 [ B
BlEeFERTLBTWR D5, ] (9.1 B

(fin)

AT oA FHEMEASERANC BT A EFERIEMRICL Y,
TAE D g B RE XX ORI O B B BE D ARH| &
5L T, BEIEMBRIENHEREINDEHRMEND 5,

REIN TV

REIN TV

8. EELEXRMIE

8.1 WHARBIFANC X D16 ITRIKF L T S RHERIETH
LT ELICBETDHI L,

(fiE#n)

THRBIRANC L DIRIE, RIEDOFHIZ 22> TV DHEFZ 5




6. RENDERZEITHARETIC
By 5EE

(1) A6HE - BEEEDHD
B2E

(2) BHeEEDE
(3) FrifteefEEEE
(4) k£RHERRZFETHE
(5) ¥

BT HHOTIE L RIEDIERDOAEZIEERET HHLDOTH D,

8.2 MEMRA (ZIBMERAFIES) ([T L TAMZ W55
TIFEMBEUNORIE L BB T D2 &,

(fiFd)

AT v A FHEHRBIRA 72 I XD FEMBETE T Ty

HRER EOBETOLER D H, o, BIERE T

BH PRSI D2 ORIERORIUCEET D Z &,

9.1.1 [EXMEDH ZBE (7 AV Ui B XIEE O/
D& % BE%ZER)

FIEMERIEEZFR T BENRH D, (2.2 B
(fiF35)

FEAT B A RPEERERAICIE T 0 B IERICLY
R[REXMEB OB D BERRFEMER T D52 LT, EERER
ENFHER SN D EHRIENR S 5,

9.1.2 RIERYED S 5 BFE
JEYe A D RIEICKT L THWD I ) e PUEE A X
FMEEAEOR L, BlEE 5 ﬁwﬁﬁ AT
L. KRG ORBYYEE RN LT 2 B2 H 5,

(fifEn)

JRYLSEIZ K DB, IR RIESE ORRIKIER & RBMET 5
D, EGRIEFEE T D70 JRIREE & L CE ) e B Al X

MEREAZIFH L, MEICEHRTLILERD D, BRI
U CITFF IR JE R E I EE T 5 2 &

BREIN TN

BRE STV e

BE ST 20

9.5 it
Ada SRR LTy 5 ATRE i@%éﬁﬁ . R Eo
BRENGRMEE ERIDZHAICORFERTLIZ L, 7
n A Xy —EHERE ﬂ%¢%%h@&%_ﬁm
L. BRIBEBIREIGE S R E - ORERH D, o, ¥
7mﬁ%vﬁ%—€miﬂ(WDﬂ %ﬁ)%%ﬁmﬁ

ML, RIROBERERS & ORERD . ZHUTHE D K
ﬁ&ﬁ#t%t&@ﬁ%#%éo
(i)

108 B2 W IR T~ D BAT I3 D T 7 < . BHPED
RIEM Z i Z 9 ATRe IRV L B2 b D0y, B EBRIC K
T oM ARG THRATBEMNZRO 5T D,



(6) RELIE
(7) IMNRE
(8) BlE
7. HEEA
(1) SRR L TDER

(2) ptRZEE L EDEH

8. El{EA

(1) EXGEMER & HBER
(2) EDtnEIER

9. BRRERRICRIZTIRE

10. BEEE

11. BRLOZXE

BEINTWRWN

9.7 /WA
NS 2 G & U T IR ARRRBRIT SN L Ty,

EIN TN

e

BWEIN TN

11. Bl4ERA
ROBERRS LbND ZERH LD T, BEE 7T
TV, BEPEO SN TG A IIIMER 2 1k 5 7 L
Ol & 217709 Z &,

FARPAAA

0.1%~b5% A4 0.1% it

R | BAR RIE, BB, SN | Y e UK EIR
AV RAZ U BHDDERANRTITE DT LT —ER DR
REEBZDBND,

AP L

AR L

14. BREDZEE

14.1 SEAE R O R

14.1.1 FBERUR R OB L7 2 &

(i 5)

HRGLUR K ORI B Rl & 4 9 < £ie, AR
BBIAR U, REVEZEBE 52X 5D & 5,
14.1.2 95 335 OFMLICHEHA LN 2 &

(fi )

W92 SULFEIE D & % EALIH % LR EAL T % Araetk
M %.

1413 REIEL, T—7EFETRETDZENEE LU,
(fifst)

HEAHEAL OB G DIRREIZ LD . AN T WIGE TG
U DUpH % k525 7 — 7 TR ET D,




12. ZDMDEE
(1) BBERERIZEICIER

(2) FEERERBABRICE D < HEHR

X. JEERERARRICET HIHE

1

. REHR

(1) FHFEHER
(2) REREBHER
(3) EDiDFEHAE

2

. SR

(1) EpRSEHHR
(2) RERSEHHR
(3) EEHEERR
(4) NARERER
(5) &EREZHHR
(6) RFTRIZMER
(7) EOtoBHRENE

X, EENEBAICEYT SHA

1

. RERS

. BXhHARM

. BERETOE

. RV EDEE

. BERITEHM

. R—H% - Rxh3E

. BEFffEEEAR

. BERTABEABRY
REES. REEENRS
£RAAB. REFABEAR

REERR L

(VI M5 ) B8
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