IERBBMHIBES 0 =25% (55=3EM )
VOREN ENTERIC-MICROENCAPSULATED CAPSULES
50MG (DICLOFENAC)

BEERF 55 033699 5}
ARERNE T M
hkZ<H A 2024-08-16

DMERESEH
1.NSAIDs#Z pEigMEtBEs 0 MERESHZER - S/ O0NEENDPE - BolgeRARan
E’J IR O e E AR ERN YN - BERERNRELE - EEEX -
ﬁrriﬁ@ﬂﬁ)fi* #EF1ff(Coronary artery bypass graft, CABG) 2 & 14RANE R A -

L 27N
1.1 BUEDKRE

1.2 B

Sugar Starch ~ Sugar ~ Corn Starch ~ Talc ~ Polyvinylpyrrolidone - Methacrylic
Acid Copolymer - Triacetin ~ Capsule #4 (Gelatin ~ Sodium Lauryl Sulfate - New
Coccine - Titanium Dioxide ~ Sunset Yellow FCF) -

1.3 HE

14§
ﬁiLA?T=#FLJwWL%
B > MEEFLHE /R
2 EREE
BRI R RABKEIESIEE &S -
3 FEERAE
31 FExEE

AREARKREZER  BEAREEVNEIE @ WIFAHER ZAE -
BHEABEIEAZZEART00 mg * FEARER14EU EESVESHBEIES : 75~100
mg ; RIS RN 2~3RIKET -

4 £&

(RXBREEHRK)
4.1 #Diclofenacilh#z &% -

P.1



4.2 FEWHILERS - BaRFALEEL ANSADDsEMEm R aRX Fimed A
RBBEEZH AR R s £ 4 -

4.3 REEQMEAZEE -

A4 BREARSG -

4.5 RBREFRBG-

4.6 fRAaspirinRAIEBEEH X B L EHFLRY ERS A LEBHRE
o WBMARAYARE (B AEHBIEMN) BB R (anaphylactic-like
reaction) %4 Z 4R 4% -

4.7 #BATEKRSHI%E F45(Coronary artery bypass graft, CABG)Z# 14X E£RA
B

4.8 BBEE=HHLEALE -
EEREEFR
(R TRk 2 )
5.1 ¥3E/EE¥ER
5.1.1 ~hEREFH

R % SACOX-2: R 35 M 4 ) B R JE:BIFMNSAIDs 2 E& JR3RB AR K * B
RERZRBERE=F MR ECLETREFHZIAR > &
MAEENTR > B TRARG - BRBATRAFARTEE > RLER
L HENSAIDSB R AT EAALUZCHERESHRAKR -  LESRBAS
BohERAZBHMEREF  BFLARECATREFHZIAHYA
B RAAMRENHEM - 22 A ohEriXEAMAREF
o ARFHACKAEERTRGERIFRS > KEAZBRELE
BARECHTREFHAZBHARES - F —LBREMMTER
RIFBERZBERESRAOAEAN  FTREARECAEREFH @
BRZERABEEN Ao hEREFHZIARTEZE 0 - AR
T g Bk AR B E 4 0y R #4E ADiclofenack M 0 AR R KER
% & &Diclofenac (HFB A EIS0ER) -
FERACOTEFHLARET (v H0® -~ ol BEAK - BH)
#m AR EE ADiclofenac - B A SO ERBREEEE A AR H
FHRGMEmE > ARV ZBRHZCHERRFABLR
B BB TREERAREARFMARIAKBE - BARBHM
ERABRRARIECHERRFHZHL  FHEARLNTREHR
ShERMARER - BRAZTERLELORECRTRRFHZIERA
BREABZREFX °

5.1.2 @K EAk4E F 45 (CABG) &

IR R EE R BT » N RSk G E F 45210~ 14X 4 A
COX-2BIFMIHF BB - ARHACHRERTRAYFHHE M - B

P.2



5. 1.3

5.1.4

5.1.5

5.1.6

b o BATERGIRGE FHZRIARNEA RS -
R A SR E % A

REWARBT > A CIIEELEANSAIDSE S > AR B E — B
HABAEE - whTRMATCRERATCEEREH EHm - BRTR
T SR E K E ANSAIDsH 0 A E—FRTEBH20/100A % 5 @
k4 FAANSAIDs & 2 6= R 8] %12/100A /% - s & 1E AINSAIDs# % —
FHRIATERRFTH  EEZLFRAIACRNAHES -

Bt B@B%ERARERNRLEHECIREGREA > RIEEFE
BRARRZBBANBRELCOEREFHZRAR - ZARREARN
WML CIREGRA > BREEARTE BRI 02K

3 R 58 LK B

KR 2Tk At & R BT 0 8 ACOX-2:8 341 B & JEZIFMNSAIDs
BRLARAOBABTLECRKRIBERY LA AREH GG RE - LAR
BEHARTER > AORFBORAERAZHEES  HOIEE R
BOREBERRETCEREH S WA -

K ibfE FANSAIDS 8 Lty i ARBREZ A KRS FERKEERER - Bt
FERAARLTHREEBELZCHEFERARTIARAABR > Hli
diuretics ~ ACE inhibitorssangiotensin receptor blockers
(ARBs) -

Bt BBEERAABRLNBRECHRBYRA » RIEEFEERZ
BMBARANCHEHRBBCZEAR - ZABLERANRECHEBAORK
AN BREEEAXTHERACEBAEBLZER -
BGENR—BBRE  HeRFLZERME

FFHEEEBA XE (aEDiclofenacE M) THSIIRF ~ MERAE
BX b  FHERAFAERENTHRRAIFHERRRE - B2
FHEBRARBERAFARBTREASEREFNRRFS - B
F—RAEREER - HNAHCRRFRA R T HEL R EZRA
RERZT - Yot AIFBE RN R BIERETH BHE el
ARBETFAERER DRALTBEFRLRLR - RAERFRE
BEHXE - RA BB FRAEBRERATAEE - AT HKE
BERRRBHBLELR  RABERRIEA KB E - SRS
BB ©

KT WA A

# FDiclofenact BAM THEF AL B RS BT AL BATHR

F o HRGHEW TLRBRBRAEARTTRATEL RELERELEY
BRZ - RFET R BYE2ERMSL > Diclofenaci| 2 AT HH R
REBOIEATRERL - TE - BRETFX (BREFAFERT) BT
Fg o AP — @ REF SR T XITRBSE - k4 ADiclofenac

P.3



5.3

5.4

5.1.7

5.1.8

5.1.9

5.1.10

% Rty e A B 304 RT3 £ 88 (transaminase) @ ARIKEE K R aR #
B L4 ER BASHRENEIP EANBITRA - AW BRE
FFHM R B R BT 4% 4 £ sDiclofenacis & sh4E 4T B R o
ERFARIEBETHBEHEF R B RERAATFR —BRHERE L
PEKR RHASFHRE (ot aak¥E s - k5 BB - KR
B-BERRE) FRILFR - BT R ETFBERREASBELEL
B RARERREA KB E  BEAMRKENER - ARFRTREA
BAFEHGRY (Sl & FURME) LRIFABINEE -
Bt R

KR FRBEHAXRTERTARRARLCTRIAS - #7058
ERBRBHOHARER (FRE - FARLHE - % - FHER
& RAE R A A RACEH # R 6 A) BEREZT -

BR RIE

FMEIEEH X% (&+zDiclofenacE M) THIIBFREM TRRLHN
BEEFRRRRE » BlioflBHE R X ~ £% X4 K- £ EEFH(SISF
FMEERABACTENS) - — B R R B RA 6B K058 LB
B o

& A F

BLIBEBRARBLRIRAFTREELE L - REAER
Diclofenaci& & 9% At RAEAT B o K K o Y K REAK > BEAT
irF R LR ZARA] - JEFEIEEH X B i MRERE 0 KR
ATREA N aFRZERGEL o 85 Bl kR R ELME R Gk 2 E
&% AJE 1 B Rl i MRS RE ©

1R 23038 A b2 B4k A JEHR B BE L X B (NSAIDS) T s 28B4 Soos
REERTHALHGRHR > BB EER - HR20BRUEZRHF
18 1 JE 2R B BE Hu gk K 8 (NSAIDS) 77 #E ¥ 2086 5o BB sh s < & (fetal
renal dysfunction) -~ ¥7ki&‘ (oligohydramnios) * & Z# 4 2%
W&484% (renal impairment) - ZBHREXEABRARAFLENR
#1202 308 0545 A JE R B BESLE X B 0 RIBRAIAREA BB ERAK
SEHARGR - ZERFHABRE I BREXABRFEEARE
8P ARARAE -

BRI
BREZAFRAFRACTRABHERZIRA S > CEANESR > AIRARE 2 RBFHR

M o

KB EHA

BRRENFHERGR B TRAFREER  EARERARTA R H L 06
BERER - RMERAFREFHRBORA > BEAAEL RFH(CBO AL

P.4



2.5

IERE - ZIFHRERTHERBREFTOFVEFH KRB > BILBFE -
AEpbix EE0g

5.5.1
5.5.2

5.5.3

5.5.4
5.5.9

5.5.6
5.5.7

5.5.8

5.5.9

R H RERBIGHE > HAHERLIERBRE -
ERANGHEREELZE (BHRBERG R - BEANRFHR) FEEXRE
MTF¥IR:

5.5.2.1. E¥#HTH  ARHMUEERKRE (RKRE > 0BBRE AT
HEKRE) BARFARAZEALAN AMAKRRERFREREH
;5@ °

5.5.2.2. ZRIERMHMEREL -

BERANGHRIMELRR  BEXEATFTFR:

5.5.3.1. HNBURXERZREARRBRRABHRBREDLR -
5.5.3.2. RAILRBERMERAR — BB -
5.5.3.3. A RERERIEIKA -

BB B EHZIRA GEATEREALE -
ABRTHRBRRPERZBER  HILANLGERREAMIIRZ R EF -
LRAOHERBEZIREAR > R FaBE HEXKT -
BEREEACHX - SRBAHHER -

HUATELERARERT

5.5.7.1. BAMBERIXEAZRLZEE -

5.5.7.2. Y ABHEMR L2 EH - K REABDiclofenackym AT
% T fe 5 4 %818 80 R J& (anaphylactic-like reaction) - £%
aspirin=sF#k(aspi r in t r iad)&m AR Tk FDiclofenacis
BoBRELEREIZHLEARBARRX (RREFRBAART) 9K
WA RAMEAaspirinX A BE AR B4 EFLREN
THRAAZXAETERYRA - —LREBHKRBEL  BAFRES
% e

5.5.7.3. XREFRBZIEH - KRB HATHERFaspiring &
" o SR AKX Faspiriny BRAREANTHRAENXAE LR - b
raspirinft R4 JFBRE B4 X BASLBAAT YA X XRBHGR
% Bkt Baspirini@ &8s AR T4 ADiclofenac > MmN R EH
RBZRALBEREZT -

REBEBEREYLA Diclofenac R e BRRRE E BB B R AR LTS
BEIEAR - GRBAREIEEAETREREREHEESERERERGE
b REMBLREREBRSERORA > ERESE  BERRKHE
g -

DiclofenacHi% X A BB ey B2/ A € & A A B L EM Z RMER
REMUBEEREN—LARERAFREERBERORE -
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6

HHEFEEFR
(AR STRR 2 4% )

6.1

6.2

6.4

6.5

e &

6.1.1 HBEFZIRIMHREN - HARFRTHEEREZHL > AFEHSE
BRUBBBERMER » FPH/A -

6.1.2 WERBIMEANFLEALRLAFHINEE (BTRERATFTUESR
HR/$MLEEBTF) - DiclofenacTse H B8 L8 %
BEHE RN ERAMBBESER -

6.1.3 FDA Pregnancy Category (1R Z R #&¥) : C

6.1.4 IHAIRFERTREGERRP /BB TBRAER - HoR4AT
RERRBBET > ERBIHERANIRESRBEHH B TRIN
A SBEBZRR - SR CETER AT IR E S B A 4
BHERNBERBRERER,/RBREEN M b Y H5H
HRBBERE > NBETRRIER IR ES R B Z 8
Rt (A hBEWy) X HEERH -

R

HEHFAZRDEHRE - NI ZFA > RHABHERKEBBERHKE

B Pk o

23

SE# ADiclofenacty BN A F R MG KRR -
HIREE AREEATIAMAER  ERRBIAXBEREELRT -

ZFA

BRARTEFRFBLRE L ABBRREEHNERERER > KA REIHRXE
S EAGHIEREEEN X BHER BB c AR EFEAGFTHETRERE -
#4# ADiclofenachF A4 FE E BRI B IhAE ©

HAa®dd ARIEFAFTIVFALR  EUARBIAKBERBAERT -

XEHA
€34 A D)

7.1

1.2

1.3

Aspirin: A THE W ARRE (AFHFEH L) FLHRAR > — BB TR
2 3 F) 054 M aspirinsiDiclofenac# 4744 o

Hig e sk aB (Jewarfarin) RIFEBREEFXEHFHEL 0B ER v
AR AUERAERBERLORARAREIHEL b ARRERERAIE—
BBERERS -

ACEHr &I B - JERAE B2 4 X 2 € ik 35 o & 7R ) % ¥ 88 (angiotensin converting
enzyme (ACE))#p#i& ey BRIER o F)B54% T JEHA E B2 4 X 8 SLACEp 5 8] 05 8
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7.4

1.5

7.6

1.7

AR _H2ZMTHRELZXTHAR -

FEB CBRARIEE > ALERALERREZIFREEN X BIGRW  £5F
furosemide X thiazides#y #I$n A A %55 - S HHER MR EMRERTHAF
RBZHE -

#Z8  FBEESAXRRTARIEDBH R P RERAGREL TR - 46
MEREMBRERATAEBTHFIHLK -

Methotrexate : JE#E Bl 824 X 8 T st fEmethotrexateF M3 iw - &-HH4% FA £ 4R
BREE -

Cyclosporine : 4-#f4% A Diclofenaci4 % &5 < 4€ € 3% fucyclosporinez B &% »
) ﬁ&% H#,Eﬁz' xE -

SR/ RARRE
€34 A D

8.1

BRAREZIER/RARRE

£ ADiclofenact BRI BMABRAF AN ARRBAEHENGTVE > IR

W~ BUR - BAERR CBRA > Ao/ FF s SHBR B FHERS (F

/+;%%)ﬁ£& ARBOETAELEY - B0 -BE  -FHEEAS R
%&&hﬂ?ﬁf‘i *}% ﬁl%‘&—?—"%

é% %% &% B fn g o
ShERK D RRECRS S HoB - FBR - BRK -
HCh&% 0 - REX-F/BHREE -FX-FHda - THEX kb~ fF
E~®E-
hRBEKCRSR Rl - EFEGRKES - GhIKBEK - BE - K- EHH
fo s TRER ~ fo ] MRIBAK ©
R#REHR  MEHPY -
HEASL ER RH - -HAHEL-F8 -HFFRY B AR -EE-F
RBRERY - HeE - -BH EZmE
$RAL AW TREE -
ERBMBE® : TE - L8R~ BT -
HHRBE  AHNBEH -
B A BEBER C BEREE - 0k FERERX - VR SE-EEAECFE
yg °
Ay &
25 BHRE - REAY KT -
S ERG D SERE BB SHEE - RERX -
HILR % EHX ~FR -~ ATRE - BRX -
RBRRCASL  BREGLKES - Bl Eih - BARREE D - REER
@~ 2hIRKRD o
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10

11

K#RER X Hoig-
WEAG BRBX 8 HEX -
FRAR  FRIPE X o
RERMBE®K : ©EMKE - FHARBRER WM - FIERELFE
R REXAR-BEEGEH RS -
BHRRET - EBX-RELHE-

8.2 EERERER
BATHE&EER -

BE

(RXBRER)

Diclofenaci® & Z s k8 F BRI EBE ~ KM ~ Bo ~ Bk R FHR » — R TPUAXIFH

REBZBTHRE - A THRELFHEL L - F0B - SHFRS - FRIpFI Gk - RE

BEFFTRELBBHRE -

#Z#DiclofenaciB E X FHAEE L MR > ZHFME R T - RO RHEHE

WEARBIE > MBARORERAKARNSRERT - RIFHHEHI > ORFHEE TR

¥ sy aDiclofenact Rk - A B E W F RS - % - FHERRRSRIPHE

BT XHRERERRE -

EIB A

( I BRECEH )

10.1 {EFR#&Ez
BRI EER -

10.2 BERZEIBRSM
ERBERIMNTASIRERNEM - TEAZAE
FENBE -
pEoNaER T - B ABENAEREIBE R Diclofenac Sodium(potassium) - WA EHNHIER S
th & 5 % (proteoglycon)iES B -

103 BARAIZEZMER
BRI EER -

ety pal=-bdi

( kL BRECED )
- IRUL

Diclofenac Sodium (potassium) il fDiclofenac Bl R MR M #H KU - HEEY)—IE

RA - TSRS AZRE D - RUCGREDSERIE - FAXDiclofenacERB BN - B

HEAHE (FENE)  ORIIDIREIRTFEZIREEMA FEHEAUC) - IR FHIT

HEE SR —F -

BEERTE HEYIHNBNEBUIAEWE - HEZHESARAZINAZREZTENRSR -

- Dt

e

R RRHERIEBERED  gIARRDEE

X
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/[E
=)
0
il
I
Bir
op
m
i
all
I
i
I
B
op

HBi#899%HDiclofenacE &
- 15
DiclofenactINHIER - —8i0 B2 EEF R BB RER 4 S (glucuronidation) ; T EZERIZ
#LE ¥ 1E(single hydroxylation) ~ Z#{E(multiple hydroxylation) X ER&E1E
(methoxylation) - T2 ZEMERH (3" -hydroxy-, 4', -hydroxy-, 5' -hydroxy-, 4" -
dihydroxy-, &3' -hydroxy-4' -methoxy Diclofenac) - ME$F% %ﬂﬁﬁﬁft&%ﬁ*’ﬁﬂﬂaﬁ =)
Y) - BLEMEBLHY D  AMEZEEYEMER - BEEMRDiclofenac2/NE% -

- BEER
Diclofenac#& 1 - IR TFEIERI65%HKRHL - HERAIEIETEZEHR -
- BIAREREF

EAAMBARY - 8 RHREF A -

HENEAZZEBER T REIER  HEE—FHEHHEOA  TAEELRIEEMERDE
BRIRZE - FereatinineBRRE <10 mL/minzEE - EEERBY 2B EMREELNRBIES
AU ; 241 - BEAEYRESEHETHR -

M XRFIEREAREZIFELLZEBZE - DiclofenaclE NEB KRR BHHEREBE I HEER -

12 ERARER
(RSB )
B AR -
13 aERkEE
13.1 B8t
4~1000KI BB - BEAEE -
13.2 RHA
SN R -
133 Gl
25°CEUT « AT -
134 REIESE
AEEER ) FHERRE -
S e AR -
T
%gﬁul$&@ﬁw@jg$m SPHAPEREETNE2 7%
wE
KIS T ERHBERAT SR ARRIBEBPLE—B1191%
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