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JEFAEIRE I 8382 ( NSAIDs )
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BRREIE - AIZESE - XCE
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MEDZAZEEREEEE
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=

I N EENEEZZESEENEZEE
DMEFEENBEZRA - HE MEBEDRFEER - 7 5KE MedDRA ZEH %
7 & B2 1 3% X Z (nonsteroidal anti- #t ( Medical Dictionary for Regulatory
inflammatory drugs - NSAIDs ) t#HEAME Activities ) & ATC 415 % 4t ( Anatomical
BERNBHNNEANSFERRERMNZ Therapeutic Chemical Classification )
10.3%~17% [1-5] - 2019 F = B Z ¥ A WNEHG"ERARKE, K " RIS E
R K & 38 3 Al 20%7%%?—?—? a9 - NSAIDs EZEmBH, ETHRE - E—TEHE
HET48 DA 2513 ketorolac "SRMEREEEGEZTE , KATC 4R
(203%) 52 % diclofenac (1.92% ) « #E "MO1A JE 48 [E 2 1 55 & A 4 B % 22
2 12 & celecoxib (1.13% ) # 2 19 &  ( antiinflammatory and antirheumatic
ibuprofen (0.9% ) [6] - BINSAIDs &K  products - non-steroids ) . Z & #% - &
FTHNEREEREZ BRIEZ Bz B WEXELXER RUSRES 7 m -
BAEEERNERARKIES - NSAIDs FF CETBEUREGEZARS - BN
MEUESIBERENBARNRE (MNELFEX Bl L Microsoft Access [ & & il [/
FE-REEIRE SHURMIEIARBE ) - Microsoft Excel TR AR DT -
BYEHENRE EBEFANSUBRIEESF
HOEWEMARKE - AHE—T DT &R
T3 NSAIDs 18 2 ZEERUEEZZRA - 2016 £ & 2020 F &1 NSAIDs HHE 2
BRERARRERE - BERBEEm) EIWEERG RETHE A XEEENER
- ERZRHREEN  REBEZFFEAN M (RUEBERHESTI25%F)  aMH45% -
BEEHERANSAIDs - EfERIEE0 SME49 % - EXRFI9FE%S 47.0£23.8
BEMNEmMARKE - DIAEERAREZ S - 5% (#8E 1-94Y) - Hp 50 mU EBERES

K AT7% - IIRKUE =M BRIFET - ETHR
73k HR12FE(5128% ) EREH3IE (A

SEWNVIFEZ2020FBEEFER 32%) BEEBAHTIZ(H840%) -
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HERRAR T - MR kGANEBENZEMAE S LUMESCRAZEHRAEES (4
BilR— BNBSHEASMEB 1L T2 472%) BEHANERRSEFAANRT -

&*— 2016-2020 F/E NSAIDs EEREBERMGZERHNEFER

FiliR
<10 2 6 8 8.5%
10~19 3 2 5 5.3%
20~29 5 7 12 12.8%
30~39 5 5 10 10.6%
40~49 10 5 15 16.0%
50~59 10 3 13 13.8%
60~69 3 9 12 12.8%
70~79 4 6 10 10.6%
>80 3 6 9 9.6%
MeantSD 468207  47.3t265  47:238
FOE LR R
ST 4 8 12 12.8%
(=8 2 1 3 3.2%
BREER 39 40 79 84.0%

#IE8  EREELEREBREESERRERNSHKE - ELEBEROERRMER BN -
*ERESEAZBRERR  IRAZYARRERGKRED - SRR AL - EREAERBEEEFRE
BLBFLE KA MEES -

& 2016-2020 /&€ NSAIDs ZERERH 2 EHERI KR 5

¥ 12 (128%)  $4750000 (47.2%)
1 3 (32%) $2,750,000 (27.3%)
BELR 79 (84.0%) $2,561,031 (25.5%)
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ZMRARKEL MedDRA #RH% - 88 E  ( Preferred term - PT) + "B RE T#H
D 4AfCHE ( System Organ Classes - SOC)  #EZBARKE , FLIEEER - BEE
BR "HBAR MBEEARRE, B EZHES H416RXR(4EH506%) @ "%
% HETA8LHR(835%) HRAE "R BzHES, UBTMKEES  Ho64X
ERBEER 18R (82%) ~ "BBE (H750%) c #FARABRERELKIN
FEEI3HR(31%) BE=MI-#E—F E=FK -
DRI A TEA B FE 2 18 Bl = 7R 22 R Am B

&= 2016 = 2020 FE NSAIDs E#ERERH ZARREEEHL

RS REBERM (SOC) #F REAR %8 ( PT) R ZERIB LS
Stevens Johnson syndrome | 41 50.6%
Toxic Epidermal Necrolysis | 14 17.3%
Skin and 81 Drug reaction with
subcutaneous tissue | ( 83.5% )| eosinophilia and systemic 7 8.6%
disorders symptoms
Drug eruption 5 6.2%
Others 14 17.3%
Immune system 8 Anaphylactic shock 6 75.0%
disorders (8.2%) | Drug hypersensitivity 2 25.0%
Gastrointestinal perforation| 1 33.3%
Gastrointestinal 3 Stomatitis 1 33.3%
1 O, . .
disorders (3.1%) Ljar)eprig?fhssggntestmm 1 33.3%
Hepatobiliary 2 Hepatitis acute 1 50.0%
disorders (2.1%) | Hepatitis fulminant 1 50.0%
Renal and urinary 2 Interstitial nephritis 1 50.0%
disorders (2.1%) | Acute kidney injury 1 50.0%
Respiratory thoracic 1
and mediastinal 1.0%) Respiratory failure 1 100.0%
disorders LA
st 97° 97

*—RHapEr Kk 1 BN EZ AR RERIAE

et EKEZE 7 E R - NSAIDs  ( #A ibuprofen ~ naproxen - &5 17.6% ) -
48 Al ML aceticacid #8 5 kb & = ( @1  coxibs #8 ( # celecoxib -~ etoricoxib - &
diclofenac * ketorolac » etodolac 16.8%) - fenamates #f ( @ mefenamic
424%) - H 1% ik R % propionic acid # acid - &5 12.8%) K oxicams ¥ (
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piroxicam ~ meloxicam - /5 88% ) - & acemetacin (N=6) - piroxicam (N=6) -
F= -4 atERI NSAIDs B = 7 2248 - aceclofenac (N=4) - meloxicam ( N=3)
ZHEHER DR A diclofenac (N=30) + K sulindac (N=3) - FiZ#EREH VLR
ibuprofen (N=20) - mefenamic acid &FE - FZ{HU FEZJ@&)ET@@&KMKQ
(N=15) -~ celecoxib (N=13) + KE,&B* #FRF*EH-

ketorolac (N=9) - etoricoxib (N=7) -

<M 2016 = 2020 F/E NSAIDs ZERERG 2R MU EmRRIPER

HE& ZmiERl ATC Rl 4RHS £ Bt
Acetic acid 8 ( #0 diclofenac »

O,
1 ketorolac ~ etodolac * acemetacin ) MO1AB >3 424%
5 Propionic acid #8 ( ® ibuprofen MOLAE 2 17 6%
naproxen -~ ketoprofen )
3 Coxibs 18 ( 40 celecoxib - etoricoxib MOLAH 21 16.8%
parecoxib )
4 Fenamates 48 ( 21 mefenamic acid ) MO1AG 16 12.8%
c Oxicams %3 ( % piroxicam - tenoxicam MOLAC 11 3.89%
meloxicam )
6 EHfth ( %0 chondroitin * nabumetone ) MO1AX 2 1.6%

&HA 2016 = 2020 F£/E NSAIDs #ERERH 2R UERFR AR REBRERET

HER EmBWE ATC EZmiRiE SE2 FSKRB[BEZRM (SOC) ADRHR BHLE
Skln and subcutaneous 29 93.5%

1 | Diclof MOLABOS | 30 tissue disorders
clotenac Immune system disorders 1 3.2%
Renal and urinary disorders 1 3.2%
S_km anql subcutaneous 19 86.4%

tissue disorders
2 | lbuprofen MO1AEO1 | 20 |Gastrointestinal disorders 1 4.5%
Hepatobiliary disorders 1 4.5%
Renal and urinary disorders 1 4.5%
peemamic| | e 1 e
3 acid 01AGO > Gastrointestinal disorders 1 6.7%
Immune system disorders 1 6.7%
Skin and subcutaneous o
4 | Celecoxib | MO1AHO1 | 13 |tissue disorders 13 92.9%
Immune system disorders 1 7.1%
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&A 2016 = 2020 FE NSAIDs EERERGZRUEmMB AR REE L (8)

HER BmBE ATCEMREN £8 FISRIBEZRH (SOC) ADRHXR BAHLEE
Skln anq subcutaneous 5 55 6%
c < | MOLABLS 9 tissue disorders
etorolac Immune system disorders 3 33.3%
Gastrointestinal disorders 1 11.1%
Skin and subcutaneous
. . : 6 85.7%
6 | Etoricoxib = MO1AHO05 | 7 [tissue disorders ?
Hepatobiliary disorders 1 14.3%
Skln and subcutaneous 4 66.7%
tissue disorders
7 |Acemetacin| MO1AB11 | 6 Immune system disorders 1 16.7%
Respiratory, thoracic and 1 16.7%
mediastinal disorders :
S_kln anql subcutaneous 4 66.7%
= | B AT tissue disorders
roxicam OLACO 6 Gastrointestinal disorders 1 16.7%
Immune system disorders 1 16.7%
9 |Aceclofenac/ MO1lABl6 | 4 S_km anq subcutaneous 4 100.0%
tissue disorders
10 | Meloxicam | MOLACO6 | 3 |>Kin and subcutaneous 3 100.0%
tissue disorders
10 | Sulindac | MO01AB02 @ 3 >Kinand subcutaneous 3 1100.0%
tissue disorders

—ITONMERARKRIER "HEKKE (N=19) - propionic acid £ 2 ibuprofen
THBEEIAEBNRE,, 224 HdE "&  (N=15) - coxibs ¥8 2 celecoxib (N=7)
S E AR ( Severe cutaneous adverse & fenamates $82 mefenamic acid ( N=7)
reactions - SCARs ) ' 1 ¥ 5 852% - DT S RHBHE S ; DRESS M acetic acid 8~
5Lt SCARs 75012 mEER - SIS/TEN  diclofenac 2 HEEZS (N=4) - FREFE-N -
S E 2% acetic acid #8 diclofenac

LiR#E MedDRA B ( Ver. 24.0 ) P E% Severe cutaneous adverse reactions ( SMQ 14§
20000020 ) €1= PT term 10 : Acute generalised exanthematous pustulosis » Bullous haemorrhagic
dermatosis ~ Cutaneous vasculitis ~ Dermatitis bullous ~ Dermatitis exfoliative - Dermatitis exfoliative
generalised ~ Drug reaction with eosinophilia and systemic symptoms - Epidermal necrosis »
Erythema multiforme - Erythrodermic atopic dermatitis - Exfoliative rash - Generalised bullous

fixed drug eruption ~ Oculomucocutaneous syndrome ~ SJS-TEN overlap - Skin necrosis ~ Stevens-
Johnson syndrome - Target skin lesion ~ Toxic epidermal necrolysis ~ Toxic skin eruption -
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7N 2016 £ 2020 £ NSAIDs ZEHEBEEHBRBRENREARKRE (SCARs ) Z25%
2% an 53
FEAR 7248 (PT) R ATC ZE iR 51l %
Diclofenac (19) + Acemetacin
(4) ~ Aceclofenac (4) ~
MO1AB (34) Ketorolac (4) ~ Sulindac (2) ~
Etodolac (1)
MO1LAE (17) :(buprofe;‘cn (1?) *Naproxen (1) »
Stevens Johnson syndrome /| . etopro'en( ) o
Toxic Epidermal Necrolysis MO1AH (11) | Celecoxib (7) - Etoricoxib (4)
Mefenamic acid (7) *
MULAE () Meclofenamic acid (1)
Piroxicam (3) * Tenoxicam (2) -
MO1AC (6) Meloxicam (1)
MO1AX (1) | Nabumetone (1)
_ _ MO1AB (5) Diclofenac (4) * Ketorolac (1)
E(;zi% g%ahﬁ};ggmtshys ceric | 5 | MOLAH(2) | Etoricoxib (1) - Celecoxib(l)
symptoms MO1AG (2) | Mefenamic acid (2)
MO1AE (1) Ibuprofen (1)
MO1AB (1) | Diclofenac (1)
) MO1AE (1) Ibuprofen (1)
Erythema multiforme 3 MOLAC (1) | Piroxicam (1)
MO1AG (1) | Mefenamic acid (1)
Acute generalised 3 MO1AB (2) Diclofenac (2)
exanthematous pustulosis MO1AH (1) | Celecoxib (1)
- MO1AB (1) Diclofenac (1)
Dermatitis bullous 1 MOLAB (1) | Celecoxib (1)

55 73 v 44

ZEe I

A acetic acid 8 %

mMARKRER "R EAFE
& - BEEIRT ( Anaphylactic shock ) |
28 Bz

28%

FRTYN
&Y

NSAIDs EEDHR - iRfe R FE A

m R _EfER - BRF NSAIDs 9] 8t

== l:lﬂ =
) & % ( ketorolac, N= 2 & acemetacin, HIRHNERAERE @ BRUEIEBSREZ
N=1) - H & 2 coxibs 8 ( celecoxib, ZEi®Z - BEA®E ( WERE - B - &0 -
N= 1 & parecoxib, N= 1) - oxicams HEiR) % BNBEHEREESIS - TEN - B
%8 ( piroxicam, N= 1) X fenamates i &R - EHEBZFA M - HBEINEER
( mefenamic acid, N=1) B®xZ - (W0 % - 2MUBRIE  BEUERE) -
HMAERMEBRFEES (0 /RO D
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MR ) HFalsE R EM ZBREZEmA
RFE [7-9] -

2 #r3T F NSAIDs M Bl 2 # E |
BraNEG  UBREERRGNREHRERS

(84%) ETCHNKMEESHEALERS
(472%)  REANUPZFEEREHRE

B2 1999 £ & 2020 FEFEEME RN
U2 HmEtERABM[10] ; EERFRKE
#Rl75E - NSAIDs 1HE 2 AR FE 83.5%
RTREBEERERRE NEBESE,  F2UK
F3MNRANAE " REZFERL (H8%)
Kk TEBEBEES, (4G3%)  HEpiES
Rt FEW 2z "HRERKE VEEER IG5 7
FXAEEE - NSAIDs 1B 52 /& A R < F& S EEER
BEs -

1§ 2012 £ Stern EA 2T - OJgEsS
B% SJS/TEN B89 NSAIDs ZZg3h - [ oxicam
HEMES  aceticacid BRABRER KR
[11] - 55&kE 2017 & Duong A ZHSE - 45
B SJS/TEN B9 NSAIDs 13211 oxicam $8/&
&= - propionic acid ¥ naproxen £
ketoprofen - acetic acid 87 sulindac &
butylpyrazolidines #f-2 phenylbutazone
INMEEOEERER [12] - A#FE SIS/TEN £E11L
H=E#ZMRD acetic acid 8 (40 diclofenac -
acemetacin * aceclofenac - ketorolac)
EHEEZ - B0 kI%& propionic acid %8
(¥ ibuprofen) - coxibs & (4 celecoxib
etoricoxib ) & fenamates %8 ( 41 mefenamic
acid) & - K 3L 71 A oxicam B ZE @ (10
piroxicam - tenoxicam - meloxicam ) 5I#E
Z SIS/TEN ZZEEZEFRBEZRA - BRGHEBE
fth#& R NSAIDs /b - #HERIDJBEEAZE AR A
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B VAR - ZIRBEBIMIRXBER - B
ZE & A coxibs $2 celecoxib - propionic
acid 8~ ibuprofen £ dexketoprofen X
butylpyrazolidines #2 phenylbutazone
S|%E DRESS Z H Bl & [13-14] - HEX
Bt 95 DRESS %% {61 2% @ X acetic acid 1~
diclofenac 24 81 4 A &% - coxibs %
2 celecoxib A etoricoxib - propionic
acid 8 Z ibuprofen IR & B 1 6] 2 1§
2 BB SN RERIE 2R - B
SCARs & #) g R 7= 3R $2 (0 - 1 0R 38 RR 3
BAZIORMRRER - 38)% - R REIRLLE
ZREMR - A S W BRWZE S LT
IR 8RR SR B A HR 3K - T R BE KI5 22 i Aoa
B iIEEEBEZEEAE - HERK IR
AIUVEIRES - BB RMALDELBRRNZEA
WIENE R BEIGEERAEREEN
BARKRENEIEN - HEEHREmR
BRI DA - BUBFETRIEEE
& DIREERARKEOIEEHRNGEE -

5 & ¥ 2018 & Mota & A #t %t %2
m P B 2 B 8 % & & ( Drug-Induced
Anaphylaxis - DIA) FrfE Z £ Al @ & -
D125 HEB P AERERBLE
BMZDABS4H ( 5EEE43%) - M=k
PZEmBE AR ESER ZNSAIDs &EH 24
Bl ( BEERN20%)

#8 ~ diclofenac * ketorolac * etodolac

.+ A1 & acetic acid

& propionic acid ¥ 7 ibuprofen & %
m[15]- 2017 F—REBEBA B M KT
( anaphylactic shock ) 7 & & & £ & 17
REME B SIEBHMRENE RE
BEEZERMEZN NSAIDs WAL - R




ERE#E Special Report

b3 RO BEER A MR Z NSAIDs B FHEEBERE @ MBIESEESNE
acetic acid 8 2 diclofenac - ketorolac ZHEL ANERWER - WIELIRESES
& propionic acid #f 7 ketoprofen F % ZEAE - ZmfEHA - RESRAZERBE
m [16] - EEAHIZE NSAIDs #HE 2 " & Wikdh - NEIREL ZEIN - DIRKEEE
BEGEESR ARKRE DBgMKRSE ZSWEELT "EEFER.°Z2HEE  BERF
( anaphylactic shock ) ZZF &% - 5t BENEER
b1 20 & %2 f BR acetic acid #8 2 ketorolac NSAIDs 513 7 BB EARRE -
EA acemetacin 98- & 5B coxibs #f ¥ RWEREFEESE - OLIEER - 1%
parecoxib B2 celecoxib ~ oxicams ¥ ¥ FSEI S HZ % NSAIDs -~ ff R X
piroxicam & fenamates 2 mefenamic £ aspirin ~ St E 1 5 M & - 18 & 2
acid - WIREEBEEXABTESFERAEL SwarfarinE[17] - X RFTEBE S
ZEmis - MNABER é%‘éuntﬂ’fi%%ﬁ@ﬂ BARRBERGEANHHEAS  HHY
% - IBSN - BEE (IRABEERAE) B NSAIDs #HEE M A FREZEHSINETH
95 F 3 H 6 HEEZFE 095030832258 #1 BEEWEBEZFI3IKREINR"ERE
A% - 2diclofenac o ZFRERE R - OFRAZEYARKE, MATREZE
HERE A TEEORBRT - EBHER H#RABE 10410 AREREMUEBEEE L
RERBEXREEXSIBZER, ;N9 NEXGERZ BrSBEARREDNS
FIORAIHBEmEEFSE 0970329708 55724 NSAIDs FA E ARG AR - 8K LE -
% - & ketorolac A EmZIH B AL — BHRABEMEIEN NSAIDs B 58 & MK
BEES "B (<5XK) ERAREREZ GRhRETF BIRESHBEMNRRENE
ARBAZHEESUER -  BEERARF @&k Lﬁ'ﬁfﬂ%ﬁﬁ NSAIDs F§ - F&f A
flitg ., - BEZB A L NSAIDs ¢t HI5|1E REBYHE - WIFSHARERNEE [18] -
BEMRT 7 EEREBFRERY - #HABH DUEERAREZE -
MR 7 BEEERAR  BRMAEFERAA

2 IR ES % 1999 & 2005 FAEBRERED - ZEI S ICD-9 45 ©995.0 H 8 8 14 ¢k 52 Other
anaphylactic shock s Z %8l -

CHENELE LERE: TABLEERSFEYMIEE  BERBNE  SEEA%, ;| BEE3K
FEIXTEEEA FTE@%Z@E%E—%AEZ? INEEYMIRNMBEY 2R, ; RAS 1B3HREE: '8
MIBRBESEZ—F  ABHFEIWE ... )\ KNREYFF OB 2 BRENMEMBEY ZEH -
BRaERBRREAHEEELE - FHEIR, -
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+=
%l:l C1=]

(NES

AR LENEREZ  BARREEFRE
AT E NSAIDs HEAZ B ERE A & —BRELINBREARRE  EZ2F
I\ pE T RERE NMEBER . oESERASLT HREBRSEXAERE

(MSIS-TEN X DRESSZE ) - ER%B EHEANSADs K BLBERAZSE

"RBRFEE (QD@Q’&W%) ' r% B NSAIDs Z# miBHlE  HEBRES
BEES, (NEBEZF) BR 2R ABSZ NSAIDs; 2 m EFAAME -
BRI EZm L diclofenac - ibuprofen - RERARBEEZERARKREZZIHEDS - &
mefenamic acid - celecoxib * ketorolac ZRFFBHEMEBAE  UREARREZRER

EXAERZD  EENSADs HEAZAR BRAREE  REBARZEZZE
REEREREATR - E& = NSAIDs &

e

REEEEHEERNE ' EEWEEBAESWEEEE ) 518 - IR EmEYEE

ERE - EULEGH -

SEER

1. MEREME - SRERE  BXE - 105 FEEENEEZREMN 0T - YL 2/ 2017 ; 58 : 10-16 -

2. HRERE - B3Rk BXE - 106 FEEEREERZMNINT - BYL 2B 2018 ; 62 : 14-21 -

3. HERERE - BER - BRXE - 107 FEEEREEERENON - YL 2™ 2019 ; 67 1 9-15 -

4. MEREM - BER - BNE - 108 FEEENEERZMNON - YL [N 2020 ; 71 : 4-11 -

5. BREEE - BER - BRXE - 109 FREEREEZZM 0T - YL T/ 2021 ; 74 1 18-27 -

6. EZEF - WM SWFP - BXE - 108 FERHAN EHEBEEFARRBBHELN DT - ZEYZ2™EH 2020 ;
70; 9-17 -

7. HEEFRZBE 200 =5 (ibuprofen ) (B - BEHEFE 013230 5% -

8. FithARZEEREXEE 25 =5 ( diclofenac) 7% - 1%%%’%’%?—”’ 020157 5% -

9. mEBXIHE 30 =5 /= (ketorolac ) 1728 - BMEBEEFEE 042412 5% -

10. MEIAAZEENEECENEFKTEN -

11. Stern RS. Exanthematous drug eruptions. N. Engl. J. Med. 2012; 366: 2492-501.

12. Duong TA, Valeyrie-Allanore L, Wolkenstein P, et al. Severe cutaneous adverse reactions to drugs.
Lancet. 2017; 390: 1996-2011.

13. Cabafias R, Ramirez E, Sendagorta E, et al. Spanish Guidelines for Diagnosis, Management, Treatment,
and Prevention of DRESS Syndrome. J Investig Allergol Clin Immunol. 2020;30(4):229-253.

14. Cacoub P, Musette P, Descamps V, et al. The DRESS syndrome: a literature review. Am J Med.
2011;124(7):588-597.

15. Mota |, Gaspar A, Benito-Garcia F, et al. Drug-induced anaphylaxis: seven-year single-center survey.
Eur Ann Allergy Clin Immunol. 2018;50(5):211-216.

16. Lee YS, Sun WZ. Epidemiology of anaphylaxis: A retrospective cohort study in Taiwan. Asian J
Anesthesiol. 2017 Mar;55(1):9-12

17. Chan FK, Graham DY. Review article: prevention of non-steroidal anti-inflammatory drug
gastrointestinal complications--review and recommendations based on risk assessment. Aliment
Pharmacol Ther. 2004;19(10):1051-1061.

18. FERIRMIELREE 100 Z521HE ( Diclofenac ) - BEBZEHFE 038019 5% -
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