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31059 TEASIE 38 EE S E M ER R
[E)TEICOD* (Teicoplanin) 200mg ) ADRBEE [EF  HENTRPRER

K14 [TEICOPLANIN
B2

i [[BREAERT TS T Targocid 1k £ SRR NSMBEIS T

#EiR&E (LEVOCETIRIZINE S5MG (Levozine*) Bij %

TRRBSHE - TBIESHE

I 25 BT & A 22 JE AR GR R itchy skin rash

IERE | 1# QHS2023/1027 -2026/0430185831@F  EHIER

[ EIRT2E 4] itchy skin rash

p't3RH BIZIEER?

4130 @ ERLevocetirizine 3 Y, itchy skin rash {5 XA B {25

2026/7130 pSEEEF IR 0 CEBEFT  DRINZIRE - RS HELEN, -

| Zcetirizine Xlevocetirizine i D ZERELETEMEIREEE

BHE : 114/6
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Cetirizine - levocetirizine

BEENBZERcetirizinei S ERFOEH293E » Zlevocetirizinesi S ERFIRELT
E.E B
EREL  OR-BREVNFOERES

= cetirizine : FEWERRX £4BX BYURX  EHP  AFEERSATAS -

* cetirizine/pseudoephedrine : AREHEREEDRAFRRANBAREENR  aZBRE
=M TRE - Z8 K BERNEEER -

* levocetirizine : BERARFEU IEERAIERL BHERSSMOIENSEEAR
2K -

Cetirizinefalevocetirizine2nfgEEs  EEELHSRERE  EANESRESHE
Hi %2 BHSSA8N -

EBFDARIIAESHI6HERFE R EHE B OB MBS E R cetirizineZlevocetirizine(B8&
EFRGEAFER)EFEFRCIBNERCRERBR EMESE -
£iit : 2EFDA 2=Fi

1. Z2EFDAR201754825BE2023 576 BEMETREFER R A TR E(FAERS)ERE
B EE£2094 A Mcetirizine (n=180) - levocetirizine (n=27)MBE(N=2)RFEER
SEBONEAEERS - HIRELERNBIZIER  FARCEZLAERNRABEER -
EREER R ERE S TIHE  EFDARNFEERE EMcetirizinexXlevocetirizinefn
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( pharmacovigilance ) BRI - FHE - BR#R K FEFHZE m A R & FE Fthalidomide 1418 - WHO &
RERZEUES  UHEBREERETE - BRRERIE - FEHNEMRE IR EEmAVERE
W ~ IBRWARELE -

= tHAEAESREERES @ NalR#ABRERBEIEEURENESE  BRRRZHEBR
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RABSRYERE - LR EEFE AR R ERYSEE -
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£ 9,216 67.80
B=e 441 324
HitEZEAS 357 2.63

ER 112 0.82

*:Em 102 075 F- 13 FEEIHERSTREREBRREEAAN (&)
@
ﬂ' 6,985 51.39 ﬁSU gﬁ:;ﬁ éﬁtt (%)
= 5,889 4333 290 183 1.35
A 718 5.28 REE(999) 3 0.02
BEREEH IRRFEEREE
RUETRER (8) 452 : MSRM4E 1 0.01
0-9 218 160 FER R 1ES 6 0.04
10-19 248 182 ms 1 ERELR 8 0.06
gg;: 3;; i;; RE1EZ 124 58 043
50-59 1,885 13.87 = .
B 5555 e FZEA AR 658 783 576
70-79 1,950 1435 A 1,433 10.54
80-89 969 713 BRZFARREREY
B 622 458
= BEEZFHEYABRREBHRT/O (LUNEHEBEH ) iﬁgﬁ 21‘*‘: ;i;
HiEE FmEREn AR REERE 13,592 1¢ T N 001
oy AA BRI RAEAEREE 1,945 14.31
u X F }i }/_:\ =< 14: E/J L $|§ ;K /)? l’/( )ﬁ A E % E RN IJ—__| 73 .68% ’ Eth T gEmE KA RS = T 5 3,684 27.10
Hoo D ZABEBEAERBRBEAT  MEBERIZCAS FREFRTM 7034 5175

24.75% - RERBZBMEMBIE 112 4 (0.82%) °
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= L Anatomical Therapeutic Chemical (ATC) 2 #0183 PRI oI&Ee%m - DI ZE & 36.68%
RERD MEBKREREAZES 18.42% R - WERFRAEL9.9% BFE = L=HFZEnALTHK
RS R PO RE R MmN 65% (R_ ) ; E—T oA+ RBRoI&FEm - UNER -~ EE -
NSAIDs F#mBE (&=

1B FEEMARBRREFR RERMA Z0ERR ATC 78 Fo 1B FEERARBSREFTRRERA4 ZORMRRA 10 I
Anti-infectives for systemic use 1679 36.68 piperacillin and beta-lactamase inhibitor 149 3.26
Antineoplastic and immunomodulating agents 843 1842 vancomycin 94 205
Nervous system 453 9.90 amoxicillin and beta-lactamase inhibitor 90 197
Musculo-skeletal system 422 9.22 ceftriaxone 87 1.90
Alimentary tract and metabolism 341 745 diclofenac 83 181
Cardiovascular system 268 5.86 levofloxacin 82 1)
Various 239 5.22 iopromide 73 159
Blood and blood forming organs 155 3.39 cefazolin 70 1.53
Systematic hormonal preparations 59 1.29 iohexol 70 1.53
Respiratory system 43 094 paclitaxel 69 151
Dermatologicals 29 0.63 et 867 18.94
Genito urinary system and sex hormones 20 0.44 C L 4,577 100.00
Antiparasitic products, insecticides and repellents 16 0.35 P ERRACTRESSTRESHR—E  AleENTEERNIEARBERAY

Sensory organs 10 022 -
@5t * 4,577 100.00

*ERRAPIUHERIESR—A - AIbRERTRERBOEARBEREH



 BERFATEITEREHACEREER - DI
ENETHSBEEERESE (36.44% ) - MEFHE
LEMNERE (8.27%) - WERANEE
(7.65%) - BIHEBLRAFNES (6.64% ) ~ ¥
RMEMER (6.2% ) FHBEAEA SR B EL
BB (RN ) ; SHsT@EIREE 10 IR
RREEMR - LIEE - BE - BEEART - IEIR

mERESR (XA ) -
£ 113 FERMARBERETRRERA 2 FRREERA 10 {1

FREEER mEE B9 (%)
Rash 596 11.96
Rash pruritic 320 6.42
Pruritus 163 3.27
Anaphylactic shock 154 3.09
Dyspnoea 152 3.05
Stevens-Johnson syndrome 113 227
Thrombocytopenia 95 191
Leukopenia 95 191
Urticaria 89 179
Vomiting 83 167
&t 1,860 37.33
at* 4,983 100.00

*ESRGPARREBERIESR—IA - Bit8FRREERBAEANRBEREH

ZN1IB FEERARGERETRRERAZIRREBERBERGES

FEREBERBERASE
Skin and subcutaneous tissue disorders
Blood and lymphatic system disorders

Nervous system disorders

BEM B

Respiratory, thoracic and mediastinal disorders 309
Immune system disorders 304
General disorders and administration site conditions 267
Investigations 170
Metabolism and nutrition disorders 157
Vascular disorders 137
Eye disorders 123
Hepatobiliary disorders 121
Cardiac disorders 113
Musculoskeletal and connective tissue disorders 102
Renal and urinary disorders 92

Injury, poisoning and procedural complications 42

Psychiatric disorders 39

Infections and infestations 36

Reproductive system and breast disorders 9
Endocrine disorders 9
Ear and labyrinth disorders 8
Pregnancy, puerperium and perinatal conditions 2
Social circumstances 1

1

Neoplasms benign, malignant and unspecified (incl cysts
and polyps)

Surgical and medical procedures 1

5/ 1]

Lol < o
*BHREPTRRBERCIEZN A - BtEFRREERBOIEAFOEMR A4 g Drug Reli

4,983 100.00
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= |I3EEHRBEAERR I BREARRERGE
E—L DRI+ AR RO %2 m
FEEE - NSAIDs S5 A+

-1 FEERAREBRRETRRERG ZOEMRRAE 10 {1

DIRER - 0

= |3 FEHMBERREARRERG - o338
AT AR R oz ZEmS RN IEREN e ERE Zm

RETtIBFERSERREFIR RERAF 2Zo]RERGA 10 {I

o] E¥ M BEYM B85 (%)
piperacillin and beta-lactamase inhibitor 149 3.26
vancomycin 94 2.05
amoxicillin and beta-lactamase inhibitor 90 197
ceftriaxone 87 190
diclofenac 83 181
levofloxacin 82 179
iopromide 73 1.59
cefazolin 70 53
iohexol 70 1.53
paclitaxel 69 151
INEt 867 18.94
) 4,577 100.00

CEEFAPOURERUESNE - AbKBERIRERBIBARNEBEEEGH

o] EE s m BEM B9t (%)
durvalumab 249 5.96
pembrolizumab 143 342
ranibizumab 108 258
osimertinib 102 244
teriparatide 93 223
bevacizumab 87 2.08
nivolumab 75 1.80
amivantamab 68 .6
tofacitinib 67 1.60
atezolizumab 65 1.56
&t 1,057 25.30
@t 4,178 100.00

*EERGPURBERUESN—H - ASBNIRBERNUEARBERER

BEEARENEESS

Taiwan Drug Relief Foundation
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= BEHNENARKEBEZEYMEE M D% Naranjo AlgorithmEEWHO-UMC causality criteria 224 /058 14 7 514 -
= BWMETHREEZEED AR RERORIBRREHRERSE Nt iR

o BEYIS|ERM/NRIE N EBIBEEREMER © (Drug-induced thrombocytopenia and levels of evidence for a causal relationship
of the drug to thrombocytopenia)

o BEYISIEIFEEFT DR - (RUCAM (CIOMS) Score for Drug-Induced Liver Injury)

- BEERSWAEE S0 EHRIRE - ADRAEST - MABRBREE RABHS -
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Z 57 = -5l NIVOLUMAB 3|5 EiE 14 = 14 RIZE 14 B 35 (AIN)

AR & FEE =
67R LM - BEERLEEERRMICE - 2026/2/6/5515% (Folfox + Nivolumab)f& 1% -
20262/ 10FFFHBEER O BEARERERVE2Z2NE | SLERRBRERBINGERES
(BUN/Cr:146.6/8.67mg/dL) ~ CRP:6.7 - FJL 2l B2 M BIEE - MW APBE—LEE - X
2/12 85 EMzA R £¢ Ll FNivolumab 5|25 E M MBI B M B X



Z 57 = -5l NIVOLUMAB 3|5 EiE 14 = 14 RIZE 14 B 35 (AIN)

BWAERER
67 MM BE164 cm F2E 45kg - 2T AER M SIRE
¥ FOLFOX Gt Bia&ER5(PD- |)¢[|1ﬁ%IJ'"ﬂl Nivolumab;& &
RARSE |6 REEZEEREESUBEME R (AIN) - BEBIEEEE(Delayed onset) Z Rk 14
JAIE O BR
2024F5 HZ e AR M B IR E202498H : F1a#E S FOLFOX + Nivolumab ;&7 (q4W)
2025F3H-7H : HABIBRECGREFAE - LK 8 AXERERE
2026F2H6H : 5EALSE 16K Nivolumab i
2026F2H10B (55 16E12184XK) : WEBREEE - B0 - Bt - BEAERBEREZEZNE
202652811 H : K2MBEUB X RMBASWEREE



FR 205 R
2025F385-7H
HAME) S R R B (EA R
S 8 Bk{EERE
2026F2H6H
52X 5 16X Nivolumab 1

B 4
B A

#BNivolumabft H HH EA T =

2024/8/15 FOLFOX+

Nivolumab 240mg(120% dose) in NS 0.9% 50cc VDD run 40 mins STAT before chemotherapy
8/28 FOLFOX+

Nivolumab 240mgin NS 0.9% 50cc IVDD run 40 mins STAT before chemotherapy

9/ FOLFOX+

Nivolumab 240mgin NS 0.9% 50cc IVDD run 40 mins STAT before chemotherapy

9/25 FOLFOX+

Nivolumab 240mg(120% dose) in NS 0.9% 50cc VDD run 40 mins STAT before chemotherapy
10/14 FOLFOX+

Nivolumab 240mgin NS 0.9% 50cc IVDD run 40 mins STAT before chemotherapy

10/28 FOLFOX+

Nivolumab 240mgin NS 0.9% 50cc IVDD run 40 mins STAT before chemotherapy

1711 FOLFOX+

Nivolumab 240mgin NS 0.9% 50cc IVDD run 40 mins STAT before chemotherapy

12/9 FOLFOX+

Nivolumab 240mgin NS 0.9% 50cc IVDD run 40 mins STAT before chemotherapy

12/23 FOLFOX+

Nivolumab 240mgin NS 0.9% 50cc IVDD run 40 mins STAT before chemotherapy

2025/1/6 FOLFOX+

Nivolumab 240mgin NS 0.9% 50cc IVDD run 40 mins STAT before chemotherapy

3/5 FOLFOX (omit nivo)

3/26 FOLFOX (omit nivo)

6/5 FOLFOX (omit nivo)

8/7 FOLFOX+

Nivolumab 120mg(60% dose) in NS 0.9% 50cc VDD run 40 mins STAT before

9/4 FOLFOX+

Nivolumab 120mg(60% dose) in NS 0.9% 50cc VDD run 40 mins STAT before chemotherapy
[1/5 FOLFOX+

Nivolumab 120mg(60% dose) in NS 0.9% 50cc VDD run 40 mins STAT before chemotherapy
12/3 FOLFOX+

Nivolumab 120mg(60% dose) in NS 0.9% 50cc VDD run 40 mins STAT before chemotherapy

2026/1/8 FOLFOX+

Nivolumab 120mg(60% dose) in NS 0.9% 50cc VDD run 40 mins STAT before chemotherapy
2026/2/6 FOLFOX+

Nivolumab 120mg(50% dose) in NS 0.9% 100ml VDI run | hours on ,02/06




BRI S

BIEHHEE:2026/02/12 01:01:00 f&ZHEH:2026/02/12 13:42:14 #HREHHEE:2026/02/12 13:44:56
O BiEs 61101 2026702412 13:46:45 (|
EHH :115/02/12
Sonar findings
1. Kidney Size ( cn )
Right : Normal, 11.1 x 1.2 cn
Left : Normal, 10.4 x 0.9 cn
2. Kidney Outline
Rizht : Smooth
Left : Smooth
3. Cortical echogenecity
Right Cortical echogenecity : Increaged
Left Cortical echogenecity : Increased
4 .Central sinus area
Right Central sinus area : Normal s e
Left Central sinus area : Normal ﬁfiﬁﬂﬁﬂﬂﬂ@ﬁ (Creatlnlne) ﬁkﬂ%

Ultrasound Diagnosis

c/w Active renal parenchymal disease iz Creatinine (Cr)
HER BUN  Creatinine & (Spike) : ——
10 2/6 HEFTERY - 2/10 IR >

1141208 14.7 0.47 2/1348FAZE 11.08 mg/dL ° AT A (Intervention) :
1150107 I15.5 0.55 8 / HERHAEMBEN A
1150204 15.2 0.49 =
1150211 146.6 8.67 2/10&52 1‘,}, A B (Disch )
1150212 158.6 9.6l € Ischarge) :
1150213 167.8 11.08 C.‘_) EMIFHM (BaSEIiI"IE) . \'/ 2/25 F&E 441 mg/dL °
1150217 1402 1059 a— 1‘25{%?‘5 Uhan e

. . m o
1150221 36.7 3.73 \
1150223 51.6 494 2 \ iﬁﬁﬁ}ﬂ (Follow-up),:
1150225 499 44l \ \/ glelsl"isi/%# ) RREE

. . .o m )
1150311 329 1.28 OPDZE it . : . v .
1150401 275 0.68 OPD?EE& 2024/06 2025/01 21(-);‘5;06 2026/01 2026/04
1150506 0.73  OPD#E}t




E’ﬁh

% .
MY =B MAERR SR

40mg Methylprednisolone vial 1V STAT/IV 2026/02/12 14:00
40mg Methylprednisolone vial 1V QD AM/IV 2026/02/13 09:00 - 2026/02/2119:00

Prednisolone 5mg tab 2T QD AM/PO 2026/02/22 09:00 - 2026/03/04 09:00
2/13, 2/ 14Z BB = MRENT(BEH/D 2/17,2/19,2/21)
EIE1FF3 Nivolumab

'_\_|
13 Pt HA 5]
o~ x Naranjo Algorithm ZE¥ AR R EFHEFR
2026/02/11-2026/02/25 FFR K& ET14 X F— = = xm REIE
5% M BB E S LR - BIfAEE I IS EEMR IR E R EREHEES ? 0 0 I
2. WEFEREEERIRE 2 B8 ? 2 0 2
(BUN:49.9 mg/dL ~ Cr:4.4] mg/dL ~ K:4.2 mEq/L) s zszammusres FERESERHE? f 0 0 |
" 4. FE-BEBENESHRALE AENFEREESEEERLE? 2 0 0
4/ P92 3EHE : ALELET 28 (Cr: 0.68 mg/dL) 5. ERAEMER (RN ) TN SRR R R ? a0 w0 0
6. EATFRREE  HEFEREEEHEEERE? q o+ 0 0
7. ERMNNPREEREIPSEE ? +1 0 0 0
8. HERATS  EREBRRERENREESEMTEMR%? 0 0 0
9. FALIBEFENHELESEE th A ERENRERE ? 0 0 0
10. EIEERR REREEZEHNEE? +1 0 0 I
@5 5

EREAGBFIE : o0 > 97 : T (Definite) m5-8% : HBATIAE (Probable) 0 I - 453 : TOIAE (Possible)
0<0% : 5 (Doubtful)
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In-Depth Topic Review
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Am J Nephrol 2017;45:160-169

DOI: 10.1159/000455014

Adverse Renal Effects of Immune
Checkpoint Inhibitors: A Narrative Review

Key Words

Renal failure - Acute interstitial nephritis - Ipilimumab -
Nivolumab - Onconephrology - Pembrolizumab - Targeted
therapies

Abstract

Background: Cancerimmunotherapy, such as anti-cytotoxic
T-lymphocyte-associated protein 4 (CTLA-4) and anti-pro-
grammed death 1 (PD-1), has revolutionized the treatment
of malignancies by engaging the patient’s own immune sys-
tem agamst the tumor rather than targeting the cancer di-

il L e B e e . i ol e i A .

verse effect associated with both the PD-1 inhibitors was
AIN. The onset of kidney injury seen with PD-1 inhibitors is
usually late (3-10 months) compared to CTLA-4 antagonists
related renal injury, which happens earlier (2-3 months).
PD-1 as opposed to CTLA-4 inhibitors has been associated
with kidney rejection in transplantation. Steroids appear to
be effective in treating the immune-related adverse effects
noted with these agents. Key Message: Although initially
thought to be rare, the incidence rates of renal toxicities
might be higher (9.9-29%) as identified by recent studies. As
a result, obtaining knowledge about renal toxicities of im-
mune checkpoint inhibitors is extremely important.

Published online: January 12, 2017

AL/Z7.6 wa0d-entm ke 108 wor peoeoLvON

Summary

Checkpoint inhibitor-related renal toxicity is an im-
mune-mediated process. While initial studies noted a
small incidence of AKI (2-3%), recent data suggest a high-
er incidence rate closer to 13-29% with ICI [12-14]. AIN
is the most common biopsy finding reported. Ipilimumab
has been associated with AIN and podocytopathies such
as lupus like nephritis, minimal change disease, and TMA.
Hyponatremia related to hypophysitis has been reported
as well. The time of onset is 2-3 months in a majority of
the cases. Most cases are responsive to steroids if identified
early in the course of renal injury. Few patients may re-
main dialysis dependent. The renal injury related to anti
PD-1 therapy is AIN. It usually appears later, 3-10 months
into treatment. Steroids are also effective in the treatment
of this immune-mediated adverse effect. When both
CTLA-4 and PD-1 inhibitor drugs are combined, granu-
lomatous or diffuse AIN can be found on kidney biopsy
with partial response to steroids. While biopsy-proven in-
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g{ﬂ) World Health
W&9YY Organization

-79—

* the science and activity related to the detection, assessment, understanding and

prevention of adverse effects or any drug-related problem

European
Commission

* process and science of monitoring the safety of

medicines and taking action to reduce the risks

and increase the benefits of medicines M= — - A
(Benefits) (Risks)
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The NEW ENGLAND
JOURNAL of MEDICINE

CURRENT ISSUE v  SPECIALTIES v  TOPICS v

ORIGINAL ARTICLE f X in @ W

Intussusception among Infants Given an Oral
Rotavirus Vaccine

@ This article has been corrected. VIEW THE CORRECTION

Authors: Trudy V. Murphy, M.D., Paul M. Gargiullo, Ph.D., Mehran S. Massoudi, Ph.D., M.P.H., David B. Nelson, B.S.,
Aisha O. Jumaan, Ph.D., M.P.H., Catherine A. Okoro, M.S., Lynn R. Zanardi, M.D., M.P.H., 16 , for the Rotavirus
Intussusception Investigation Team®  Author Info & Affiliations

o \ the NEW ENGLAND
JOURNAL of MEDICINE

CURRENT ISSUE »»  SPECIALTIES »»  TOPICS ]

PERSPECTIVE f X in B W

The Lessons of Vioxx — Drug Safety and Sales
Author: Henry A. Waxman, |.D. Author Info & Affiliations
Published June 23, 2005 | N Engl | Med 2005;352:2576-2578 | DOI: 10.1056/NEJMp058136 | VOL. 352 NO. 25

Copyright @ 2005
2 mn o0

On November 23, 2000, the results of the Vioxx Gastrointestinal Outcomes Research study,

known as VIGOR, were published in the Journal. This randomized, controlled trial showed that
rofecoxib, an inhibitor of cyclooxygenase-2 that had been marketed as Vioxx since May 1999,

was associated with fewer gastrointestinal complications than naproxen, a standard [ ]
nonsteroidal antiinflammatory drug. Unexpectedly, the VIGOR study also showed that the

patients who were given rofecoxib had four times as many myocardial infarctions as those

who were given naproxen.

News From the Food and Drug Administration

Withdrawal of Troglitazone and Cisapride

Jane E. Henney, MD

¥ Author Affiliations

== RELATED ARTICLES

Janssen Pharmaceutica Inc, Titusville, NJ), a treatment for severe heartburn.

The FDA wishes to inform physicians of the removal from the market of troglitazone (Rezulin, Parke-
Davis/Warner-Lambert Co, Morris Plains, NJ), a treatment for type 2 diabetes mellitus, and cisapride (Propulsid,

The NEW ENGLAND
JOURNAL of MEDICINE

CURRENT ISSUE v  SPECIALTIES v  TOPICS v

ORIGINAL ARTICLE f X in 8 W

Use of the Inactivated Intranasal Influenza Vaccine
and the Risk of Bell's Palsy in Switzerland

Authors: Margot Mutsch, Ph.D., M.P.H., Weigong Zhou, M.D., Ph.D., Philip Rhodes, Ph.D., Matthias Bopp, Ph.D., Robert
T. Chen, M.D., Thomas Linder, M.D., Christian Spyr, Ph.D., and Robert Steffen, M.D. Author Info & Affiliations

Published February 26,2004 | N Engl | Med 2004;350:896-903 | DOI: 10.1056/NEJM0a030595 | VOL. 350 NO. 9
Copyright © 2004

Troglitazone has been associated with rare but severe liver toxicity since 1997, and close monitoring of liver func-
tion of patients using the drug was recommended. A year ago, when it was the only drug of an important class,
an FDA advisory committee recommended that troglitazone continue to be available for patients whose disease
was not well-controlled by other medications, on the grounds that its benefit to the great majority of patients far
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Serious Severe
(Regulatory term) (Not regulatory term)
- FRREMER - WG ESHRNRERRE
- BZEARRERE NMISMBREZ—& N
-3ETC « OJBEBI= serious 3% 3F serious BIE4
- fER&dn o B4
— KA MIEE — Mild-Moderate-Severe Myocardial infarction
_Basa - BREILZ TS R.p-BEOMEE
— 5@ A (B ak iE R i A (3 B BRF —Severe headache
— Hith ol s EB KA MEE 2 HEETE R
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EAER ARl Ss—RHpEAZTEmARRER - [FEUMNARREER

EX. BBJ® ATE 2025/9/1 ##%& COVID-19 & & - —BRZBE MRS - FieaE  mHBEELR
ZEBIE AT 2025/12/1 #EE B HEEEREETBAZ - REZ4ATASIREY)E)

) mBmpIREE : 1 GRS coviD-10 B — DAL ; 1 TG 8 FAE - 2845
Q B —IEY . BROESE COVID-19 BH - B TEE - FEEH4ER ML - 2545
5} IR T SREE covID-19 B E — A% - B ESERER e HEE - 2545
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—EEBREGOUUEZSEARRIE/IZEC 5 Em !
H—ERMEFEMEL Lot #m/ AR RIER - S5RE—RHERILE 2 HIES o] 5%
22/ AR REEMREEER -

EX. 298 AR &R A metformin X linagliptin - A KE 4 HIEE
) BEE—GIREE : "metformin, 1 linagliptin s BARHES - FTRRMERRFL DS
° ZBEH; " metformin — BAEE S HE 1 A "linagliptin — fEE 5= |
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"’” an Drug Relief Foundatio & Taiwan National ADR Reporting Center



AR R Al

IR Al

- —ERHFRBE—OIMEZAA
—FARREBEHENH - RBH—UEZE

EX.A T X2 B % TRYZPRAEREIFL - 2026/10/1 — R
EREHRLE T REERE -

SRIFEME R

B 7 PIERM  REERRER - 88, TEERRES - 8., TEERIRES

&
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A (Ex. HIREFEEEFERZ A 1FH)

o7

ERPREZE 4 HARMEBH
- BAR M HIE R
- BEM

Q) vEzARERAEZR 3, SEENFREEENCD
g

""""""""""""""""""""""" & Taiwan National ADR Reporting Center

23



oERZBHSE - o

BREZEmARRE

« 3T - fa5k - BREXMERER
- ERZEM o RAEREIERMAAERERE
o KAMEIR - HtoJsEEBUKAMIEE ZHIE

ERBAME  ERENZMR - FREFRZEm
« R /FREREE - BAZEEERRD

EESEEH (DME) EMD R - RERIER KA

- AER - BEMEERERARIIEBENARRE
(40 : MEMKE - FThiEE - RFEXERERIERETS)

« —REEREENERES  TAERREMERE  MAERRRER
AREYRINREE (A0 : FIWERS) - (BEIAHIFRE R o 2 tHEA

Q) vEzARERAEZR I SEEWFREREHT
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BREEEARSEH

« 3T - fa5k - BREXMERER

- ERZEM o RAEREIERMAAERERE

o KAMEIR - HtoJsEEBUKAMIEE ZHIE

# 5| ENER
o EWRVEBRRERM - iEAE (adjuvants) SHISTARVIEIERE.....F

1355 B8 E AR E 4 (Adverse Events of Special Interest, AESI)

« 1&M-EFIGE 1ZEF (Guillain-Barre” Syndrome, GBS)
« ZNJEE (Febrile convulsion)

. BEMEBZEiTTE (Facial palsy / Bell‘s palsy)

- R2/ER/HEIEBAAREH....&
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ARERBEEEERERER
fh 2 A ERAEMZEmRIS ?
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WHO-UMC causality assessment

World Health

Y Organization

Table 2. WHO-UMC Cansality Categories

WHO-UMC FlETEEY)F LR E(ADR #2517 pRAR R E(Causality) FFERAER

PR e R AR

“PHEBRE

LEEE

a.

i 7 e B SR P ) (5 R A ] (SRR -
MR T M I S B DU A A B RO sl 28
PILERYIE) R -

H R 2R AT R REfE S s A Rl (SRR -

HL it i3 7 I 7 2 B A e 2 BERR R S s PR iR g
WERE - FHEE R R E -

LA

o Ele a0

I3 S R B BRI A (5 R (S BRAT R FPAE: -

H a8 ke FE A AT BE DA A B AT B sl i F 48
I EERE T -

H &R EE (% 7 RRPRRZFE -

FHE R R DR R E - IR BT -

3.ETRE

o lae 6

30 7 B B B A 5 P A5 S TR AR P

H it S METRAE AR A B B IR e B
SRR -

= P EE( % R FE B (L AVARRR &R - SF SRR e
HIER (LA -

4175

I 358 3 7 B B R {5k PRI AR P A S B ((H AR
RHEJEE) ©

H 5 A S i sl pE R ATEEY (2D &
HURERR B T -

Causality term | Assessment criteria®
Certain ¢ Event or laboratory test abnormality, with plausible time relationship to
dmg mtake
*  Cannot be explamned by disease or other drugs
® Response to withdrawal plausible (pharmacologically, pathologically)
¢ Event definitive pharmacologically or phenomenologically (i.e. an
objective and specific medical disorder or a recognised pharmacological
phenomenon)
*® Rechallenge satsfactory, if necessary
Probable / * Event or laboratory test abnormality, with reasonable time relationship to
Likely dmg intake
¢ Unlikely to be attributed to disease or other dmgs
* Response to withdrawal clinically reasonable
® Rechallenge not required
Possible * Event or laboratory test abnormality, with reasonable time relationship to
drug intake
¢ Could also be explained by disease or other drugs
® Information on drug withdrawal may be lacking or unclear
Unlikely ¢ Event or laboratory test abnormality, with a time to drug intake that
makes a relationship improbable (but not impossible)
® Disease or other drugs provide plausible explanations
Conditional / | e Eventor laboratory test abnormality
Unclassified ® More data for proper assessment needed, or
*  Additional data under examination
Unassessable | « Report suggesting an adverse reaction
. ¢ Cannot be judged because information is insufticient or contradictory
Unclassifiable | , Data cannot be supplemented or verified

SREFE

I 3 S R S B %6 D SRR R DA PR s A » =
HHAMERHEREE T -

6. MEEIE

a.

b

SR R FE PR G A 72 o P I T SEAa A -
H RIS — b DR sl SR B RS -

* All points should be reasonably complied with

RN TSRS RS
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WHO X

Al e 1

SRR

&

(Plausible time relationship)

FERENRE
(

Dechallenge)

HttolgER A

(Alternative causes)

B BRI e

(Rechallenge)

&

H {8 &
(EX. previous cases or
literature)
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Z£/MEIZ AN —IE (ICH E2D(R1) Guideline)

- R

o il (BT - BESHE - - e - B - BRIEE AR -
B - EFRRIESE)

- 555l

- SERAE (BA0 - 2£60....)

« ADR %47 :

- KA
_HhIEERE T EE A S \ R LRI BEIT A BN
B T ) E MR R
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PN

Z2/VEIE I T —IE (ICH E2D(R1) Guideline)

o & Bl SR

- 1HF
- 125l
- HEHEA

A

- ADR 4% :
4 I B 4 4 5 B (F #2) A 0]

« FiR/FiREE
- FIRBE(IR5)

[E I 2 AR Al
- B :
1. BEBE
2. BEAR RIER 2 F#7
3. FiREEE

(RANEBIRE F R Z 15 ET)
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- R7EIET - BEHHREIRREIET ZHE

- BRMRE S FHERRE - BEHIARERZPIEHI
« AERIETEAR

— RO gE IR R B Bra = B HAEIR /2 ER

- BRIER AR MR EEBANR F A RIRUL

R‘

* Influenza vaccine induced skin rash — B AEARES rash B O]
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+ R * FERERER -

(4 N 8 v B2 SO EE 3 =& i | WY 1R

J
: EZES.%IE
— e

) Mz ARENARER %, SEENTREBERDD

an Drug Relief Foundat &  Taiwan National ADR Reporting Center

35



X ?(Ji Hix

iEAR - JRAl

3\

’

IR Al

- Bl AR - EESRUE2H - B UE2EHEER ZER R E MRS -
Rl Fr A RE ik B Bt I 52 i BS TR 5 A B SRE R -

M- & (. mars A

- Ru7E X
* AR REEER :
q N v 2R ZRELOAN R y 3 - fwRs

\_
- f7E
n Y 1Bs

. BEE

9 B AEENAESR ¥, 2EENFRREESPL .,
@’ Taiwan Drug Relief Foundation Piixd

& Taiwan National ADR Reporting Center



= - FEREHEREER

A @ . FEREREY

—RBOGEMUEHSERATE - ESERRUBHREBHREREREE
(severity) BYBKENZRFITE ©

-BUARREEEE N Z2BEERAE - EERERABRETE
HEE  FuiBARREREMEFHEE -

EX. A FEEER R REER (REHE TRAERIGERRA L
RIS, ) BERASERSEELR -

Q IR I REREREER, MU SHRN T BERS
(4 : BRE/SR) -

Q A FEREREMTHES "ERE, -
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fe kEm

BiIEREEmARREET -

KA M=

ERHEERENZIIES -
mBRRE - [Eh - 5E S

IEA B EEER AR

BERBBRREERZ
B AR

SRS KA M Z BESTIRE

RO e - BEAE IR - WHEET HEREE

B M K9 S8 T &L B 2 ik o

B HEEBIE AT
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S EENSCHEBER I AEREMRN—E -

#' Hith o] gE SR KA EE 2 2

- JERIEH - BUEBBRRERBEFAURER FEE VSN -

o OJEHRNHEAEHRESUAREZEENAERE - UMIELRIRAIA T RERMAIIERESR - #l9 :
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— IR R ERFIES

-EBETBHEAREARRERN - ET - BaIBIE
- AERERBELER

- EXE/EHR

— PRIE TP/ ERR T

— BRI/ ERER/ABREFET
- EWE/BR BRI BRELE (EX. BiEE > BREAED)
— BT GBMEZRE 2T 0B PhiE R 2 A R R FE1RE)
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FEREMMEZRZTENE ?

—/ ° BWARBHIE(F) - HZEE - BEE - %EE@/ﬂﬁﬂx(?_iﬂ*ﬁfﬁ?ﬁ@%@%ﬁ)
[%ﬁiﬁéim] o OJRFZEapATE ~ FHEZE[RE « WA/ ~ BBz H(EERERE) - &K -~ BIZ2/48R(BER)
- HRZp/EH/ RERm

. §*$E“?ﬂfﬂﬁﬂ’]ﬂ1lﬁaﬂ%ﬁ (time- to- onset)
SHEER | . prpn 08 RERE - 28 - ANRRRELRER

| - BEST - EEENRE
¥
SHEER || spamressemmem . ax  SAEES | SRRES)
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AR EfamEE Bl (1) - ¥m

a— - BxAE72%EHE  BEEalBEKEUSEES =KL -
EHEEER o . o \
2026/6/10 KRR EI X RIBE 952,85 - & eGFR 4 48 mL/min/1.73 m? °
2026/6/12 FA4A1E A diclofenac 50 mg TID ;&R BAETR @ -
. #7 K1 (6/19) - WMALIRTNEKIE - REB/DVPABE -
SEHRAER

SCr /R AR 1.4 mg/dL _EFHZE 3.2 mg/dL * eGFR FFEZE 19 mL/min/1.73 m?
EEFREEMAESUEES -

6/19 1= diclofenac + M/ 48 FEIR KI5 85 -

EHEER | pmpm \REXEIRE  ENETESYE -

6/26 SCr NPEZE 1.8 mg/dL + eGFR k1€ £ 37 mL/min/1.73 m? ;

BEBEFEEI  BERERBHOEEE -

) HEEAEENRESR ¥ SEENFRREEEEL
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AR EmEES] (2) - %EE

[%ﬁié’éiﬁ] . R 20 HEH . EBEES

SHRER

SHRER

fe B2 3B EE (BMI: 28.8)
TR 2021 & 10 B1#%%& coVID-19 B R EE A -

S 12/11 #7%& COVID-19 B B
12/13 HIRMRBRVIETY - 12/15 EMREAEAIIBI 2352 - EKG B2/R diffuse ST
elevation - EBRZ= 1 i & 45 R 2537 CKMB K troponin-| =7 - CAG #&7R patent

coronary artery + s2Ei A =MEOLK - 12/16 EANNEREFIRE—TEE -

BERANOEEZE NEEANTUIEE - Bedside echo #71s preserved systolic LV
function and no pericardial effusion » X 12/18 Bl 355 48 7S /0 el R AL PHR2 46 Bt

) B ARENAESR |7 GEENFREEEETL .
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- BEARREMERAERZEm (T3 - PENERERMR)
- AR "REER ., SEHAE "EARRERERR ., ZEm
- BN EBBRARARREZEm

B

EX. WABSME - Bk amlodipine IEHIMMEED . F&EREEEH © cOVID-19 EE
BHIRRZ B4 K 88 )5 (38.5°C) i fh B /A& - EBRBH 1L acetaminophen LK
LB 4 B RS -

O 5E78H  MEEE - COVID-19 BH
% m : amlodipine
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- XE{FR%m

— BRI AR B ER R A % m Al B (FRITHE -
PRAESHERXBEFRZZEmigBSI AR E{FAZEm

B

EX. &% A S B B BB 180l Sk A& AR B warfarin & - B 3f X /EX 2B YA BR BB levofloxacin
BE MABSBECRIELERESZSMNS - OIE2EE INR BETIES -

o X B {EFZG, : warfarin * levofloxacin

* OJEE%Em ~ HAEm - REFRERSRESRHETENER !
B2 Bme - RERE - /MG - S=E/BE - Bl=E/58R/BIR
FZ#EFZH ()5 : #EizH + iEiREEH — KR 14)
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M RERFER/NRERZEE BRI/ EBF T RENZM (drug exposure in utero/ paternal
drug exposure before pregnancy/ drug exposure via breast milk) 2% & BRI B RIRZ2RE/ZE B I 5

E& I & H (Vaccine exposure during pregnancy/ Vaccine exposure via breast milk) °

E:ll

- EERHHERE/BONREREARRE/ZH - FoRIUSRERR/2ORA/EETRER -
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W
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= A B MME (miscarriage) ~ BA5RSET (stillbirth) + A LR E= (abortion) * 3¢ FHA

H AR (early spontaneous abortion) - REMBHRAERTHEER -

-+

RIBNMARKZIAAFCRRE/ARSHFTE RRUSHABEEZELERER - B2
ShR/BNT 7 E#mRERE - BBER " ARKREER . BEE "SflRNEZ2EE
an/7Z B (maternal exposure during pregnancy) 1 - DIETABEE &1 Z KR -

m D
o
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X
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