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300mgO2 M35t QU 01219 82 A 421 12 1,200
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0|2 20| A0t HMAE 222 OFE0) M2t CHA|E HE, M=, A|
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A EA0|H Sd2 =3 HAIEL = x| D& det= A

O HQLCt
71 Q0= O] HE2HS S0i5t & 0| 0|43 HH5 B} 38
Ofl CHfEt X127t UAOD AR US =R S5t 3 HMO2 si=w
UL

L. M. T. Collum & D. I. Bowen. (1971). Ocular side-effects of lbuprofen.
Brit. J. Ophthal 55, 472 ]

o A1M| Hi2l 'H40| 3= S0Pt 0|2 =H 400mg= 1Y 32| =&
olFOM 0|2 0|5 =0 LEXF +9 A0/} SHFAI He|S 2£
2 M0 =9 s5= S0 2L A 240 A8 LEX

SOIA AlOF Z20| LIERLO $Xto| =2 A|ZRLX|(visua

evoked potential EVP)0| 2t3otX| EUsLICE 2tk= AlMAS

2 FIEHID O[RO2H S5 3 DGO HYTELBE(m-

ethylprednisolone) Ao FAIRb MEXHEF oI (LMWH) Lot
ZAIZ X|ZHEIQIOH Mt F2EASLLCH 1H & =X ZHAIA
SIAS| AEl= HMO0|US L.

AMOF =T, Al Al HOl| S2 0|FE=2HO| 0% == O[S

O[X|2F - 71s5d0| LTt 2L O|R X =HI= x{Hf §l0] &
BIOIFEO = R&ote 8% 2AiE=2 S8t 7|&0[L &2| |10
A=0 =2 = A0 e &0 O[&EIS0] YHLEZE 2=

I HA AKX Zole 4271 gL metA 2EA AL ZOiS
ddoie 8% U= & dEE Hollle HY0| B

[Gamulescu, M.-A., Schalke, B., Schuierer, G., & Gabel, V.-P. (2006).
Optic Neuritis with Visual Field Defect—Possible I|buprofen—Related
Toxicity. Annals of Pharmacotherapy, 40(3), 571-573.
doi:10.1345/aph.1g451]
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o O|ROZHE X7 22 26h= A0= (1%0IM AlZ
07t st o~ QUL —’FE L—f f L= SO 2 A, AUH(s—
cotoma), AlOfQ| M K3} £0| QIO E5| 800mg/ E2 S A
A Ho] Z7tEIt4=(low spatial frequency)XA] CHH| ZH=(cont-
rast sensitivity)7} ZAE ARd[7F JU/}SLICE O|F 20| 2|t
AlZt MOll= 22 &N OoZ LIEE o= B2 HHO|EO = £

1 OO —

2 MOINAIA B EILICE
61M 221 HJ0] LE2= Qo 7

1|0

SOFO|2X 2T 1,600mg/

oS ER5t s QER F9| X|&X 0| A|0|:7_=A‘l =l I:l_JE(DaD”_

S 2955 QEm Lo oI AJOF ZAT}S
lary edema)© 2 QIS HIZEHALIC} SHAt= 0|2 T2 HS O1X]
002 225t & ZAHOZ Q2% =0| 52|17 AEGNKI= AlOF Z
£2 ASUOM Off AL Z1} QEX 0| Q0| HE0| A3
712 SOl LI

O[S 20}l |5t A|Zf ROfi= LIEH H= AE{T} QHAO] CHRFSH
C}, O] AF[OIA SRt 28 UFYU S 0|AHI20| LIEHLOL} =
8 24 0| LIS J2 9100 0/S S LIEfH A= 949
SLICH 9| Al TR20| O|RI2H =2 Al 13U0H0]| A0} Z
2014 =] 2UA[Zl e;'tﬂm LIEHS & 9122 HOFLICH Al
2} X0 ZAIS 0|2O2H ECt S #W2H s/2E & QL)

[Josef Finsterer & Simon Brunner. (2012). Ibuprofen-induced unilateral
optic neuritis. Arg. Neuro—Psiquiatr. vol.70 no.10 Sao Paulo Oct.]

o JHE SO[AL} A S0l 2tz EF0|A 01 S0 Chot SX)
A OHAT 552 HAISIK| 28 & QIAL|CH AO 22

A= T AA (@)

Lol S=¢2f &A1 80| J2 8= 8804 AMs 52 =

BIoH SIS OFNAT} S COJM HIRIRIBER] QISH SIRf A
A QFE st LeS-8tS B S0 oot 22foly

C?r?FEIO

OF0
I
=2
gI:O



M

o O
T [0

|l

12 - ox

=TT

0 2 A

> Mo 2 rot

Al

a e < ol

>

-|I.I
0N

L (\J

I~

IF

J|Z=o2 of

O

124
=0

- Ol OFc:

w [0

| — |
i

o

H>

XA

b
I

Al

0

NE E=

2f

g

A%

 HES2 M

ents)C =

3 5t 2t

F O =
o o= )élI-IO

Z==2 0|=0Kpreterm newborns), Al
L0Kinfants), S0Htoddlers), 20H(c

233

O

f

| =

.- C
L

o

2 HFHH
L O H-

0

.,

QIO o241

OO0OL- L-_OL-

Of

A AO|S T

A

L

0=

h
(e EeraUn

oI5LX

. —1e|Lt O

2 QIALICEH

o2t Ofsdt

L} CHAF 522

| A

H0

=
H

M
o

0| 7 CHA}
4O M5 1IHL0IA 67

=10

8/10

&

O 1 L— L

A

1

0o

L
A

=
=

0

ZigiLict. 1
ol = 2A| =2t

=Y
=



$R CHiploN (S| SRR ROl Rl =t 2 (C10l0 0 A CIA|SD2m 28 S A[ZF2I0} OJAMA || 2

— OO =

E 2 QELICH E5| A0 2 g% A Al 98 O§0| 22tX]
A0 M B Ij o A X0|2 20| 25| B7I8 4 USL

MEHM(body surface area, 0|of BSA)Z 7|22 A0t 22
= ZAMot=s T QIX|OF BSAE ALAMO| {2 LM 0] AL AMAMO
ot FOI7F Wit EZ0IA El= A0 QUL ot BSA= A
lsdi= 34 &30| LB = st SHM0j| A BSAO| LS Ef

gde e F5UL.

£010] M o1 82 LI} 2eA{0] HO20| A= S )
3 55 HOIEE B8SH0) ofper-orema

[Massimo Cella, et al. (2010). What is the right dose for children?. BrJ Clin
Pharmacol. 2010  Oct;  70(4): 597-603. doi:  10.1111/j.1365-
2125.2009.03591 .x]
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Causality term

WHO-UMC Qlapd TI} 7|=

M7} 7|1& Assessment criteria
— all points should be reasonably complied

%.I'E%I'

Certain

AEs| Sl

Probable/Likely

=5t

(@ I

Possible

R

Unlikely

It et
Conditional/
Unclassified

"Bt =7
Unassessable/
Unclassifiable

> H[ESA Atd| = A, 2fF F0HLE A|UA A28 dE
Event or laboratory test abnormality, with plausible time relationship to drug
intake
> OHE QS 0|Lt Hetez2 d8He £ Q=
Cannot be explained by disease or other drugs
> o|9fE FUHESH Al AL = Efct BS
Response to withdrawal plausible (pharmacologically, pathologically)
> OIS SIE| i SHASINOR AN A
Event definitive pharmacologically or phenomenologically (i.e. an objective
and specific medical disorder or a recognised pharmacological phenomenon)
> O|oF= 0| TEX A| MBS Rechallenge satisfactory, if necessary

D> H[ESA Atd| EE= A, 22fF FHLE AUA A4 dE
Event or laboratory test abnormality, with reasonable time relationship to drug

intake

> LHE S=F0|L 22l Visd H5

Unlikely to be attributed to disease or other drugs
> 0|9 REOSH Al YA EfFet HES
Response to withdrawal clinically reasonable
> OICFEO| MENW MHE FZ  Rechallenge not required

> HIESA Atd| £= ARK], 2|9 F S0 AN M tA &dE
Event or laboratory test abnormality, with reasonable time relationship to drug
intake
> CHE QJOHZ0|Lt ABto = MHa 4 QIg
Could also be explained by disease or other drugs
> o|or=F RS HO| tict 327 E&otAL =28
Information on drug withdrawal may be lacking or unclear

> H[ESA At = A, 22fE FHLE AUA A=A 7 M E6HK| 5
(E7tset A2 0tg)
Event or laboratory test abnormality, with a time to drug intake that makes a
relationship improbable (but not impossible)

> CHE QIofE0|Lt Zleto = EfHot AHO| 7tsEt
Disease or other drugs provide plausible explanations

> H|ZAX™ At EE= ZAFR|  Event or laboratory test abnormality
> MEot @/HE Rloll O 2 Ar=”/F EQolAL

More data for proper assessment needed, or
> =M X2E dE &8 Additional data under examination

> O|MEIESE &tAIot= E11 Report suggesting an adverse reaction
> dE7t E5EotAL &5 0 HHe = glAL
Cannot be judged because information is insufficient or contradictory
> X2 & HetolHL &let 4~ @18 Data cannot be supplemented or verified
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