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Qg 8o ™It 71& Assessment criteria
Causality term - all points should be reasonably complied
SIS > HIZAFA AL B 24ARR], QIR E0qQf AI7HM M| AJ2
Certain Event or laboratory test abnormality, with plausible time relationship to drug
intake

IT o
> CIZ 2lofZolLt Hsto 2 Masst 4 Qg

Cannot be explained by disease or other drugs
> O|OE B2 THA| UASZ O 2 EI}SHEES.

Response to Wlthdrawal plau3|ble (pharmacologically, pathologically)

> QIS Ei= FAISIHO R AR AL
Event definitive pharmacologically or phenomenologically (i.e. an objective
and specific medical disorder or arecognised pharmacological phenomenon)

D> O|QFEEO| 2HEX A| F/JUES  Rechallenge satisfactory, if necessary

ATYS) TAISE D> HIZASR AR S ZARR], OJOFE EiQF A|2HA Al A AJ2
Probable/Likely Event or laboratory test abnormality, with reasonable time relationship to drug

intake

> CHEZ OJoFZo|Lt ABto| THsAd 218
Unlikely to be attributed to disease or other drugs

> O|OIE B2 CHA| UASZ O 2 EI}SHEES.

Response to Wlthdrawal cllnlcally reasonable
> O|QFEO| ZHEX MY 42 Rechallenge not required

st > HIZAIA Al E= ZALR], O|OFE EoqQt A|7H2] M kA A
Possible Event or laboratory test abnormality, with reasonable time relationship to drug
intake

> CHE OIofZolLt A0 2 S 4 9)g
Could also be explained by disease or other drugs

> O|oFE Eo{ZClof CHRt HE I HZSILE 22
Information on drug withdrawal may be Iacklng or unclear

THsA] 242 > HIAANZ ARl B ZHALR], O|QHE ECiQt A|7HA MB nbA|7t AZ4SIR| QF2

o o B
Unlikely (E7t52 A2 otd)
Event or laboratory test abnormality, with a time to drug intake that makes a
relationship improbable (but not impossible)
> CH2 OJoHEo|Lt A0 2 Efgfst Mol THsat
Disease or other drugs provide plausible explanations

HoF 2t D> HIAHAA ALY = ZJAFR|]  Event or laboratory test abnormality
Conditional/ > &St HIIE Q8 O Qe AtZ 7+ LR SHHALE
Unclassified More data for proper assessment needed, or
> 27t AI2E AE £ Additional data under examination
LIt =7t > O]/ dre. S QIAIol= 211  Report suggesting an adverse reaction
Unassessable/ > &7t g%_%mu ArZ |0 THERSE 4~ SATALE
Unclassifiable Cannot be judged because information is insufficient or contradictory

> AR E HASHL ™olg 4~ 42 Data cannot be supplemented or verified
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