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8 =oHHE =0 709,826 12,046 5,512,563 39,743 81,292,040
9 ZZUXME LS| 601,572 12,474 3,551,098 35,781 72,383,371
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Causality term

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

eraet > HIZSA Atdl| 2= ZAK], 2|2E F02E AN A8 JE
Certain Event or laboratory test abnormality, with plausible time relationship to drug
intake

> CHE Q|Z0|Lt Z2to = HHS =~ Qg
Cannot be explained by disease or other drugs
> O|OHE ROISH A| YNEOR EfLfEt IS
Response to withdrawal plausible (pharmacologically, pathologically)
> OFZBIE| L SIASIHOR AYE ALY
Event definitive pharmacologically or phenomenologically (i.e. an objective
and specific medical disorder or a recognised pharmacological phenomenon)

> S|UE2| MEH Al 2HELS  Rechallenge satisfactory, if necessary
ool =det D HIEYH AR B A, QIUFE ROt A[ZHN Mo 43

- =1 L-"T L—
Probable/Likely Event or laboratory test abnormality, with reasonable time relationship to drug
intake
> CH2 QJOFZ 0Lt At JHsY Hg

Unlikely to be attributed to disease or other drugs
> OJOFE ROISE Al QA0 Efgst il
Response to withdrawal clinically reasonable
> o|kE2| IHEN HE G183  Rechallenge not required

tse D> HI'SSH Atef| L= ALK, YE FHA AZHE d287 98
Possible Event or laboratory test abnormality, with reasonable time relationship to drug
intake

> CH2 QJOHZ0|Lt HSHOR Mgt 4 9Ig
Could also be explained by disease or other drugs

> O|OHE EIZTHO| [H5H HEIt BESI7{Lt 2235
Information on drug withdrawal may be lacking or unclear

tsd Hg D HIEYH At B2 AARK], 2[E R0 AN A2 27t HESH| 55
Unlikely (27ts¢t A2 Ot'd)

Event or laboratory test abnormality, with a time to drug intake that makes a
relationship improbable (but not impossible)

> CtE 9= 0[Lt Z2to = EtFol HHO| Vst
Disease or other drugs provide plausible explanations

It Mt > H|HAX AHY| EE= ZALR|]  Event or laboratory test abnormality
Conditional/ > Mot WIIE Ploll O H2 A=t HRotHU
Unclassified More data for proper assessment needed, or
> FIt XA2E HE Y Additional data under examination
It 27} > O|MHIES S 2A|ot= E11  Report suggesting an adverse reaction
Unassessable/ [> HE7t E5&20I7LI 4S50 THS 5= 7L
Unclassifiable Cannot be judged because information is insufficient or contradictory

> X2 & HASHHLL 2tQ1gt 4~ @18  Data cannot be supplemented or verified
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