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[Glovanni Vanni Frajese, et al.(2006), Tadalafil in the treatment of
erectile dysfunction; an overview of the clinical evidence., Clin
Interv Aging. 2006 Dec; 1(4): 439-449.]
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[Seftel AD, et al.(2005), A three-part study to investigate the

Incidence and potential etiologies of tadalafil-associated back pain
or myalgia., Int J Impot Res. 2005 Sep-Oct;17(5):455-61.]
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Safety and Availability]
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M7t 7|& Assessment criteria

Causality term
AR

Certain

ATS| Halst

Probable/Likely

bt

Possible

o )
THsA e

O o

Unlikely

ot o
Conditional/
Unclassified

™oL =7t
Unassessable/
Unclassifiable

- all points should be reasonably complied

> HIZJALA] ARl E Z4AIR], OOHE E0qQL AIZHA AT 4| AjRY
Event or laboratory test abnormality, with plausible time relationship to drug
intake
> CHE olofZolLt Ugo 2 MRS 4 gl
Cannot be explained by disease or other drugs
> OlOFZ SCIZTHA| UAHOR EfGSH kg
Response to withdrawal plausible (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)
> QJeFEO| 2HE A| YAHES.  Rechallenge satisfactory, if necessary

> HIZALZ ARl = Z4ARR], O|OHE S04 QL AlZHA AT A AJRY
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
> OlOFZ ECIZTHA| UAHOR EfgSh kg
Response to withdrawal clinically reasonable
> O|QFEO| ZHEX MY 42 Rechallenge not required

> HIZALR ARl E= Z4ARR], O|OHE S04 QL AlZHA AT A AJRY
Event or laboratory test abnormality, with reasonable time relationship to drug
intake

> CHS olorZo|Lt AUsto 2 Myst 4 9l
Could also be explained by disease or other drugs

> OIFE ECiZTiofl TH I HESILE 2803
Information on drug withdrawal may be lacking or unclear

> HIZALR At = Z4ARRI, QIQHE E04Q} AIZHA MY 7L HABIR| Q4L
(E7t52 A2 otd)
Event or laboratory test abnormality, with a time to drug intake that makes a
relationship improbable (but not impossible)

> CI2 OJQkEo|Lt 2480 2 EFGtSH AiBo| THs3t
Disease or other drugs provide plausible explanations

> HIYHATA Al = Z4AHR] Event or laboratory test abnormality

> 2246t WIS QIsH [ Bre ALZ 7 T QSHAHLE
More data for proper assessment needed, or

> 27t AI2E AE £ Additional data under examination

> O]/ dre. S QIAIol= 211  Report suggesting an adverse reaction
> Mot B2 P51 AR Elo] THEHS 2 oL
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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