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THIS REPORT IS IN FOLLOW-UP TO A XEPORT PREVIOUSLY
SUBMITTED TO THR US FDA ON 26JUL.99.

THIS PEARMACIST REPORTS A HALE PATIENT STARTED ON VIAGRA
(SILDEMAFIL) *UP TO 100 4% AS NEEDED FOR ERECTILE .
DYSFUNCTION. “SOON AFTER STARTING VIAGRA® IN MAYS9, THE
PATIENT'S SERUM TRAESAMINASE LEVELS "WENT FROM 50 TO
700". THE REPORYER ADDITIONALLY SUSPECTS TYLENOL
(ACETAMINOPHES) AS A POSSIBLE ETIOLOGY FOR THIS EVENT.
PATIENT’S MEDICAL HISTORY IS SIGNIPICANT FOR RENAL
DISEASE AND CHRONIC LIVER DISEASE.

FOLLOW-UP (27JUL99): FOLLOW-UP INFORMATION FROM
PATIENT’S PHYSICIAN INDICATES TEAT THIS IS A 50 YEAR OLD
PATIENT WITH CHRONIC ECV (HEPATITIS C VIRUS) -
ASSOCIATED HEPATITIS. TBE PATIENT HAD TRANSIENT
INCREASE IN LIVER FUNCTION TESTS ABOUT THE SAME TIME HE
TOOK SILDENAFIL, WHICH MAY HAVE BEEN FORTUITOUS. THE
PATIEMT STARTED TAKING VIAGRA S0 MG TWO TO THREE TIMES A
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WEEK, AS NZEDED FOR IMPOTENCE IN MAR99 OR APR99. IN 3 foreign
APRI9, PATIENT’S ALT WAS 44 U/L. IN MAYS9, THE ALT [ study
LEVEL INCREASED TO 759 U/L BUT TEE PATIENT WAS
ASYMPTOMATIC. VIAGRA WAS PERMANENTLY DISCONTINUED IN [ fiteratuce
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BS. EVENT DESCRIPTION - Continued

TO 80 U/L IN JULSSY.
HISTORY IS SIGNIFICANT FOR CHRONIC Lufii LISEASE AND WAS ALSO ON DIALYSIS.
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THE PATIENT WAS ALSO. C(‘ib’tmﬁTMLY TAKING TYLENOL ON AS NEEDED BASIS.

PATIENT'’S MEDICAL
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