What is claimed is:

1. Use of pirfenidone in the manufacture of a medicament for treating a patient
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pulmonary—fibrosis—HPEsuffering from fibrosis, said patient having exhibited a Grade 2

abnormality in one or both of alanine transaminase (ALT) and aspartate transaminase (AST)

that is greater than 2.5-times and less than or equal to 5-times the upper limit of normal,

after pirfenidone administration, wherein (a) said patient is to be administered pirfenidone at

doses of at least 1600 mg/day.
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2. The use according to claim 1. wherein (a) said patient is administered pirfenidone at

doses of 2200 to 2600 me/dav.

3. The use er-pirfenidone-according to claim 1-eselein2, wherein (a) said patient is to
be administered pirfenidone at doses of 2400 mg/day or 2403 mg/day.

4, The use according to claim 1.-er<lai-2 wherein, prior to step (a), said patient is to

be administered pirfenidone at doses lower than 2400 mg/day for a time period.

5. The use erpisfenidone-according to claim 1-exelaiz-2, wherein, prior to step (a), said

patient is to be administered pirfenidone at doses lower than 1600 mg/day for a time period.
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e-according to any of claims 1-85, wherein, prior to step (a),

administration of pirfenidone is discontinued for a time period--eptienathy-abeut-one-weels-eor until

the biomarkers of liver function are within normal limits, and then #beu+800 mg/day or 801 mg/day

pirfenidone is administered for a time period--eptionally-abeout-one-week-or until the biomarkers of

liver function are within normal limits, and then abewt-1600 mg/day or 1602 mg/day pirfenidone is

administered for a time period;-eptionath-abont-one-weekor until the biomarkers of liver function are

within normal limits.

1097,  The use erpirfenidone-according to any of claims 1-9-6 wherein, prior to step (a),

pirfenidone is to be discontinued for a period of time—eptonatly—abe re—week—or until the

biomarkers of liver function are within normal limits.

-according to any of claims 1-+67, wherein the pirfenidone is

to be administered three times per day with food.






+29.  The use srpirfenidone-according to any of claims 1-+28, wherein the patient whe

vould-—bepefit-from—pirfenidone—administrationsuffering from fibrosis suffers from a condltlon
selected from the group consisting of pulmonary fibrosis, idiepathic—interstitial j.. SRR
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Hhrillationcerebralinfaretion,-myocardiac fibrosis, musculoskeletal fibrosis, post-surgical adhesions,
liver cirrhosis, renal fibrotic disease, fibrotic vascular disease, scleroderma Hermansky-Pudlak
syndrome, neurofibromatosis, Adzheimer's—diseasediabetic-retinopathy—slin-lesionshepatic fibrosis,

ancreatic fibrosis, renal fibrosig, and lymph node fibrosis associated with HIV.
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4+610. The use %@&fe&&é@ef—waccordmg to any of claims 1-#2-e=158 wherein the patient
vho—would-benpefitfrom-pirfenidone—administrationsuffering from fibrosis suffers from idiopathic

pulmonary fibrosis.
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