amolecular weight of 385.8, its empirical formula is C;7H;3sFN303;*HCI*H,0 and its chemical
structure is as follows:
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[0006] Ciprofloxacin was previously classified as a moderate inhibitor of CYP1A2 by the
FDA [FDA Draft Guidance for Industry Drug Interaction Studies — Study Design, Data
Analysis, and Implications for Dosing and Labeling, September 2006]; this description was
recently revised in February 2012 [FDA Draft Guidance for Industry Drug Interaction
Studies — Study Design, Data Analysis, Implications for Dosing, and Labeling
Recommendations, February 2012].

SUMMARY

[0006a] In a first aspect of the present disclosure, there is provided a use of pirfenidone
for the manufacture of a medicament for treating a patient in need of pirfenidone therapy,
wherein the pirfenidone therapy comprises reducing the dosage of pirfenidone to be
administered to a patient to about 1602 mg/day during concomitant administration of

ciprofloxacin at a dose of 750 mg twice daily (1500 mg/day).

[0007] The disclosure generally relates to improved use of pirfenidone and methods of

administering pirfenidone to a patient in need of pirfenidone therapy, and to corresponding
methods of preparing or packaging pirfenidone medicaments, containers, packages and kits.
The disclosure also relates to pirfenidone for corresponding uses in treating a patient in need

of pirfenidone therapy, including use of a novel therapeutic dose.

[0008] The present disclosure is based in part on the discovery that concomitant
administration of pirfenidone at a dose of 801 mg (e.g., given three times per day for a total

daily dose of 2403 mg/day) and ciprofloxacin at a dose of 750 mg (e.g., given twice daily for
2



CLAIMS

1. Use of pirfenidone for the manufacture of a medicament for treating a patient
in need of pirfenidone therapy, wherein the pirfenidone therapy comprises reducing the
dosage of pirfenidone to be administered to a patient to about 1602 mg/day during

concomitant administration of ciprofloxacin at a dose of 750 mg twice daily (1500 mg/day).

2. The use according to claim 1 wherein the use is for avoiding the potential for a

reduced clearance of pirfenidone or the potential for an increased exposure to pirfenidone.

3. The use according to any one of claim 1 or claim 2 wherein the total daily
dose of pirfenidone is to be administered to the patient in divided doses three times per day,

with food.

4. The use according to any of claims 1-3 wherein the pirfenidone is to be

administered in unit dosage forms that are capsules or tablets.

5. The use according to claim 4 wherein the amount of pirfenidone in the unit
dosage form is 267 mg.
6. The use according to any one of claims 1-5 wherein the patient has idiopathic

pulmonary fibrosis (IPF).

7. The use according to any of claims 1-5 wherein the patient has a fibrotic

disorder, inflammatory disorder, or autoimmune disorder.

8. The use according to any of claims 1-5 wherein the patient suffers from a
disease selected from idiopathic pulmonary fibrosis, pulmonary fibrosis, bronchiolitis
obliterans, chronic lung transplant rejection, scleroderma, primary focal segmental
glomerulosclerosis (FSGC) or membranoproliferative glomerulonephritis (MPGN),
idiopathic interstitial pneumonia, interstitial lung disease in systemic sclerosis, a fibrosis
condition of the lung, auternmanet

ion-atrial-Bbrillatton-cerebrald tor-myocardiac fibrosis,

musculoskeletal fibrosis, post-surgical adhesions, kvereirrhesis-renal fibrotic disease,
fibrotic vascular disease, seleroderma-Hermansky-Pudlak syndrome, neurofibromatosis,
~lymph node fibrosis associated with
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