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Dosage Form: Powder for Solution for Instillation
Composition: BCG Strain 200-800 MIU
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OncoTICE is used as a treatment of flat urothelial cell carcinoma in situ (CIS) of the bladder and as an
adjuvant therapy after transurethral resection (TUR) of a primary or relapsing superficial papillary urothelial
cell carcinoma of the bladder stage Ta (grade 2 or 3) or T1 (grade 1 2 or 3).
OncoTICE is only recommended for stage Ta grade 1 papillary tumors when there is judged to be a high
risk of tumor recurrence.
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4., CLINICAL PARTICULARS

4.8 Undesirable effects
[...]

Table 1 Side effects reported during post-marketing surveillance

—

2/<er)/1 rare ] [...]

1/10,000)

Not known Immune system disorders Hemophagocytic lymphohistiocytosis”

NEC = not elsewhere classified

" High Level Term instead of Preferred Term

2 Granuloma NOS has been observed in various organs including the aorta, bladder, epididymis, gastrointestinal tract, kidney, liver, lungs, lymphnodes, peritoneum,
prostate

3 Only isolated cases reported during post-marketing surveillance
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