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“a causal relationship between omeprazole and Tubulointerstitial nephritis

(with possible progression to renal failure) is at least a reasonable possibility.”
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Summary of Product Characteristics

» Section 4.4 A warning should be added as follows: Renal impairment Acute
tubulointerstitial nephritis (TIN) has been observed in patients taking omeprazole
and may occur at any point during omeprazole therapy (see section 4.8). Acute
tubulointerstitial nephritis can progress to renal failure. Omeprazole should be

discontinued in case of suspected TIN, and appropriate treatment should be promptly
initiated.
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the SOC Renal and urinary disorders with a frequency rare: Tubulointerstitial
nephritis (with possible progression to renal failure)

Package Leaflet Section 2 Under sub-section “Warnings and precautions” the
following should be added: When taking omeprazole, inflammation in your kidney
may occur. Signs and symptoms may include decreased volume of urine or blood in
your urine and/or hypersensitivity reactions such as fever, rash, and joint stiffness.
You should report such signs to the treating physician.
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» to report suspected adverse drug reactions:

- email: jpc@)jfda.jo

- website: https://primaryreporting. who-umc.org/JO E""Eifg
- Phone No: +962-6-5632000 ?ﬁgﬁ‘é
- QR Code: ik %
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