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SANITARY DEVIATION

Suspended batch of Omeprazole from
Eurofarma

Company notice mentioned weaknesses in the labeling of units of a given lot.

Lot 486773A of the generic drug Omeprazole 40 mg, lyophilized powder for solution for injection, was suspended by
Anvisa on Monday (10/7) (http://pesquisa.in.gov.br/imprensa/jsp/visualiza/index.jsp?
jornal=1&pagina=100&data=10/07/2017) . The lot of the generic drug used for the treatment of gastric ulcers was
manufactured by Eurofarma Laboratorios SA and was valid until 12/2017.

According to the company's voluntary withdrawal announcement, the Omeprazol lot presented quality deviations
related to the labeling. That is, the lot presented technical flaws on the labels, specifically.
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Suspension (http://portal.anvisa.gov.br/noticias?
p_p_id=101_INSTANCE_FXrpx9qY7FbU&p_p_lifecycle=0&p_p_state=normal&p_p_mode=view&p_p_col_id=column-
2&p_p_col_count=1&p_r_p_564233524_tag=suspens%C3%A3o)  medication (http://portal.anvisa.gov.br/noticias?
p_p_id=101_INSTANCE_FXrpx9qY7FbU&p_p_lifecycle=0&p_p_state=normal&p_p_mode=view&p_p_col_id=column-
2&p_p_col_count=1&p_r_p_564233524_tag=medicamento)  labeling (http://portal.anvisa.gov.br/noticias?
p_p_id=101_INSTANCE_FXrpx9qY7FbU&p_p_lifecycle=0&p_p_state=normal&p_p_mode=view&p_p_col_id=column-
2&p_p_col_count=1&p_r_p_564233524_tag=rotulagem)

Resolution RE 1,847 / 17 suspending the distribution, marketing and use of Omeprazol lot 486773A also determines
that the company will collect the product described above.

What to do?

If you are going to use this medicine, check the package if your products are in the lot suspended by the Agency. If so,
contact the manufacturer's SAC to be advised about the exchange.

Other batches of the product, which are not on the list, may be marketed and used normally

Check the sanitary measures in full here. (http://pesquisa.in.gov.br/imprensa/jsp/visualiza/index.jsp?
jornal=1&pagina=100&data=10/07/2017)

 

Want to know Anvisa news first hand? Follow us on Twitter  @anvisa_oficial (https://twitter.com/anvisa_oficial)  and
Facebook  @AnvisaOficial (https://www.facebook.com/AnvisaOficial/)

 

Did you find any information wrong or outdated? click here
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