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Suspended lots of contraceptives Gynera

Altogether 13 batches of the drug were discontinued due to poor laboratory results.
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Anvisa suspended the distribution, sale and use of 13 lots of the drug Gynera (gestodene + ethinyl estradiol). The
lots of contraceptives manufactured by Bayer SA presented results that do ﬂ? comply with current sanitary
legislation. Measure was published in the Official Gazette (DOU) this M()ndﬁrig%/pt)éxt

According to the statement of voluntary withdrawal of Bayer SA, the batcheg\oﬁhv?sg@ggggﬁgég Qu&%“%h%ﬁfe%ﬁ%rcializagéo e uso de 13

unsatisfactory results regarding the stability study.

Inal

lotes do medicamento Gynera (gestodeno + etinilestradiol).

In addition to the suspension of Gynera's lots (http://pesquisa.in.gov.br/impressaijand vistealizadimdex.jsp?
data=26/06/2017&jornal=1&pagina=39&totalArquivos=224) , resolution RE 1,698 of June 23, 2017 requires the
company to promote the collection of the existing stock in the market.

Check out the suspended lots below:
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Gynera (gestodene + ethinylestradiol) with 21 days

BSO1EN6
BSO01F2H
BSO01F2J
BSO01F4A
BSO01FCF
BSO01FJH
BSO01FSK
BS01G1CC
BS01G1D
BS01GJS
BS01GR4
BS01GSS
BSO1H6F

12/4/2017
12/4/2017
12/4/2017
12/4/2017
12/4/2017
6/28/2018
6/28/2018
6/28/2018
08/25/2018
08/25/2018
08/25/2018
10/26/2018
04/26/2018

Want to know Anvisa news first hand? Follow us on Twitter @anvisa_oficial and Facebook @AnvisaOficial

Did you find any problems in this news? Send an e-mail to noticias@anvisa.gov.br (mailto:noticias@anvisa.gov.br)
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