BRAZIL Services Barra GovBr
(HTTP://BRASIL.GOV.BR)

ACCESSIBILITY (ACESSIBILIDADE)  HIGH CONTRAST ) a

SITE MAP (MAPA-DO-SITE)A NVI SA (/login)

NATIONAL HEALTH SURVEILLANCE AGENCY
Buscar no portal Q

&9 (https://webmail7.anvisa.gov.br/owa) Home (perguntas-frequentes)| Legislation(legislacao)| Contact (contato)‘ services (servicos)| Press (area-de-imprensa)

MENU

| RSS Feed (nttp://portal.anvisa.gov.br/noticias/-/asset_publisher/FXrpx9qY 7FbU/rss?p_p_cacheability=cacheLevelFull)
(= Print
SUSPENSION

Suspended lot of 8.4% sodium bicarbonate
from Samtec

Foreign material was found in a sample from the suspended batch. Injectable solution is manufactured
by Samtec Biotechnology.
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Anvisa suspended a batch of sodium bicarbonate 8.4% solution inject 10 mL bottle on Monday (1/2). The sanitary
measure that suspends the product (http://pesquisa.in.gov.br/imprensaljsp/visualiza/index.jsp?
data=02/01/2017&jornal=1&pagina=18&totalArquivos=56) applies to BWI lot of validity until November 2017.

The sodium bicarbonate solution is manufactured by the company Samtec Biotecnologia Ltda. According to results
issued by the Central Public Health Laboratory of Bahia (Lacen / BA), the lot of the drug presented unsatisfactory
results in the sanitary analyzes.

According to the report, the sample from the BWI lot of the injectable sodium bicarbonate solution showed a foreign
body suspended inside the ampoule.

For preventive reasons, the Agency has determined, in addition to the suspension of the use of the batch, the
collection of stock on the market, related to the product and batch in question.

Suspension 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=suspens%C3%A3o+medicamento)
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