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LEGISLACAO PORTUGUESA

I. DIARIO DA REPUBLICA

Decreto Legislativo Regional n.° 36/2016/M - Diario da
Republica n.° 156/2016, Série | de 2016-08-1675150125 -
Regido Autonoma da Madeira - Assembleia Legislativa -
Segunda alteragdo ao anexo do Decreto Legislativo
Regional n.° 12/2012/M, de 2 de julho, que aprova os
Estatutos do Servico de Saude da Regido Autonoma da
Madeira, E. P. E.

Deliberagcdo (Extrato) n.° 1268/2016 - Diario da
Republica n.° 156/2016, Série 1l de 2016-08-16 - Saude —
Administracdo Regional de Salde de Lisboa e Vale do
Tejo, I. P. - Reorganizacdo dos Servicos Centrais da
ARSLVT, I. P.

Despacho n.° 10441/2016 - Diario da Republica n.°
159/2016, Série Il de 2016-08-19 - Salde — Gabinete do
Secretario de Estado Adjunto e da Salde - Aprova o novo
esquema de vacinagdo do Programa Nacional de
Vacinacdo (PNV), revogando o esquema de vacinacéo
aprovado pelo Despacho n.° 5786/2015, de 26 de maio.

P Concursos

Anuncio de procedimento n.° 5112/2016 - Diario da
Republica n.° 156/2016, Série 1l de 2016-08-16 - Unidade
Local de Saude do Alto Minho, E. P. E. - Aquisicdo de
material para artroplastia do joelho.

Anuncio de procedimento n.° 5137/2016 - Diario da
Republica n.° 157/2016, Série Il de 2016-08-17 - Centro
Hospitalar Vila Nova de Gaia - Espinho, E. P. E. - 2000417
- Aquisicdo de material para neurorradiologia.
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Il. DIRECCAO-GERAL DE
VETERINARIA

ALIMENTACAO E

}  Nota orientadora em matéria de reducéo de
lactose em leite

A DGAV permite a utilizagdo da mengao “teor de lactose
inferior a 19/100g” ou “teor de lactose inferior a 1%”,
restrita a produtos lacteos em que o teor de lactose foi
reduzido com o objetivo tecnolégico de o colocar abaixo de
1%.

LEGISLACAO UNIAO EUROPEIA
I JORNAL OFICIAL DA UNIAO EUROPEIA

Regulamento (UE) 2016/1389 da Comissdo, de 17 de
agosto de 2016, que autoriza uma alegacdo de salde
sobre os alimentos que refere o desenvolvimento e a
salde das criancas.

Regulamento (UE) 2016/1390 da Comisséo, de 17 de
agosto de 2016, que recusa autorizar uma alegacdo de
saude sobre os alimentos que refere o desenvolvimento e
a saude das criancgas.

Regulamento (UE) 2016/1379 da Comissdo, de 16 de
agosto de 2016, que recusa autorizar determinadas
alegacdes de salde sobre os alimentos que néo referem a
reducdo de um risco de doencga ou o desenvolvimento e a
saude das criangas.
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https://dre.pt/application/file/75150125
https://dre.pt/application/file/75150125
https://dre.pt/web/guest/pesquisa/-/search/178530/details/normal?l=1
https://dre.pt/web/guest/pesquisa/-/search/178530/details/normal?l=1
https://dre.pt/application/file/75147802
https://dre.pt/application/file/75147802
https://dre.pt/application/file/75163048
https://dre.pt/application/file/75163048
https://dre.pt/application/file/75139373
https://dre.pt/application/file/75139373
https://dre.pt/application/file/75155807
https://dre.pt/application/file/75155807
http://www.dgv.min-agricultura.pt/portal/page/portal/DGV/noticia/?detalhe_noticia=19416961
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2016.223.01.0055.01.POR&toc=OJ:L:2016:223:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2016.223.01.0055.01.POR&toc=OJ:L:2016:223:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2016.223.01.0055.01.POR&toc=OJ:L:2016:223:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2016.223.01.0055.01.POR&toc=OJ:L:2016:223:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2016.223.01.0058.01.POR&toc=OJ:L:2016:223:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2016.223.01.0058.01.POR&toc=OJ:L:2016:223:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2016.223.01.0058.01.POR&toc=OJ:L:2016:223:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2016.223.01.0058.01.POR&toc=OJ:L:2016:223:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2016.222.01.0001.01.POR&toc=OJ:L:2016:222:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2016.222.01.0001.01.POR&toc=OJ:L:2016:222:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2016.222.01.0001.01.POR&toc=OJ:L:2016:222:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2016.222.01.0001.01.POR&toc=OJ:L:2016:222:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2016.222.01.0001.01.POR&toc=OJ:L:2016:222:TOC
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Regulamento (UE) 2016/1381 da Comisséo, de 16 de
agosto de 2016, relativo & recusa da autorizagdo de uma
alegacdo de salde sobre os alimentos que refere o
desenvolvimento e a salde das criangas.

Il. EUROPEAN MEDICINES AGENCY
b Monitoring of biological medicines

The EMA has adopted a new chapter to its guidelines on
good pharmacovigilance practices (EU-GVP), entitled
“Product- or population-specific considerations II: Biological
medicinal products”. The new chapter provides guidance
on how to better monitor and manage the safety of
biological medicines to optimise the safe and effective use
of these products in Europe. The GVP guidance came into
force on 16 August 2016.

The chapter applies to biological medicines, biosimilars and
medicines which contain the same or a closely related
active substance but are not authorised as biosimilars. It
does not apply to vaccines or advanced therapy medicinal
products as separate guidance already exists for these.

b} Reports

Medicinal products for human use: monthly figures - July
2016

Monthly report on application procedures guidelines and
related documents for veterinary medicines: July 2016

b Guidelines
Guideline on good pharmacovigilance practices (GVP):
Product- or population-specific considerations II: Biological
medicinal products (Adopted)

Guidelines on good pharmacovigilance practices (GVP):
Introductory cover note, last updated with considerations
P.1l on biological medicinal products finalised post-public
consultation

II. EUROPEAN FOOD AND SAFETY AUTHORITY

Scientific opinion on Genetically Modified soybean 305423
x 40-3-2.

Dietary Reference Values for choline.

LEGISLACAO INTERNACIONAL
l. U.S. FOOD AND DRUG ADMINISTRATION

) Approval of expanded indication for two
transcatheter heart valves for patients at
intermediate risk for death or complications
associated with open-heart surgery

The U.S. FDA approved an expanded indication for the
Sapien XT and Sapien 3 transcatheter heart valves for
patients with aortic valve stenosis who are at intermediate
risk for death or complications associated with open-heart
surgery. These devices were previously approved only in
patients at high or greater risk for death or complications
during surgery. Sapien XT and Sapien 3 are manufactured
by Edwards Lifesciences, LLC, based in Irvine, California.
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http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2016.222.01.0008.01.POR&toc=OJ:L:2016:222:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2016.222.01.0008.01.POR&toc=OJ:L:2016:222:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2016.222.01.0008.01.POR&toc=OJ:L:2016:222:TOC
http://eur-lex.europa.eu/legal-content/PT/AUTO/?uri=uriserv:OJ.L_.2016.222.01.0008.01.POR&toc=OJ:L:2016:222:TOC
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500211728
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500211728
http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/document_listing/document_listing_000318.jsp&mid=WC0b01ac0580281bf0
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500212088
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500212088
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500212066
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500212066
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500211728
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500211728
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500211728
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500211731
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500211731
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500211731
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500211731
https://www.efsa.europa.eu/en/efsajournal/pub/4566
https://www.efsa.europa.eu/en/efsajournal/pub/4566
https://www.efsa.europa.eu/en/efsajournal/pub/4484
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm517281.htm

