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Lei n.° 31/2013. D.R. n.° 90, Série | de 2013-05-10

Concede autorizacao legislativa ao Governo no ambito da aprovacao do regime juridico
aplicavel as préticas individuais restritivas do comércio

Decreto-Lei n.° 62/2013. D.R. n.° 90, Série | de 2013-05-10

Estabelece medidas contra os atrasos no pagamento de transa¢fes comerciais, e
transpde a Diretiva n.° 2011/7/UE, do Parlamento Europeu e do Conselho, de 16 de
fevereiro de 2011

Despacho n.° 6021/2013. D.R. n.° 89, Série Il de 2013-05-09

Estabelece disposi¢cbes no ambito dos Servigcos Partilhados do Ministério da Saude,
EPE (SPMS, EPE) referentes aos Contratos Publicos de Aprovisionamento (CPA)
para fornecimento de Medicamentos Analgésicos, Antipiréticos e Antidepressores

Despacho n.° 5967/2013. D.R. n.° 88, Série Il de 2013-05-08

Estabelece disposigées no ambito dos Servigos Partilhados do Ministério da Saude,
EPE (SPMS, EPE), referentes aos Contratos Publicos de Aprovisionamento com vista
ao fornecimento de Medicamentos do Sistema Nervoso Cerebrospinal: exceto
Anestésicos, Relaxantes Musculares, Analgésicos, Antipiréticos, Antidepressores e
Antipsicéticos
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http://www.dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2013.90&iddip=20130839
http://www.dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2013.90&iddip=20130844
http://www.dre.pt/util/eurlex/eurlex.asp?ano=2011&id=311L0007
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=89.2013&iddip=2013016266
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=88.2013&iddip=2013016084

Publicacdo para efeitos do artigo 15°-A do Decreto -Lei n.° 176/2006, de 30 de
Agosto - pedidos de autorizacdo de introducdo, ou registo, no mercado de
medicamentos genéricos)

Aviso - CP 2012/14 - ap. Digestivo- No dia 23/04/2013 entraram em vigor 0S Nnovos
contratos publicos de aprovisionamento, 0s quais ja se encontram disponiveis no
catalogo.

(caderno de encargos)

(Data Limite da Apresentacéo das Informagdes para o Catalogo 17/06/2013)

Aquisicdo de Equipamentos / consumiveis para
Dialise peritoneal (caderno de encargos)

(Data Limite da Apresentacdo das Informacdes para o Catalogo 14/06/2013)

Medicamentos de consumo geral: aparelho geniturinario
(caderno de encargos)

(Data Limite da Apresentacéo das Informagdes para o Catalogo 21/06/2013)

Medicamentos De Consumo Geral: Medicamentos Usados Nas
Afecdes Oculares E Otorrinolaringolégicas (caderno de encargos)

(Data Limite da Apresentacao das Informacdes para o Catalogo 25/06/2013)

Med. consumo geral: medicacédo antialérgica; medicamentos
usados no tratamento de intoxicagBes e grupo 20.9 - outro produtos (caderno de
encargos)

(Data Limite da Apresentacéo das Informagdes para o Catalogo 24/06/2013)

Nota relativa ao Despacho 5456-B/2013 - A SPMS em articulacdo com o Infarmed
encontram-se a produzir informacdo complementar sobre a matéria que melhor
permita dilucidar o alcance e regras de aplicacdo do citado normativo, a veicular e
difundir junto de todas as entidades e servigos do SNS, com a maxima brevidade.

Circular Informativa Conjunta SPMS/SG de 30 de abril de 2013 - Procedimentos de
aquisicdo centralizada a desenvolver pela SPMS e pela SG no ambito das suas

atribuicdes enquanto Unidades Ministeriais de Compras (UMC).

Steering Group (Platform on Ethics & Transparency) - - List of
Guiding Principles Promoting Good Governance in the Pharmaceutical Sector

Procedural advice on
appeal procedure for orphan medicinal product designation or review of orphan
designation criteria at the time of marketing authorisation

Procedure for orphan-

medicinal-product designation: Guidance for sponsors

Uptake of the traditional use registration scheme and
implementation of the provisions of Directive 2004/24/EC in European Union Member
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http://app.infarmed.pt/listpmg/default.aspx
http://app.infarmed.pt/listpmg/default.aspx
http://www.catalogo.min-saude.pt/caps/publico/textoMensagem.asp?codMsg=242
http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/CE_2013_34%20Stents.pdf
http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/CE_DIALISE_2013_35_2_LOTES_06_05.pdf
http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/CE_Ap_genitu.pdf
http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/CE_Ocu_Oto.pdf
http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/CE_Antialer_outros.pdf
http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/CE_Antialer_outros.pdf
http://www.catalogo.min-saude.pt/caps/publico/textoMensagem.asp?codMsg=241
http://www.spms.pt/wp-content/uploads/2013/04/CIRCULAR_CONJUNTA_SEC_GERAL_300413.pdf
http://ec.europa.eu/enterprise/sectors/healthcare/files/docs/outcomes_et_en.pdf
http://ec.europa.eu/enterprise/sectors/healthcare/files/docs/outcomes_et_en.pdf
http://ec.europa.eu/enterprise/sectors/healthcare/files/docs/outcomes_et_en.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003783
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003783
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003783
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003769
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003769
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500106706
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500106706

States

Draft _guideline _on_similar _biological

medicinal products

Draft reflection paper on the use of methyl-
and propylparaben as excipients in human medicinal products for oral use

The European Commission has decided to revise the 'Guideline on excipients in the
label and package leaflet of medicinal products for human use (CPMP/463/00 Rev.1)".
A concept paper on the need for such revision has been published in
2012(EMA/CHMP/SWP/888239/2011). Parabens used in medicinal products is one of
the priorities among excipients under revision.

Draft quideline on the use of phthalates as

excipients in human medicinal products

Literature data in animals show that certain phthalates are associated with effects on
reproduction and development in relation to their hormonal (anti-androgenic)
properties. Currently available human data on the impact of phthalate exposure are
limited and therefore the clinical relevance of such findings remains to be established.
The most commonly used phthalates in medicinal products licensed in the EU are:
dibutyl phthalate (DBP), diethyl phthalate (DEP), polyvinyl acetate phthalate (PVAP),
cellulose acetate phthalate (CAP), and hydroxypropyl methylcellulose acetate
phthalate (HPMCP).

Procedural advice on
publication of information on withdrawals of applications related to the marketing
authorisation of human medicinal products

This paper describes the publication of information on the withdrawals of marketing
authorisation applications for human medicinal products. It updates the information in
a reflection paper adopted by the European Medicines Agency (EMA) in September
2006, taking into account recent changes in EMA communication practices for certain
types of applications as well as new guidance on the identification of personal data
and commercially confidential information in marketing authorisation applications.

Procedural advice on
publication of information on negative opinions and refusals of marketing authorisation
applications for human medicinal products

This paper describes the documents to be published following negative opinions and
refusals of marketing authorisation applications for human medicinal products. This
document updates information of the reflection paper on the publication of information
on negative opinions and refusals of marketing authorisation applications for human
medicinal products adopted by the European Medicines Agency (EMA) in September
2006.

Deadlines for submission

of applications for orphan-medicinal-product designation to the European Medicines

Agency 2013/2014

| Variations

Best Practice Guides (BPGs) for the Submission and Processing of Variations in

the Mutual Recognition Procedure

(Please note: for purely national Marketing Authorisations these Best Practise Guides
will apply from 4 August 2013)
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http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500106706
http://www.ema.europa.eu/ema/index.jsp?curl=pages/includes/document/document_detail.jsp?webContentId=WC500142978&mid=WC0b01ac058009a3dc
http://www.ema.europa.eu/ema/index.jsp?curl=pages/includes/document/document_detail.jsp?webContentId=WC500142978&mid=WC0b01ac058009a3dc
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/05/WC500143139.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/05/WC500143139.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/05/WC500143140.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/05/WC500143140.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500005061
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500005061
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500005061
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004188
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004188
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004188
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003985
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003985
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500003985
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_132_2009_Rev.19_2013_04_clean.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_094_2003_Rev.20_2013_04_cl.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_094_2003_Rev.20_2013_04_cl.pdf

Chapter 1: CMDh BPG for the allocation of the mutual recognition variation
number for Type | Notifications, Type Il Variations, Grouping and Worksharing
Chapter 2: Procedure for automatic validation of Mutual Recognition
Procedures for Variations (February 2013)

Chapter 3: CMDh BPG for the processing of Type IA Minor Variations
(Notifications) in the Mutual Recognition Procedure (April 2013

Chapter 4: CMDh BPG for the processing of Type IB Minor Variations
(Notifications) in the Mutual Recognition Procedure (February 2013)

Chapter 5: CMDh BPG for the handling of Type Il Variations in the Mutual
Recognition Procedure (February 2013)

Chapter 6: CMDh BPG for the processing of Grouped Applications in the
Mutual Recognition Procedure (February 2013)

Chapter 7: CMDh BPG on Worksharing (April 2013)

Chapter 8: CMDh BPG on CMDh Recommendations on Unforseen Variations
(February 2013)

Chapter 9: CMDh BPG on fast track procedure for annual update of Human
Influenza Vaccines (April 2013)

Chapter 9: CMDh Best Practice Guide on fast track procedure for annual update
of Human Influenza Vaccines

This Guidance has been introduced to facilitate the processing of the annual change in
vaccine composition (annual change in vaccine composition (influenza A and B virus
variants).

This guidance covers the fast track procedure for MRP/DCP products. However, the
same rules apply for purely nationally authorised products, except the commenting
and adoption procedure by the CMSs.

This document provides guidance on the procedural steps, dossier content and
timelines.

Template Request form for recommendation - Article 5

(April 2013)

Best Practice Guide for the Decentralised

and Mutual Recognition Procedures

Tracking table

List of active substances for which data has been
submitted in accordance with Article 45 of the Paediatric Regulation
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http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_291_2013_Rev.19_2013_03_Cl.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_292_2013_Rev19_2013_03_Cl.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_293_2013_Rev20_04_2013_cl.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_294_2013_Rev19_2013_03_Cl.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_295_2013_Rev19_2013_03_Cl.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_296_2013_Rev19_2013_03_Cl.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_297_2013_Rev.20_2013_04_cl.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_298_2013_Rev19_2013_03_Cl.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_290_2013_Rev.0_-_2013_04.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_290_2013_Rev.0_-_2013_04.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_290_2013_Rev.0_-_2013_04.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Templates/Variations/CMDh_137_2009_Rev1_04_2013.doc
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Templates/Variations/CMDh_137_2009_Rev1_04_2013.doc
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_068_1996_Rev10_2013_04_cl.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Application_for_MA/CMDh_068_1996_Rev10_2013_04_cl.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/CMDhReferrals_Art29/2013_04_Referrals_to_CMDh.xls
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Article_45_and_previous_Worksharing/CMDh-151-2009-Rev22_2013_04_-_Art.45_Final_list.xls
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Article_45_and_previous_Worksharing/CMDh-151-2009-Rev22_2013_04_-_Art.45_Final_list.xls

