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31 de Outubro a 4 de Novembro de 2011

Portaria n.° 289-A/2011. D.R. n.° 211, Suplemento, Série | de 2011-11-03

Ministério da Saude

Mantém em vigor até 1 de Dezembro de 2011 a inclusdo das associac@es de antiasmaticos e
ou de broncodilatadores (5.1) no escaldo B, decorrente da Portaria n.° 1263/2009, de 15 de
Outubro, e do artigo 3.° da Portaria n.° 924-A/2010, de 17 de Setembro

Directiva 2011/84/UE do Conselho, de 20 de Setembro de 2011, que altera a Directiva
76/768/CEE relativa aos produtos cosmeéticos, a fim de adaptar o seu anexo 111 ao progresso
técnico

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L :2011:283:0036:0038:PT:PDF

Despacho n.° 14898/2011. D.R. n.° 211, Série 1l de 2011-11-03

Ministério da Saude - Gabinete do Secretario de Estado Adjunto do Ministro da Saude
Define os meios de emergéncia pré-hospitalares de suporte avangado e imediato de vida do
INEM, I. P., que actuam no &mbito do Sistema Integrado de Emergéncia Médica, e as bases
gerais da sua integracéo na rede de servicos de urgéncia

Orientacdo n° 033/2011 de 02/11/2011 - Valor das taxas devidas pelo pagamento de atos

das autoridades de salde e de servicos prestados por outros profissionais de saude publica
(em anexo)

Parecer do Comité Econdmico e Social Europeu sobre o Livro Verde — Dos Desafios
as Oportunidades: Para um Quadro Estratégico Comum de Financiamento da Investigacao
e Inovacgédo da EU
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:C:2011:318:0121:0126:PT:PDF

Parecer do Comité Econdmico e Social Europeu sobre a Harmonizacao das alegacdes
(as afirmacdes feitas, geralmente na publicidade, em relacdo as funcbes do produto)

destinadas aos consumidores nos produtos cosméticos (parecer de iniciativa)
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:C:2011:318:0040:0042:PT:PDF

Esta informacdo é de distribuicao reservada, destinando-se exclusivamente aos
clientes Vieira de Almeida & Associados, e nao deve ser entendida como qualquer forma
de publicidade, pelo que se encontra vedada a sua cdpia ou circulagao. A informagao
proporcionada e as opinides expressas sao de caracter geral, nao substituindo o recurso
a aconselhamento juridico adequado para a resolugao dos casos concretos.
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http://www.dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2011.211S01&iddip=20111699
http://www.dre.pt/util/getdiplomas.asp?s=sug&iddip=20092931
http://www.dre.pt/util/getdiplomas.asp?s=sug&iddip=20102270
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:283:0036:0038:PT:PDF
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=211.2011&iddip=2011064721
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2011:318:0121:0126:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2011:318:0040:0042:PT:PDF

EMA

HMA

EFPIA

Draft rapporteur assessment report on the renewal of the marketing authorisation

Letter of recommendations - Template

Request for accelerated assessment - Template

Draft rapporteur assessment report on the renewal of the conditional marketing
authorisation - Template

Draft rapporteur assessment report on the <number (e.g. 2nd, 3rd, 4th, etc.)> annual re-
assessment of the marketing authorisation under exceptional circumstances - Template

Regulatory and procedural guideline: Committee for Advanced Therapies (CAT) dossier
requirements

Regulatory and procedural guideline: Declaration on the qualification of an enterprise as a
micro, small or medium-sized enterprise (SME)

CMDh Standard Operating Procedure for Article 61(3) changes to patient information
and the notification for product information amendment under Article 61(3) (not
accompanying a variation change)

LINK - EMA Question & Answers on the Paediatric Requlation

NEW - Question & Answer on which reference product to use for the bioequivalence study
in case the relevant strength of the originator is not marketed anymore

CMDh Recommendation for classification of unforeseen variations according to Article 5
of Commission Requlation (EC) 1234/2008

Information on applications referred to the CMDh in accordance with Article 29(1) of
Directive 2001/83/EC

Tracking table

Veterinary Medicines - Electronic submissions - New applications within MRP, DCP and
national applications

Submission of comments on draft 'HMA/EMA guidance document on the identification of
commercially confidential information and protection of personal data within the structure of
the marketing authorisation (MA) dossier - release of information after granting of a
marketing authorisation’
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http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500117357
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500117354
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500117356
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500090251
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500090251
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500097725
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500097725
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500090470
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500090470
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004164
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004164
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Art_61_3_Procedure/CMDh-098-2005_2011_10_Rev3-Clean.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Art_61_3_Procedure/CMDh-098-2005_2011_10_Rev3-Clean.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Art_61_3_Procedure/CMDh-098-2005_2011_10_Rev3-Clean.pdf
http://www.hma.eu/216.html
http://www.hma.eu/210.html
http://www.hma.eu/210.html
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/Art_5_Recommendations/CMDh_171_2010_Rev13.xls
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/Art_5_Recommendations/CMDh_171_2010_Rev13.xls
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/CMDhReferrals_Art29/11_10_Referrals_to_CMDh.xls
http://www.hma.eu/fileadmin/dateien/Veterinary_medicines/applications/CMDv-GUI-022-00_Final_electronic_and_paper_requirements_for_submissions_for_new_applications_EXT-299619-2011.pdf
http://www.hma.eu/fileadmin/dateien/Veterinary_medicines/applications/CMDv-GUI-022-00_Final_electronic_and_paper_requirements_for_submissions_for_new_applications_EXT-299619-2011.pdf
http://www.efpia.eu/content/default.asp?PageID=559&DocID=11908
http://www.efpia.eu/content/default.asp?PageID=559&DocID=11908
http://www.efpia.eu/content/default.asp?PageID=559&DocID=11908
http://www.efpia.eu/content/default.asp?PageID=559&DocID=11908

