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De 7 a 11 de maio de 2012

Lei n.° 19/2012. D.R. n.° 89, Série | de 2012-05-08
Assembleia da Republica

Aprova o novo regime juridico da concorréncia, revogando as Leis n.os 18/2003, de 11 de junho, e
39/2006, de 25 de agosto, e procede a segunda alteracdo a Lei n.° 2/99, de 13 de janeiro

Portaria n.° 194/2012. D.R. n.° 91, Série Il de 2012-05-10

Ministério da Saude - Gabinete do Secretario de Estado da Saude

Reveé o regime especial de comparticipacdo de medicamentos destinados ao tratamento da doenca
de hepatite C

Despacho n.° 6089/2012. D.R. n.° 90, Série 11 de 2012-05-09
Ministério da Saude - Gabinete do Secretario de Estado da Saude

Estabelece disposi¢cdes no &mbito dos Servicos Partilhados do Ministério da Salude, E. P. E. (SPMS,
E. P. E.), referente aos contratos publicos de aprovisionamento (CPA), que estabelecem as
condicdes de fornecimento de hormonas e outros medicamentos usados no tratamento das doencas
enddcrinas

Despacho n.° 6035/2012. D.R. n.° 89, Série 11 de 2012-05-08

Ministério da Saude - Gabinete do Secretario de Estado da Saude

Estabelece disposi¢es no ambito dos Servigos Partilhados do Ministério da Saude, E. P. E. (SPMS,
E. P. E.), referente aos Contratos Publicos de Aprovisionamento (CPA), que estabelecem as
condicdes de fornecimento de Fatores Recombinantes da Coagulagéo

Publicacdo para efeitos do artigo 15°-A do Decreto -Lei n.° 176/2006, de 30 de Agosto — (novos

pedidos de AIM para medicamento genéricos)
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http://www.dre.pt/util/getpdf.asp?s=diad&serie=1&iddr=2012.89&iddip=20120871
http://www.dre.pt/util/getdiplomas.asp?s=sug&iddip=20031600
http://www.dre.pt/util/getdiplomas.asp?s=sug&iddip=20062797
http://www.dre.pt/util/getdiplomas.asp?s=sug&iddip=19990136
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=91.2012&iddip=2012026165
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=90.2012&iddip=2012025912
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=89.2012&iddip=2012025642
http://app.infarmed.pt/listpmg/Default.aspx
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Circular Normativa n°.26 de 03/05/2012 - Reducdo e reporte dos custos com o transporte ndo
urgente de doentes — ARS, Hospitais e ULS do SEE e Hospitais SPA (medida do Memorando da
Troika)

Catéalogo Publico de Aprovisionamento: Detalhe do Concurso 2012 / 24 - material disposable de
bloco operatorio

Catélogo Publico de Aprovisionamento: Lista de entrada em vigor do novos CPA - 03/05/2012

Catalogo Publico de Aprovisionamento: Despacho n.° 1038/2012 - Hormonas

Catélogo Publico de Aprovisionamento: Despacho n.° 1039/2012 - Fatores Recombinantes da
Coagulacdo

Nota Interpretativa - Relativa aos medicamentos e medicamentos veterinarios que “apenas podem
ser administrados pelo médico veterinario ou sob a sua responsabilidade direta aos animais aos
quais presta assisténcia”.

Parecer 22/ 2012 Comissdo Parlamentar de Saude — Parecer sobre o projeto de alteracdo das
iniciativas legislativas sobre “Diretivas Antecipadas da Vontade/Testamento Vital”

Parecer 23/ 2012 Comissdo Parlamentar de Salude — Parecer sobre o projeto de lei 65/XII —
Cuidados Paliativos

Human Medicines Eudralex - Volume 10 Clinical trials guidelines - Guideline on the
requirements for quality documentation concerning biological investigational medicinal products in
clinical trials

Veterinary medicines The European Medicines Agency put on line an electronic application
form_allowing to submit initial marketing authorisation applications for veterinary medicines.

Consulta Publica - Modernizacdo dos Instrumentos de Defesa Comercial da UE (até 3 de julho de
2012)

CMDh Best Practice Guide on the processing of renewals in the MRP/DCP - draft revision
[Tracked version]

CMDh Best Practice Guide on the submission of high quality national translations

Human Medicines Publication of results-related information on paediatric studies submitted
under Article 45 of the Regulation (EC) No 1901/2006 (‘Paediatric Regulation”) (updated)

Human Medicines Regulatory and procedural guideline: Reflection paper for laboratories that
perform the analysis or evaluation of clinical trial samples

Assessment templates and guidance - Ancillary medicinal substances incorporated in a medical
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http://www.acss.min-saude.pt/Portals/0/Circular%20Normativa%20N26%202012.pdf
http://www.catalogo.min-saude.pt/CTAP/downloads/concursos/CE_24_DISP.pdf
http://www.catalogo.min-saude.pt/CTAP/downloads/docs/EntradasVigorCPA.docx
http://www.catalogo.min-saude.pt/CTAP/downloads/docs/Despacho_obrigat.pdf
http://www.catalogo.min-saude.pt/CTAP/downloads/docs/Despacho_obrigatoriedade.pdf
http://www.catalogo.min-saude.pt/CTAP/downloads/docs/Despacho_obrigatoriedade.pdf
http://www.dgv.min-agricultura.pt/xeov21/attachfileu.jsp?look_parentBoui=3872160&att_display=n&att_download=y
http://www.cnpd.pt/bin/decisoes/par/40_22_2012.pdf
http://www.cnpd.pt/bin/decisoes/par/40_23_2012.pdf
http://ec.europa.eu/health/files/eudralex/vol-10/2012-05_quality_for_biological.pdf
http://ec.europa.eu/health/files/eudralex/vol-10/2012-05_quality_for_biological.pdf
http://ec.europa.eu/health/files/eudralex/vol-10/2012-05_quality_for_biological.pdf
http://esubmission.ema.europa.eu/eaf
http://esubmission.ema.europa.eu/eaf
http://ec.europa.eu/yourvoice/ipm/forms/dispatch?form=MTDI&lang=pt
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Renewal/CMDh_004_2005_Rev7_2012_05_-_clean.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Renewal/CMDh_004_2005_Rev7_2012_05_-_clean.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Renewal/CMDh_004_2005_Rev7_2012_05_-_tracked.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/01_General_Info/CMDh_255_2012_Rev0_2012_05.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500108222
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500108222
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500127124
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500127124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000351.jsp&mid=WC0b01ac0580558643

device

Human Medicines Regulatory and procedural guideline: Day 80 assessment report generics
overview guidance (updated)

Human Medicines Report - Day 80 assessment report - New active substance status template
(updated)

Human Medicines Template - Day 80 assessment report generics overview template (updated)

Human Medicines Template - Day 80 assessment report generics clinical and non-clinical
template (updated)

Human Medicines Regulatory and procedural guideline: Day 80 assessment report generics
quality guidance (updated)

Human Medicines Regulatory and procedural guideline: Day 80 guidance document on the
content of the rapporteur‘s critical assessment report for generic medicinal products (updated)

Human Medicines Template - Day 120 list of questions generics template (updated)

Human Medicines Template - Day 120 list of questions template (updated)

Human Medicines Template - Day 150 joint report assessment report generics template
(updated)

Human Medicines Template - Day 80 assessment report generics guality template (updated)

Human Medicines Regulatory and procedural guideline: Appendix IV - Terms for batch
number and expiry date to be used on outer and/or inner labelling (updated)

Human Medicines Template - Day 180 joint assessment report generics template

Human Medicines Template Day 180 list of outstanding issues generics template

Human Medicines Template - Day 180 list of outstanding issues template (updated)

Human Medicines Template - Day 80 assessment report - Overview template (updated)
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http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004837
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004837
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500116279
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004836
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004809
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004809
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004835
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004835
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004811
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004811
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004941
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004812
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004857
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004825
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004426
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004426
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500126884
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500126885
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004842
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500004845

