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Despacho n.° 1393/2013. D.R. n.° 16, Série |l de 2013-01-23 MINISTERIO DA
Ministério da Saude - Gabinete do Secretario de Estado Adjunto do Ministro da SAUDE
Salde

Determina que, para além dos meios de emergéncia médica ja definidos pelo Despacho
n® 14896/2011, de 3 de novembro e pelo Despacho n°® 13794/2012, de 24 de outubro,
constitui meio de emergéncia médica pré-hospitalar do INEM a Ambuléncia de
Transporte Interhospitalar Pediatrico

Despacho n.° 1314/2013. D.R. n.° 15, Série Il de 2013-01-22

Ministério da Salude - Gabinete do Secretario de Estado da Salde

Determina 0s pregcos maximos para o0 tratamento doente/dia com Cuidados
Respiratérios Domicilidrios a praticar por todos os servicos e estabelecimentos do
Ministério da Saude, independentemente da sua natureza juridica, até a conclusdo do
novo procedimento de aquisicao das respetivas tipologias de servi¢cos

Despacho n.° 1235/2013. D.R. n.° 14, Série Il de 2013-01-21

Ministério da Saude - Gabinete do Secretario de Estado Adjunto do Ministro da
Salde

Constituicdo do Grupo de Trabalho para a regulamentacdo da Lei de Bases dos
Cuidados Paliativos

Resolucdo n.° 3/2013. D.R. n.° 15, Série Il de 2013-01-22 CONSELHO DE
Presidéncia do Conselho de Ministros - Conselho de Ministros MINISTROS

Nomeia o conselho de administracdo do Hospital Garcia de Orta, E.P.E.

Resoluc&o n.° 2/2013. DR 15 SERIE Il de 2013-01-22

Presidéncia do Conselho de Ministros - Conselho de Ministros
Nomeia o conselho de administracdo do Centro Hospitalar de Lisboa Central, E.P.E.

Resolucdo n.° 1/2013. D.R. n.° 14, Série Il de 2013-01-21

Presidéncia do Conselho de Ministros - Conselho de Ministros
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http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=16.2013&iddip=2013003225
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=15.2013&iddip=2013003034
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=14.2013&iddip=2013002811
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=15.2013&iddip=2013003004
http://www.dre.pt/cgi/dr2s.exe?t=d2&cap=53-56&doc=2013003003&v01=1&v02=2013-01-22&v03=&v04=&v06=&v07=&v16=&v17=&v18=&v08=&v09=&v10=&v11=&v12=&v13=&v14=&v15=&v16=&v17=&v18=&v19=medicamentos&sort=0&submit=Pesquisar
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=14.2013&iddip=2013002753

Nomeia um vogal executivo para o conselho de administracdo da Unidade Local de
Saude de Matosinhos, E.P.E.

Deliberacdo n.° 093/CD/2013, de 17 de janeiro -Prorrogagdo da concessdo de
autorizacdo de aquisicdo direta de medicamentos excecional e proviséria, por um
periodo de 6 meses.(Para Instituicdbes de Salde com processos pendentes no
Infarmed)

Despacho n.° 1235/2013. D.R. n.° 14, Série Il de 2013-01-21

Ministério da Saude - Gabinete do Secretario de Estado Adjunto do Ministro da
Saude

Constituicdo do Grupo de Trabalho para a regulamentacdo da Lei de Bases dos
Cuidados Paliativos

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

CP 2012/40 - Anti-retrovirais - No dia 23/01/201 entram em vigor 0S novos contratos
publicos de aprovisionamento, os quais ja se encontram disponiveis no catalogo

Circular_Informativa Conjunta N°1 - Infarmed/ ACSS de 17/01/2013 - Normas
técnicas relativas a dispensa.

- Normas relativas a dispensa de medicamentos e produtos de saude

Public Information Notice: IMF Executive Board Concludes 2012 Article IV Consultation

with Portugal

The staff report for the 2012 Article IV Consultation with Portugal is also available.

Resumo das decisGes da Unido Europeia relativas as autoriza¢des de introducéo no
mercado dos medicamentos de 1de dezembro de 2012 a 31 de dezembro de
2012[Publicado nos termos do artigo 13.0 ou do artigo 38.0 do Regulamento (CE)
Nn.o 726/2004 do Parlamento Europeu e do Conselho]

Resumo das decisGes da Unido Europeia relativas as autorizagdes de introducéo no
mercado dos medicamentos de 1de dezembro de 2012 a 31 de dezembro de
2012[Decisdes adotadas nos termos do artigo 34.0 da Diretiva 2001/83/CE ou do artigo
38.0 da Diretiva 2001/82/CE]

Decisdo de Execucdo da Comissao, de 23 de janeiro de 2013, relativa a avaliagdo
do quadro regulamentar de um pais terceiro aplicavel as substancias ativas dos
medicamentos para uso humano e das medidas de controlo e execugéo
correspondentes, nos termos do artigo 111.0-B, da Diretiva 2001/83/CE do Parlamento
Europeu e do Conselho (1)

Comunicacdo da Comissdo no ambito da execucdo da Diretiva 90/385/CEE do
Conselho, de 20de junho de 1990, relativa & aproximacdo das legislagdes dos
Estados-Membros  respeitantes aos  dispositivos  medicinais  implantaveis
ativos (1)(Publicagdo dos titulos e referéncias das normas harmonizadas ao abrigo da
diretiva)

INFARMED

SPMS

ACSS

FMI

COMISSAO
EUROPEIA

www.vda.pt


http://www.infarmed.pt/portal/page/portal/INFARMED/LEGISLACAO/ACTOS_SUJEITOS_A_PUBLICACAO_NO_SITE_DO_INFARMED/Deliberacao_093_CD_2012.pdf
http://www.dre.pt/util/getpdf.asp?s=diad&serie=2&iddr=14.2013&iddip=2013002811
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=231
http://www.acss.min-saude.pt/Portals/0/Circular%20Normativa%20Conjunta%20N1%202013.pdf
http://www.acss.min-saude.pt/Portals/0/Normas%20relativas%20à%20dispensa%20de%20medicamentos%20e%20produtos%20de%20saúde.pdf
http://www.imf.org/external/np/sec/pn/2013/pn1307.htm
http://www.imf.org/external/np/sec/pn/2013/pn1307.htm
http://www.imf.org/external/pubs/ft/scr/2013/cr1318.pdf
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:024:0001:0007:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:024:0008:0019:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:021:0036:0036:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:022:0001:0006:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:022:0001:0006:PT:PDF

Comunicacdo _da Comissdo _no_ambito _da execucdo _da Diretiva 93/42/CEE do
Conselho, de 14 de junho de 1993, relativa aos dispositivos médicos (1)(Publicagéo
dos titulos e referéncias das normas harmonizadas ao abrigo da diretiva)

Comunicacdo da Comissdo no ambito da execucdo da Diretiva 98/79/CE do
Parlamento Europeu e do Conselho, de 27 de outubro de 1998, relativa aos
dispositivos médicos de diagnéstico in vitro (1)(Publicagéo dos titulos e referéncias das
normas harmonizadas ao abrigo da diretiva)

Responses to the public consultation on phasing-in requirements on a black
symbol identifying medicinal products subject to additional monitoring

A public consultation took place from 21 November 2012 to 10 January 2013 on
phasing-in requirements on a black symbol identifying medicinal products subject to
additional monitoring.

Overall, the Commission received 14 responses. A summary of the comments as well
as the replies are here

Commission Implementing Decision of 23 January 2013 on the assessment of a
third country’s requlatory framework applicable to active substances of medicinal
products for human use and of the respective control and enforcement activities
pursuant to Article 111b of Directive 2001/83/EC of the European Parliament and of the
Council

The amendment to the Australia-EU Mutual Recognition Agreement has
entered into force on 1 January 2013

EU Adoption decision

Amendment to the mutual recognition agreement

The EU - Israel Mutual Recognition Agreement has entered into force on 19
January 2013

Adoption decision by EU
Mutual recognition agreement

Technical gquidance on the format of the data fields of result-related information on
clinical trials submitted in accordance with Article 57(2) of Requlation (EC) No 726/2004
and Article 41(2) of Regulation (EC) No 1901/2006

Responses to the concept paper submitted for public consultation concerning the
delegated act on the criteria to be considered and the verifications to be made when
assessing the potential falsified character of medicinal products introduced in the Union
but not intended to be placed on the market.

The responses are available here.

Human Medicines | Guideline on good pharmacovigilance practices: Annex Il -
Templates: Direct healthcare-professional communication,

Human Medicines | Guideline on good pharmacovigilance practices: Module XV —
Safety communication with tracked changes

Human Medicines | Scientific guideline: Guideline on good pharmacovigilance
practices: Module XV — Safety communication,

Human Medicines | Guidelines on good pharmacovigilance practices: Introductory
cover note, last updated with finalisation of module XV

EMA
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http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:022:0007:0029:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:022:0007:0029:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:022:0030:0034:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:022:0030:0034:PT:PDF
http://ec.europa.eu/health/files/pharmacovigilance/2012_11_09_pb__black.pdf
http://ec.europa.eu/health/files/pharmacovigilance/2013_01_pc_blacksymbol/summary_en.pdf
http://ec.europa.eu/health/human-use/pharmacovigilance/developments/2013-01_blacksymbol_pc_en.htm
http://ec.europa.eu/health/files/eudralex/vol-1/dec_2013_51/dec_2013_51_en.pdf
http://ec.europa.eu/health/files/eudralex/vol-1/dec_2013_51/dec_2013_51_en.pdf
http://ec.europa.eu/health/files/eudralex/vol-1/dec_2013_51/dec_2013_51_en.pdf
http://ec.europa.eu/health/files/eudralex/vol-1/dec_2013_51/dec_2013_51_en.pdf
http://ec.europa.eu/health/files/eudralex/vol-1/dec_2013_51/dec_2013_51_en.pdf
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:359:0001:0001:EN:PDF%20
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:359:0002:0020:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:001:0001:0001:EN:PDF%20
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:001:0002:0012:EN:PDF
http://ec.europa.eu/health/files/eudralex/vol-10/2013_01_22_tg_en.pdf
http://ec.europa.eu/health/files/eudralex/vol-10/2013_01_22_tg_en.pdf
http://ec.europa.eu/health/files/eudralex/vol-10/2013_01_22_tg_en.pdf
http://ec.europa.eu/health/human-use/falsified_medicines/developments/2013-01_pc1_en.htm
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137665
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137665
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137668
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137668
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137666
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137666
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137802
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137802

- Comments received from public consultation on good pharmacovigilance practices
(GVP): GVP module XV — Safety communication

Decisdo de Execucdo da Comissdo, de 23 de janeiro de 2013, relativa a avaliagéo
do quadro regulamentar de um pais terceiro aplicavel as substancias ativas dos
medicamentos para uso humano e das medidas de controlo e execugdo
correspondentes, nos termos do artigo 111.0-B, da Diretiva 2001/83/CE do Parlamento
Europeu e do Conselho (1)

Comunicacdo da Comissdo no ambito da execucdo da Diretiva 90/385/CEE do
Conselho, de 20de junho de 1990, relativa a aproximagdo das legislacbes dos
Estados-Membros  respeitantes aos  dispositivos  medicinais  implantaveis
ativos (1)(Publicagdo dos titulos e referéncias das normas harmonizadas ao abrigo da
diretiva)

Comunicacdo da Comissdo no ambito _da execucdo da Diretiva 93/42/CEE do
Conselho, de 14 de junho de 1993, relativa aos dispositivos médicos (1)(Publicacdo
dos titulos e referéncias das normas harmonizadas ao abrigo da diretiva)

Comunicacdo da Comissdo no_ambito da execucdo da Diretiva 98/79/CE do
Parlamento Europeu e do Conselho, de 27 de outubro de 1998, relativa aos
dispositivos médicos de diagndstico in vitro (1)(Publicacéo dos titulos e referéncias das
normas harmonizadas ao abrigo da diretiva)

Responses to the public consultation on phasing-in requirements on a black
symbol identifying medicinal products subject to additional monitoring

A public consultation took place from 21 November 2012 to 10 January 2013 on
phasing-in requirements on a black symbol identifying medicinal products subject to
additional monitoring.

Overall, the Commission received 14 responses. A summary of the comments as well
as the replies are here

Commission Implementing Decision of 23 January 2013 on _the assessment of a
third country’s requlatory framework applicable to active substances of medicinal
products for human use and of the respective control and enforcement activities
pursuant to Article 111b of Directive 2001/83/EC of the European Parliament and of the
Council

The amendment to the Australia-EU Mutual Recognition Agreement has
entered into force on 1 January 2013

EU Adoption decision
Amendment to the mutual recognition agreement

The EU - Israel Mutual Recognition Agreement has entered into force on 19
January 2013

Adoption decision by EU
Mutual recognition agreement

Human Medicines | Medicines under evaluation - Applications for new human
medicines under evaluation by the CHMP: January 2013

Human Medicines | Presentation - Generic, hybrid and biosimilar products

Presentation - Pharmacogenomics information in the summary of
product characteristics

Presentation - The summary of product characteristics and older
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http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137667
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137667
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:021:0036:0036:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:022:0001:0006:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:022:0001:0006:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:022:0007:0029:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:022:0007:0029:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:022:0030:0034:PT:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2013:022:0030:0034:PT:PDF
http://ec.europa.eu/health/files/pharmacovigilance/2012_11_09_pb__black.pdf
http://ec.europa.eu/health/files/pharmacovigilance/2013_01_pc_blacksymbol/summary_en.pdf
http://ec.europa.eu/health/human-use/pharmacovigilance/developments/2013-01_blacksymbol_pc_en.htm
http://ec.europa.eu/health/files/eudralex/vol-1/dec_2013_51/dec_2013_51_en.pdf
http://ec.europa.eu/health/files/eudralex/vol-1/dec_2013_51/dec_2013_51_en.pdf
http://ec.europa.eu/health/files/eudralex/vol-1/dec_2013_51/dec_2013_51_en.pdf
http://ec.europa.eu/health/files/eudralex/vol-1/dec_2013_51/dec_2013_51_en.pdf
http://ec.europa.eu/health/files/eudralex/vol-1/dec_2013_51/dec_2013_51_en.pdf
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:359:0001:0001:EN:PDF%20
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:359:0002:0020:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:001:0001:0001:EN:PDF%20
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2013:001:0002:0012:EN:PDF
http://www.ema.europa.eu/docs/en_GB/document_library/Report/2013/01/WC500137577.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Report/2013/01/WC500137577.pdf
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137031
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137032
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137032
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137033

people

Presentation - Summary of product characteristics: What is it and
what does it contain?

How to prepare and review a summary of product characteristics

Presentation - Section 5.3: Preclinical safety data

Presentation - The summary-of-product-characteristics guideline
and paediatric aspects

Presentation - Introduction to the summary-of-product-
characteristics guideline

Presentation - Section 1: Name of medicinal product

Presentation - Section 2: Qualitative and quantitative composition

Presentation - Section 3: Pharmaceutical form

Presentation - Section 4.1: Therapeutic indications

Presentation - Section 6: Pharmaceutical particulars

Presentation - Generic, hybrid and biosimilar products

Presentation - Pharmacogenomics information in the summary of
product characteristics

Human Medicines | Regulatory and procedural guideline: Guidance on centrally
authorised products requiring a naotification of a change for update of annexes

Human Medicines | Regulatory and procedural guideline: Initial notices for parallel
distribution - December 2012

Human Medicines | Scientific guideline: Concept paper for a guideline on limits for
genotoxic impurities

In the absence of guidance on limits for genotoxic impurities in veterinary medicinal
products, the Committee for Medicinal Products for Veterinary Use (CVMP)
recommends the development of a guideline to describe a practical approach on how to
deal with genotoxic impurities, taking account of both target animals and consumer
safety.

Human Medicines | Scientific guideline: International Cooperation on Harmonisation
of Technical Requirements for Registration of Veterinary Medicinal Products (VICH)
topic GL23(R): Studies to evaluate the safety of residues of veterinary drugs in human
food: Genotoxicity testing - Draft revision at step 9 for consultation at step 4

The objective of this guideline is to ensure international harmonisation of genotoxicity
testing

Q&A on Traditional Herbal Medicinal Products

Cmdh Best Practice Guide On The Processing Of Renewals In The Mutual
Recognition And Decentralised Procedures

This Best Practice Guide is intended to facilitate the processing of renewals in the
mutual recognition and decentralised procedures, with an aim of giving procedural
advice to assist Member States and applicants, in order to ensure a consistent and
beneficial approach to renewal

HMA

www.vda.pt


http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137033
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137036
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137036
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000357.jsp&mid=WC0b01ac05806361e1
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137027
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137034
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137034
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137010
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137010
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137011
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137012
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137013
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137014
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137028
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137031
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137032
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137032
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500095767
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500095767
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137563
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500137563
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/01/WC500137445.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/01/WC500137445.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/01/WC500137446.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/01/WC500137446.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/01/WC500137446.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2013/01/WC500137446.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_287_2013_Rev0_clean.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Renewal/CMDh_004_2005_Rev.8_clean.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Renewal/CMDh_004_2005_Rev.8_clean.pdf

Best Practice Guide Article 46 — Paediatric Requlation

This document was produced by the CMDh in order to facilitate the assessment of
information about nationally authorised medicinal products (including MRP and DCP) in
a harmonised and practical way according to Article 46 of the Paediatric Regulation

Update Q&A on Renewals

Update — Q&A on Applications For Marketing Authorisation

LISBOA PORTO MADEIRA

Av. Duarte Pacheco, 2¢ Av. da Boavista, 3433 - 8° Calcada de S. Lourenc
1070-110 Li | )0-138 P rtu 00( unchal Portugal
lisboa@vda.pt porto@vda.pt madeira@vda.pt
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http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Paediatric_Regulation/Guidance_Documents/Art_46/CMDh-138-2009_Rev.4-Clean.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh-277-2012-Rev00-2012_11_-_Renewals.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Questions_Answers/CMDh_268_2012_Rev.1_clean.pdf

