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.  DIARIO DA REPUBLICA

Resolugdo da Assembleia da Republica n.° 305/2018 -
Diario da Republica n.® 217/2018, Série | de 2018-11-12 -
Assembleia da Republica - Aprova a Convencdo do
Conselho da Europa Relativa a Contrafacdo de
Medicamentos e Infragbes Semelhantes que Envolvam
Ameacas a Salde Pdublica, aberta a assinatura em
Moscovo, em 28 de outubro de 2011. A ratificacdo ocorreu
por forca do Decreto do Presidente da Republica n.°
80/2018 - Diario da Republica n.° 217/2018, Série | de
2018-11-12 - Presidéncia da Republica - e a Convencéo
entrara em vigor no primeiro dia do més seguinte ao
termo de um periodo de trés meses apés a data do
depésito do respetivo instrumento de ratificacao,
aceitagdo ou aprovagdo. A Conveng¢do tem como
objectivo prevenir e combater ameacas a saude
publica através da criminalizagdo de certos atos,
proteger os direitos das vitimas das infracdes
previstas e promover a cooperacdo nacional e
internacional neste campo.

Lei n.° 33/2018 - Diario da Republica n.° 137/2018, Série
| de 2018-07-18 - Regula a utilizacdo de medicamentos,
preparacOes e substancias a base da planta da canabis,
para fins medicinais

Portaria n.° 249/2018 - Diario da Republica n.° 172/2018,
Série | de 2018-09-06 - Trabalho, Solidariedade e
Seguranca Social e Saude - Portaria procede a terceira
alteracdo a Portaria n.° 174/2014, de 10 de setembro,
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alterada pela Portaria n.° 289-A/2015, de 17 de setembro,
e pela Portaria n.° 50/2017, de 2 de fevereiro, que define
as condi¢fes de instalacdo e funcionamento a que devem
obedecer as unidades de internamento e de ambulatério,
bem como as condicdes de funcionamento a que devem
obedecer as equipas de gestdo de altas e as equipas de
cuidados continuados integrados da Rede Nacional de
Cuidados Continuados Integrados (RNCCI)

Portaria n.° 255/2018 - Diario da Republica n.° 173/2018,
Série | de 2018-09-07 - Salde - Estabelece os
medicamentos destinados aos doentes insuficientes renais
cronicos e transplantados renais que beneficiam do regime
excecional de comparticipacdo

Portaria n.° 277-A/2018 - Diario da Republica n.°
193/2018, 1° Suplemento, Série | de 2018-10-08 - Saude
- Estabelece os medicamentos destinados aos doentes
insuficientes renais crénicos e transplantados renais que
beneficiam do regime excecional de comparticipacdo

Decreto-Lei n.° 79/2018 - Diario da Republica n.°
198/2018, Série | de 2018-10-15 - Presidéncia do
Conselho de Ministros - Permite a disponibilizacéo
diretamente ao publico dos dispositivos de autodiagnostico
das infe¢des por VIH, VHC e VHB

Decreto-Lei n.° 80/2018 - Diario da Republica n.°
198/2018, Série | de 2018-10-15 - Presidéncia do
Conselho de Ministros - Estabelece os principios e regras
aplicaveis as comissGes de ética que funcionam nas
instituicdes de salde, nas instituicdes de ensino superior e
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em centros de investigagdo biomédica que desenvolvam
investigacéo clinica

Il.  Jurisprudéncia

Acérdéo do Supremo Tribunal Administrativo

I - O incidente da instancia consubstanciado na
«assisténcia» traduz-se na intervencdo de um terceiro
como parte acessOria, a quem move o proposito de auxiliar
um dos litigantes [parte assistida], ndo para fazer valer
uma pretensdo propria, mas no sentido de que triunfe a
tese, ou o pedido, por este formulado;

Il - Este tipo de intervencdo justifica-se no facto do
assistente [parte acessoria] ter interesse juridico em que a
decisdo seja favoravel ao assistido [parte principal];

Il - Em sede de «revista», as partes tém como limite
temporal para a jungdo de pareceres de jurisconsultos «o
inicio do prazo para a elaboragéo do acérdao»;

IV - O «regime juridico das farmacias de oficina», instituido
pelo DL n°307/2007, de 31.08, ao abrigo da autorizagéo
legislativa da Lei n°20/2007, de 12.06, e na versdo dada
pelo DL n°171/2012, de 01.08, publicado na sequéncia do
acordao n°612, de 13.12.2011, do Tribunal Constitucional,
ndo permite o licenciamento e emissdo de alvara para
instalacé@o e funcionamento de novas farmécias sociais, ou
seja, farméacias privativas de instituicbes de assisténcia e
previdéncia social;

V - A revogacdo do antigo regime da propriedade destas
farmacias, previsto pela Lei n°2125, de 20.03.1965, e pelo
DL n°48547, de 27.08.1968, ndo estd viciada por
inconstitucionalidade organica motivada por excesso
revogatorio do Governo relativamente a autorizagdo que
Ihe foi dada pela Lei n°20/2007, de 12.06.

Ill.  Direccdo Geral de Saude

Circular Normativa N° 06 referente a disponibilizacdo de
Documentos de habilitagdo dos fornecedores do Ministério
da Salde e Servico Nacional de Saude, Instituicbes e
Servicos do Servico Nacional de Saude e Ministério da
Saude no site da SPMS, EPE.

IV. INFARMED

Circular Informativa N.° 137/CD/100.20.200 de
21/09/2018 - Novos regulamentos de DM e DIV -
orientacdes da Comissdo Europeia para fabricantes -
Com a entrada em vigor dos regulamentos dos
Dispositivos Médicos (DM)[1] e dos Dispositivos Médicos
para Diagnostico In Vitro (DIV)[2], serdo aplicadas novas
regras com vista a uma melhoria da vigilancia, fiscalizagao
do mercado e da rastreabilidade. Esta legislacéo
proporciona mais transparéncia e seguranca juridica aos

fabricantes e pretende fortalecer a competitividade
internacional e a inovacao no setor.

Circular Normativa Conjunta
01/ACSS/INFARMED/SPMS - Implementagdo  dos

dispositivos de seguranca nos medicamentos de uso
humano nos hospitais do SNS

LEGISLACAO UNIAO EUROPEIA
V. JORNAL OFICIAL DA UNIAO EUROPEIA

Regulamento (UE) 2018/978 da Comisséo, de 9 de julho
de 2018, que altera os anexos Il e lll do Regulamento (CE)
n.o 1223/2009 do Parlamento Europeu e do Conselho
relativo aos produtos cosméticos

VI. EUROPEAN MEDICINES AGENCY
m SCIENTIFIC GUIDELINES

Questions _and _answers on__ bovine  spongiform
encephalopathies (BSE) and vaccines - Revision 1

Questions and answers on the haemagglutination inhibition
(HI) test for gualification of influenza vaccine (inactivated)
seed preparations - First version

Guideline _on quality aspects included in the product
information for vaccines for human use - Revision 1

Guideline on the requirements for quality documentation
concerning biological investigational medicinal products in
clinical trials - Revision 1

Guideline _on the requirements for guality documentation
concerning biological investigational medicinal products in
clinical trials with tracked changes - Revision 1

Guideline on equivalence studies for the demonstration of
therapeutic_equivalence for locally acting products in the
gastrointestinal tract - Revision 1

Reflection paper providing an overview of the current
requlatory testing requirements for medicinal products for
human use and opportunities for implementation of the 3Rs
- First

Guideline on the clinical evaluation of medicinal products
indicated for the prophylaxis or treatment of respiratory
syncytial virus (RSV) disease - First version
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http://www.dgsi.pt/jsta.nsf/35fbbbf22e1bb1e680256f8e003ea931/4d9ab91eb24c1645802582c60047585c?OpenDocument&Highlight=0,medicamento
http://spms.min-saude.pt/wp-content/uploads/2018/10/Circular-Normativa-N.6.pdf
http://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/2778199
http://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/2778199
http://www.infarmed.pt/web/infarmed/infarmed/-/journal_content/56/15786/2778199
http://www.infarmed.pt/documents/15786/1672954/Implementa%C3%A7%C3%A3o+dos+dispositivos+de+seguran%C3%A7a+nos+medicamentos+de+uso+humano+nos+hospitais+do+SNS/fbebd611-68c4-4411-92a0-c674596b6091
http://www.infarmed.pt/documents/15786/1672954/Implementa%C3%A7%C3%A3o+dos+dispositivos+de+seguran%C3%A7a+nos+medicamentos+de+uso+humano+nos+hospitais+do+SNS/fbebd611-68c4-4411-92a0-c674596b6091
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=uriserv:OJ.L_.2018.176.01.0003.01.POR&toc=OJ:L:2018:176:TOC
https://eur-lex.europa.eu/legal-content/PT/TXT/?uri=uriserv:OJ.L_.2018.176.01.0003.01.POR&toc=OJ:L:2018:176:TOC
https://www.ema.europa.eu/documents/scientific-guideline/questions-answers-bovine-spongiform-encephalopathies-bse-vaccines-revision-1_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/questions-answers-bovine-spongiform-encephalopathies-bse-vaccines-revision-1_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/questions-answers-haemagglutination-inhibition-hi-test-qualification-influenza-vaccine-inactivated_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/questions-answers-haemagglutination-inhibition-hi-test-qualification-influenza-vaccine-inactivated_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/questions-answers-haemagglutination-inhibition-hi-test-qualification-influenza-vaccine-inactivated_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-quality-aspects-included-product-information-vaccines-human-use-revision-1_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-quality-aspects-included-product-information-vaccines-human-use-revision-1_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-requirements-quality-documentation-concerning-biological-investigational-medicinal_en-0.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-requirements-quality-documentation-concerning-biological-investigational-medicinal_en-0.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-requirements-quality-documentation-concerning-biological-investigational-medicinal_en-0.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-requirements-quality-documentation-concerning-biological-investigational-medicinal_en-1.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-requirements-quality-documentation-concerning-biological-investigational-medicinal_en-1.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-requirements-quality-documentation-concerning-biological-investigational-medicinal_en-1.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-equivalence-studies-demonstration-therapeutic-equivalence-locally-acting-products_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-equivalence-studies-demonstration-therapeutic-equivalence-locally-acting-products_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-equivalence-studies-demonstration-therapeutic-equivalence-locally-acting-products_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/reflection-paper-providing-overview-current-regulatory-testing-requirements-medicinal-products-human_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/reflection-paper-providing-overview-current-regulatory-testing-requirements-medicinal-products-human_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/reflection-paper-providing-overview-current-regulatory-testing-requirements-medicinal-products-human_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/reflection-paper-providing-overview-current-regulatory-testing-requirements-medicinal-products-human_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-clinical-evaluation-medicinal-products-indicated-prophylaxis-treatment-respiratory_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-clinical-evaluation-medicinal-products-indicated-prophylaxis-treatment-respiratory_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-clinical-evaluation-medicinal-products-indicated-prophylaxis-treatment-respiratory_en.pdf
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Guideline _on good pharmacovigilance practices (GVP):

Product- _or Population-Specific _Considerations _ IV:

Paediatric population with tracked changes

Guideline _on good pharmacovigilance practices (GVP):
Product- or Population-Specific _Considerations _ IV:
Paediatric population

Overview of comments received on ' Reflection paper on
the use of extrapolation in the development of medicines
for paediatrics ' (EMA/189724/2018) - Revision 1

Adopted reflection paper on the use of extrapolation in the
development of medicines for paediatrics - Revision 1

Guideline on determination of withdrawal periods for edible
tissues - Revision 1

Reflection paper on resistance in ectoparasites

Reflection paper on the use of aminopenicillins and their
beta-lactamase inhibitor combinations in _animals in the
European Union: development of resistance and impact on
human and animal health

Question and answer on the adequacy of the Mahalanobis
distance to assess the comparability of drug dissolution

profiles

Concept paper on the need for revision of the guideline on
the investigation of medicinal products in the term and
preterm neonate - Revision 1

Draft quideline _on clinical investigation of medicinal
products in the treatment of epileptic disorders - Revision 3

Draft guideline on specifications: test procedures and
acceptance criteria_for herbal substances, herbal
preparations and herbal medicinal products/traditional
herbal medicinal products - Revision 3

Draft guideline _on_quality of herbal medicinal
products/traditional herbal medicinal products - Revision 3

Draft guideline _on_similar biological medicinal products
containing recombinant granulocyte-colony stimulating
factor (rG-CSF) - Revision 1

Procedure for the review and revision of European Union
herbal monographs and European Union list entries -
Revision 2

Guideline on core summary for product characteristics for
human albumin solution - Revision 3

Guideline on the clinical investigation of recombinant and
human plasma-derived factor VIII products - Revision 2

Guideline on core SmPC for human plasma derived and
recombinant coagulation factor VIII products - Revision 3

Draft guideline on the use of minimal residual disease as a
clinical endpoint in multiple myeloma studies

ICH M9 on biopharmaceutics classification system based
biowaivers - Step 2b - First version

Agomelatine tablet 25 mg product-specific bioequivalence
gquidance

Ledipasvir/sofosbuvir _film-coated tablet 90 mg/400 mg
product-specific bioequivalence guidance

Posaconazole gastro-resistant tablet 100 mg product-
specific bioequivalence guidance

Vismodegib _hard capsule 150 mg product-specific
bioequivalence guidance

Cholic_acid capsules 50 mg and 250 mg product-specific
bioequivalence guidance

Draft questions and answers on Data Monitoring
Committees issues

Draft guideline on guality, non-clinical and clinical aspects
of medicinal products containing genetically modified cells

Concept paper on the need to develop a reflection paper
on development of medicinal products to prevent and treat
acute kidney injury

Draft VICH GL58 Stability testing of new veterinary drug
substances and medicinal products in climatic zones IIl and
IV - First version

VICH GL56 on studies to evaluate the metabolism and
residue kinetics of veterinary drugs in food-producing
species: study design recommendations for residue studies
in honey for establishing MRLs and withdrawal periods

Reflection paper on dose optimisation of established
veterinary antibiotics in the context of summary of product
characteristics (SPC) harmonisation
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https://www.ema.europa.eu/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-product-population-specific-considerations-iv_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-product-population-specific-considerations-iv_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-product-population-specific-considerations-iv_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-product-population-specific-considerations-iv_en-0.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-product-population-specific-considerations-iv_en-0.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-product-population-specific-considerations-iv_en-0.pdf
https://www.ema.europa.eu/documents/scientific-guideline/overview-comments-received-reflection-paper-use-extrapolation-development-medicines-paediatrics-ema/189724/2018-revision-1_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/overview-comments-received-reflection-paper-use-extrapolation-development-medicines-paediatrics-ema/189724/2018-revision-1_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/overview-comments-received-reflection-paper-use-extrapolation-development-medicines-paediatrics-ema/189724/2018-revision-1_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/adopted-reflection-paper-use-extrapolation-development-medicines-paediatrics-revision-1_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/adopted-reflection-paper-use-extrapolation-development-medicines-paediatrics-revision-1_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-determination-withdrawal-periods-edible-tissues-revision-1_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-determination-withdrawal-periods-edible-tissues-revision-1_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/reflection-paper-resistance-ectoparasites_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/reflection-paper-use-aminopenicillins-their-beta-lactamase-inhibitor-combinations-animals-european_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/reflection-paper-use-aminopenicillins-their-beta-lactamase-inhibitor-combinations-animals-european_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/reflection-paper-use-aminopenicillins-their-beta-lactamase-inhibitor-combinations-animals-european_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/reflection-paper-use-aminopenicillins-their-beta-lactamase-inhibitor-combinations-animals-european_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/question-answer-adequacy-mahalanobis-distance-assess-comparability-drug-dissolution-profiles_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/question-answer-adequacy-mahalanobis-distance-assess-comparability-drug-dissolution-profiles_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/question-answer-adequacy-mahalanobis-distance-assess-comparability-drug-dissolution-profiles_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/concept-paper-need-revision-guideline-investigation-medicinal-products-term-preterm-neonate-revision_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/concept-paper-need-revision-guideline-investigation-medicinal-products-term-preterm-neonate-revision_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/concept-paper-need-revision-guideline-investigation-medicinal-products-term-preterm-neonate-revision_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-clinical-investigation-medicinal-products-treatment-epileptic-disorders-revision-3_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-clinical-investigation-medicinal-products-treatment-epileptic-disorders-revision-3_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-specifications-test-procedures-acceptance-criteria-herbal-substances-herbal/traditional-herbal-medicinal-products-revision-3_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-specifications-test-procedures-acceptance-criteria-herbal-substances-herbal/traditional-herbal-medicinal-products-revision-3_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-specifications-test-procedures-acceptance-criteria-herbal-substances-herbal/traditional-herbal-medicinal-products-revision-3_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-specifications-test-procedures-acceptance-criteria-herbal-substances-herbal/traditional-herbal-medicinal-products-revision-3_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-quality-herbal-medicinal-products/traditional-herbal-medicinal-products-revision-3_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-quality-herbal-medicinal-products/traditional-herbal-medicinal-products-revision-3_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-similar-biological-medicinal-products-containing-recombinant-granulocyte-colony_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-similar-biological-medicinal-products-containing-recombinant-granulocyte-colony_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-similar-biological-medicinal-products-containing-recombinant-granulocyte-colony_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/procedure-review-revision-european-union-herbal-monographs-european-union-list-entries-revision-2_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/procedure-review-revision-european-union-herbal-monographs-european-union-list-entries-revision-2_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/procedure-review-revision-european-union-herbal-monographs-european-union-list-entries-revision-2_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-core-summary-product-characteristics-human-albumin-solution-revision-3_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-core-summary-product-characteristics-human-albumin-solution-revision-3_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-clinical-investigation-recombinant-human-plasma-derived-factor-viii-products-revision-2_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-clinical-investigation-recombinant-human-plasma-derived-factor-viii-products-revision-2_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-core-smpc-human-plasma-derived-recombinant-coagulation-factor-viii-products-revision-3_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-core-smpc-human-plasma-derived-recombinant-coagulation-factor-viii-products-revision-3_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-use-minimal-residual-disease-clinical-endpoint-multiple-myeloma-studies_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-use-minimal-residual-disease-clinical-endpoint-multiple-myeloma-studies_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/ich-m9-biopharmaceutics-classification-system-based-biowaivers-step-2b-first-version_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/ich-m9-biopharmaceutics-classification-system-based-biowaivers-step-2b-first-version_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/agomelatine-tablet-25-mg-product-specific-bioequivalence-guidance_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/agomelatine-tablet-25-mg-product-specific-bioequivalence-guidance_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/ledipasvir/sofosbuvir-film-coated-tablet-90-mg/400-mg-product-specific-bioequivalence-guidance_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/ledipasvir/sofosbuvir-film-coated-tablet-90-mg/400-mg-product-specific-bioequivalence-guidance_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/posaconazole-gastro-resistant-tablet-100-mg-product-specific-bioequivalence-guidance_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/posaconazole-gastro-resistant-tablet-100-mg-product-specific-bioequivalence-guidance_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/vismodegib-hard-capsule-150-mg-product-specific-bioequivalence-guidance_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/vismodegib-hard-capsule-150-mg-product-specific-bioequivalence-guidance_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/cholic-acid-capsules-50-mg-250-mg-product-specific-bioequivalence-guidance_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/cholic-acid-capsules-50-mg-250-mg-product-specific-bioequivalence-guidance_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-questions-answers-data-monitoring-committees-issues_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-questions-answers-data-monitoring-committees-issues_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-quality-non-clinical-clinical-aspects-medicinal-products-containing-genetically_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-quality-non-clinical-clinical-aspects-medicinal-products-containing-genetically_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/concept-paper-need-develop-reflection-paper-development-medicinal-products-prevent-treat-acute_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/concept-paper-need-develop-reflection-paper-development-medicinal-products-prevent-treat-acute_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/concept-paper-need-develop-reflection-paper-development-medicinal-products-prevent-treat-acute_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-vich-gl58-stability-testing-new-veterinary-drug-substances-medicinal-products-climatic-zones_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-vich-gl58-stability-testing-new-veterinary-drug-substances-medicinal-products-climatic-zones_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-vich-gl58-stability-testing-new-veterinary-drug-substances-medicinal-products-climatic-zones_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/vich-gl56-studies-evaluate-metabolism-residue-kinetics-veterinary-drugs-food-producing-species-study_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/vich-gl56-studies-evaluate-metabolism-residue-kinetics-veterinary-drugs-food-producing-species-study_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/vich-gl56-studies-evaluate-metabolism-residue-kinetics-veterinary-drugs-food-producing-species-study_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/vich-gl56-studies-evaluate-metabolism-residue-kinetics-veterinary-drugs-food-producing-species-study_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/reflection-paper-dose-optimisation-established-veterinary-antibiotics-context-summary-product_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/reflection-paper-dose-optimisation-established-veterinary-antibiotics-context-summary-product_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/reflection-paper-dose-optimisation-established-veterinary-antibiotics-context-summary-product_en.pdf
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Second draft guideline on the assessment of the risk to
public health from antimicrobial resistance due to the use of
an__antimicrobial veterinary medicinal product in food-
producing animals

Draft guideline _on data requirements for veterinary
medicinal products for the prevention of transmission of
vector- borne diseases in dogs and cats

Guideline on the development of new medicinal products
for the treatment of Ulcerative Colitis - Revision 1

Guideline on the development of new medicinal products
for the treatment of Crohn’s Disease - Revision 2

Guideline _on non-clinical _and clinical development of
similar __ biological medicinal products  containing
recombinant erythropoietins - Revision 1

Annex to Guideline on similar biological medicinal products
containing _ biotechnology-derived proteins _as _active
substance: non-clinical and clinical issues

Guideline _on core  SmPC for human normal
immunoglobulin for intravenous administration (1VIg) - Rev.
5

Guideline _on the clinical investigation of human normal
immunoglobulin for intravenous administration (1VIg) - Rev.
3

Guideline _on _good pharmacogenomic practice - First
version

Guideline on the quality, non-clinical and clinical aspects of
gene therapy medicinal products

Guideline on the clinical investigation of medicinal products
for the treatment of axial spondyloarthritis - Revision 1

Combined Veterinary Dictionary for Drug Regulatory
Activities (VeDDRA) list of clinical terms for reporting
suspected adverse reactions in animals and humans to
veterinary medicinal products

List of changes to combined Veterinary Dictionary for Drug
Regulatory Activities (VeDDRA) list of clinical terms for
reporting suspected adverse reactions in _animal and
humans to veterinary medicinal products for 2018

Combined Veterinary Dictionary for Drug Regulatory
Activities list of clinical terms for reporting suspected

adverse reactions in _animals and humans to veterinary
medicinal products

Draft guideline _on the use of adjuvanted veterinary
vaccines

Draft pegylated liposomal doxorubicin _hydrochloride
concentrate  for solution 2 mg/ml  product-specific
bioequivalence guidance

B REGULATORY GUIDELINES

External quidance on the implementation of the European
Medicines Agency policy on the publication of clinical data
for medicinal products for human use

Questions and answers (Q&As) on the external guidance of
Policy 0070 on clinical data publication (CDP)

Guidelines on good pharmacovigilance practices (GVP):
Introductory cover note, last updated with chapter P.IV on
pharmacovigilance for the paediatric population finalised
post-public consultation

Quick interactive quide to EudraVigilance registration
process

IRIS quick guide to reqistration version 1.4

List of centrally authorised products requiring a notification
of a change for update of annexes

Qualification Opinion on The European Cystic Fibrosis
Society Patient Registry (ECFSPR) and CF Pharmaco-
epidemiology Studies

European Medicines Agency pre-authorisation procedural
advice for users of the centralised procedure: document
with tracked changes

European Medicines Agency pre-authorisation procedural
advice for users of the centralised procedure

Dates of 2019 Scientific Advice Working Party meetings
and deadlines for submission of scientific advice, protocol
assistance, qualification of biomarkers and parallel
consultation (EMA / EUnetHTA) requests

European Medicines Agency post-authorisation procedural
advice for users of the centralised procedure
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https://www.ema.europa.eu/documents/scientific-guideline/second-draft-guideline-assessment-risk-public-health-antimicrobial-resistance-due-use-antimicrobial_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/second-draft-guideline-assessment-risk-public-health-antimicrobial-resistance-due-use-antimicrobial_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/second-draft-guideline-assessment-risk-public-health-antimicrobial-resistance-due-use-antimicrobial_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/second-draft-guideline-assessment-risk-public-health-antimicrobial-resistance-due-use-antimicrobial_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-data-requirements-veterinary-medicinal-products-prevention-transmission-vector-borne_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-data-requirements-veterinary-medicinal-products-prevention-transmission-vector-borne_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-data-requirements-veterinary-medicinal-products-prevention-transmission-vector-borne_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-development-new-medicinal-products-treatment-ulcerative-colitis-revision-1_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-development-new-medicinal-products-treatment-ulcerative-colitis-revision-1_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-development-new-medicinal-products-treatment-crohns-disease-revision-2_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-development-new-medicinal-products-treatment-crohns-disease-revision-2_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-non-clinical-clinical-development-similar-biological-medicinal-products-containing_en-1.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-non-clinical-clinical-development-similar-biological-medicinal-products-containing_en-1.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-non-clinical-clinical-development-similar-biological-medicinal-products-containing_en-1.pdf
https://www.ema.europa.eu/documents/scientific-guideline/annex-guideline-similar-biological-medicinal-products-containing-biotechnology-derived-proteins_en-1.pdf
https://www.ema.europa.eu/documents/scientific-guideline/annex-guideline-similar-biological-medicinal-products-containing-biotechnology-derived-proteins_en-1.pdf
https://www.ema.europa.eu/documents/scientific-guideline/annex-guideline-similar-biological-medicinal-products-containing-biotechnology-derived-proteins_en-1.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-core-smpc-human-normal-immunoglobulin-intravenous-administration-ivig-rev-5_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-core-smpc-human-normal-immunoglobulin-intravenous-administration-ivig-rev-5_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-core-smpc-human-normal-immunoglobulin-intravenous-administration-ivig-rev-5_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-clinical-investigation-human-normal-immunoglobulin-intravenous-administration-ivig-rev-3_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-clinical-investigation-human-normal-immunoglobulin-intravenous-administration-ivig-rev-3_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-clinical-investigation-human-normal-immunoglobulin-intravenous-administration-ivig-rev-3_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-good-pharmacogenomic-practice-first-version_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-good-pharmacogenomic-practice-first-version_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-quality-non-clinical-clinical-aspects-gene-therapy-medicinal-products_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-quality-non-clinical-clinical-aspects-gene-therapy-medicinal-products_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-clinical-investigation-medicinal-products-treatment-axial-spondyloarthritis-revision-1_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-clinical-investigation-medicinal-products-treatment-axial-spondyloarthritis-revision-1_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms-reporting_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms-reporting_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms-reporting_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms-reporting_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/list-changes-combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/list-changes-combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/list-changes-combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/list-changes-combined-veterinary-dictionary-drug-regulatory-activities-veddra-list-clinical-terms_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/combined-veterinary-dictionary-drug-regulatory-activities-list-clinical-terms-reporting-suspected_en.xls
https://www.ema.europa.eu/documents/scientific-guideline/combined-veterinary-dictionary-drug-regulatory-activities-list-clinical-terms-reporting-suspected_en.xls
https://www.ema.europa.eu/documents/scientific-guideline/combined-veterinary-dictionary-drug-regulatory-activities-list-clinical-terms-reporting-suspected_en.xls
https://www.ema.europa.eu/documents/scientific-guideline/combined-veterinary-dictionary-drug-regulatory-activities-list-clinical-terms-reporting-suspected_en.xls
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-use-adjuvanted-veterinary-vaccines_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-guideline-use-adjuvanted-veterinary-vaccines_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-pegylated-liposomal-doxorubicin-hydrochloride-concentrate-solution-2-mg/ml-product-specific-bioequivalence-guidance_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-pegylated-liposomal-doxorubicin-hydrochloride-concentrate-solution-2-mg/ml-product-specific-bioequivalence-guidance_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/draft-pegylated-liposomal-doxorubicin-hydrochloride-concentrate-solution-2-mg/ml-product-specific-bioequivalence-guidance_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/external-guidance-implementation-european-medicines-agency-policy-publication-clinical-data_en-3.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/external-guidance-implementation-european-medicines-agency-policy-publication-clinical-data_en-3.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/external-guidance-implementation-european-medicines-agency-policy-publication-clinical-data_en-3.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/questions-answers-qas-external-guidance-policy-0070-clinical-data-publication-cdp_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/questions-answers-qas-external-guidance-policy-0070-clinical-data-publication-cdp_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guidelines-good-pharmacovigilance-practices-gvp-introductory-cover-note-last-updated-chapter-piv_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guidelines-good-pharmacovigilance-practices-gvp-introductory-cover-note-last-updated-chapter-piv_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guidelines-good-pharmacovigilance-practices-gvp-introductory-cover-note-last-updated-chapter-piv_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/guidelines-good-pharmacovigilance-practices-gvp-introductory-cover-note-last-updated-chapter-piv_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/quick-interactive-guide-eudravigilance-registration-process_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/quick-interactive-guide-eudravigilance-registration-process_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/iris-quick-guide-registration-version-14_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/list-centrally-authorised-products-requiring-notification-change-update-annexes_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/list-centrally-authorised-products-requiring-notification-change-update-annexes_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/qualification-opinion-european-cystic-fibrosis-society-patient-registry-ecfspr-cf-pharmaco_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/qualification-opinion-european-cystic-fibrosis-society-patient-registry-ecfspr-cf-pharmaco_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/qualification-opinion-european-cystic-fibrosis-society-patient-registry-ecfspr-cf-pharmaco_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure-document_en-3.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure-document_en-3.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure-document_en-3.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-pre-authorisation-procedural-advice-users-centralised-procedure_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/dates-2019-scientific-advice-working-party-meetings-deadlines-submission-scientific-advice-protocol/eunethta-requests_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/dates-2019-scientific-advice-working-party-meetings-deadlines-submission-scientific-advice-protocol/eunethta-requests_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/dates-2019-scientific-advice-working-party-meetings-deadlines-submission-scientific-advice-protocol/eunethta-requests_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/dates-2019-scientific-advice-working-party-meetings-deadlines-submission-scientific-advice-protocol/eunethta-requests_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en-0.pdf
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European Medicines Agency post-authorisation procedural
advice for users of the centralised procedure - track

changes

Draft guideline on the summary of product characteristics
(SPC) for veterinary medicinal products containing
antimicrobial substances - Revision 1

Questions and answers on__ Article 31 non-
pharmacovigilance referrals

Draft gualification opinion on stride velocity 95th centile as
a_secondary endpoint in Duchenne Muscular Dystrophy
measured by a valid and suitable wearable device

Member states contact points for translation review (v.6.11)

List of substances and products subject to worksharing for
signal management

EU Individual Case Safety Report (ICSR) implementation
guide business rules spreadsheets

Procedure for orphan-medicinal-product _designation:
Guidance for sponsors submitting an application via the
current existing submission process until 19 Sept 2018

EudraVigilance registration manual

How to register with EudraVigilance and EVDAS - Training

module EV-M1

EudraVigilance release notes v.1.17

EudraVigilance - EVWEB user manual - Version 1.5

Deadlines for submission of applications for orphan

medicinal _product designation to the EMA and
corresponding  COMP_timetable for valid applications -
2018-2019

Qualification opinion on _dopamine transporter imaging as
an_enrichment biomarker for Parkinson’s disease clinical
trials in patients with early Parkinsonian symptoms

Post-orphan _medicinal product designation procedures:
guidance for sponsors to submit an application via the
current existing submission process until 19 Sept 2018

IRIS quick guide to the portal for orphan industry users
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Esta Newsletter destina-se a ser distribuida entre
Clientes e Colegas, ndo devendo a informagdo nela
contida ser wusada para qualquer outro fim ou
reproduzida, no seu todo ou em parte, sem a expressa
autorizacdo da SRS. Caso deseje obter esclarecimentos
adicionais sobre este assunto contacte-nos:
marketing@srslegal.pt
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https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure-track_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure-track_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure-track_en-0.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/draft-guideline-summary-product-characteristics-spc-veterinary-medicinal-products-containing_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/draft-guideline-summary-product-characteristics-spc-veterinary-medicinal-products-containing_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/draft-guideline-summary-product-characteristics-spc-veterinary-medicinal-products-containing_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/questions-answers-article-31-non-pharmacovigilance-referrals_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/questions-answers-article-31-non-pharmacovigilance-referrals_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/draft-qualification-opinion-stride-velocity-95th-centile-secondary-endpoint-duchenne-muscular_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/draft-qualification-opinion-stride-velocity-95th-centile-secondary-endpoint-duchenne-muscular_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/draft-qualification-opinion-stride-velocity-95th-centile-secondary-endpoint-duchenne-muscular_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/member-states-contact-points-translation-review-v611_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/list-substances-products-subject-worksharing-signal-management_en.xlsx
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/list-substances-products-subject-worksharing-signal-management_en.xlsx
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eu-individual-case-safety-report-icsr-implementation-guide-business-rules-spreadsheets_en.zip
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eu-individual-case-safety-report-icsr-implementation-guide-business-rules-spreadsheets_en.zip
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/procedure-orphan-medicinal-product-designation-guidance-sponsors-submitting-application-current_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/procedure-orphan-medicinal-product-designation-guidance-sponsors-submitting-application-current_en.pdf
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