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| - Medicinal Products for Human
Use/Regulation

Council of Ministers of 24 April 2008

Procurement of human tissues and cells -
Submission of a legislative proposal laying down
the legal framework of quality and safety of the
donation, procurement, testing, processing,
preservation, storage, distribution and
application of human tissues and cells,
transposing into Portuguese law Directives no.
2004 /23/EC of the European Parliament and of
the Council of 31 March, Commission Directive
2006/17/EC of 8 February and Commission
Directive 2006/86/EC of 24 October

According to the announcement of the Presidency
of the Council of Ministers, this legislative proposal
shall be submitted to the Parliament for approval
and is designed to improve the quality and safety
of the donation, procurement, testing, processing,
storage, distribution and application of human
tissues and cells, in order to ensure a high level
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of public health protection and to prevent
transmission of diseases by those tissues and cells.

Directive 2004/23/EC had already been recently
partially transposed into Portuguese law by Law
22/2007 of 29 June. However, Directive
2005/17/EC, concerning the technical requirements
applicable to these activities and Directive
2006/86/EC on traceability requirements,
notification of serious adverse reactions and events
and certain technical requirements also applicable
to these activities, were later adopted.

The transplant of human tissues or cells for
application to human beings has been increasingly
used in the last few years, offering many patients
a wide range of therapeutic possibilities; however,
high quality and safety standards are required to
be complied with both as regards rules of conduct
and as regards technical requirements.
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Furthermore, tissues and cells procurement and
application programmes should be based on the
principle of unpaid donation, altruism, solidarity,
equity, transparency and accessibility and on the
principle that the recipient's or recipients' identity
should not be disclosed to the donor nor to his or
her family and vice-versa, unless such is expressly
provided for in the legislation.

The Autoridade para os Servigos de Sangue e
Transplantagdo (Authority for Blood and
Transplantation Services) and the Conselho
Nacional de Procriagdo Medicamente Assistida
(Medically Assisted Procreation Council) are
established and given authority to verify
compliance with the technical requirements.

Infarmed Resolution no. 80/C0/2008 of
09/04/2008

Price review - Use of a second stickers, in
accordance with the annual price review carried
out under Ministerial Order no. 300-A/2007 of
19 March.

This resolution arises from the annual price review
of medicinal products carried out in accordance
with Ministerial Order 300-A/2007 of 19 March,
which regulates the new method of formation of
new medicinal products' prices. This method, set
out in Decree-Law 65/2007 of 14 March,
embodies in particular three novelties: (i) the
fact that the original price of the medicinal product
is formed by comparison with the average price
of four reference countries, notably, Spain, France,
Italy and Greece; (ii) a maximum price scheme
is established as regards prescription only
medicinal products for human use, save for com
restrict prescription medicinal products for hospital
use and for reimbursed non-prescription medicinal
products; and (iii) the introduction of the principle
of stability of medicinal products.

As a result of these alterations, the retail price
of a number of medicinal products was reduced
in 2007, on 1 April 2008 or on 1 May 2008 and
therefore a second sticker may be required for
these medicinal products.

In this connection, INFARMED has resolved that
a second sticker should be placed to re-price those
medicinal products the retail price of which has
been changed on 1 April or 1 May 2008, as a
result of the rules set out in Ministerial Order 300-
A/2007 of 19 March.
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INFARMED Information Note of 17/04/2008

Delivery of medicinal products at home

It is unquestionable that the possibility that is
currently granted to consumers to have
medicinal products delivered at home instead
of having to physically visit pharmacies or points
of sale of non prescription medicinal products,
has brought advantages.

This procedures allows those establishments to
accept orders for the delivery of medicinal
products at home (i) at pharmacies or at points
of sale of non prescription medicinal products, (ii)
through pharmacies Internet site, (iii) by e-mail,
(iv) by telephone or (v) by fax, provided the said
establishments have been registered with
INFARMED, since 15 April 2008; the medicinal
products shall be delivered by the same staff that
sells them at such establishments' premises. After
verifying compliance with the requirements set
out in the law, INFARMED shall reveal the contacts
of the establishments that will then be authorised
to provide that service.

However, the obvious advantage of this system
entails an equally obvious danger, which is the
purchase of medicinal products through
unauthorised parallel channels, as guarantee of
access to safe and effective medicinal products
of good quality may decrease, thus jeopardizing
the health of citizens.

In light of the above, INFARMED has made
available on the Internet a portal through which
anyone may access the list of pharmacies and
points of sale of non prescription medicinal
products authorised to supply those products to
consumers, before ordering any medicinal
products, in order to verify if the establishment
in question is registered with that site.

With regards to the conditions of delivery of the
medicinal products, Ministerial Order 1427/2007,
of 2 November has confirmed the requirement of
a subscription and, at the same time sets out that
the delivery of medicinal products delivered at home
is restricted to the municipality where the pharmacy
is located and neighbouring municipalities.

Finally, it should be mentioned that pharmacies
and points of sale of non prescription medicinal
products that supply medicinal products ordered
through the Internet should have and own their
own electronic site, with the following information:
(i) price of the services provided relating to the



supply and home delivery of medicinal products;
(ii) payment forms accepted; (iii) geographical
area within which products may be delivered at
home; (iv) expected delivery time of the
medicinal products ordered; (v) name of the
technical director of the pharmacy or of the
technician in charge of the point of sale or non
prescription medicinal products.

On-line complaints hook

At the same time, an On-Line Complaints Book
has also been created, which will enable
consumers to make complaints relating to the
services provided by pharmacies. This measure
forms part of the SIMPLEX programme and is
designed to provide the consumer with additional
means of complaint and it does not replace nor
limit the normal Complaints Book. The goal is to
provide an alternative means of complaint in order
to make the procedure faster and more efficient.

INFARMED Information Girculars no. 050/CD
of 07/03/2008, no. 030/CD of 09/03/2003
and 071/GD of 08/04/2008

Advertising of Medicinal Products

With its Circular no. 050/CD of 07/03/2008,
INFARMED informed holders of a marketing
authorisation of the requirements to access the
advertising system of medicinal products with a
view to providing information concerning adverts
under the terms currently set out in the law.

Circular no. 030/CD of 09/03/2008 warns the
owner of advertising means containing adverts
of medicinal products (that is, in addition to the
advertiser, the person who, in principle, is the
holder of a marketing authorisation, also the
advertising agency and the owner of the advertising
mean) that they are obliged to send to INFARMED,
within no more than 10 calendar days, a copy of
each advert of medicinal products. Failure to
comply with this obligation amounts to an
administrative offence punishable by a fine ranging
between EUR 2,000.00 and EUR 3,740.98, in the
case of individuals and between EUR 2.000,00 and
EUR 44,891.81, in the case of companies.

Finally, circular no. 071/CD of 08/04/2008, warns,
again, the owners of advertising means that they
are to comply with the above mentioned
obligation to send a copy of each advert of
medicinal products, whether a printed or digital
copy, to the advertising department of INFARMED.

|1 - Medicinal products for Human Use /
Legislation in Highlight

Decree no. 10279/2008, D.R. (Portuguese official
gazette) no. 69, Series I1, of 8 April 2008

Provides for a 95% reimbursement for medicinal
products for the management of moderate to
severe cancer pain, set out in the list attached to
the Decree.

Decree no. 10280/2008, D.R. (Portuguese
official gazette) no.69, Series I, of 8 April 2008

Provides for a 95% reimbursement for medicinal
products for the management of moderate to
severe non-cancer pain, set out in the list attached
to the Decree.

|11 - Veterinary Medicinal Products /
Legislation

Gouncil of Ministers of 17/04/2008

Adopting a Decree-Law on veterinary medicinal
products

This Decree-Law transposes into Portuguese law
Directive no. 2004/28/EC, of the European
Parliament and of the Council of 31 March 2004,
and partially transposed Directive no. 2001/82/
EC of the European Parliament and of the Council
of 6 November 2001, on the community code
relating to veterinary medicinal products, and
Commission Directive no. 2006/130/EC of 11
December 2006, establishing the criteria for
exempting certain veterinary medicinal products
for food-producing animals from the requirement
of a veterinary prescription, and repealing Decree-
Laws no. 146/97 of 11 June, 184/97 of 26 July,
245/2000 of 29 September, 185/2004 of 29 July
and 175/2005 of 25 October.

This Decree-Law is designed to harmonise the
rules governing the introduction of veterinary
medicinal products in the market, collecting in a
single piece of legislation all the provisions
previously contained in a number of different laws.

This Decree-Law shall lay down the legal framework
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of marketing authorisation, its amendments and
renewals, the manufacture, import and export,
marketing, labelling, information leaflet and
advertising of veterinary medicinal products.

This piece of legislation was approved by the
Council of Ministers on 17 April 2008 and is now
awaiting publication in the Didrio da Republica
(Portuguese official gazette).

Submission of legislative proposal to amend
for the second time the Estatuto da Ordem
dos Farmacéuticos (Pharmacists' association
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act), adopted by Decree-Law no. 288/2001
of 10 November

This legislative proposal, to be submitted to the
Parliament, is designed to amend a provision of the
pharmacists' association act relating to veterinary
medicinal products, in order to make the provision
of services in this area more accessible.

In accordance with the above mentioned
amendment and with regard to veterinary
medicinal products alone, the services in question
may be provided not only by pharmacists but also
by persons with specific skills in the area.
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| - Medicamentos de Uso Humano /
Regulamentacéo

Conselho de Ministros de 24 de Abril de 2008

Colheita de tecidos e células de origem
humana - apresentagao de Proposta de Lei que
estabelece o regime juridico da qualidade e
seguranga relativa a dadiva, colheita, analise,
processamento, preservagdo, armazenamento,
distribuicao e aplicagdo de tecidos e células
de origem humana, transpondo para a ordem
juridica interna as Directivas n.°s 2004/23/CE,
do Parlamento Europeu e do Conselho, de 31
de Margo, 2006/17/CE, da Comissao, de 8 de
Fevereiro, e 2006/86/CE, da Comissdo, de 24
de Outubro

Esta Proposta de Lei serd, conforme anunciado em
comunicado da Presidéncia do Conselho de Ministros,
submetida a aprovagdo da Assembleia da Republica
e visa o reforgo da qualidade e seguranca da dadiva,
colheita, analise, processamento, preservagao,
armazenamento, distribuicdo e aplicagdo de
tecidos e células de origem humana, com vista a
assegurar um elevado nivel de proteccdo da salde
publica e evitar a transmissdo de doengas através
destes tecidos e células.
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A Directiva 2004/23/CE ja tinha sido parcialmente
transposta na ordem juridica interna recentemente
pela Lei 22/2007, de 29 de Junho. No entanto,
vieram posteriormente a ser aprovadas a Directiva
2005/17/CE, sobre requisitos técnicos aplicaveis
nestas actividades, e a Directiva 2006/86/CE,
sobre requisitos de rastreabilidade, notificagdo de
reacgOes e incidentes adversas graves e
determinados requisitos técnicos igualmente
aplicaveis nestas actividades.

O transplante de tecidos e células de origem
humana destinados a aplicagdo em seres humanos
tem sido utilizado crescentemente nos ultimos
anos, proporcionando grandes possibilidades
terapéuticas a muitos doentes, sendo, no entanto,
necessario o cumprimento de elevados padrdes
de qualidade e seguranga, tanto das regras de
conduta como dos requisitos técnicos.

Pretende-se, ainda, estabelecer que os programas
de colheita e aplicagdo de tecidos e células se
baseiem no principio da dadiva gratuita, altruismo,
solidariedade, equidade, transparéncia e
acessibilidade, e ainda no principio de que
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identificagdo do receptor ou receptores ndo deve
ser revelada ao dador nem a respectiva familia
e vice-versa, excepto nos casos em que tal esteja
previsto na legislagéo.

A Autoridade para os Servigos de Sangue e
Transplantagdo e o Conselho Nacional de Procriagdo
Medicamente Assistida sdo estabelecidos como
autoridades responsaveis pela verificagdo do
cumprimento dos requisitos técnicos.

Deliberagéo n* 80/C0/2008 INFARMED de
09/04/2008

Revisdo de precos - Relativa a aposicao de
segunda etiqueta autocolante, decorrente da
revisdo anual de pregos ao abrigo da Portaria
n.° 300-A/2007, de 19 de Margco.

A presente deliberagdo surge na sequéncia da
revisdao anual de precos de medicamentos
operada pela Portaria 300-A/2007, de 19 de
Margo, a qual veio regulamentar a nova
metodologia da formagdo dos precos dos novos
medicamentos. Tal metodologia, introduzida
pelo Decreto-Lei 65/2007, de 14 de Margo,
consubstancia sobretudo trés inovagdes: (i) o
facto de o preco inicial do medicamento ser
formado através da comparagdo com a média
de quatro paises de referéncia, a saber,
Espanha, Francga, Itdlia e Grécia; (ii) o
estabelecimento de um regime de pregos
maximos para os medicamentos de uso humano
sujeitos a receita médica, com excepgdo dos
medicamentos que sejam sujeitos a receita
médica restrita que sejam de uso exclusivo
hospitalar, bem como para os medicamentos
ndo sujeitos a receita médica comparticipados;
e (iii) a introdugdo do principio da estabilidade
do prego dos medicamentos.

Em virtude destas alteragbes, varios
medicamentos viram o seu prego de venda ao
publico (PVP) reduzido em 2007, em 1 de Abril
de 2008 ou ainda em 1 de Maio de 2008, pelo
que poderd tornar-se necessaria a aposigao de
uma segunda etiqueta autocolante naqueles.

Neste sentido, o INFARMED deliberou a aposicao
de uma segunda etiqueta autocolante para
remarcagao do PVP dos medicamentos que, por
forca da regulamentagdo operada pela Portaria
300-A/2007, de 19 de Margo, tenham visto o seu
precgo alterado no dia 1 de Abril ou no dia 1 de
Maio de 2008.
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Nota Informativa INFARMED de 17/04/2008

Dispensa de medicamentos ao domicilio

A possibilidade actualmente conferida aos
consumidores para que estes encomendem
medicamentos para a sua entrega ao domicilio, sem
terem que se dirigir presencialmente as farmacias
ou aos locais de venda de medicamentos ndo sujeitos
a receita médica, comporta inegaveis vantagens.

Este procedimento permite, assim, que os
referidos estabelecimentos possam aceitar pedidos
de medicamentos para sua entrega ao domicilio
(i) nas farmacias ou nos locais de venda de
medicamentos ndo sujeitos a receita médica, (ii)
através do site electrénico da farmacia, (iii)
através de correio electrdnico, (iv) através do
telefone ou (v) através de telefax, desde que se
tenham registado para efeito junto do INFARMED,
a partir do dia 15 de Abril de 2008, sendo a sua
entrega assegurada pelos mesmos profissionais
que asseguram a dispensa de medicamentos nos
mesmos estabelecimentos. Apos verificagdo do
cumprimento dos requisitos legalmente definidos,
o INFARMED divulga os contactos dos estabele-
cimentos que s6 entdo ficam habilitados a prestar
este servigo.

Porém, com as vantagens Obvias deste sistema,
surge também um perigo igualmente evidente,
que é o da compra de medicamentos através de
canais paralelos ndo autorizados, uma vez que as
garantias de acesso a medicamentos com
qualidade, seguranga e eficacia podem diminuir,
colocando-se em risco a salide dos cidad&os.

Tendo em conta o exposto, o INFARMED
disponibilizou, através de um site, um portal
através do qual qualquer pessoa pode aceder a
lista de farmacias e locais de venda de
medicamentos ndo sujeitos a receita médica que
estdo autorizados a consumidores, antes de
procederem a qualquer tipo de encomenda,
verifiquem se o estabelecimento se encontra
registado no site da Internet.

Quanto as condigbes de entrega dos
medicamentos, a Portaria 1427/2007, de 2 de
Novembro mantém as exigéncias relativas a
apresentagdo de receita médica, a0 mesmo tempo
que estabelece que a dispensa de medicamentos
com entrega ao domicilio estd limitada ao
municipio onde se encontra instalada a farmacia
e aos municipios limitrofes.



Por ultimo, deve referir-se ainda que as farmacias
e os locais de venda de medicamentos ndo
sujeitos a receita médica que dispensem
medicamentos solicitados através da Internet
devem dispor de um sitio electrdnico,
individualizado, propriedade da farmacia ou do
local de venda de medicamentos ndo sujeitos a
receita médica, com as seguintes informacdes:
(i) preco dos servigos prestados relacionados com
a dispensa de medicamentos e respectiva entrega
ao domicilio; (ii) formas de pagamento aceites;
(iii) area geografica em que a farmacia assegura
a dispensa ao domicilio; (iv) tempo provavel para
a entrega dos medicamentos solicitados; (v)
nome do director técnico da farmacia ou do
responsavel técnico do local de venda de
medicamentos ndo sujeitos a receita médica.

Livro de reclamacdes on-line

Concomitantemente, foi também criado um
Livro de Reclamagdes On-Line, que permite aos
consumidores apresentarem eventuais
reclamagdes sobre os servigos prestados pelas
farmacias. Esta medida, integrada no programa
de SIMPLEX, pretende oferecer uma forma
complementar de reclamagdo ao consumidor,
uma vez que ndo substitui nem sequer limita
o Livro de Reclamagdes tradicional. Desta forma,
o objectivo é oferecer um meio alternativo de
reclamagdo visando tornar o processo mais
rapido e eficiente.

Circulares Informativas n® 050/CD
INFARMED de 07/03/2008, n° 030/CD de
09/03/2003 e 071/CD INFARMED de
08/04/2008

Publicidade de Medicamentos

Através da circular n® 050/CD de 07/03/2008, o
INFARMED comunicou aos titulares de Autorizacdo
de Introdugdo no Mercado os requisitos para
acederem ao sistema de publicidade de
medicamentos a ser utilizados para a remessa de
informacdo sobre pecas publicitarias nos termos
previstos actualmente na lei.

A circular n® 030/CD de 09/03/2008 avisa os
titulares dos suportes publicitarios do qual
constem pegas publicitérias a medicamentos (isto
é, além do anunciante que, em principio, sera o
titular da autorizagdo de introdugdo no mercado,
também a agéncia de publicidade e o titular do

suporte publicitario) tém a obrigagdo de remeter
ao INFARMED, no prazo maximo de 10 dias de
calendario, um exemplar de suporte de cada pega
publicitédria a medicamentos. O incumprimento
dessa obrigagdo constitui contra-ordenagdo punivel
com coima de 2.000,00 EUR a 3.740,98 EUR, no
caso de pessoa singular, e 2.000,00 EUR a
44.891,81 EUR, em caso de pessoa colectiva.

Finalmente, a circular n® 071/CD de 08/04/2008,
vem alertar novamente os titulares dos suportes
publicitarios para o cumprimento da referida
obrigagao de remessa dum exemplar do suporte
de cada peca publicitdria a medicamentos em
suporte de papel ou suporte digital a equipa de
publicidade do INFARMED.

[ - Medicamentos de Uso Humano /
Breves de Legislacao

Despacho n® 10279/2008, D.R. n° 69, Série
[, de 8 de Abril de 2008

Estabelece a comparticipagcdo a 95% de
medicamentos destinados ao tratamento da dor
oncolégica moderada a forte, constantes de lista
anexa ao despacho.

Despacho n° 10280/2008, D.R. n° 69, Série
[I, de 8 de Abril de 2008

Estabelece a comparticipagdo a 95% de
medicamentos destinados ao tratamento da dor
cronica ndo oncolégica moderada a forte,
constantes de lista anexa ao despacho.

[l - Medicamentos Veterindrios /
Legislacao

Gonselho de Ministros de 17/04/2008

Aprova Decreto-Lei relativo a medicamentos
veterinarios

O referido Decreto-Lei transpde para a ordem
juridica interna a Directiva n.° 2004/28/CE, do
Parlamento Europeu e do Conselho, de 31 de Margo
de 2004, e parcialmente a Directiva n.° 2001/82/CE,
do Parlamento Europeu e do Conselho, de 6 de
Novembro de 2001, estabelecendo um cédigo
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comunitario relativo aos medicamentos veterinarios,
e a Directiva n.° 2006/130/CE, da Comissdo, de 11
de Dezembro de 2006, determinando os critérios
de isengdo da receita veterindria para determinados
medicamentos veterinarios aplicaveis a animais
produtores de alimentos, e revoga os Decretos-Leis
n.% 146/97, de 11 de Junho, 184/97, de 26 de
Julho, 245/2000, de 29 de Setembro, 185/2004,
de 29 de Julho, e 175/2005, de 25 de Outubro.

Pretende-se com este Decreto-Lei harmonizar as
normas de introdugdo de medicamentos veterinarios
no mercado, reunindo num Unico diploma todas as
normas dispersas em varios diplomas.

Este diploma incluird o regime juridico da autorizacdo
de introdugdo no mercado, as suas alteragdes e
renovagoes, fabrico, importacdo e exportacgdo,
comercializagdo, rotulagem, folheto informativo e
publicidade dos medicamentos veterinarios.
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Este diploma foi aprovado em Conselho de
Ministros no passado dia 17 de Abril de 2008 e
aguarda ulterior publicagdo em Diario da Republica.

Apresentacdo de Proposta de Lei para proceder
a segunda alteragédo do Estatuto da Ordem dos
Farmacéuticos, aprovado pelo Decreto-Lei n.°
288/2001, de 10 de Novembro

Esta Proposta de Lei, a submeter a Assembleia
da Republica, visa alterar uma norma constante
do Estatuto da Ordem dos Farmacéuticos relativa
ao medicamento veterinario, tendo em vista
estabelecer um exercicio mais aberto de prestacdao
de servigos neste campo.

Com esta alteracdo, e no que diz estritamente
respeito ao medicamento veterinario, aquelas
actividades poderdo ser exercidas por pessoas
com qualificacdes especificas para o efeito, para
além do farmacéutico.
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