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Estratégia da UE para as vacinas contra a COVID-19
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A estratégia tem os seguintes objetivos:

e (arantir a qualidade, a seguranca e a eficacia das vacinas;

e Assegurar um acesso atempado as vacinas por parte dos Estados-Membros e das suas
populagdes, liderando simultaneamente o esfor¢o global de solidariedade;

e (Garantir, 0 mais rapidamente possivel, o acesso equitativo de todos os habitantes da
UE a uma vacina a pregos acessiveis.

A estratégia assenta em dois pilares:

e Assegurar uma producio suficiente de vacinas na UE e, por conseguinte, um
aprovisionamento suficiente aos seus Estados-Membros gracas a acordos prévios
de aquisi¢do celebrados com os produtores de vacinas através do Instrumento de
Apoio de Emergéncia (IAE®). Para além desses acordos, poderdo ser disponibilizados
financiamentos adicionais e outras formas de assisténcia;

e Adaptar o quadro regulamentar da UE a atual situacdo de urgéncia e tirar
partido da flexibilidade regulamentar existente para acelerar o desenvolvimento, a
autorizacao e a disponibilizagdo de vacinas, garantindo simultaneamente o respeito
pelas normas em matéria de qualidade, seguranca e eficacia das vacinas.
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3. UM PROCESSO REGULAMENTAR ROBUSTO E FLEXIVEL

Embora a necessidade de uma vacina seja urgente, € essencial que qualquer decisdo
regulamentar relativa a sua autorizacdo se baseie em dados suficientemente sélidos para
garantir a seguranc¢a dos pacientes € a eficacia da vacina. O quadro regulamentar da UE, que
oferece um elevado grau de protegdo, prevé flexibilidades regulamentares para fazer face a
situacdes de urgéncia. Juntamente com os Estados-Membros ¢ a Agéncia Europeia de
Medicamentos (EMA), a Comissdao tirara o maior partido possivel das flexibilidades

existentes para acelerar a autorizagdo e a disponibilizacdo de vacinas eficazes contra a
COVID-19.

Além disso, a Comissdao adotou, juntamente com a presente comunicagao, uma proposta de
regulamento tendo em vista adaptar e clarificar determinados requisitos juridicos relativos a
avaliacdo dos riscos ambientais das vacinas contra a COVID-19 que contém ou consistem em
organismos geneticamente modificados que, de outro modo, poderiam abrandar a realizacao
de ensaios clinicos destas vacinas na UE e a administracdo das mesmas, se for caso disso, a
populagdes especificas suscetiveis de beneficiarem de um acesso precoce.
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4. CONTEXTO GLOBAL

A Comissdo esta empenhada em promover o acesso universal, equitativo e a pregos acessiveis
as vacinas contra a COVID-19, tendo adotado uma série de medidas para promover esta
intenc¢ao.

Em resposta ao apelo da OMS de 24 de abril no sentido de uma ag¢do mundial, a Comissao
langou uma resposta mundial ao coronavirus a fim de mobilizar recursos e unir forgas entre os
paises e as organizagdes da saide a nivel mundial e acelerar o desenvolvimento e a
disponibilizagdo de diagnosticos, terap€uticas € vacinas, onde quer que sejam necessarios.

No final de maio de 2020, a campanha de compromissos langada pela Comissdo, que para ela
havia contribuido com 1,4 mil milhdes de euros (mil milhdes dos quais provenientes do seu
programa-quadro de investigacdo e inova¢do Horizonte 2020), com o objetivo de
proporcionar 0 acesso universal a vacinagdo, ao tratamento e aos testes de coronavirus a
pregos acessiveis, havia ja permitido angariar 9,8 mil milhdes de euros. Estd em curso uma
segunda fase, que decorre em parceria com o movimento Global Citizen e outros parceiros
governamentais € ndo governamentais. Os fundos mobilizados servem para capacitar e
financiar as organizagdes existentes, como a Coligacao para a Inovagdo na Preparagdo para
Epidemias (CEPI) e a GAVI (a Alianca da Vacina), a fim de que possam trabalhar em
parceria com a industria, as institui¢des cientificas, os reguladores e as fundagdes no ambito
do acelerador do acesso aos meios de combate a COVID-19. Este acelerador € um mecanismo
especifico que a Comissao ajudou a criar e que se destina a promover a colaboragdo a nivel
mundial com vista a acelerar o desenvolvimento e a disponibilizacdo universal das
ferramentas necessarias para combater a COVID-19.
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5. CONCLUSOES E PROXIMAS ETAPAS

Nao existem quaisquer garantias de que uma vacina segura ¢ eficaz esteja brevemente
disponivel. O desenvolvimento e a disponibilizagdo de testes e tratamentos continua, por
conseguinte, a ser muito importante. No entanto, uma vacina eficaz e segura contra a
COVID-19 ¢ geralmente considerada a solugdo duradoura com mais probabilidades para
debelar a pandemia em curso. A a¢ao conjunta da UE no ambito de um quadro global reforga
consideravelmente o potencial de vacinagdo universal contra a COVID-19 e o regresso da
vida econOmica e social a normalidade em todo o mundo.

A Comissao vai implementar a estratégia da UE para as vacinas contra a COVID-19
juntamente com os Estados-Membros, aumentando assim a probabilidade de que todos os que
necessitam de vacinas possam ter acesso as mesmas de forma equitativa e a precos razoaveis,
no mais curto prazo de tempo possivel. Para o efeito, utilizard os instrumentos
regulamentares, financeiros, auxiliares e outros a sua disposi¢ao.

Todas as empresas que disponham de uma vacina experimental promissora ja em fase de
ensaios clinicos ou prestes a dar-lhes inicio sdo convidadas a contactar a Comissao através do
seguinte enderego: EC-VACCINES@ec.europa.eu
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A reparticao das competéncias na
Uniao Europeia

A reparticio das competéncias na Unido Europeia

SINTESE

A Uniao Europeia (UE) dispde apenas das competéncias que |lhe sdo
atribuidas pelos Tratados (principio de atribuicao). Ao abrigo deste
principio, a UE s6 pode atuar dentro dos limites das competéncias que os
paises da Uniao lhe tenham atribuido nos Tratados para alcancar os
objetivos fixados por estes Ultimos. As competéncias que nao sejam
atribuidas a UE nos Tratados pertencem aos paises da Unido. O Tratado
de Lisboa clarifica a reparticac de competéncias entre a Unidao Europeia e
os paises da Unido. Estas competéncias estao divididas em trés
categorias principais:

competéncias exclusivas;
competéncias partilhadas; e
competéncias de apoio.
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Trés competéncias principais

Competéncias exclusivas (artigo 3.2 do Tratado sobre o Funcionamento
da Unido Europeia — TFUE): dominios nos quais a UE é a Unica a poder
legislar e adotar atos vinculativos. Os paises da Unido sé podem fazé-lo
se habilitados pela UE para darem execugao a esses atos. A Uniao
Europeia dispde de competéncia exclusiva nos seguintes dominios:

uniao aduaneira;

estabelecimento das regras de concorréncia necessarias ao
funcionamento do mercado interno;

politica monetaria para os paises da area do euro;

conservagao dos recursos biolégicos do mar, no ambito da politica
comum das pescas;
it o] :

celebracao de acordos internacionais em determinadas condigoes.
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Competéncias partilhadas (artigo 4.° do TFUE): a UE e os paises da
Unido estao habilitados a legislar e a adotar atos juridicamente
vinculativos. Os paises da UE exercem a sua competéncia na medida em
gue a Unido Europeia nao tenha exercido a sua ou tenha decidido ndo o
fazer. As competéncias partilhadas entre a UE e os paises da Uniao
aplicam-se nos seguintes dominios:

mercado interno;

politica social, mas apenas no que se refere aos aspetos especificamente
definidos no Tratado;

coesao economica, social e territorial (politica regional);

agricultura e pescas (exceto a conservagao dos recursos biolégicos do
mar);

ambiente;

defesa dos consumidores;

transportes;

redes transeuropeias;

energia;

espaco de liberdade, seguranga e justica;

problemas comuns de seguranga em matéria de saude publica,
circunscritos aos aspetos definidos no TFUE;
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A SAUDE PUBLICA

Artigo 168.°
(ex-artigo 152.° TCE)

1. Na definicio e execu¢do de todas as politicas e acdes da Unido serd assegurado um elevado
nivel de protecio da satde.

A acdo da Unido, que serd complementar das politicas nacionais, incidird na melhoria da sadde
publica e na prevencdo das doencas e afe¢des humanas e na reducdo das causas de perigo para a
satde fisica e mental. Esta acdo abrangerd a luta contra os grandes flagelos, fomentando a investi-
gacdo sobre as respetivas causas, formas de transmissdo e preven¢do, bem como a informacio e a
educagdo sanitdria e a vigilancia das ameacas graves para a satide com dimensdo transfronteirica, o
alerta em caso de tais ameagas e o combate contra as mesmas.

A agdo da Unido serd complementar da agdo empreendida pelos Estados-Membros na reducido dos
efeitos nocivos da droga sobre a satide, nomeadamente através da informacio e da prevencio.

2. A Unido incentivard a cooperac¢do entre os Estados-Membros nos dominios a que se refere o
presente artigo, apoiando, se necessdrio, a sua acdo. Em especial, incentiva a cooperacdo entre os
Estados-Membros a fim de aumentar a complementaridade dos seus servicos de satide nas regides
fronteiricas.

Os Estados-Membros coordenardo entre si, em articulacdo com a Comissdo, as suas politicas e
programas nos dominios a que se refere o n.° 1. A Comissdo, em estreito contacto com o0s
Estados-Membros, pode tomar todas as iniciativas adequadas para promover essa coordenacio,
nomeadamente iniciativas para definir orientagdes e indicadores, organizar o intercimbio das me-
lhores praticas e preparar os elementos necessarios a vigilancia e a avalia¢do periédicas. O Parlamento
Europeu é plenamente informado.
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Vaccines authorised in the European Union (EU) to prevent COVID-19, following evaluation
‘ i, by the European Medicines Agency (EMA).

EUROPEAN MEDICINES AGENCY

SUCIIIENICIE MEDICINES HEALTH

Authorised COVID-19 vaccines

The following vaccines can be used in the EU to prevent COVID-19:
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COVID-19 Vaccines

The FDA has regulatory processes in place to facilitate the development of COVID-19 vaccines that
meet the FDA's rigorous scientific standards.

A FDA Issues Emergency Use Authorization for Third COVID-19 Vaccine

On this page: COVID-19 Vaccines Authorized for

e FDA COVID-19 Vaccine News and Updates Emergency Use

e FDA Leaders on Vaccines

LY U.S. FOOD & DRU G e Emergency Use Authorizations — Vaccines

Pfizer-BioNTech COVID-19 Vaccine

ADMINISTRATION

) . Moderna COVID-19 Vaccine
e Vaccine Basics

e Podcasts & Publications Janssen COVID-19 Vaccine

e Vaccine Advisory Committee Meetings

- - Fact sheets for health care providers and patients included
e Vaccine Guidance for Industry P g
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Autorizacao de
introducao no mercado

a disponibilidade de medicamentos eficazes, seguros

@ Tendo em vista proteger a saude publica e assegurar
e de elevada qualidade para os cidadaos europeus, todos

0S medicamentos carecem de uma autorizagao antes de serem
colocados no mercado da UE. O sistema europeu oferece
diferentes vias para obter essa autorizacao.

O procedimento centralizado permite a comercializagao de
um medicamento com base numa unica avaliagcao e autorizagao
de introdugdao no mercado a nivel da UE, valida em toda a Unido.
As empresas farmacéuticas apresentam apenas um pedido de
autorizacdao a EMA. O Comité dos Medicamentos para Uso Huma-
no ou o Comité dos Medicamentos para Uso Veterinario da EMA
procedem a uma avaliagao cientifica do pedido e emitem uma
recomendacao a Comissao Europeia para a concessao, ou nao,
da autorizacao de introdugao no mercado. Depois de concedida
pela Comissao Europeia, a autorizagao centralizada de introdugao
no mercado é valida em todos os Estados-Membros da UE.

A utilizacdao do procedimento autorizado a nivel central

é obrigatdria para a maior parte dos medicamentos inovadores,
nomeadamente os medicamentos para doengas raras.
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A grande maioria dos medicamentos auto-

rizados na UE nao se insere no ambito

do procedimento centralizado, sendo A EMA garante
autorizados pelas autoridades nacio- um pedido, uma

. L. avaliacao e uma
nais competentes dos varios Estados- gao e
autorizacao de
Membros.

introdug¢ao no mercado
Quando uma empresa pretende obter validos para toda

a autorizagao de um medicamento a Uniao Europeia.
em diferentes Estados-Membros, pode

optar por um dos seguintes procedimentos:

e 0 procedimento descentralizado, em que as empresas
podem pedir a autorizacdo simultanea de um medicamento
em mais de um Estado-Membro da UE, caso este ainda nao
tenha sido autorizado num pais da Unido e ndo se insira
no ambito do procedimento centralizado;

e 0 procedimento de reconhecimento matuo, em que
as empresas que possuem um medicamento autorizado
num dos Estados-Membros da UE podem pedir que essa
autorizagao seja reconhecida noutros paises da Unido.
Este processo requer a confianga nas avaliagoes cientificas
realizadas por outros Estados-Membros.
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Ip infarmed

Autoridade Nacional do Medicamento
e Produtos de Saude I.P.

O que é o INFARMED - Autoridade Nacional do Medicamento e dos Produtos de Saude, IP?
O INFARMED, IP é o organismo, tutelado pelo Ministério da Saude, com atribuicbes nos dominios da
avaliacdao, autorizacao, disciplina, inspeccao e controlo de producado, distribuicdo, comercializacao e
utilizacgdo de medicamentos de uso humano, incluindo os medicamentos a base de plantas e os
medicamentos homeopaticos, e de produtos de saude (que incluem produtos cosméticos e de higiene
corporal, dispositivos médicos e dispositivos médicos para diagnéstico in vitro) em Portugal.

O INFARMED, IP produz ou vende medicamentos?

Nao. Apenas regula a sua avaliagdo, autorizacdo, inspeccao e controlo de producdo, distribuicao,
comercializagao e utilizagdo. O fabrico, distribuicdo e venda de medicamentos é feito exclusivamente por
entidades autorizadas.

Como é que o INFARMED, IP assegura que os medicamentos existentes no mercado sao
seguros, eficazes e de qualidade?

Através da avaliagdo criteriosa de todos os medicamentos antes da introdugao no mercado com base em
critérios técnico-cientificos e em normas e regulamentos internacionalmente aceites, do licenciamento e
inspecgoes periddicas dos estabelecimentos de produgdo, distribuicdo e venda de  medicamentos, da
monitorizagao e controlo da qualidade dos medicamentos disponiveis no mercado, através da sua analise
periddica, da vigilancia dos efeitos e reacgées adversas dos medicamentos e pela informagado actualizada
e fiavel a consumidores e profissionais de salde.

Quais os objectivos da actual Politica do Medicamento?

Os principais objectivos da actual Politica do Medicamento sdao: assegurar o acesso aos medicamentos;
garantir a eficacia, a seguranca e a qualidade dos medicamentos; garantir a sustentabilidade do servigo
nacional de saude, introduzindo maior racionalidade e eficiéncia na gestdo do medicamento em meio
ambulatério e hospitalar; melhorar a prescricdo e dispensa; promover o desenvolvimento do sector
farmacéutico.



A Uniao Europeia e a competicao geopolitica
nas vacinas contra a Covid-19

Governo da Hungria]

1 5 [FONTE: OGYEI /

H-1051 Budapest, Zrinyi u. 3.

Pharmacy and Nutrition

o 0 GY E I National Institute of

Publications Events Projects

Tel.: (1) 8869-300, E-mail: ogyei@ogyei.gov.hu
Mail: 1372 P.O. Box: 450.

% MAGYAR

@ (5] @ Q
OGYEI issued a temporary . DATABASES,
authorization for distribution of the ABOUT OGYE SPECIALIZATIONS INFORMATION REGISTERS
product for emergency use

e About us Medicines Counterfeit medicines Drug database

Contacts Pharmacies Individual medicine Paramedicines
import

Information on nitrosamines for Publications Medical devices Lists

marketing authorisation holders

more

Guidance for the MAHS on the
preparation and dissemination of
DHPCs has been updated

more

LAWS AND REGULATIONS

FINANCE

FORMS

Health Technology
Assessment

Gene technology

Electronic Cigarettes

Travelling with
Controlled Drugs

Nitrosamine
contamination

Regulatory possibilities
during COVID-19

Withdrawal/suspension



A Uniao Europeia e a competicao geopolitica
nas vacinas contra a Covid-19 (16) ronre ocver/

Governo da Hungria]

About us

The National Institute of Pharmacy and Nutrition (OGYEI) is appointed by
the 28/2005. (ll. 25.) Government Decree as a licensing authority for
pharmaceutical and public administrational matters. The main activity of
OGYElI is to provide the public with safe, effective and quality medicines in
accordance with the regulations. OGYEI is the national organisation of
official drug controlling tasks and it is also the methodical and research
institute of Hungary.

OGYEI examines the notifications on the quality of medicinal products and
adverse drug reaction alongside to the tasks pertaining to the
authorization of medicinal products and ensuring withdrawal from the
market of the defective batches posing a threat to human health.
Additionally it is also OGYEl's task to authorize the manufacture,
distribution of medicinal products and the activity of parallel import
according to strict considerations and to continuously control good
manufacturing-. distribution-, clinical- as well as laboratory practice
concerning the development of medicinal products, and also the
pharmacovigilance related activity of the marketing authorization holders.
The obligation of authorizing and supervising clinical trials on
investigational medicinal products, off-label indication, individual demand
for medicinal product and dispensing of medicinal products are also under
the competence of OGYEI. Activities relating to gene technology and
establishments carrying out such experiments in the field of human
medical sector are authorized by OGYEI, as well.
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Website content concerning the

obligations of MAHSs in terms of OGYEI issued a temporary authorization for distribution of the product for
pharmacovigilance has been emergency use
updated

OGYEI granted a temporary authorization for distribution of the product for emergency use for the Russian vaccine

Issues on the introduction of Sputnik V (Gam-COVID-VAC) based on government decree No 488/2020.

requ.ir.ed safety features for National Institute of Pharmacy and Nutrition (OGYEI) made its decision after more than two months of evaluative
medicines work, site visits and active communication with the manufacturer. The conditions of this licence included that the
vaccine must comply with the laboratory test of NNK (National Public Health Centre). In addition, NNK will investigate
each production batch with the similar laboratory tests and will release them to the Hungarian market only after that.

Information for marketing
authorisation holders on change of
requirements concerning DHPC
submissions

OGYEI has also approved a temporary authorization for distribution of the product for emergency use of Astra
ChAdOx1 S vaccine in Hungary, also based on government decree No 488/2020, whereas this decree states that
medicines approved in the United Kingdom may also be used in Hungary. The UK authorities examined the product,
which was considered safe and effective, so no further testing was needed. Thanks to this licence, Hungary will be
able to start vaccinations with the AstraZeneca vaccine for the first time in the European Union.

Information on nitrosamines for

marketing authorisation holders Both conditional marketing authorization shall be valid for six months and may be renewed for further six months.
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Hungarian experts travel to China to
inspect vaccine

The production processes of Chinese pharmaceutical manufacturer
Sinopharm'’s coronavirus vaccines were inspected in Beijing by
experts from Hungary's National Institute of Pharmacy and Food and
Health (OGYEI), state news agency MTI reported on Saturday.

“We were able to see what we wanted,” said Ferenc Lukacs, the head of
the institute’s authority control department, who confirmed production
was taking place in a modern factory and under safe conditions.

Hungary has “practically” come to an agreement with Sinopharm, which
could mean up to one million doses on first delivery after national
regulatory authorisation, chief government spokesperson Gergely Gulyas
said on Thursday.
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Chinese Vaccine Sinopharm Arrives
in Hungary

The Hungarian government has given the Chinese vaccine emergency
licensing, and the National Institute of Pharmacy and Nutrition (OGYEI)
authorized its use in January, yet it still has not provided any information
to the public regarding its efficacy or its safety.

Out of the five vaccines currently authorized by the OGYEI, the Chinese
vaccine is the most expensive, costing 18 thousand forint (50 euros) per
dose.

This is ten times more than the second most expensive vaccine, Sputnik V,
which costs 1,800 forint (5 euros) per dose.

According to an article published by The Lancet, this variance in price can
have a multitude of different factors, including production, state and
private funding, and political pressure.

5 Million Doses of the Chinese Vaccine Will Be Shipped
to Hungary

5 million doses of the Chinese vaccine are set to be imported to Hungary
over the course of four months.

In comparison, 4 million 439 thousand doses are expected from Pfizer
and 1.7 million doses are expected from Moderna (500 thousand have
already arrived from the two companies). 2 million Sputnik V doses are
currently expected from Russia, and 6.5 million doses are expected from
AstraZeneca.
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Kozlemények

Koronavirus
Események
oroiektek Sinopharm koronavirus elleni vakcinajanak magyar nyelvi alkalmazasi elGirasa - 2021.02.19.
rojekte
RSS Tajékoztatd a Sinopharm vakcindjaval oltottak szamara - 2021.02.19.
Oldaltérkép Sputnik V koronavirus elleni vakcina magyar nyelvi alkalmazasi elGirasa - 2021.02.09.

Tajékoztato Sputnik V vakcinaval oltottak szamara - 2021.02.09.

JOGSZABALYOK, IRANYELVEK

PENZUGY
Tajékoztatas klinikai vizsgalatok folytonossagardl a COVID-19 (koronavirus) alatt -
FORMANYOMTATVANYOK 2021.02.18.

Gyogyszerhatdsagok Vezetbinek (HMA) utmutatodja a klinikai vizsgalatok folytatasarol a
COVID-19 pandémia soran - Version 4. - 2021.02.04.

2021. Marcius

Sze Cs P

Ismét alhirt gyartott Hadhazy Akos az oltassal kapcsolatban - 2021.02.03.
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EMA starts rolling review of the Sputnik V COVID-19 vaccine

< Share

News 04/03/2021

EMA’s human medicines committee (CHMP) has started a rolling review of Sputnik V (Gam-COVID-Vac), a

COVID-19 vaccine! developed by Russia’s Gamaleya National Centre of Epidemiology and Microbiology. The EU
applicant for this medicine is R-Pharm Germany GmbH.

The CHMP’s decision to start the rolling review is based on results from laboratory studies and clinical studies
in adults. These studies indicate that Sputnik V triggers the production of antibodies and immune cells that
target the SARS-CoV-2 coronavirus and may help protect against COVID-19.

EMA will evaluate data as they become available to decide if the benefits outweigh the risks. The rolling review
will continue until enough evidence is available for formal marketing authorisation application.

EMA will assess Sputnik V’s compliance with the usual EU standards for effectiveness, safety and quality. While
EMA cannot predict the overall timelines, it should take less time than normal to evaluate an eventual
application because of the work done during the rolling review.

EMA will communicate further when the marketing authorisation application for the vaccine has been

submitted.
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Russia’'s Sputnik puts EU regulator
in tight corner

Experts will have to set politics aside as they assess
the data for coronavirus vaccine Sputnik V.

The European Medicines Agency will have to assess the Sputnik V coronavirus vaccine | Norberto Duarte/AFP

via Getty Images

It's the most political job the EU's drugs regulator has had to do: Make a
call on the Russian COVID-19 vaccine.

The first data for Sputnik V landed on the European Medicines Agency's
desk Thursday — well after the vaccine arrived in several European
countries. And take-up of the vaccine in Europe without the agency'’s
rigorous assessment has divided EU countries as well as their
governments.
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Hungary, the Czech Republic and Slovakia have all sought to bypass
assessment of the vaccine's safety and efficacy by the EMA, not long after
publication of promising data in The Lancet. Sputnik's producer, which
has falsely stated since January that it had filed an application for a
license with the EMA, has also provided vaccines to contested territories
such as the Donbass region in eastern Ukraine.

By contrast, some countries formerly under Soviet control, namely the
Baltic states and Poland, are particularly wary of the Russian vaccine and
warn it's a geopolitical weapon deployed to widen political divides within
the EU. Other EU members, notably Germany, are supportive of Russia’s
jab — so long as it passes the EMA's high standards for quality, safety and
efficacy.

Pressed on the geopolitical concerns, the European Commission has
underscored that the EMA's analysis is exclusively on the vaccine itself.

"Geopolitics have nothing to do" with the regulator's assessment of the
vaccine, said Commission spokesperson Eric Mamer on Thursday. "That is
based on the data that is provided by the company."
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Non-partisan assessment

Experts from across Europe sitting on the EMA's human medicines
committee (CHMP) now have to assess the first data supporting Sputnik,
scrutinizing the evidence backing the adenovirus vaccine.

They'll have to resist pressure from their national capitals, even those in
countries with more acrimonious relationships with Moscow.

While the EMA's decision to assess Sputnik might lead to a politicization of
the debate over whether it should be approved, the agency will remain
impartial, insists Katrin Boettger, director of the German-based think tank
Institut fur Europaische Politik.

In the end, it will be “the quality of the vaccine” that's the deciding factor
in any decision made by the agency, Boettger said, adding: "A regulated
approval procedure through EMA is preferable to national approvals by
some member states."

One country that could move the needle in Sputnik’'s favor is Germany.
Some German officials had previously signaled Berlin's willingness to
churn out doses of the shot, and German pharmaceutical manufacturer
IDT Biologika is reportedly ready to help with production.
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Doses given per 100 Norway 11.3 l 0.6m Mar 8

Location ¢ residents v Total doses given ¢ Latest update ¢
Estonia 11.3 . 150.1k Mar 9

Israel 99.1 _ 9m Mar 9
Switzerland 111 l 0.9m Mar 7

UAE vl | 6.3m Mar 9
UK 35.6 [N 23.8m Mar 8 Greece (GE | 1.2m Mar9
Bahrain 314 [N 0.5m e Poland 10.8 | 4.1m Mar 9
Maldives 312 R I Mar 0 Singapore 10.7 | 0.6m Mar 8
us 283 Il 92.9m Mar 9 Ll 106 i 0.5m Mar 6
Chile 269 A 5.1m Mar 9 Slovada 104 |l R S
Serbia 252 [l 1.8m Mar 9 Finland 104 I 0.6m Mar 9
Malta 202 | 101.8k Mar 8 Spain 103 i 4.8m Mar 8
Puerto Rico 19.9 | 0.6m Mar 9 Ronuosl 10.2 i Im Mar 9
Barbados 172 49.3k Mar 7 S 10.0 I 209.7k Mar 8
Hungary 1426 l 1.4m Mar 9 Germany 9.8 1 8.2m Mar 9
Denmark 13.0 . 0.8m Mar 8 European Union 9.8 I 43.7m Mar 9
Morocco 13.0 | 4.7m Mar 9 Austria 9.7 I 0.9m Mar 9
Turkey 123 i 10.2m Mar 9 He 97 1 Lo Mar 8
Iceland 11.6 | 42k Mar 8 Italy 9.6 i 5.8m Mar 9
Qatar 11.5 || 327k Mar 7 Sweden 9.6 i im Mar 9
Cyprus 11.4 | 100k Mar 5 Netherlands 9.3 i 1.6m Mar 7

Lithuania 11.4 | 316.9k Mar 9 France 8.9 i ém Mar 8



PARTE Il - NOTAS BREVES



A geopolitica do Iraque e a visita do Papa
Francisco (1) [FONTE: Encyclopaedia Britannical

Barza
® Dahiik
JQada’ Tal *Rawa

. ._.I % | o
SmIar o ‘Mosul

~
SECIN

ummar

TN
Al-Hadar,
" Al-Shargat

Khanagjn
B Al
ey NN , Alhalis

Tt ' - e\ Baghdad e

\ ’ Al-Ramadi
* |2 7 % = 2 _
v - - Al-Mahmadiyyah e

~“—\_.,v
L= =
-
) T
7

; " Al-Rutbah __ L IRAQ § ‘A-Suwayrah K
A A S -Ku
A A Pt boea i " o) - ) & .
:’ _____ yom=———=T ,‘/ . Ka!' 25 Al'H"Iah a-&)i ~ ’ "
A s . & qiyyah
DR 15\e
' N ! -
¢ ; i\ C ..
“saiman o |- A-Shu ayba.ﬁ
O Al-Rumayla
o o

29



A geopolitica do Iraque e a visita do Papa

FranC|SCO (2) [FONTE: Encyclopaedia Britannica]

Arabs

Iraqg's Arab population is divided between Sunni Muslims and the more numerous Shrites. These groups,
however, are for the most part ethnically and linguistically homogenous, and—as is common throughout
the region—both value family relations strongly. Many Arabs, in fact, identify more strongly with their
family or tribe (an extended, patrilineal group) than with national or confessional affiliations, a significant
factor contributing to ongoing difficulties in maintaining a strong central government. This challenge is
amplified by the numerical size of many extended kin groups—tribal units may number thousands or
tens of thousands of members—and the consequent political and economic clout they wield. Tribal
affiliation among Arab groups has continued to play an important role in Iraqi politics, and even in areas
where tribalism has eroded with time (such as major urban centres), family bonds have remained close.
Several generations may live in a single household (although this is more common among rural families),
and family-owned-and-operated businesses are the standard. Such households tend to be patriarchal,

with the eldest male leading the family.

Kurds

Although estimates of their precise numbers vary, the Kurds are reckoned to be the fourth largest ethnic

group in the Middle East, following Arabs, Turks, and Persians. There are important Kurdish minorities in

Iraq, Iran, Turkey, and Syria, and Iraq’s Kurds are concentrated in the relatively inaccessible mountains of

Iraqi Kurdistan, which is roughly contiguous with Kurdish regions in those other countries. Kurds

They have a strong tribal structure and distinctive costume, music, and dance.
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Sunnis

From the inception of the Iraqgi state in 1920 until the fall of the government of Saddam Hussein in 2003,

the ruling elites consisted mainly—although not exclusively—of minority Sunni Arabs. Most Sunni Arabs

follow the Hanafi school of jurisprudence and most Kurds the Shafii school, although this distinction has

lost the meaning that it had in earlier times.

Shiites

Iraqg’'s Shrites, like their coreligionists in Iran, follow the [thna ‘Ashari, or Twelver, rite, and, despite the
preeminence of Iran as a Shrite Islamic republic, Irag has traditionally been the physical and spiritual

centre of Shi'ism in the Islamic world. Shiism’s two most important holy cities, Al-Najaf and Karbala', are

located in southern Iraq, as is Al-Kufah, sanctified as the site of the assassination of ‘Ali, the fourth caliph,

in the 7th century. Samarra’, farther north, near Baghdad, is also of great cultural and religious

Muhammad al-Mahdi al-Hujjah. In premodern times southern and eastern Irag formed a cultural and

religious meeting place between the Arab and Persian Shtite worlds, and religious scholars moved freely
between the two regions. Even until relatively recent times, large numbers of notable Iranian scholars
could be found studying or teaching in the great madrasahs (religious schools) in Al-Najaf and Karbala’;

the Iranian cleric Ayatollah Ruhollah Khomeini, for instance, spent many years lecturing at Al-Najaf while

in exile. Although Shr'ites constituted the majority of the population, Iraqg’s Sunni rulers gave preferential

regime. Since the transition to elective government, Shrite factions have wielded significant political

power. 31
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Iraq religious affiliation (2015)*

= Muslim**

~ Christian

98.0% = other

© Encyclopaedia Britannica, Inc. * Approximate. **Includes c. 66% Sht'ite and ¢. 32% Sunni.
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A geopolitica do Iraque e a visita do Papa
Francisco (5) [FONTE: BBC, 11/10/2011]

Guide: Christians in the Middle East

The Middle East is the birthplace of Christianity and home to some of the
world's most ancient Christian denominations. But Christian communities
across the region are declining in numbers because of a combination of low
birth rates, emigration and, in some places, persecution and violence.

SYRIA
LEBANON

ISRAEL IRAQ IRAN
WEST BANK & GAZAr. JORDAN

— KUWAIT
EGYPT BAHRAIN
4. QATAR
SAUDI ARABIA
UAE
Christians in population OMAN
Less than 1%

1-5% YEMEN

5-20%
B More than 20%

The Christian population of the Guif states of Bahrain, Kuwait, Oman, Qatar, Saudi Arabia,

UAE and Yemen are mostly expatriate communities. (C) BRITISH BROADCASTING CORPORATION
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Francisco (6) [FONTE: BBC, 11/10/2011]

IRAQ

There has been a Christian presence in what is now Iraq since the 2nd Century.
The largest groups are the Chaldean and Assyrian Churches.

The Chaldeans are Eastern-rite Catholics - autonomous Churches of Eastern
origin which retain their own liturgy and traditions, but recognise the Pope's
authority.

The Assyrian Church - the Ancient Church of the East, also sometimes referred
to as the Nestorian Church - traces its roots back to 2nd Century
Mesopotamia and is not Catholic.

The traditional liturgical language of both Assyrian and Chaldean Churches is
Syriac - a derivative of Aramaic, the language thought to have been spoken by
Jesus and his disciples. Some Iraqgi Christians still speak Syriac.

Iraq also has communities of Syrian Catholics, Syrian Orthodox, Copts,
Armenian Orthodox, Armenian Catholics, Greek Orthodox and Greek
Catholics, as well as Anglicans and Evangelicals.

Arrise in attacks on Christians after the US-led invasion in 2003 led to up to
half the Christian population leaving, although there are no official statistics.

In November 2010, 52 people were killed as security forces stormed a Catholic
church in Baghdad to free dozens of people held hostage. A Sunni militant
group claimed responsibility for the attack, the deadliest such incident
suffered by Iraq's Christians in modern times.

Although the Iragi government has made commitments to enshrining the
rights of religious minorities in the country's new constitution, the lack of
security makes these difficult to enforce on the ground.

34
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Christian Population Trends

in the Middle East
.. .. 141.4M
Christians living 150 MILLION
in Egypt, Iraq,
Israel, Jordan,
Lebanon,
Palestirlian ............................. 120
territories and
Syria
.............................. go
.............................................. 60
Non-Christian
population
.............................................................. 30
14.2M

7.5M Christian

LSV e o N B Population

1900 1950 1970 2000 2010

Source: The 1900, 1950, 1970 and 2000 estimates are
from the World Religion Database and the Egyptian censuses
of 1897, 1947, 1966 and 1996. The 2010 estimates are
based on the Pew Research Center’'s Global Religious
Landscape report.

PEW RESEARCH CENTER

Breakdown of Christians
Living in the Middle East,
2010

Christians living in Eqypt,
Iraq, Israel, Jordan, Lebanon,
the Palestinian territories and
Syria

Catholic
27%

Orthodox

65%
Protestant

Source: Pew Research Center's Global
Christianity report (2010)

PEW RESEARCH CENTER
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A geopolitica do Iraque e a visita do Papa
Francisco (1 O) [FONTE: Times of Israel, 6/03/2021]

In ancient Ur, birthplace of Abraham,
pope urges peace among
monotheistic faiths

Sacred city in cradle of civilization served region'’s
peoples for thousands of years, but has gone largely
unexplored; some experts believe its treasures could
rival EQypt's Giza

Standing in the traditional birthplace of the biblical Abraham, the father of
the Jewish, Christian and Muslim faiths, Pope Francis on Saturday urged
Iraq’s Muslim and Christian religious leaders to put aside animosities and
work together for peace and unity.
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A geopolitica do Iraque e a visita do Papa
Francisco (1 1 ) [FONTE: Times of Israel, 6/03/2021]

Francis then headed straight to the desert site of the ancient city of Ur,
where Abraham is believed to have been born in the second millennium
BCE.

“It all started from here,” Francis said, after hearing from representatives
of Irag's diverse religious communities.

“This blessed place brings us back to our origins,” he said. “We seem to
have returned home."

Ur, known in Hebrew as Ur Kasdim and in English as Ur of the Chaldeans,
is mentioned three times in Genesis. Though it is not explicitly stated, it is
implied that Abraham originates from there before traveling to the land of
Canaan.

Jozsef Molnar’s ‘Abraham’s Journey from Ur to Canaan,’ from 1850 (Public Domain)



A geopolitica do Iraque e a visita do Papa
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Can Pope Francis save Iraq's
Christians from 'extinction'?

Iraq's Christian minority has dealt with decades of
persecution — and many are skeptical about
whether a four-day visit by Pope Francis will make a
difference.

® AHMAD -\L~PUB~"-|‘E‘-'AFF’§ia Getty Imagss

Pope Francis, leader of the Catholic Church, began a historic four-day visit
to Irag on Friday morning, marking the first papal visit to the country. The
pope's schedule will see the 84-year-old cleric crisscross the country.

He landed in Baghdad on Friday and was greeted by Iraqgi Foreign Minister
Fuad Hussein, who said Iraqis were eager to welcome Francis' "message
of peace and tolerance" and called the visit a meeting between the
"minaret and the bells."
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Francisco (14) [FONTE: DW, 6/03/2021]

Cradle of civilization

Christians have been present in areas now known as Iraq since around
the 1st century AD.

The Bible suggests that the ancient city of Ur — where Pope Francis will
pray on Saturday — is the birthplace of Abraham, father of the Abrahamic

religions, which include Christianity, Judaism and Islam.

Over the centuries, the development of Iraq's Christian community has
largely been determined by whoever was in charge, whether that was the
Ottomans, Mongols, Persians or Arabs.

Over this century and the last, the Christian minority — like many other
minorities in Iraqg — has had to deal with discrimination and persecution
from the country's Muslim majority and its various leaders.

Under Saddam Hussein's regime, local Christians, who belong to one of
14 different sects, were tolerated by the mostly secular dictatorship. But
after the US invasion of Iraq in 2003, as the country descended into
sectarian violence, Iraqi Christians were faced with worse treatment.
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Billboards in Baghdad highlight Pope Francis' upcoming visit with Grand
Ayatollah Ali al-Sistani

Pope's impact weighed

Most recently, local Christians fled northern districts they had occupied
for centuries, after the extremist group known as "Islamic State" took over
the capital of Ninawa province, Mosul, and surrounding areas.

Around 1.4 million Christians in the country were counted in a 1987 Iraqi
government census. But over the last three decades, their numbers have
plummeted as Christians emigrated. Today, there are thought to be
between 200,000 and 300,000 Christians left in Iraq.

So will Pope Francis' four-day visit help Iraq's Christians today? Not that
much, Bashar Matti Warda, the Chaldean archbishop of Irbil,told CCN, the
media office of the Catholic Bishops' Conference of England and Wales.

"It's not going to help the Christians materially or directly," Warda
conceded, "because we are really in a very corrupt political and economic
system. No doubt about that. He [Pope Francis] will hear nice words ... But
when it comes to day-to-day issues, no, | think that's a different story."
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