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1. About OpenDoors

« Fundacao: 2018.

- Lider de mercado em Portugal no segmento nimero de APIs: 79.

« Presenca ativa em 5 mercados na venda de APIs (Portugal, Espanha, Grécia,
Marrocos e Argélia).

« Mais de 100 contratos de licenciamento assinados, cobrindo 74 paises em todos os
continentes.

« Stocks em Portugal de APIs/Materiais de embalagem e Excipientes.
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Q Nao infracao de patentes / Geografia.

d Competitividade (preco, capacidade).

O Qualidade (estabilidade, impurezas, produtos de degradacao).
O Standards de Qualidade / GMP compliance.

Q Documentacao DMF / CEP.

Q Garantia de fornecimento (relacao contratual).

O Boa comunicacao.

O Competéncias técnicas / cientificas disponiveis (galénicos, analiticos,
producao, registos).

0 Instalacdes fabris adequadas (Areas de producdo, equipamento).
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4.2 Avaliacao
regulamentar
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Outros custos

Custo percebido indirectos Total
Custo de (ex: manutencao)
Custo de inventario [ | T
processo [
Custode | ——-—-------
aquisicao

-~ 1 I I 1

* Material de * Obsolescéncia - Custos de Energia.
escritorio * Seguros e Custos de
. * Maodeobra movimentagao
* Formularios « CustosdeCapital  +« Rendas
* Processamento : Iz:?éjaesngj roubos Amortizacdes
administrativo das deterioracio * Manutengao do
encomendas €spaco

* Custosde
° MéodeObra armazenagem
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4.2 Avaliacao Regulamentar

Module 3.2.5.4, 3.2.5.7, 2.3.S and 3.2.S from DMF;

MSDS in line with REACH regulation;

Recommend storage and transportation conditions statement;
Manufacturing licence for each manufacturing sites;

GMP certificate from each manufacturing sites;

Written confirmation from each manufacturing sites, when available;
Allergens statement according to EU regulation;
Latex, porcine, gluten and alcohol free statements;
3 CoAs;

TSE BSE statement;

Residual Solvents;

Elemental impurities statement;

Nitrosamines risk assessment.
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4.3 Avaliacao Qualidade

Manual de qualidade.
Contrato Técnico
Cumprimento das normas ISO
Audit GMP’s

Preenchimento de questionarios/formularios

QUALITY

\ /

\

MANAGEMENT /

10



M 4.4 Avaliacido Logistica
OpenDoors Pharma
Partnering Solutions

Condicoes de transporte e armazenamento.
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1dead in China's Shanghai chemical plant explosion | World NiSTtor

e ’ News - Hindustan Times

China's latest chemical plant explosion was avoidable |
China Dialogue

Visitar

5.1 Acidentes

Cause of deadly chemical plant blast in east China revealed Nomstnr
- Xinhua | English.news.cn

DEATH TOLL RISES TO 78 IN CHINA
CHEMICAL PLANT EXPLOSION'

@ Financial Tribune
Explosion at BASF German Plant | Fi...

Blast at pharma factory in Valsad leaves three
dead, 2 injured

Updated - February 28, 2023 at 07:46 PM

Ven Petrochem & Pharma is a producer and exporter of mucolytic agents and eye drop products
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Champix (varenicline) - lots to be recalled due to presence of
impurity N-nitroso-varenicline above the Pfizer acceptable daily
intake limit

Nitroso Impurities In Valsartan: How Did We Miss Them?

By Ketan Agravat, OMSAV Pharma Research

On July 17, 2018 and July 18, 2018, respectively,
the EMA and the FDA reported a major issue
regarding the detection of a genotoxic impurity,
NDMA (N-nitrosodimethylamine), and
subsequently NDEA (N-nitrosodiethylamine), in
current lots of valsartan,* an API used to
manufacture generic angiotensin receptor blockers
(ARBs). The API at issue was supplied by two
Chinese companies, Zhejiang Huahai and Zhejiang =

FDA Requests Removal of All Ranitidine
Products (Zantac) from the Market

FDA Advises Consumers, Patients and Health Care Professionals After New FDA Studies Show

Risk to Public Health
14
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5.3 Nao cumprimento de GMPs

FDA gives out 483 form to Torrent
Pharma citing "inadaquate cleaning
procedure”

vz @ QMO

FDA cites Sun Pharma with litany of GMP violations,
including poor aseptic practices

U.S. Drug Regulator Flags Quality, Procedural Lapses At Cipla Facility

Cipla got eight observations after U.S. FDA conducted a current good manufacturing practices inspection at its Pithampur facility.

£, Monal Sanghvi

(© 28Feb 2023,04:01 PMIST O E Google News o L f A
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Pt Teva timeline: CEO says 20-25
_. manufacturing plants to close in hext
two years
- WBWy—fa?:?zthE?cLit;?il:dated on 11-Jan-2018 at 13:58 GMT gﬂum

Wdckhardt looks to trim $12M by

restructuring US business,
v @ shuttering lllinois plant

By Joseph Keenan * Feb 23, 2023 10:31am

Teva Pharmaceutical Industries (NYSE:TEVA investor five-year losses grow to 55%
as the stock sheds US$600m this past week

1 Simply Wall St
December 20, 2022 - 2 min read
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6. Estratégias para mitigar o risco

6.1 Aumentar o Stock de

seguranca

|

e Proprio ou reservado num distribuidor?

6.2 Fontes alternativas

e Serdo duas suficientes?

e Stocks locais. PORTUGAL!!

17
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Custo

6.1 Aumentar o stock de segurancga

Custos Totais
Custo de
manutencao de
stocks

Custo de vendas
perdidas

Nivel médio de stocks
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6.2 Fontes alternativas

Q

nsiderar:

Pais de Origem Tipo de Produto Sintese Completaou Int -1

e EU/China/India o API e Muitos EU fazem apenas o

* Material de embalagem ultimo passo
e Excipientes (purificagao/micronizacao)

19
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6.3 Trabalhar com um distribuidor

Melhor Preco.

Um ponto de
contacto no
mesmo pais.

Stock seguranca.

Reclamacgodes /

Gestao de :raazs]segfo
conflitos. P4ag
Apoio Partilha de

Independent Audit

regulamentar. reports - GMP.




Muito obrigado!

Mgy
OpenDoors Pharma
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r.santos@opendoors.pt

965643350
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