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Este certificado contempla as atividades do Instituto Portugués do Sangue e da Transplantagao, I.P.

This certificate contemplate the activities specified of

Bioarquivo do Banco Publico de Células do Cordao Umbilical
Instalagdes do Servico de Imunohemoterapia do
Centro Hospitalar Universitario Sdo Joao

Bioarchive of the Public Bank of Umbilical Cells, Facilities
of the Immunohemotherapy Service of Centro Hospitalar Universitdrio Sdo Jodo

Rua Doutor Roberto Frias
4200-467 PORTO - PORTUGAL

Centro de Sangue e da Transplantagao de Lisboa
Area Funcional da Transplantag¢do
Blood and Transplantation Centre of Lisbon, Functional Area of Transplantation
Hospital Pulido Valente Alameda das Linhas de Torres, 117
1769-001 LISBOA - PORTUGAL

Centro de Sangue e da Transplantac¢ao do Porto
Area Funcional do Sangue
Blood and Transplantation Centre of Oporto, Functional Area of Blood
Rua do Bolama, 133
4200-139 PORTO - PORTUGAL

acreditagdo
———

Laboratdrio Regional de Saude Publica do Algarve

Dra. Laura Ayres, Laboratério de Imunohemoterapia
Regional Public Health Laboratory of Algarve, Dr. Laura Ayres,
Immunohaemotherapy Laboratory

Parque das Cidades Sdo Jodo da Venda
8135-014 ALMANCIL - PORTUGAL

Centro de Sangue e da Transplantagao de Lisboa
Area Funcional do Sangue
Blood and Transplantation Centre of Lisbon, Functional Area of Blood
Avenida do Brasil, 53 - Pav. 17
1749-005 LISBOA - PORTUGAL

Centro de Sangue e da Transplanta¢ao de Coimbra
Blood and Transplantation Centre of Coimbra

Rua Escola Inés de Castro - Sdo Martinho do Bispo
3040-226 COIMBRA - PORTUGAL

Emitido em 2023-12-28

= - Date of issue
Valido até 2024-05-28
- Valid until

José Leitao
CEO
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APCER — Associagdo Portuguesa de Certificagdo
o’Porto Bessa Leite Complex | Rua Antdnio Bessa Leite, 1430 - 12 Esq.
4150-074 Porto
WWW.apcergroup.com
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O Sistema de Gestao da Qualidade do
The Quality Management System of

Instituto Portugués do Sangue e da Transplantacao, I.P.
Avenida Miguel Bombarda, 6
1000-208 LISBOA - PORTUGAL

e dos locais apresentados em anexo
and the sites specified in annex

implementado em dreas de suporte da Coordenagao Nacional da Transplantagao, Coordenagdo Nacional do Sangue e da Medicina Transfusional e integra a Formagdo
Técnica das Areas do Sangue e da Transplantacdo. Area Funcional do Sangue: Colheita, processamento, armazenamento, distribuic3o e disponibilizagdo de componentes
sanguineos humanos (incluindo plasma com redugdo patogénica); a partir da separacdo de sangue total, acondicionamento e armazenamento de plasma para tratamento

por solvente detergente e para fracionamento em medicamentos derivados do plasma; testes laboratoriais de imunohematologia de rotina e referéncia, testes
laboratoriais de rastreio seroldgico e gendmico para agentes infeciosos, testes laboratoriais de imunologia plaquetaria; gestdo da distribuicao de plasma solvente
detergente e de medicamentos derivados do plasma nacional; controlo de qualidade de componentes sanguineos e hemovigilancia. Area Funcional da Transplantaco:
testes laboratoriais de imunogenética/ genética, testes laboratoriais de imunobiologia, testes laboratoriais de citometria de fluxo, testes laboratoriais de rastreio de

agentes transmissiveis, testes laboratoriais de suporte a transplantagdo de érgaos, tecidos e células, medicina regenerativa e a outras areas da patologia; processamento,
preservacdo, armazenamento e distribuicdo de tecidos de origem humana; processamento, preservacdo, armazenamento e distribuicdo de células de sangue do corddo de

origem humana, gestdo do CEDACE; biovigilancia, cumpre os requisitos da norma
implemented in the Support areas of the National Coordination of Transplantation, National Coordination of Blood and Transfusion Medicine and integrates the Technical Training of the Areas of Blood and Transplantation. Blood
Functional Area: Collection, processing, storage, distribution and availability of human blood components (including pathogen-reduced plasma); from the separation of whole blood, packaging and storage of plasma for treatment
by detergent solvent and for fractionation into plasma-derived medicines; routine and reference immunohematology laboratory tests, serological and genomic screening laboratory tests for infectious agents, platelet immunology
laboratory tests; management of the distribution of detergent solvent plasma and medicines derived from national plasma; quality control of blood components and hemovigilance. Functional Area of Transplantation:
immunogenetics/genetics laboratory tests, immunobiology laboratory tests, flow cytometry laboratory tests, laboratory tests for screening transmissible agents, laboratory tests to support the transplantation of organs, tissues
and cells, regenerative medicine and others areas of pathology; processing, preservation, storage and distribution of tissues of human origin; processing, preservation, storage and distribution of cord blood cells of human origin,
management of CEDACE; biosurveillance, meets the requirements of the standard

NP EN ISO 9001:2015 Emitido em 2023-12-28

Date of issue
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Q/ José Leitdo
== CEO
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THE INTERNATIONAL CERTIFICATION NETWORK

Annex to the Certificate Nr. 2006/CEP.2702

This certificate contemplates the certified sites of

Instituto Portugués do Sangue e da Transplantacéo, I.P.

Bioarchive of the Public Bank of Umbilical Cells,
Facilities of the Immunohemotherapy Service of
Centro Hospitalar Universitario Sao Jodo
Rua Doutor Roberto Frias
4200-467 PORTO - PORTUGAL

Blood and Transplantation Centre of Lisbon,
Functional Area of Transplantation
Hospital Pulido Valente, Alameda das Linhas de Torres, 117
1769-001 LISBOA - PORTUGAL

Blood and Transplantation Centre of Oporto,
Functional Area of Blood
Rua do Bolama, 133
4200-139 PORTO - PORTUGAL

Regional Public Health Laboratory of Algarve,
Dr. Laura Ayres, Imnmunohaemotherapy Laboratory
Parque das Cidades Sao Jodo da Venda
8135-014 ALMANCIL - PORTUGAL

Blood and Transplantation Centre of Lisbon,
Functional Area of Blood
Avenida do Brasil, 53 - Pav. 17

1749-005 LISBOA - PORTUGAL

Blood and Transplantation Centre of Coimbra
Rua Escola Inés de Castro - Sdo Martinho do Bispo
3040-226 COIMBRA - PORTUGAL

ISO 9001:2015

Issued on: 2023-12-28
Expires on: 2024-05-28

This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as a stand-alone document

Registration Number: PT- 2006/CEP.2702

= l.;iNet —

Alex Stoichitoiu
President of IQNet

agcer

José Leitao

APCER CEO

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

APCER has issued an IQNet recognized certificate that

the organization

Instituto Portugués do Sangue e da Transplantacéo, I.P.

Avenida Miguel Bombarda, 6
1000-208 LISBOA - PORTUGAL

and the sites specified in annex
has implemented and maintains a

Quality Management System

for the following scope:

Support areas of the National Coordination of Transplantation, National Coordination of Blood and Transfusion Medicine and integrates
the Technical Training of the Areas of Blood and Transplantation. Blood Functional Area: Collection, processing, storage, distribution
and availability of human blood components (including pathogen-reduced plasma); from the separation of whole blood, packaging and
storage of plasma for treatment by detergent solvent and for fractionation into plasma-derived medicines; routine and reference
immunohematology laboratory tests, serological and genomic screening laboratory tests for infectious agents, platelet immunology
laboratory tests; management of the distribution of detergent solvent plasma and medicines derived from national plasma; quality control
of blood components and hemovigilance. Functional Area of Transplantation: immunogenetics/genetics laboratory tests, immunobiology
laboratory tests, flow cytometry laboratory tests, laboratory tests for screening transmissible agents, laboratory tests to support the
transplantation of organs, tissues and cells, regenerative medicine and others areas of pathology; processing, preservation, storage and
distribution of tissues of human origin; processing, preservation, storage and distribution of cord blood cells of human origin,
management of CEDACE; biosurveillance

which fulfils the requirements of the following standard

ISO 9001:2015

Issued on: 2023-12-28
Expires on: 2024-05-28

This attestation is directly linked to the IQNet Partner’s original certificate and shall
not be used as a stand-alone document

Registration Number: PT- 2006/CEP.2702

Alex Stoichitoiu José Leitdo

President of IQNet APCER CEO

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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