ASSOCIACAO
BRASILEIRA
DE NORMAS
TECNICAS

Prezados(as) Senhores(as),

A ABNT gostaria de contar com a sua participagdo na 82 Reunidao/2025 da Comisséao de
Estudo de Aspectos Comuns de Seguranga para Equipamentos Eletromédicos (CE-
026:020.001) e Comissao de Estudo de Equipamento Eletromédico (CE-026:020.002), do
Comité Brasileiro Odonto-Médico-Hospitalar (ABNT/CB-026), a ser realizada conforme a
programagao a seguir.

Data: 05.09.2025

Horario: 9h as 13h

Modalidade: remota

Local: ndo aplicavel

Link: https://zoom.us/meeting/register/nibhiwupQrieET1EyeVF8Q
Pauta da reuniao:

1. Abertura;

2. ldentificagdo dos membros presentes;

3. Analise, corregao e aprovagao da Minuta de Ata da Reunido anterior;
4. Aceitagdo da pauta proposta (ou modificagéo);

5. Comunicados do Coordenador das CEs;

6. Documentos para conhecimento recebidos da IEC e ISO:

6.1. TC 62 — Medical equipment, software, and systems

62/555/RQ Result of 62/546/Q - Questionnaire on the priorities for future SNAIG reports
Result on 62/551/Q: Questionnaire regarding updating IEC 60050-880, International
62/556/RQ Electrotechnical Vocabulary (IEV) — Part 880: Electrical equipment, electrical
systems and software used in healthcare with an amendment

6.2. SC 62A — Common aspects of medical equipment, software, and systems
Titulo

Results of Questionnaire 62A/1669/Q - Withdrawal of IEC TR 80001-2-9:2017,
Application of risk management for IT-networks incorporating medical devices - Part

S 2-9: Application guidance - Guidance for use of security assurance cases to
demonstrate confidence in IEC TR 80001-2-2 security capabilities
Review report on IEC TR 80001-2-9 Ed1: Application of risk management for IT-
62A/1683/RR networks incorporating medical devices - Part 2-9: Application guidance - Guidance

for use of security assurance cases to demonstrate confidence in IEC TR 80001-2-
2 security capabilities

Review report on ISO TR 80001-2-6:2014 ED1: Application of risk management for
62A/1684/RR IT-networks incorporating medical devices -- Part 2-6: Application guidance --
Guidance for responsibility agreements

6.3. SC 62D — Particular medical equipment, software, and systems

6.4. TC 76 — Optical radiation safety and laser equipment
Titulo

Result of Voting on 76/763/CDV - ISO 11553-2 ED2: Safety of machinery — Laser
76/780/RVC processing machines — Part 2: Safety requirements for hand-held or hand-

operated laser processing machines

Compilation of Comments on 76/769/CD - ISO TS 19818-2 ED1: Eye and face
76/781/CC protection — Protection against laser radiation — Part 2: Guidance on the selection
and use of laser eye and face protection related to ISO 19818-1
Draft agenda for the meeting to be held in Le Barp, France from 2025-10-05 to

T6/782IDA  500c G010
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https://zoom.us/meeting/register/nIbhlwupQrieET1EyeVF8Q
https://www.iec.ch/dyn/www/f?p=103:30:108467116367993::::FSP_ORG_ID,FSP_LANG_ID:1245,25
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001/library/5/8483695_LL/2025/09%20-%20Setembro/62_555e_RQ
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001/library/5/8483695_LL/2025/09%20-%20Setembro/62_556e_RQ.pdf
https://www.iec.ch/dyn/www/f?p=103:30:108467116367993::::FSP_ORG_ID,FSP_LANG_ID:1359,25
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001/library/5/8483695_LL/2025/09%20-%20Setembro/undefined-2
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001/library/5/8483695_LL/2025/09%20-%20Setembro/undefined-3
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001/library/5/8483695_LL/2025/09%20-%20Setembro/62A_1684e_RR
https://www.iec.ch/dyn/www/f?p=103:30:108467116367993::::FSP_ORG_ID,FSP_LANG_ID:1365,25
https://www.iec.ch/dyn/www/f?p=103:30:::::FSP_ORG_ID:1264
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/8486320_LL/2025/09%20-%20Setembro/undefined-2
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/8486320_LL/2025/09%20-%20Setembro/76_781e_CC
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/8486320_LL/2025/09%20-%20Setembro/undefined-1

6.5. TC 87 — Ultrasonics

7. Documentos para voto de documentos internacionais recebidos da IEC e ISO:
7.1. TC 62 — Medical equipment, software, and systems

Referéncia

62/553/CD

62A/1671/CD

62A/1672/CD

62A/1673/CD

62A/1675/CD

62A/1676/CD

62A/1677/CD

62A/1680/CD

62A/1681/DC

Titulo

IEC 60050-881 ED2: International Electrotechnical
Vocabulary (IEV) - Part 881: Radiology and
radiological physics

IEC 60601-1/FRAG10 ED4: Medical electrical
equipment - Part 1: General requirements for basic
safety and essential performance - lonizing
radiation hazards (Fragment 10)

IEC 60601-1/FRAG12 ED4: Medical electrical
equipment - Part 1: General requirements for basic
safety and essential performance -
Electromagnetic disturbances hazards (Fragment
12)

IEC 60601-1/FRAG8 EDA4: Medical -electrical
equipment - Part 1: General requirements for basic
safety and essential performance - Thermal and
fire hazards (Fragment 8)

IEC 60601-1/FRAG5 EDA4: Medical electrical
equipment - Part 1: General requirements for basic
safety and essential performance - PEMS related
hazards (Fragment 5)

IEC 60601-1/FRAG6 EDA4: Medical -electrical
equipment - Part 1: General requirements for basic
safety and essential performance - Electrical
hazards (Fragment 6)

IEC 60601-1/FRAG7 ED4: Medical electrical
equipment - Part 1: General requirements for basic
safety and essential performance - Mechanical
hazards (Fragment 7)

IEC TS 62366-2 ED1: Medical devices - Part 2:
Guidance on the application of usability
engineering to medical devices

Document for Comment ISO/CD 24973: Health
informatics — Digital therapeutics — Product
requirements

2025-07-04

2025-06-06

2025-06-13

2025-06-20

2025-06-20

2025-06-20

2025-06-20

2025-07-25

2025-07-25

7.3. SC 62D — Particular medical equipment, software, and systems

2025-09-26

7.2. SC 62A — Common aspects of medical equipment, software, and systems

A . Data de Data de
Referéncia Titulo . = =
circulagao conclusao

2025-09-05

2025-09-05

2025-09-12

2025-09-12

2025-09-12

2025-09-12

2025-09-12

2025-10-17

Data de Data de
circulagao conclusao

A . Data de Data de
Referéncia Titulo . = =
circulagao conclusao

7.4. TC 76 — Optical radiation safety and laser equipment

Referéncia

76/774/CDV

76/779/CD

Titulo
IEC 60601-2-22/AMD1 ED4: Amendment 1 - Medical
electrical equipment - Part 2-22: Particular

requirements for basic safety and essential
performance of surgical, cosmetic, therapeutic and
diagnostic laser equipment

IEC 60825-18 ED1: Safety of laser products - Part
18: Guided beam delivery systems

7.5. TC 87 — Ultrasonics

Referéncia

Titulo

8. Deliberagao de Projeto de Norma para Consulta Nacional:
e Nenhum documento

Data de Data de
circulacao conclusao

2025-07-04

2025-07-18

2025-09-26

2025-09-26

Data de Data de
circulacao conclusao
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https://www.iec.ch/dyn/www/f?p=103:30:::::FSP_ORG_ID:1281
https://www.iec.ch/dyn/www/f?p=103:30:108467116367993::::FSP_ORG_ID,FSP_LANG_ID:1245,25
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001/library/5/44312556_LL/2025/08%20-%20Agosto/62_553e_CD
https://www.iec.ch/dyn/www/f?p=103:30:108467116367993::::FSP_ORG_ID,FSP_LANG_ID:1359,25
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001/library/5/44312556_LL/2025/06%20-%20Julho/undefined-3
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001/library/5/44312556_LL/2025/06%20-%20Julho/undefined-4
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001/library/5/44312556_LL/2025/08%20-%20Agosto/undefined-9
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001/library/5/44312556_LL/2025/08%20-%20Agosto/62A_1675e_CD.pdf
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001/library/5/44312556_LL/2025/08%20-%20Agosto/undefined-1
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001/library/5/44312556_LL/2025/08%20-%20Agosto/undefined-2
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001/library/5/44312556_LL/2025/09%20-%20Setembro/62A_1681e_DC
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001/library/5/44312556_LL/2025/09%20-%20Setembro/62A_1680e_CD
https://www.iec.ch/dyn/www/f?p=103:30:108467116367993::::FSP_ORG_ID,FSP_LANG_ID:1365,25
https://www.iec.ch/dyn/www/f?p=103:30:::::FSP_ORG_ID:1264
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/2025/08%20-%20Agosto/undefined-2
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/2025/08%20-%20Agosto/undefined-5
https://www.iec.ch/dyn/www/f?p=103:30:::::FSP_ORG_ID:1281

9. Estruturagao e relatérios de GTs/GTCs da CE 026:020:001 e CE 026:020:002;

10. Apresentagdo da situagdo atual das normas trabalhadas pelas CEs 026:020:01 e
026:020:02;

11. Outros assuntos;
12. Planejamento dos proximos trabalhos;
13. Agdes para a proxima reuniao;

14. Préximas reunides — Ano 2025:

Fev Mar Abr Mai Jun Jul Ago Set Out Nov Dez

07 07 04 09 06 04 01 05 03 07 05

15. Encerramento da reunido.

Para contribuir com os trabalhos de Normalizagao, € necessario seguir estes passos:

1. Cadastre-se em www.abntonline.com.br/normalizacao, preencha o formulario de inscrigao,
selecione a(s) Comissdo(des) de Estudo de seu interesse e aceite os termos de
confidencialidade e de consentimento.

2. Acesse os documentos destas Comissdes de Estudos em:

CE-026:020.001 e CE-026:020.002

3. Participe das reunides, debates e Consultas Nacionais, contribuindo com seu conhecimento e
expertise.

4. Indique novos participantes, compartilhando o /ink de inscricado.

Ressaltamos que:
e Nao é permitido aos participantes fotografar, gravar ou filmar a reunido sem autorizagao.
e As reunibes poderdo ser gravadas pela Coordenagdo, para fins de elaboragdo de ata de
reunido.
e Caso nao tenha mais interesse em participar desta Comissdo de Estudo, envie um
e-mail para a Secretaria do Comité Técnico (cb-026@abnt.org.br) solicitando seu
descadastramento.

Junte-se a nos e faga a diferengal
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http://www.abntonline.com.br/normalizacao
https://sd.iso.org/documents/open/8d84e8dd-95c6-4af3-9454-f2e8740ca68f
https://sd.iso.org/documents/open/2adbcac0-4f38-4f46-9862-d58c02cec659
https://www.abntonline.com.br/consultanacional/
https://www.abntonline.com.br/normalizacao/
mailto:cb-026@abnt.org.br

