DE NORMAS

ASSOCIACAO
4 T BRASILEIRA
TECNICAS

Prezados(as) Senhores(as),

A ABNT gostaria de contar com a sua participagdo na 2 Reunido/2026 da Comissdo 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: 06.03.2026

Horario: 9h as 12h

Modalidade: remota

Local: nao aplicavel

Link: https://zoom.us/meeting/reqgister/qiHz8NzfT4yg-NMt -VX g
Pauta da reuniao:

1. Abertura e identificagdo dos membros presentes;

2. Analise, corregao e aprovagao da Minuta de Ata da Reunido anterior;
3. Aceitagao da pauta proposta (ou modificagéo);
4. Comunicados do Coordenador das CEs;

5. Documentos para conhecimento recebidos da IEC e ISO:

5.1. TC 62 — Medical equipment, software, and systems
Titulo

62/536A/CC Revised Compilation of Comments on 62/520/CD - IEC 63450 ED1: Testing of
_— Artificial Intelligence / Machine Learning-enabled Medical Devices

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

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

Compilation of Comments on 62D/2277/CD - IEC 80601-2-77 ED2: Medical
62D/2289/CC electrical equipment - Part 2-77: Particular requirements for the basic safety and
essential performance of robotically assisted surgical equipment
Compilation of Comments on 62D/2278/CD - IEC 80601-2-78 ED2: Medical
electrical equipment - Part 2-78: Particular requirements for basic safety and
essential performance of medical robots for rehabilitation, assessment,
compensation or alleviation

5.4. TC 76 — Optical radiation safety and laser equipment

62D/2290/CC

Titulo
Revised Result of Voting on 76/763/CDV - ISO 11553-2 ED2: Safety of machinery
76/780A/RVC — Laser processing machines — Part 2: Safety requirements for hand-held or
hand-operated laser processing machines (APROVADO)
76/794/AC Appointment of an assistant secretary

5.5. TC 87 — Ultrasonics

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

Referéncia Titulo Data de Data de
circulagdo conclusao

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

circulagao conclusao
IEC 60601-1/FRAG3 EDA4: Medical electrical
equipment - Part 1: General requirements for basic
safety and essential performance - User interface

hazards (Fragment 3)

62A/1713/CD 2025-12-12 = 2026-03-06
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https://zoom.us/meeting/register/qiHz8NzfT4yg-NMt_-VX_g
https://www.iec.ch/dyn/www/f?p=103:30:108467116367993::::FSP_ORG_ID,FSP_LANG_ID:1245,25
https://sd.iso.org/documents/open/8552ca05-4847-40e4-ac2f-287875e5438e
https://www.iec.ch/dyn/www/f?p=103:30:108467116367993::::FSP_ORG_ID,FSP_LANG_ID:1359,25
https://www.iec.ch/dyn/www/f?p=103:30:108467116367993::::FSP_ORG_ID,FSP_LANG_ID:1365,25
https://sd.iso.org/documents/open/fa091c53-46d4-4ea7-8c4d-8a63a87917e0
https://sd.iso.org/documents/open/7615cc9b-7383-4537-abcb-793223256408
https://www.iec.ch/dyn/www/f?p=103:30:::::FSP_ORG_ID:1264
https://sd.iso.org/documents/open/e67274d1-694b-4bbb-a089-404dd5ea2a2a
https://sd.iso.org/documents/open/81cda315-1dd9-4cd1-83b0-648c57884ffd
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://www.iec.ch/dyn/www/f?p=103:30:108467116367993::::FSP_ORG_ID,FSP_LANG_ID:1359,25
https://sd.iso.org/documents/open/beeaec06-0da2-4139-bfea-1a405234f14e

IEC 60601-1/FRAG4 ED4: Medical electrical
equipment - Part 1: General requirements for basic

62A/1715/CD ; . 2025-12-12 =~ 2026-03-06
safety and essential performance - Materials
hazards (Fragment 4)
IEC 60601-1/FRAG9 ED4: Medical electrical

62A/1717/CD equipment - Part 1: General requirements for basic 2025-12-19  2026-03-13

safety and essential performance - Optical radiation
hazards (Fragment 9)
ISO 81001-1 ED2: Health software and health IT
62A/1725/CD systems safety, effectiveness and security - Part 1: = 2026-01-30 = 2026-03-27
Principles and concepts
PNW TS 62A-1727 ED1: Medical electrical
62A/1727/NP equipment - Requirements for assessment of 2026-02-06 2026-05-01
electromagnetic exposure hazards

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

Referéncia Titulo : = =

circulacao conclusao

ISO 80601-2-56 ED3: Medical electrical

equipment - Part 2-56: Particular requirements

for basic safety and essential performance of 2025-12-19  2026-03-13

clinical thermometers for body temperature

measurement

Call for nominations for the Chair of 62D:

62D/2286/AC Particular medical equipment, software, and 2025-12-19 = 2026-03-13

systems

62D/2280/CDV
62D/2280(F)/CDV

6.4. TC 76 — Optical radiation safety and laser equipment

Data de Data de
Referéncia Titulo
circulagao conclusao

6.5. TC 87 — Ultrasonics

A . Data de Data de
Referéncia Titulo . = =
circulagao conclusao
IEC 63412-2 ED1: Ultrasonics - Shear-wave
elastography - Part 2: Preparation and

87/928/CD L 2025-12-19 2026-03-13
characterization of phantoms for performance and
constancy testing

87/932/DC Proposal for an Interpretation Sheet for IEC 62127- 2026-01-23 2026-03-20

1:2022 by JP NC
7. Estruturagéo e relatérios de GTs/GTCs da CE-026:020:001 e CE-026:020:002;

8. Apresentacdo da situagdo atual das normas trabalhadas pela CE-026:020:001 e CE-

026:020:02;

8.1. Deliberagédo do Projeto ABNT NBR IEC 60601-2-46 — Equipamento eletromédico —
Parte 2-46: Requisitos particulares para a seguranc¢a basica e desempenho essencial
de mesas cirurgicas
https://sd.iso.org/documents/open/beaa39dc-5418-458c-8ccf-f2561af86a98

9. Outros assuntos;
9.1. Parecer Técnico — Revisao do parecer técnico para determinacao de ensaios de
rotina aplicaveis para cadeira de rodas

10. Planejamento dos préximos trabalhos;
11. Agdes para a proxima reuniao;

12. Préximas reunides — Ano 2026:

Fev Mar Abr Mai Jun Jul Ago Set Out Nov Dez
06 06 10* 08* 12* 03 07 04 02 06 04

13. Encerramento da reunido.

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

1. Cadastre-se em www.abntonline.com.br/normalizacao, preencha o formulario de inscrigao,
selecione a(s) Comissdo(0es) de Estudo de seu interesse e aceite os termos de
confidencialidade e de consentimento.

2. Acesse os documentos destas Comissdes de Estudos em:

a. CE-026:020.001 e CE-026:020.002
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https://sd.iso.org/documents/open/275551ac-831e-4964-8d7b-c9887c1858fd
https://sd.iso.org/documents/open/df86024e-01d3-4c5b-8e72-0c03662fb88d
https://sd.iso.org/documents/open/90c25ec3-c0f8-43d5-bbe8-2a88dbcb6f9b
https://sd.iso.org/documents/open/542bfede-6d27-422f-b18f-2f6ef2a2378b
https://www.iec.ch/dyn/www/f?p=103:30:108467116367993::::FSP_ORG_ID,FSP_LANG_ID:1365,25
https://sd.iso.org/documents/open/d9781956-b9c1-4ee6-bfa1-55e3144d8893
https://sd.iso.org/documents/open/5168f282-a2b5-49fa-a946-e19c2bcd1d24
https://sd.iso.org/documents/open/0964482e-4573-436b-a8e5-db04c047cdd4
https://www.iec.ch/dyn/www/f?p=103:30:::::FSP_ORG_ID:1264
https://www.iec.ch/dyn/www/f?p=103:30:::::FSP_ORG_ID:1281
https://sd.iso.org/documents/open/46a96edd-ac08-47ae-8ad2-067f91962342
https://sd.iso.org/documents/open/fb4045db-0377-44ed-aa99-318ac66e688b
https://sd.iso.org/documents/open/beaa39dc-5418-458c-8ccf-f2561af86a98
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

3. Participe das reunides, debates e Consultas Nacionais, contribuindo com seu conhecimento e
expertise.
4. Indique novos participantes, compartilhando o link de inscricéo.

Ressaltamos que:
e Na&o é permitido aos participantes fotografar, gravar ou filmar a reunidao sem autorizagéo.
e As reunides poderdo ser gravadas pela Coordenacéo, para fins de elaboragdo de ata de
reunido.

e (Caso ndo 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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https://www.abntonline.com.br/consultanacional/
https://www.abntonline.com.br/normalizacao/
mailto:cb-026@abnt.org.br

