ASSOCIACAO
BRASILEIRA
DE NORMAS
TECNICAS

Prezados(as) Senhores(as),

A ABNT gostaria de contar com a sua participagcdo na 112 Reunidao/2025 da Comissao 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: 05.12.2025

Horario: 9h as 13h

Modalidade: remota

Local: ndo aplicavel

Link: https://zoom.us/meeting/reqgister/6UawwiGxSre7zzAidOF86A
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. Eleigdo para Coordenador da Comissao de Estudo e indicagdo do Secretario, periodo
2026-2027;

5. Aprovacao do Calendario de Reunibes para 2026;
6. Aprovagao da proposta do Programa de Normalizagao Setorial — PNS 2026;

7. Comunicados do Coordenador das CEs
7.1. Informagdes das Reunides Plenarias IEC TC 62, SC 62A, SC 62D em Milao/ltalia
(novembro/2026)
7.2. Proximas reunides e plenarias
7.2.1.SC 62A — Reunides WGs: 20 a 25/abril/2026 — Shanghai/China
7.2.2.Plenarias TC 62, SC 62A, SC 62D e reunibes dos WGs: 09 a
20/novembro/2026 — Hamburgo/Alemanha

8. Documentos para conhecimento recebidos da IEC e ISO:
8.1. TC 62 — Medical equipment, software, and systems

Titulo
Compilation of Comments on 62/560/CD - IEC 60050-880/AMD1 ED1:
62/572/CC International Electrotechnical Vocabulary (IEV) — Part 880: Electrical equipment,

electrical systems and software used in healthcare
List of decisions taken at the plenary meeting of TC 62 held in Milan, Italy on

62/573/DL 20251114

8.2. SC 62A — Common aspects of medical equipment, software, and systems
Titulo
Compilation of Comments on 62A/1680/CD - IEC TS 62366-2 ED1: Medical
62A/1705/CC devices - Part 2: Guidance on the application of usability engineering to medical
devices
Result of Voting on 62A/1692/DISH - IEC 81001-5-1/ISH1 ED1: Interpretation
62A/1706/RVDISH = Sheet 1 - Health software and health IT systems safety, effectiveness and
security - Part 5-1: Security - Activities in the product life cycle (APROVADO)
List of decisions taken at the plenary meeting of SC 62A held in Milan, Italy on
2025-11-11

62A/1707/DL

8.3. SC 62D — Particular medical equipment, software, and systems
Titulo
Result of Voting on 62D/2239/FDIS - IEC 80601-2-89 ED1: Medical electrical
62D/2272/RVD equipment - Part 2-89: Particular requirements for the basic safety and
essential performance of medical beds for children (APROVADO)
Result of Voting on 62D/2250/FDIS - 1SO 17510 ED1: Medical devices — Sleep

62D/2273/RVD apnoea breathing therapy — Masks and application accessories (APROVADO)
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https://zoom.us/meeting/register/6UawwiGxSre7zzAidOF86A
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/2025/12%20-%20Dezembro/62_572e_CC
https://sd.iso.org/documents/open/679de6fc-0bae-437a-b6f8-10f444f3f425
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/2025/12%20-%20Dezembro/62A_1705e_CC
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001/library/5/8483695_LL/2025/12%20-%20Dezembro/62A_1706e_RVDISH.pdf
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001/library/5/8483695_LL/2025/12%20-%20Dezembro/undefined-1
https://www.iec.ch/dyn/www/f?p=103:30:108467116367993::::FSP_ORG_ID,FSP_LANG_ID:1365,25
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/8486320_LL/2025/12%20-%20Dezembro/62D_2272e_RVD
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/8486320_LL/2025/12%20-%20Dezembro/62D_2273e_RVD

62D/2274/RVDISH

Result of Voting on 62D/2255/DISH - IEC 60601-2-2/AMD1/ISH1 EDG:
Interpretation Sheet 1 - Amendment 1 - Medical electrical equipment - Part 2-

62D/2276/DL

62D/2279/RVN

2: Particular requirements for the basic safety and essential performance of

high frequency surgical equipment and high frequency surgical accessories

(APROVADO)

2025-11-12

8.4. TC 76 — Optical radiation safety and laser equipment

Titulo
8.5. TC 87 — Ultrasonics
Titulo

87/837A/CC

Revised Compilation of Comments on 87/834/CD -

List of decisions taken at the plenary meeting of SC 62D held in Milan, ltaly on

Result of Voting on 62D/2248/NP - PNW 62D-2248 ED1: Anaesthetic and
respiratory equipment — Nebulizing systems and components (APROVADO)

IEC 62359 ED3: Ultrasonics

- Field characterization - Test methods for the determination of thermal and
mechanical indices and acoustic intensities related to medical diagnostic

ultrasonic fields

9. Documentos para voto de documentos internacionais recebidos da IEC e ISO:

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

Medical equipment, software, and systems

Data de Data de
Referéncia Titulo
circulagao conclusao

62/568/NP

62/570/CD

62/571/NP

PNW 62-568 ED1: Management systems -
Guidelines for incorporating ecodesign in the medical
device sector

IEC TR 63691-1 ED1: Medical devices — In silico
technologies — Part 1: Terminology and context
PNW 62-571 ED1: Medical devices — In silico

technologies — Part 2: Credibility assessment of first-

principles based methods

2025-10-24

2025-10-24

2025-10-24

2026-01-16

2026-01-16

2026-01-16

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

Referéncia

62A/1704/DTR

Referéncia

62D/2268/FDIS

62D/2269/FDIS

62D/2271/FDIS

62D/2275/NP

62D/2277/CD

62D/2278/CD

Titulo

IEC TR 60601-4-9 ED1: Medical electrical
equipment - Part 4-9: Guidance and interpretation -
Maintaining essential performance in single fault

condition - Examples

Titulo

ISO 80601-2-74 ED3: Medical electrical equipment
- Part 2-74: Particular requirements for basic safety
and essential performance of respiratory
humidifying equipment

ISO 80601-2-90 ED2: Medical electrical equipment
- Part 2-90: Particular requirements for basic safety
and essential performance of respiratory high-flow
therapy equipment

IEC 80601-2-52 ED1: Medical electrical equipment
- Part 2-52: Particular requirements for the basic
safety and essential performance of medical beds
for adults

PNW 62D-2275 ED1: Medical electrical equipment
-- Part 97: Particular requirements for basic safety
and essential performance of respiratory home
high-flow therapy equipment

IEC 80601-2-77 ED2: Medical electrical equipment
- Part 2-77: Particular requirements for the basic
safety and essential performance of robotically
assisted surgical equipment

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

9.4. TC 76 — Optical radiation safety and laser equipment

Referéncia

Titulo

2025-10-24

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

Data de Data de
circulagao conclusao

2025-10-31

2025-10-31

2025-11-07

2025-11-14

2025-11-21

2025-11-21

2025-12-19

2025-12-12

2025-12-12

2025-12-19

2026-02-06

2026-01-30

2026-01-30

Data de Data de
circulagao conclusao

Data de Data de
circulagdo conclusao
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https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/8486320_LL/2025/12%20-%20Dezembro/62D_2274e_RVDISH
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/8486320_LL/2025/12%20-%20Dezembro/undefined-1
https://sd.iso.org/documents/open/cf57be37-66c4-41e5-91a6-2d42a3bab680
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/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/8486320_LL/2025/12%20-%20Dezembro/undefined-2
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/fb022111-1828-4c15-9bde-86119150766a
https://sd.iso.org/documents/open/4d2ac4d3-fbe1-4c82-839b-c5307c5a517a
https://sd.iso.org/documents/open/c8d3dfc8-d08c-4abc-9bc5-b78ce250fc20
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/067202a3-e29e-41b0-871c-c9b5d9c4241a
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/21a29152-0342-488c-b528-86f11f091d44
https://sd.iso.org/documents/open/2a46cd48-0f98-4825-bceb-aa6d60971598
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/2025/12%20-%20Dezembro/62D_2271e_FDIS
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/2025/12%20-%20Dezembro/62D_2275e_NP
https://sd.iso.org/documents/open/2641f0d9-3965-4871-ae63-eec0aed5a211
https://sd.iso.org/documents/open/e9d853e6-15f8-45b0-a4b9-598a6f3a724c
https://www.iec.ch/dyn/www/f?p=103:30:::::FSP_ORG_ID:1264

9.5. TC 87 — Ultrasonics

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

IEC 63440 ED1: Ultrasonics - Measurement of
87/916/CDV temperature rise produced by medical ultrasonic 2025-10-24 2026-01-16

equipment
PNW 87-921 ED1: Underwater acoustics—
Calibration of interferometric fiber-optic
87/921/NP hydrophones in the frequency range 10 Hz to 20 2025-09-26 | 2025-12-19
kHz

10. Estruturacao e relatérios de GTs/GTCs da CE 026:020:001 e CE 026:020:002;

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

12. Outros assuntos;
13. Planejamento dos proximos trabalhos;
14. Agbes para a proxima reuniao;

15. 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

16. Encerramento da reunido.

Para contribuir com os trabalhos de Normalizagéo, é 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:
a. 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 inscricdo.

Ressaltamos que:
e Nao é permitido aos participantes fotografar, gravar ou filmar a reunido sem autorizagao.
e As reunibes poderdo ser gravadas pela Coordenagao, para fins de elaboragdo de ata de
reuniao.

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 diferencgal
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https://www.iec.ch/dyn/www/f?p=103:30:::::FSP_ORG_ID:1281
https://sd.iso.org/documents/open/3c677989-ed2a-4d80-91af-65e90ce109d3
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/2025/11%20-%20Novembro/87_921e_NP
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

