Convite

Prezados(as) Senhores(as),

A ABNT, como unico Foro Nacional de Normalizacdo, mediante a demanda de
normaliza¢cdo no campo Odonto-Médico-Hospitalar, criou as Comissdes de Estudo de
Aspectos Comuns de Seguranca para Equipamentos Eletromédicos (ABNT/CE-
026.020.001) e de Equipamento Eletromédico (ABNT/CE-026.020.002) para discutir e
estabelecer, por consenso, regras, diretrizes ou caracteristicas para o referido
assunto.

Desta forma, convidamos V.Sa. a participar da 102 Reunido de 2022 da ABNT/CE-
026.020.001 e ABNT/CE-026.020.002, a ser realizada conforme a programacdo a
seqguir:

Data: 02.12.2022

Horario: 09h00 as 12h00

Local: Av. Paulista, 1337, 7° Andar, Conj. 72, Sdo Paulo/SP

Acesso Remoto Individual:
https://abimo.webex.com/abimo-pt/j.php?MTID=m07d0d5f1e52553181a5622a8505f1e4f

Pauta:
1. Abertura;
2. Identificagdo dos membros presentes;
3. Andlise, correcdo e aprovacao da Minuta de Ata da Reunido anterior;
4. Aceitacdo da pauta proposta (ou modificagdo da mesma);
5. Eleicdo do(s) Coordenador(es) e indicacao do(s) secretéario(s) para as CEs;
6. Comunicados do Coordenador das CEs;
6.1 Apresentacao e votagdo da proposta de calendario para 2023;
6.2 Apresentacédo e votacdo da proposta de PNS para 2023;
7. Relato sobre a 86th IEC General Meeting;
8. Documentos recebidos da IEC e I1SO:

TC 62 - Electrical equipment in medical practice

Referéncia Titulo

Result on 62/424/Q: Questionnaire regarding the establishment of a Category A liaison

62/433/\NF with the IEEE Engineering in Medicine and Biology Society
62/434/DL List of decisions taken at the meeting of TC 62 in San Francisco, November 4, 2022
TC 62A - Common aspects of electrical equipment used in medical practice
Referéncia Titulo
62A/1492/DL List of decisions taken at the meeting of 82%2622A held in San Francisco on 1 November

TC 62D - Electromedical equipment

Referéncia Titulo

Revised Result of Voting on 62D/1892/CDV - IEC 80601-2-59/AMD1 ED2: Amendment
1 - Medical electrical equipment - Part 2-59: Particular requirements for the basic safety

62D/1938A/RVC and essential performance of screening thermographs for human febrile temperature
screening
Compilation of Comments on 62D/1973/CD - ISO 80601-2-79 ED2: Medical electrical
62D/2001/CC equipment - Part 2-79: Particular requirements for basic safety and essential

performance of ventilatory support equipment for ventilatory impairment

Compilation of Comments on 62D/1974/CD - 1SO 80601-2-80 ED2: Medical electrical
62D/2002/CC equipment - Part 2-80: Particular requirements for basic safety and essential
performance of ventilatory support equipment for ventilatory insufficiency

List of Decisions taken at SC 62D meeting held in San Francisco, CA, USA on 2022-

62D/2005/DL 11-02

TC 76 - Optical radiation safety and laser equipment

Referéncia Titulo

List of decisions taken at the Plenary Meeting of TC76, held in Sydney, Australia and

Z6/720/DL hybrid via Zoom on 2022-09-23
Unconfirmed minutes of the TC 76 Plenary meeting held as a hybrid meeting (Sydney
76/721/RM and Zoom) from 2022-09-18 (starting time: 09:00 AEST) to 2022-09-23 (finishing time:

11:50 AEST)



https://abimo.webex.com/abimo-pt/j.php?MTID=m07d0d5f1e52553181a5622a8505f1e4f
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001/library/5/8483695_LL/99017244_LL/99017252_LL/62_433e_INF
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001/library/5/8483695_LL/99017244_LL/99017252_LL/62_434e_DL
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001/library/5/8483695_LL/99017244_LL/99017252_LL/62A_1492e_DL.pdf
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/8486320_LL/99006209_LL/99006217_LL/undefined-7
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/8486320_LL/99006209_LL/99006217_LL/62D_2001e_CC.pdf
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/8486320_LL/99006209_LL/99006217_LL/undefined-1
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/8486320_LL/99006209_LL/99006217_LL/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/99006209_LL/99006217_LL/undefined-3
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/8486320_LL/99006209_LL/99006217_LL/undefined-4
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TC 87 - Ultrasonics

Referéncia Titulo
Compilation of Comments on 87/802/CD - IEC 62359 ED3: Ultrasonics - Field
87/819/CC characterization - Test methods for the determination of thermal and mechanical

indices and acoustic intensities related to medical diagnostic ultrasonic fields

List of decisions taken at the meeting of TC 87, held in San Francisco, US on 2022-11-

87/820/DL 04

9. Andlise de Votos dos seguintes documentos Internacionais:

TC 62 - Electrical equipment in medical practice
GT/GTC| Referéncia Titulo

Data de Data de
Circulacéo | Encerramento

TC 62A - Common aspects of electrical equipment used in medical practice

Data de Data de
Circulacéo | Encerramento

GT/GTC| Referéncia Titulo

PNW TS 62A-1491 ED1: Health software and
health IT systems safety, effectiveness and
GTC7/01| 62A/1491/NP security - Part 2-2: Guidance for the 2022-10-07 | 2022-12-30
implementation, disclosure and communication of
security needs, risks and controls

TC 62D - Electromedical equipment

Data de Data de

GT/GTC Referéncia Titulo . ~
Circulagéo | Encerramento

IEC 80601-2-86 ED1 - Medical electrical
equipment - Part 2-86: Particular requirements
for the basic safety and essential performance

of electrocardiographs, including diagnostic
equipment, monitoring equipment, ambulatory
equipment, electrodes, cables and leadwires

IEC 80601-2-58 ED3: Medical electrical
equipment - Part 2-58: Particular requirements
GTC09/02| 62D/1969/CDV | for the basic safety and essential performance | 2022-09-09 | 2022-12-02

of lens removal devices and vitrectomy

devices for ophthalmic surgery
IEC 60601-2-50/AMD1 ED3: Amendment 1 -
Medical electrical equipment - Part 2-50:
GT21/02 | 62D/1981/CDV | Particular requirements for the basic safety |2022-11-04| 2023-01-27
and essential performance of infant
phototherapy equipment
IEC 60601-2-35/AMD1 ED2: Amendment 1 -
Medical electrical equipment - Part 2-35:
Particular requirements for the basic safety
and essential performance of heating devices
using blankets, pads and mattresses and
intended for heating in medical use
IEC 60601-2-21/AMD1 ED3: Amendment 1 -
Medical electrical equipment - Part 2-21:
GT21/02 | 62D/1983/CDV | Particular requirements for the basic safety |2022-11-04| 2023-01-27
and essential performance of infant radiant
warmers
IEC 60601-2-19/AMD1 ED3: Amendment 1 -
Medical electrical equipment - Part 2-19:
Particular requirements for the basic safety
and essential performance of infant incubators
IEC 60601-2-20/AMD1 ED3: Amendment 1 -

Medical electrical equipment - Part 2-20:
GT21/02 | 62D/1986/CDV | Particular requirements for the basic safety |2022-11-04| 2023-01-27
and essential performance of infant transport

incubators

62D/1975/CD 2022-08-12| 2022-10-07

GT21/02 | 62D/1982/CDV 2022-11-04 | 2023-01-27

GT21/02 | 62D/1984/CDV 2022-11-04 | 2023-01-27



https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/8486320_LL/99006209_LL/99006217_LL/87_819e_CC
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/8486320_LL/99006209_LL/99006217_LL/undefined-6
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001/library/5/44312556_LL/99008144_LL/99008152_LL/62A_1491e_NP
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/99016658_LL/99016669_LL/62D_1975e_CD.pdf
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/99016658_LL/99016666_LL/undefined-15
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/99016658_LL/99016666_LL/undefined-17
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/99016658_LL/99016666_LL/undefined-19
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/99016658_LL/99016666_LL/undefined-21
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/99016658_LL/99016666_LL/undefined-23
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/99016658_LL/99016666_LL/undefined-25
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TC 62D - Electromedical equipment (continuagao)
GT/GTC | Referéncia Titulo pata deN DL
Circulagéo | Encerramento
IEC 60601-2-16 ED6: Medical electrical

equipment - Part 2-16: Particular requirements

GT20/02 | 62D/1988/CDV | for basic safety and essential performance of |2022-11-11| 2023-02-03
haemodialysis, haemodiafiltration and

haemofiltration equipment

EC 60601-2-34 ED4: Medical electrical

equipment - Part 2-34: Particular requirements

for the basic safety and essential performance | 2022-11-11 | 2023-02-03

GTC22/02| 62D/1990/CDV
of invasive blood pressure monitoring
equipment
IEC 80601-2-49/AMD1 ED1: Amendment 1 -

Medical electrical equipment - Part 2-49:
GTC22/02| 62D/1991/CDV | Particular requirements for the basic safety |2022-11-11| 2023-02-03
and essential performance of multifunction
patient monitors
IEC 60601-2-39 ED4: Medical electrical
GT20/02 | 62D/1992/CDV equipment - Part 2-39: Particular requirements 2022-11-11
———————— for basic safety and essential performance of
peritoneal dialysis equipment
ISO 80601-2-84 ED2: Medical electrical
equipment - Part 2-84: Particular requirements
GTCO01/02| 62D/1993/FDIS | for the basic safety and essential performance | 2022-10-07 | 2022-11-18
of ventilators for the emergency medical
services environment
ISO 80601-2-12 ED3: Medical electrical
equipment - Part 2-12: Particular requirements
62D/1994/EDIS | ¢ the basic safety and essential performance 2022-10-07
of critical care ventilators
ISO 80369-1 ED3: Small-bore connectors for
GTC10/02| 62D/2000/CD | liquids and gases in healthcare applications - | 2022-10-07 | 2022-12-30
Part 1: General requirements
Document for Comment: Input needed on
possible Corrigendum for IEC 60601-2-
47:2012, Medical electrical equipment - Part 2-
47: Particular requirements for the basic safety
and essential performance of ambulatory
electrocardiographic systems
IEC 60601-2-10/AMD2 ED2: Amendment 2 -
Medical electrical equipment - Part 2-10:
GT28/02 | 62D/2004/FDIS | Particular requirements for the basic safety |2022-11-04| 2022-12-16
and essential performance of nerve and
muscle stimulators
IEC 60601-2-75/AMD1 ED1: Amendment 1 -

2023-02-03

2022-11-18

GTC01/02

2022-10-28 | 2022-12-09

GTC22/02| 62D/2003/DC

Medical electrical equipment - Part 2-75:
GT33/02 | 62D/2006/FDIs | " articular requirements for the basic safety 1,455 1141 | 2022-12-23
and essential performance of photodynamic
therapy and photodynamic diagnosis
equipment
TC 76 - Optical radiation safety and laser equipment
GT/GTC| Referéncia Titulo pata de: Data de
Circulacéo | Encerramento
TC 87 - Ultrasonics
GT/GTC| Referéncia Titulo pata de; Data de
Circulacéo | Encerramento
IEC 62127-3 ED2: Ultrasonics - Hydrophones -
87/818/FDIS | Part 3: Properties of hydrophones for ultrasonic | 2022-10-14 | 2022-11-25
fields



https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/99016658_LL/99016666_LL/62D_1988e_CDV
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/99016658_LL/99016666_LL/undefined-1
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/99016658_LL/99016666_LL/undefined-3
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/99016658_LL/99016666_LL/undefined-5
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/99016658_LL/99016666_LL/undefined-7
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/99016658_LL/99016666_LL/undefined-8
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/99016658_LL/99016666_LL/undefined-9
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/99016658_LL/99016666_LL/undefined-10
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/99016658_LL/99016666_LL/undefined-11
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/99016658_LL/99016666_LL/undefined-12
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002/library/5/43399684_LL/99016658_LL/99016666_LL/undefined-13
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10. Estruturacdo de GTs/GTCs da CE 026:020:001 e CE 026:020:002. Relatérios
relativos aos GTs e GTCs;

11. Apresentagao da situacdo atual das normas trabalhadas pelas CEs 026:020:001 e
026:020:002;
11.1 Deliberacao Projeto ABNT NBR IEC 60601-2-76;
11.2 Deliberagéo Erratas Norma Geral e Colaterais.

12. Outros assuntos;

13. Planejamento dos préximos trabalhos;

14. AcBes para a proxima reuniao;

15. Proxima reuniao:

Fevereiro Margco  Abril Maio  Junho  Julho Agosto Setembro Outubro Novembro Dezembro
03 03 04 05 02 07 04 01 06 10 01

16. Encerramento da reunido.

Os documentos das Comissdes de Estudo 026:020.001 e 026:020.002, estdo disponiveis no
ABNT Documents, na seguinte pasta:
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001

https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002

Para obter login e senha de acesso ao Livelink, faca o cadastro no
site www.abntonline.com.br/normalizacao, indicando que deseja participar da Comissao de
Estudo e aceite o termo de confidencialidade.

SOLICITAMOS QUE CONFIRME SUA PRESENGA OU JUSTIFIQUE AUSENCIA
RESPONDENDO ESTA MENSAGEM PARA O E-MAIL cb-026@abnt.org.br.

Cordialmente,
Karla D. Martinez Fogaca
Chefe de Secretaria — ABNT/CB-026

TERMO DE CONSENTIMENTO

Declaro estar ciente e fornecer meu consentimento livre, informado e inequivoco para que os
meus dados pessoais, coletados pela ABNT e homologados por mim no Portal da
ABNT (https://www.abntcatalogo.com.br/cadastro.aspx), sejam tratados com a finalidade de
realizar acdes de envio de e-mails para a criacdo de Comités Técnicos, publicacdo e revisdo de
normas, participagdo em reunides de Comités Técnicos ou outros assuntos relacionados, como
cursos, certificagdo, compra de normas etc.

Estou ciente que, caso queira indicar ou convidar pessoas para participar de reunifes de
Comités Técnicos, estas precisam acessar o Portal da ABNT,
(https://www.abntcatalogo.com.br/cadastro.aspx) e efetuar o seu cadastro no sistema CUP
(Cadastro Unico de Pessoas).

Em cumprimento a Lei n°® 13709:2018, é vedado utilizar, compartilhar, comercializar ou atribuir
qualquer outra finalidade aos dados pessoais coletados que ndo sejam as finalidades
destinadas ao cumprimento integral do objeto deste Termo de Consentimento, sob pena de
arcar com eventuais danos e sancfes previstos em lei.

Caso ndo deseje receber novas comunicacfes, acessar o link a seguir e efetuar a
revogacdao: https://www.abntcatalogo.com.br/cadastro.aspx.

Caso ndo tenha mais interesse em participar da Comisséo de Estudo em questéo, enviar e-
mail para a Secretaria do Comité Técnico (cb-026 @abnt.org.br).



https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-001
https://sd.iso.org/documents/ui/#!/browse/abnt/ct/abnt-cb-026/abnt-cb-026-ce-026-020-002
http://www.abntonline.com.br/normalizacao
mailto:cb-026@abnt.org.br
https://www.abntcatalogo.com.br/cadastro.aspx?O=N
https://www.abntcatalogo.com.br/cadastro.aspx?O=N
https://www.abntcatalogo.com.br/cadastro.aspx
mailto:cb-026@abnt.org.br

