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EN 62471:2008

IEC 60825-1:2014
EN 60825-1:2014+A11:2021

21 CFR Part 1040

Title 21--Food And Drugs

Chapter I--Food And Drug Administration Department
Of Health And Human Services

Subchapter J -- Radiological Health

Part 1040 — Performance standards for light-emitting
products

yals

M=

2016

ISO 13485:2016
Medical devices — Quality management systems —
Requirements for regulatory purposes

ISO 14971

2019

ISO 14971:2019
Medical devices — Application of risk management to
medical devices

ISO 14001

2024

ISO 14001:2015/A1:2024
Environmental management systems - Requirements with
guidance for use

21 CFR Part 11

2023

Title 21--Food And Drugs

Chapter I--Food And Drug Administration Department Of
Health And Human Services

Subchapter A -- General

PART 11 - Electronic records, electronic signatures

21 CFR Part 820

2020

Title 21--Food And Drugs

Chapter I--Food And Drug Administration Department Of
Health And Human Services

Subchapter H -- Medical Devices

PART 820 - Quality System Regulation
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EU ROHS X|# 2011 DIRECTIVE 2011/65/EU OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL of 8 June
20110n the restriction of the use of certain
hazardous substances in electrical and electronic
equipment
2015 |COMMISSION DELEGATED DIRECTIVE (EU)
2015/863 of 31 March 2015, amending Annex I
to Directive 2011/65/EU of the European
Parliament and of the Council as regards the list
of restricted substances
2016 |COMMISSION DELEGATED DIRECTIVE (EU)
2016/585 of 12 February 2016 amending, for the
purposes of adapting to technical progress,
Annex IV to Directive 2011/65/EU of the
European Parliament and of the Council as
regards an exemption for lead, cadmium,
hexavalent chromium, and polybrominated
diphenyl ethers (PBDE) in spare parts recovered
from and used for the repair or refurbishment of
medical devices or electron microscopes
2017 DIRECTIVE (EU) 2017/2102 OF THE
EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 15 November 2017 amending
Directive 2011/65/EU on the restriction of the use
of certain hazardous substances in electrical and
electronic equipment
™ MA IEC 63000 2022 | Technical documentation for the assessment of
electrical and electronic products with respect to
the restriction of hazardous substances
EU REACH 2006 REGULATION (EC) No 1907/2006 OF THE
Regulation EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 18 December 2006 concerning the
Registration, Evaluation, Authorisation and
REACH - Restriction of Chemicals (REACH),
amending Directive 1999/45/EC and repealing
Council Regulation (EEC) No 793/93 and
Commission Regulation (EC) No 1488/94 as well
as Council Directive 76/769/EEC and
Commission Directives 91/155/EEC, 93/67/EEC,
93/105/EC and 2000/21/EC
USA _ US California 1986 HEALTH AND SAFETY CODE - HSC DIVISION
California proposition 65 20. MISCELLANEOUS HEALTH AND SAFETY
Act PROVISIONS CHAPTER 6.6. Safe Drinking
Water and Toxic Enforcement Act of 1986
33 SJ/T 11365-2006 2006 |ACPEIP - Administrative Measure on the Control
of Pollution caused by Electronic Information
Products Chines RoHS (Restriction of Hazardous
Substances)
EE 6 EIZIEYAH
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Dispocision
2318/2002

2002

Administracion Nacional de Medicamentos,
Alimentos y Tecnologia Médica - Registro de
productos Medicas - Reglamento

TGA 236-2002

2021

Therapeutic Goods (Medical Devices)
Regulations 2002. Statutory Rules No. 236, 2002
made under the Therapeutic Goods Act 1989

Bosnia and
Herzegovina

Act

2008

Medicinal products and medical devices act of
Bosnia and Herzegovina ("Official Gazette of BiH,
No. 58/08)

RDC 665/2022

2022

Resolution RDC n°665, 30 March 2022, Provides
for the Good Manufacturing Practices for Medical
Devices and Medical devices for In Vitro
Diagnostis

RDC 751/2022

2022

RDC No. 751, of September 15, 2022, which
provides for risk classification, notification and
registration regimes, and labeling requirements
and instructions for use of medical devices.

Ordinance
384/2020

2020

INMETRO Certification - Compliance Assessment
Requirements for Equipment under Health
Surveillance Regimen - Consolidated.

SOR/98-282

2024

Medical Devices Regulations

Regulation n°739

2021

Regulation for the Supervision and Administration
of Medical Devices

Decree 4725

2005

DECRETO NUMERO 4725 DE 2005 (Diciembre
26) por el cual se reglamenta el régimen de
registros sanitarios, permiso de comercializacién
y vigilancia sanitaria de los dispositivos médicos
para uso humano.

EU

Regulation
2017/745/EU

2017

REGULATION (EU) 2017/745 OF THE
EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 5 April 2017 on medical devices,
amending Directive 2001/83/EC, Regulation (EC)
No 178/2002 and Regulation (EC) No 1223/2009
and repealing Council Directives 90/385/EEC and
93/42/EEC

Rule

2017

Medical Device Rules, 2017

Regulation 62

2017

Regulation of the minister of health of the republic
of Indonesia number 62 of 2017 on product
license of medical devices, in vitro diagnostic
medical devices and household health products

OlAztd

Law 5772-2012

2012

The Medical Equipment Law, 5772-2012

o=

MHLW
Ordinance: MO n
°169

2021

Ministerial Ordinance on Standards for
Manufacturing Control and Quality Control for
Medical Devices and In-Vitro Diagnostics

ALk

Act

2002

The Pharmacy and Poisons Act, Cap 244 of the
Laws of Kenya

Maquet PowerLED Il
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Sxiof 2hat HE
=7t AxHE i L b =
2r2f|O| Alof Act 737 2012 | Medical Device Act 2012 (Act 737)
Montenegro Law 53/09 2009 |Law of Montenegro on Medical Devices (2009)
L Law 84-12 2012 Law n°84-12 relative to medical devices
e = Regulation 2003 |Medicines (Database of Medical Devices)
2003/325 Regulations 2003 (SR 2003/325)
AtC| o2} Regulation 2017 |“Medical Device Interim Regulation” issued by the
Hlot Board of Directors of the Food and Drug Authority
(1-8-1429) dated 29/12/1429 H and amended by
Saudi Food and Drug Authority Board of Directors
decree No. (4-16-1439) dated 27/12/2017
M|ZH]|o} Law 105/2017 2017 | Law on Medicinal Products and Medical Devices,
“Official Gazette of the Republic of Serbia,” No.
105/2017
CHetRl= | HE AM14330% 2016 | o|27|7|%
CHEHRIS | ™ XM272095 | 2016 | Ql=Z8d AlE™
CHEHRI= T3 AM1354% 2017 | o2 A3
AQA RS (Odim) 2020 Medical Devices Ordinance (MedDO) of 1 July
812.213 2020
CHEt = 2020 | Taiwanese Medical Device Act
Ei= Act 2562 2019 |Medical Device Act (No. 2) B.E. 2562(2019)
A= Act 2021 Medical Devices Regulations 2002 n°618
al= 21CFR Part 7 2023 Title 21--Food And Drugs
Chapter I--Food And Drug Administration
Department Of Health And Human Services
Subchapter A -- General
PART 7 - Enforcement policy
al= 21CFR - Title 21--Food And Drugs
Subchapter H Chapter I--Food And Drug Administration
Department Of Health And Human Services
Subchapter H -- Medical Devices
HIE Decree 98/2021 2021 Decree No. 98/2021/ND-CP November 8, 2021 of
the Government on the management of medical
equipment
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Max. 1 mW /A 650 nm / IEC 60825-1:2014-05
EN 60825-1:2014 + A11:2021
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LASER RADIATION

DO NOT STARE INTO BEAM
CLASS 2 LASER PRODUCT
Max. TmW, 650nm, IEC40825-1:2014 /
EN60825-1:2014 + A11:2021. Complies with 21 CFR
1040.10 and 1040.11, except for deviation
pursuant fo Laser Notice No.56, dated May 8, 2019
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