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2ARNIL21: EREEER

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

Subchapter A -- General

PART 11 - Electronic records, electronic signatures

21 CFR /X— K820

AN BREEER

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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REEERCRH
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REDERH

ROHS Directives

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 Il 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

Worldwide IEC 63000

2022

Technical documentation for the assessment of
electrical and electronic products with respect to the
restriction of hazardous substances

EU

REACH
Regulation

2006

REGULATION (EC) No 1907/2006 OF THE 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 _
California proposition 65

US California

Act

1986

HEALTH AND SAFETY CODE - HSC DIVISION 20.
MISCELLANEOUS HEALTH AND SAFETY
PROVISIONS CHAPTER 6.6. Safe Drinking Water
and Toxic Enforcement Act of 1986

China

SJ/T 11365-2006

2006

ACPEIP - E¥RBRHERICL B FLREERZE (PEMR
RoHS : BEBEWEOEAHIR )
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Jae7r Decree 4725 2005 | DECRETO NUMERO 4725 DE 2005 (Diciembre 26) por el
cual se reglamenta el régimen de registros sanitarios,
permiso de comercializacion y vigilancia sanitaria de los
dispositivos médicos para uso humano.
EU Regulation 2017 EEMBRICEITIMMNBLELITEERHE (EV)
2017/745/EU 2017/745 ( 201754 AR50 ) — ¥+ 2001/83/EC. #
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TOv3 EE 84-12 2012 |Law n°84-12 relative to medical devices
New 2003/325#1 8] | 2003 |Medicines (Database of Medical Devices) Regulations
Zealand 2003 (SR 2003/325)
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RERE Decree 27209 | 2016 |Enforcement Decree of Medicl Act
RERE Al 1354 2017 | Enforcement Rule of the Medical Act
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