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47 CFR Part 15

Title 47--Telecommunications

Chapter I--Federal Communications Commission
Subchapter A -- General

PART 15 - Radio frequency devices

Directive 2014/53/EU Directive RED
Radio Act 2014 Japan Radio Act (Act No 131 of 1950)
Safety Code 6 2015 Limits of Human Exposure to Radiofrequency Electromagnetic

Energy in the Frequency Range from 3 kHz to 300 GHz
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ISO 13485

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 #11&8 5

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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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

£IK

IEC 63000

2022

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

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
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ZEmMFE US California 1986 HEALTH AND SAFETY CODE - HSC DIVISION
LM proposition 65 20. MISCELLANEOUS HEALTH AND SAFETY
Act PROVISIONS CHAPTER 6.6. Safe Drinking
Water and Toxic Enforcement Act of 1986
RE SJ/T 11365-2006 2006 ACPEIP - Administrative Measure on the Control
of Pollution caused by Electronic Information
Products Chines RoHS (Restriction of Hazardous
Substances)
%* O NEFRESEN
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Australia TGA 236-2002 2021 Therapeutic Goods (Medical Devices)
Regulations 2002. Statutory Rules No. 236, 2002
made under the Therapeutic Goods Act 1989
EU Regulation 2017 Medical Devices Regulations
2017/745/EU
Malaysia Act 737 2012 Medical Device Act 2012 (Act 737)
Morocco Law 84-12 2012 Law n°84-12 relative to medical devices
New Regulation 2003 Medicines (Database of Medical Devices)
Zealand 2003/325 Regulations 2003 (SR 2003/325)
Saudi Arabia Regulation 2017 | Medical Device Interim Regulation, decree No.
(4-16-1439) dated 27/12/2017
Serbia Law 105/2017 2017 Law on Medicinal Products and Medical Devices
No. 105/2017
South Korea Act 14330 2016 Medica Device Act
South Korea | Decree 27209 2016 Enforcement Decree of Medicl Act
South Korea Rule 1354 2017 Enforcement Rule of the Medical Act
Switzerland RS (Odim) 2020 |Medical Devices Ordinance (MedDO) of 1 July
812.213 2020
Thailand Act 2562 2019 Medical Device Act (No. 2) B.E. 2562(2019)
UK Act 2021 Medical Devices Regulations 2002 n°618
% 10: TIZRENFEMH
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Chapter I--Food And Drug Administration
Department Of Health And Human Services
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Subchapter H Chapter I--Food And Drug Administration
Department Of Health And Human Services
Subchapter H -- Medical Devices
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GETINGE 3¢

FRO3 Maquet SAS Formulaire
EU Declaration of Conformity (RED)

Form ID : FR03-SOP-45054-E rev1

Doc ID: EU DoC_AIRO5Receiver Revision: A

EU DECLARATION OF CONFORMITY FOR RADIO EQUIPMENT
acc. to Article 18 of Directive 2014/53/EU on Radio Equipment

Name and Address of the Manufacturer: Maquet SAS
Parc de Limére
Avenue de la Pomme de Pin
CS 10008 Ardon
45074 QOrléans cedex 2- France

On our sole responsibility, we hereby declare that the product(s)
Product-/ Trade Name: AIRO5 Receiver

Reference-No.: ARD568803989

comply with the relevant provisions of the following Regulation(s) and Directive(s):

= Directive 2014/53/EU on Radio Equipment

Conformity Assessment acc. to Module A of Directive 2014/53/EU
Procedure:
e |EC 62368-1:2014 - Audio/video, information and communication technology
Standards applied: equipment Part 1: Safety — Requirements
e ETSI EN 301 489-1v2.2.3 - ElectroMagnetic Compatibility (EMC) standard for radio
equipment and services; Part 1: Common technical requirements; Harmonised
Standard for ElectroMagnetic Compatibility
e ETSIEN 301 489-3 v2.3.2 - ElectroMagnetic Compatibility (EMC) standard for radio
equipment and services; Part 3: Specific conditions for Short Range Devices (SRD)
operating on frequencies between 9 kHz and 246 GHz; Harmonised Standard for
ElectroMagnetic Compatibility
o EN55035: 2017 /A11:2020 - Electromagnetic compatibility of multimedia equipment —
Immunity requirements
e EN55032:2015/ AC:2016/ A11:2020/ A1:2020 - Electromagnetic compatibility of
multimedia equipment - Emission requirements
e EN 302 567 v2.1.1 - Multiple-Gigabit/s radio equipment operating in the 60 GHz band;
Harmonised Standard covering the essential requirements of article 3.2 of Directive
2014/53/EU

* Directive 2011/65/EU on the restriction of the use of certain substances in electrical and
electronic equipment

This declaration of conformity is valid from date of issue until 5 years.

Pascal JAY, Quality and Regulatory Compliance Director
Signed on behalf of Maquet SAS

Ardon, March 17, 2025

Maquet SAS

Parc de Limere

Avenue de la Pomme de Pin
CS 10008 Ardon

45074 Orléans cedex 2, France
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EU DECLARATION OF CONFORMITY
FOR MEDICAL DEVICES

acc. to Article 19 of Regulation (EU) 2017/745 on Medical Devices

Name and Address of the Manufacturer: Maquet SAS
Parc de Limere
Avenue de la Pomme de Pin
CS 10008 Ardon
45074 Orléans cedex 2- France

Single Registration Number: FR-MF-000002926
On our sole responsibility, we hereby declare that the product(s)

Product-/ Trade Name: Maquet Orchide

Intended Purpose: Designed to capture a view of the surgical site (see
TFS_OHD_G).

Reference-No.: See Annex |

Basic UDI-DI (acc. to 3700712421236R5

Part C of Annex VI):

Classification (acc. to Class |

Annex VIiI):

comply with the relevant provisions of the following Regulation(s) and Directive(s):

* Regulation (EU) 2017/745 on Medical Devices

Conformity Assessment acc. to Annex Il and Il of Regulation (EU)
Procedure: 20171745
Common Specifications used: NA

= Directive 2011/65/EU on the restriction of the use of certain substances in
electrical and electronic equipment

Maquet SAS Page 1 of 3
Parc de Limére

Avenue de la Pomme de Pin #
CS 10008 Ardon ) i
45074 Orléans Cedex 2

France
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» Directive 2014/53/EU on Radio Equipment (only for references in Annex Il)

Conformity Assessment acc. to Module A of Directive 2014/53/EU

Procedure:

Standards applied: ¢ |EC 62368-1:2014 - Audio/video, information and
communication technology equipment Part 1:
Safety — Requirements

¢ EN62311:2020 - Assessment of electronic and
electrical equipment related to human exposure
restrictions for electromagnetic fields (0 Hz- 300
GHz)

e ETSIEN 301 489-1 v2.2.3 - ElectroMagnetic
Compatibility (EMC) standard for radio equipment
and services; Part 1: Common technical
requirements; Harmonised Standard for
ElectroMagnetic Compatibility

o ETSI EN 301 489-3 v2.3.2 - ElectroMagnetic
Compatibility (EMC) standard for radio equipment
and services; Part 3: Specific conditions for Short
Range Devices (SRD) operating on frequencies
between 9 kHz and 246 GHz; Harmonised
Standard for ElectroMagnetic Compatibility

e EN 302 567 v2.1.1 - Multiple-Gigabit/s radio
equipment operating in the 60 GHz band;
Harmonised Standard covering the essential
requirements of article 3.2 of Directive
2014/53/EU

This declaration of conformity is valid for a maximum of 5 years from the date of issue.

Ardon, May 21, 2025

/’!-
Pascal JAY, Quality and Regulatory Compliance Director
Signed on behalf of Maquet SAS
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ANNEX |

The products can be delivered in the following variants (Maquet Orchide references)
associated with the Basic UDI-DI 3700712421236R5:

Reference-No. Product- / Trade Name UDI-DI (GTIN)
ARD568803935 OHDII FHD QL VP01 03700712415761
ARD569204944 OHDII FHD QL+ VP01 03700712412340
ARD567704998 OHDIl 4K QL+ VP11 03700712421632
ARD568803969 OHDII FHD QL AIR05 03700712434298

ANNEX Il

The following product contains a Radio part.

Reference-No. Product- / Trade Name UDI-DI (GTIN)
ARD568803969 OHDII FHD QL AIR05 03700712434298

Maquet SAS Page 3 of 3 —
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