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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

Print-outs and copies of this document have to be checked for validity and correctness before use

Template ID: Page 1 of 1
FRO3-WIN-45000-D



Template: SOP-0402-B rev4

GETINGE 3¢

Doc ID: EU DoC_OHD
Revision: K

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



Template: SOP-0402-B rev4

GETINGE 3¢

Doc ID: EU DoC_OHD
Revision: K

» 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

Maquet SAS Page 2 of 3
Parc de Limére

Avenue de la Pomme de Pin

CS 10008 Ardon

45074 Orléans Cedex 2

France
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GETINGE 3¢

Doc ID: EU DoC_OHD
Revision: K

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 —

Parc de Limére —= L

Avenue de la Pomme de Pin —

CS 10008 Ardon
45074 Orléans Cedex 2
France



9.1

9.2

9.3

RERUEE 9
BB OFER

REYER
HWayoER

EEOINTORMEME. VA VILENT, RRICEBLEFETREIZILEN S KT,

Hm
AEEFEROUX, BEAFRLEUSCM I ZENELEDRCHIREORREBY T, RE
CHE—HIBTREVTIEEWY,

FALBLSE2 EEBEOHYHKEWVIZOWTIE, Maquet OrchideBRVW ALY Z21 T
(ARD04665 ) 22 L T<EEVW, YZI1TIDODAFIZDOVTEGetingett D RIEEICEHRE L
EhE<EE L,

ERBLUTETBm

HREOFERFICEAThIINTOERSLVEFHmE., EAMOERECHE > TRRICHEEL
ERETREITILEN HYEXT,

Maquet Orchide
IFU 04661 JA 07 63 /64



*MAQUET POWERLED IlI, VOLISTA, MAQUET ORCHIDE. MAQUET, GETINGE,
GETINGE GROUPI&, Getinge AB, T NEXEIAXLRF FLULOEBERLEERHET
ED

GETINGE 3¢

N Maquet SAS - Parc de Limére - Avenue de la Pomme de Pin - CS 10008 ARDON -
45074 ORLEANS CEDEX 2: France
Tel : +33(0) 2382588 88 Fax : +33 (0) 2 38 25 88 00

IFU 04661 JA 07 2025-06-17

Cce



	目次
	1 はじめに
	1.1 序文
	1.2 責任
	1.3 この製品に関連するその他の文書
	1.4 本書について
	1.4.1 略語
	1.4.2 本書で使用されている記号
	1.4.2.1 参照先
	1.4.2.2 図番
	1.4.2.3 操作と結果
	1.4.2.4 メニューとボタン
	1.4.2.5 危害の程度
	1.4.2.6 指示

	1.4.3 定義
	1.4.3.1 人のカテゴリー


	1.5 製品および梱包上の記号
	1.6 製品の概要図
	1.6.1 カメラ
	1.6.1.1 有線ビデオシステム搭載カメラ
	1.6.1.2 ワイヤレスビデオシステム搭載カメラ（Volistaのみ）

	1.6.2 付属品

	1.7 装置の識別ラベル
	1.8 適用基準
	1.9 用途に関する情報
	1.9.1 用途
	1.9.2 指示
	1.9.3 意図された使用者
	1.9.4 不適切な使用
	1.9.5 禁忌

	1.10 基本性能
	1.11 臨床上の有用性
	1.12 保証
	1.13 製品の寿命
	1.14 環境負荷低減のための指示

	2 安全性について
	2.1 環境要件
	2.2 安全注意事項
	2.2.1 製品の安全な使用


	3 制御インタフェース
	4 使用
	4.1 毎日の使用前の点検
	4.2 Volistaの灯体へのQLカメラの取り付け/取り外し
	4.2.1 取り付け前の事前ポジショニング
	4.2.2 装置を灯体に取り付ける
	4.2.3 装置の取り外し

	4.3 Maquet PowerLED IIへのQL+カメラの取り付け/取り外し
	4.3.1 灯体へのカメラの取り付け
	4.3.2 灯体からのカメラの取り外し

	4.4 滅菌ハンドルの取り付けと取り外し
	4.5 有線FHDビデオシステム
	4.6 ワイヤレスビデオシステム（Volistaの灯体のみ）
	4.7 カメラを操作する
	4.7.1 灯体のコントロールキーから（ズームのみ）
	4.7.2 壁のコントロールキーから（ズームのみ）
	4.7.3 タッチパネルからのFHDカメラの操作
	4.7.4 タッチパネルからの4Kカメラの操作


	5 トラブルシューティング
	6 洗浄 / 消毒 / 滅菌
	6.1 システムの洗浄と消毒
	6.1.1 装置の洗浄
	6.1.2 装置の消毒
	6.1.2.1 使用すべき消毒液
	6.1.2.2 許可されている有効成分


	6.2 Maquet Sterigrip滅菌ハンドルの洗浄と滅菌
	6.2.1 洗浄の準備
	6.2.2 手動洗浄の場合
	6.2.3 洗浄消毒器による洗浄の場合
	6.2.4 Maquet Sterigripハンドルの滅菌


	7 メンテナンス
	7.1 毎月の点検
	7.2 連絡先

	8 技術仕様
	8.1 カメラおよび受信器の技術仕様
	8.2 無線仕様
	8.3 その他の特性
	8.4 EMC（電磁両立性）宣言
	8.5 無線認証
	DoC_AIR05_1
	DoC_AIR05_2


	9 廃棄物管理
	9.1 梱包材の廃棄
	9.2 製品
	9.3 電気および電子部品


