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前言
您准备在诊所安装或使用的医疗设备SATELEC是一款专用医疗设备。它确实是一个高品质的设备，

您可以用它来进行您业务范围内的各种治疗。

为了您自己和病人的安全、日常使用的舒适性和完全利用医疗设备的技术，我们请您仔细阅读提供

的文件。

关于以下信息，请参阅关于整个 Mini LED系列的说明书SATELEC ：

l 文件的格式；

l 文件的保存期限；

l 有关用户和病人范围的警告；

l 治疗区域；

l 医疗设备使用的相互作用、禁忌和禁止事项；

l 电磁兼容性；

l 医疗设备的清除和回收利用；

l 制造商的责任。

关于以下信息，请参阅配件和 Mini LED光固化机的清洁、消毒和灭菌规程：

l 零部件灭菌准备；

l 详细的手动和自动规程；

l 关于灭菌的包装信息；

l 零部件检查建议。

关于以下信息，请参阅各医疗设备的使用、快速启动和快速清洁手册：

l 如何打开医疗设备的包装以及如何安装医疗设备；

l 如何使用医疗设备；

l 如何检查和维护医疗设备；

l 医疗设备的技术规范。





1 文件
该文件包含以下信息：

l 跟病人、用户或环境有关的信息；

l 将本医疗设备安装在最佳条件下的信息；

l 在需要时联系厂家或厂家代表的信息。

1.1 相关文件
本文件应与以下文件一起使用：

文件名 编号

光导棒清洁、消毒和灭菌规程 SATELEC Mini LED J05571

遮光罩的清洁和消毒规程 SATELEC Mini LED J05570

关于整个SATELEC桌面固化灯系列的通用说明书 J02930

电子使用说明书的查阅方式 J00000

使用手册 Mini LED™  J02550

1.2 电子文件
可从指定网站上获取设备的电子版使用说明书，不提供纸质版本。如果无法连接至网站，请稍后重试。您也可以通过我

们的网站、电话或邮件，索取免费纸质文件，7天之后，您就可以得到它们。

可提供PDF格式的电子版本的使用说明书。阅读电子使用说明书需要PDF文件阅读器。必须阅读和理解跟设备和配件相

关的使用说明书的内容。

可在 ....上访问设备的使用说明书 www.satelec.com/documents

请您在收到设备后，立即打印和/或下载全部或部分文件，以备在紧急情况下或您的电子显示设备 ( 电脑、平板电脑等

等) 出现故障时使用。建议您定期访问因特网站，以便查阅和/或下载最新的设备使用说明书。

在未熟悉使用说明书之前，请勿使用设备。

1.3 保存期限
请用户将文件保存在手边，以便需要时查阅。请打印和/或下载全部或部分资料，供您在紧急情况下、无法访问因特网

或您的电子阅读工具、电脑、平板电脑等发生故障时使用。应在设备的整个寿命期内保存与医疗设备有关的全部纸质

或电子文件。如果出借或销售设备，应随医疗设备一起提供文件。请用户将文件保存在手边，以便需要时查阅
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2 警告
2.1 联邦法律

以下说明只适用于美国。

美国的联邦法律规定在美国领土上，仅限拥有文凭、具有能力和资质的或在他们监控下的牙科专业人士使用本医疗设

备。

2.2 适用于所有商业化的国家的警告

下面的所有信息来自按照标准 IEC62366，电子医疗设备厂家应符合的要求。

2.3 使用人群
本医疗设备仅限训练有素并有执业资格的牙科保健专业人士使用。

使用者应当掌握并遵守符合科学知识的牙医实践规则和医疗保健原则，如医疗设备的清洁、消毒和灭菌。

本医疗设备使用时无须考虑成年使用者特征，如体重、年龄、身高、性别和国籍。

使用者应佩戴手套。

使用者不是患者。

使用者不得有下列任何障碍之一：

l 视力障碍：必要时，可佩戴视力矫正设备；

l 妨碍手持手柄的上肢残疾；

l 妨碍感知医疗设备发出的声音指示的听力障碍；

l 影响顺序调整或实施护理规程的记忆力或注意力集中障碍。

2.4 使用者的专门培训
使用本医疗设备无须接受除初级专业培训之外的专门培训。

医生对缺乏技能或培训造成的临床危险行为负责。

2.5 患者人群
本医疗设备用于以下患者人群：

l 儿童；

l 青少年；

l 成人；

l 老年人。

本医疗设备使用时无须考虑患者特征，如体重( 儿童除外) 、年龄、身高、性别和国籍。

2.6 患者人群限制
禁止在以下患者人群中使用本医疗设备：

l 婴幼儿；

l 孕妇或哺乳期妇女，因为可能使用限制的药物方案，如麻醉剂；

l 有医学并发症的患者；

l 过敏患者；

l 具有不适合治疗的临床症状的患者。

患者必须冷静、放松、保持不动，平躺在牙科治疗椅上。

使用者是唯一有权决定是否尽量照顾患者的人。

2.7 治疗的身体部分或组织类型
护理仅限于患者的口腔。

该Mini LED光固化机发出的灯光只应照在口腔里要治疗的部位上。

2.8 应用部分
该医疗设备唯一可以与病人接触的部分是光导棒。
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2.9 关键性能
根据适用的电气医疗设备安全标准，SATELEC 确定本医疗设备不处理主要性能。

2.10 正常使用时的基本安全注意事项
在整个医疗行为的完成过程中，医生手握工作部分即手柄。医生掌握了医疗技术，能立即发现治疗部位的任何问题，并

能作出相应的反应。

建议预备一个备用医疗设备或者备用方案，从而在本医疗设备失效时可完成医疗行为。

2.11 正常使用条件
正常使用条件如下：

l 存放；

l 安装；

l 使用；

l 保养；

l 淘汰。

2.12 光固化机的寿命 Mini LED
定期更换因意外撞击而受损的光导棒。如果光导棒受损或有缺陷，请勿使用Mini LED 。

控制部件对压力和对过高压力可能导致的磨损敏感。
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3 相互作用、禁忌、禁止事项
您可在此找到本文件起草之日 SATELEC 明确的相互作用、禁忌症和禁止事项的相关信息。

3.1 使用注意事项
请勿在正患有或曾患有以下疾病的病人身上使用 Mini LED ：

l 光生物反应，包括 日光性荨麻疹或者红细胞生成性原卟啉病 ;
l 接受光过敏的药物治疗，包括 黄原毒和金霉素。

医生或病人的视网膜或晶状体有不适，特别是患有白内障，应在使用Mini LED前咨询他们的眼科医生。即使得到了眼科

医生的许可，也请保持谨慎，因为光的强度可能会造成事故。

要求医生和病人始终佩戴适合用于医疗设备的发出波长低于500纳米辐射的2类防护镜。

Mini LED 产生的光辐射可能危险，即使医生和病人佩戴了2类防护镜，也永远不能将其投向眼睛的方向。

牙髓和软组织过量暴露在光辐射之中，可能导致散热并伤害到病人。为了避免任何热刺激，请在10秒的固化循环之间，

间隔30秒的休息时间。

请勿使用受损或带有不可识别标记、腐蚀或锋利表面的配件。

3.2 与其它医疗设备的干涉
本医疗设备发射电磁场，它存在潜在的风险。当在使用心脏起搏器的病人家中使用本系统时，可能会发生干涉。

它尤其可能会造成使用中的各种植入设备运行不良：

l 在使用本医疗设备之前，请询问病人或用户，他们是否佩戴有植入设备，而不论该植入设备是否在使用中；

l 向他们解释清楚情况；

l 请在治疗护理前，评估好处与风险，并联系病人的心脏病医生或者任何具备资质的医疗专业人士；

l 将该系统与植入设备保持距离；

l 如果病人出现不舒服的迹象，请采取合适的紧急措施并快速行动。

如心跳加快、脉搏不规律或者眩晕等症状可能表示心脏起搏器或可植入心颤消除器的运行不良。

设计本医疗设备时，是没有考虑到它要经受电动心颤消除器的冲击的。

3.3 使用不是由SATELEC提供的配件
为了向您保证最佳安全和性能，医疗设备和它的配件是在一起设计和开发的。使用来源不同的配件可能会对您、您的

病人或医疗设备构成风险。

即使您配件的制造商或经销商保证与SATELEC设备完全兼容，对所推荐产品的来源和安全还是保持谨慎为好。某些迹

象可能会使您警觉，比如缺乏信息、信息是外语的、价格很诱人、外观可疑、质量差或者过早磨损。如有需要，请联系授

权经销商或 SATELEC客服。

3.4 禁止用途
l 请勿覆盖医疗设备和/或堵塞可能有的通风口。

l 请勿浸入水中和请勿在室外使用。

l 请勿将本医疗设备放置在热源附近或太阳光直射的地方。

l 请勿将本医疗设备暴露在水雾或水柱中。

l 请勿在AP或APG类型的气体环境中使用本医疗设备。

本医疗设备不能在致电离辐射附近工作。

冷热反差可能会在本医疗设备内部造成冷凝现象，这样可能会有危险。如果本医疗设备得从一个凉爽的地方搬到一个

炎热的地方，注意不要马上使用本设备，等它与周围温度一致时再使用。

本医疗设备不能在超过了使用手册中描述的气压和温度范围的地方存放或使用。

请勿将本医疗设备用于设计以外的用途。

3.5 医疗设备的移动
建议将的基座Mini LED 视选配而定，固定在一个工作表面上，从而避免 Mini LED 在充电时晃动。

医疗设备一旦安装好了之后，是不准备再移动的。医疗设备应保持固定，在未借助工具的情况下，不能拆卸或移动它。

请勿在使用中移动设备。
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4 电磁兼容性
本医疗设备的使用者承诺按表201、202、204和206中规定的条件使用本设备。若未遵循这些条件，医疗设备会发生运

行故障。

某些移动通信设备比如手机可能与本医疗设备干涉。应绝对遵守本章中建议的分隔距离。

使用不是由 SATELEC 规定或销售的配件作为备换件，可能造成医疗设备发射增多或者抗干扰降低。

不能在另外一个设备上使用本医疗设备或者将本医疗设备放置其上。如果无法避免这种情形，需在每次使用前检测本

医疗设备在使用条件下是否运行良好。

基本性能：固化灯的确切功率

4.1 电磁发射
医疗设备供在下表中描述的电磁环境中使用。因此，用户和安装商应确保医疗设备在下面描述的环境中使用。

表 201

发射测试 符合性 电磁环境-说明

射频发射GB 4824 组1
医疗设备使用射频能源用于其内部运行。因此，它所发射的射频是非常

微弱的，不会对附近的设备造成干涉。

射频发射GB 4824 类别B
本医疗设备适合在所有机构中使用，包括家庭及直接与住宅用公共低压

电网连接的机构。
谐波电流发射 GB 7625.1 A类

电压波动和闪烁GB 17625.2 符合

4.2 磁抗扰度、电磁抗扰度
医疗设备是在下表中描述的磁和电磁环境中使用的。用户和安装商应确保电磁环境的符合性。

表 202

抗扰度试验
测试级别根据

IEC60601
符合度 电磁环境/说明

静电放电 GB/T
17626.2

接触时± 6千伏

气隙时± 8千伏

接触时± 6千伏

气隙时± 8千伏

应是木质、混凝土、水泥或瓷砖地面。如果地

面覆盖的是复合材料( 如地毯……) ，则相对湿

度应至少是30%。

电快速瞬变脉冲群

GB/T 17626.4

电源线± 2千伏

信号接口± 1 kV 不适用
电源的质量应同等于典型的商业环境或医疗机

构( 医院、诊所) 里电源的质量。

冲击波GB/T 17626.5
差异模式下± 1千伏

共同模式下± 2千伏
不适用

电源的质量应同等于典型的商业环境或医疗机

构里电源的质量。

50赫兹/60赫兹的电磁

场 GB/T 17626.8
3A/m 3A/m

电磁场的电流应是典型的商业环境或医疗环境

里遇到的水平。

电压暂降、短时中断和

电压变化的抗扰度

GB/T 17626.11

对于0.5个周期，<5%
UT
(>95%低端UT)

对于5个周期，40% UT
(60%低端UT)

对于25个周期，70%
UT
(30%低端UT)

对于250个周期，<5%
UT
(>95%低端UT)

不适用

电源的质量应同等于典型的商业环境或医疗机

构里电源的质量。如果在电网断电期间需要继

续使用系统，建议使用单独的电源来给医疗设

备供电( UPS等等) 。
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术语UT是指进行电压试验之前通信网络的电压。

4.3 电磁抗扰度，射频便携设备
医疗设备是在下表中描述的磁和电磁环境中使用的。用户和安装商应确保电磁环境的符合性。

表 204

抗扰度试验 测试规格 符合度 电磁环境-说明

不在医疗设备( 包括电线) 附近以小于根据发射器的频率和功率计算和推荐的距离使用射频通信的便携和移动设备。

射频电磁场辐射GB/T
17626.3

3 V/m
80 MHz - 2.5 GHz

3 V/m

d = 2.3 √ P 800 MHz -
2.5 GHz
其中P是按照厂家规格，发射

器的最大名义功率(单位：

瓦) ，d是建议的最小分隔距

离( 单位：米) 。

射频场感应的传导干扰GB/T
17626.6

3 V/m
150KHz - 80MHz

不适用

d = 1.2 √ P 80 MHz -
800 MHz
建议的分隔距离：d = 1.2 √P

固定射频发射器电磁场的强度，由电磁环境测量确定 (a)，应低于各频段符合性水平(b)。在后述符号标出的设备附

近，可能会发生干涉：

说明1：从80兆赫至800兆赫，适用最高的频率波段。

说明2：这些规范可能并不适用于所有的情形。电磁传播会因结构件、物体和人员的吸收和反射而衰减。

(a)固定射频发射器比如便携电话(手机/无线电话)、移动无线电、业余无线电爱好者、AM/FM无线电发射和TV发射的基

站，其电磁场强度不能根据理论准确确定。

为了评估射频固定发射器造成的电磁环境，应进行电磁环境测量。如果在产品的使用环境里测量的射频场强度超过了

上面规定的射频符合水平，则需测试产品的性能，以确认性能符合规范。如果发现了性能异常，可能需要增加测量，比

如改变设备的方向或挪动设备。

(b) 当频率波段为150千赫至80兆赫时，电磁场应低于3伏/米。

4.4 建议的分隔距离
医疗设备是在一个射频辐射干扰受控的电磁环境中使用的。

医疗设备的用户或安装商可以根据便携和移动射频通讯设备 ( 发射器) 的最大功率，通过保持医疗设备与通讯设备之间

下表内建议的最小距离，来避免任何电磁干扰。

表 206

依发射器频率而定的分隔距离(单位：米)

发射器的最大额定功率(单
位：瓦)

150 kHz - 80 Mhz
d = 1.2 √P

80 MHz - 800 MHz
d = 1.2 √P

800 MHz - 2.5 GHz
d = 2.3 √P

0.01 0.12 m 0.12 m 0.23 m

0.1 0.38 m 0.38 m 0.73 m

1 1.2 m 1.2 m 2.3 m

10 3.8 m 3.8 m 7.3 m

100 12 m 12 m 23 m

对于未在上表内列出最大功率的发射器，可根据厂家提供的发射器功率 ( 单位：瓦) 来推算分隔距离( 单位：米) 。

说明1：从80兆赫至800兆赫，适用最高的频率波段。

说明2：这些规范可能并不适用于所有的情形。

电磁传播会因结构件、物体和人员的吸收和反射而衰减。
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5 清洁、消毒和灭菌
对各医疗设备及配件，SATELEC 提供的有关医疗设备及配件的清洁、消毒和灭菌规程的说明书已生效。适用的指南在

chapitre 相关文件 page 1里予以了列出。

可从以下地址下载：www.satelec.com/documents.

在所有情况下，有关配件的清洁、消毒和灭菌规程的当地现行法规优先于SATELEC.提供的信息
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6 法规和标准化
6.1 文件最后更新
01/2015

6.2 制造商识别
赛特力

艾龙集团下的一家公司

地址：17, avenue Gustave Eiffel
BP 30216
33708 MERIGNAC cedex
France( 法国)
电话：+33 (0) 556.34.06.07
传真：+33 (0) 556.34.92.92
电邮：satelec@acteongroup.com
www.acteongroup.com

6.3 厂家的责任
以下情况无关厂家的责任：

l 安装时，不遵守厂家有关电网电压和/或电磁环境的建议；

l 由未得到厂家授权的人员进行维修；

l 在不符合现行法规的电气设施上使用；

l 用于非本手册里规定的用途；

l 使用不是由SATELEC提供的配件或手柄；

l 不遵守本文件中包含的指令。

备注：厂家保留不预先通知而改变本医疗设备和/或所有文件的权利。

页码 9/16 -通用说明书 使用手册 • Mini LED • J02930 • V1 • (13) • 01/2015 • RG41ZH020A



6.4 子公司地址

美国和加拿大

ACTEON North America
地址：124 Gaither Drive, Suite 140
Mount Laurel, NJ 08054 - USA( 美国)
电话：+1 856 222 9988
传真：+1 856 222 4726
电子邮件：info@us.acteongroup.com

德国

ACTEON GERMANY GmbH
地址：Industriestrasse 9 – 40822 METTMANN -
GERMANY( 德国)
电话：+49 21 04 95 65 10
传真：+49 21 04 95 65 11
电子邮件：info@de.acteongroup.com

西班牙

ACTEONMEDICO-DENTAL IBERICA, S.A.U.
地址：Avda Principal n°11 H
Poligono Industrial Can Clapers
08181 SENTMENAT (BARCELONA) - SPAIN( 西班牙)
电话：+34 93 715 45 20
传真：+34 93 715 32 29
电子邮件：info@es.acteongroup.com

英国

ACTEON UK
地址：Unit 1B - Steel Close – Eaton Socon, St Neots
CAMBS PE19 8TT - UK( 英国)
电话：+44 1480 477 307
传真：+44 1480 477 381
电子邮件：info@uk.acteongroup.com

中东

ACTEONMIDDLE EAST
地址：Numan Center - 2nd Floor N° 205 - Gardens Street
PO Box 5746 - 11953 AMMAN - JORDAN( 约旦)
电话：+962 6 553 4401
传真：+962 6 553 7833
电子邮件：info@me.acteongroup.com

中国

艾龙中国

地址：中国北京市朝阳区新源西里中街12号
泰德商务大厦401室，邮编100027
电话：+86 10 646 570 11/2/3
传真：+86 10 646 580 15
电子邮件：beijing@cn.acteongroup.com

泰国

ACTEON (THAILAND) LTD

地址：23/45 Sorachai Building 16th floor - Sukumvit 63
Road, Klongton Nua - Wattana, BANGKOK 10110
-泰国

电话：+66 2 714 3295
传真：+66 2 714 3296
电子邮件：info@th.acteongroup.com

印度

ACTEON INDIA
地址：B-94, GIDC Electronic Estate - Sector 25 –
GANDHINAGAR 382028 Gujarat - INDIA( 印度)
电话：+91 79 2328 7473
传真：+91 79 2328 7480
电子邮件：info@in.acteongroup.com

拉美

ACTEON LATINA AMERICA
Bogotà - COLOMBIA( 哥伦比亚)
移动电话 : +57 312 377 8209
电子邮件：carlosandres.vera@es.acteongroup.com

俄罗斯

ACTEON RUSSIA
地址：Valdajski Proezd 16 – office 243
125445 Moscow - RUSSIA( 俄罗斯)
电话/传真：+7 499 76 71 316
电子邮件：sergey.koblov@ru.acteongroup.com

澳大利亚/新西兰

ACTEON AUTRALIA/NEW ZEALAND
地址：Suite 119, 30-40 Harcourt Parade
Rosebery NSW 2018
Australia( 澳大利亚)
电话：+612 9669 2292
传真：+612 9669 2204
电子邮件：sandy.junior@au.acteongroup.com

台湾

艾龙台湾

地址：台湾台北市信义区

松智路1号11楼
邮编：11047
+电话：+ 886 2 8729 2103
电子邮件：tina.chu@tw.acteongroup.com
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6.5 清除和回收利用
作为电气电子设备，本医疗设备的 清除应按照专门的收集、取走和回收利用或销毁的手续进行。参照欧洲2003年1月
27日的第2002/96/CE号指令，这尤其适用于欧洲市场。

当您的医疗设备到了寿命末期时，请联系最近的牙科设备经销商，如果没有，或者联系艾龙集团的子公司和总部，联系

方式请查阅chapitre 子公司地址 page 10，以了解相关手续。

以下声明仅在法国有效。

按照法国有关电气和电子设备废弃物消除方面的环境法规要求 ( 2012年5月2日的第2012-617号政令) ，我们公司通过

授权机构环保组织 Recydent负责收回和清除电气和电子设备( NOR授权证书 : DEVP1229534A) 。
作为生产厂家，我们公司在由环境及能源管控署管理的生产厂家国家登记簿上予以了注册。由各经销环节上的专业买

家(包括您)，逐一将我们提供的回收利用方式的信息传递下去，直到最终用户。

另外，买家须在我们品牌的设备的寿命末期收取它们并将其委托给由环保组织Recedent安置的收集中心( 参见网址

Recydent.fr上的收集中心名单) 以备回收利用。

最后请注意，如果超出了一定的拆除阈限，环保组织Recydent在提供给您了存放这些废弃物的托盘和容器之后，必要

时，他们会提出免费上门收集这些设备。

6.6 配件的清除
应从护理治疗区域清除已到寿命末期的配件，防止传染。

6.7 公告
本医疗设备符合欧洲指令93/42/CEE的基本要求。它是按照通过了EN ISO 13485认证的质量保证体系设计和生产的。

6.8 符号
符号 含义

请参阅随机文件

请查阅使用手册

随机文件有电子版

若病人或医生佩戴有植入器械，请勿使用本医疗设备。

请始终佩戴防护镜

请始终佩戴防护手套
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符号 含义

B型

在蒸汽灭菌器里以134°C 温度灭菌

在132°C的高压灭菌器内灭菌

用于高温消毒的清洗消毒器

超声波槽

CE标识

请勿丢入家用垃圾箱

AAAA
制造年份

IPX1
IP :外壳提供的防护等级

X:对防止坚固物体进入的防护等级不作要求

1：可消除垂直下落水滴的有害影响

Rx only 美国联邦法律�仅允许医生或按医生指令销售本医疗设备。
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词汇表：保护塞 –灭菌

7 词汇表

保

保护塞

两个塑料塞子，用来在清洁时保护手柄的电源插

口和电子部件，一个放在管嘴上，另一个放在手

柄的电源插口上。

光

光导棒

位于手柄管嘴上的光线导体，将光传输至聚合固

化部位。清洁，放入蒸汽灭菌器中

医

医生

负责购买和使用本医疗设备的掌握医疗技术的人

发

发光二极管

发光二极管，更为人所知的称呼是LED( 发光二极

管) ，指的是能传输单色光的光电部件。

失

失效日期

医疗设备可使用的最后日期。超过了这一日期，

须重新对医疗设备灭菌。

操

操作人员

治疗时使用本医疗设备的医生

有

有效直径

光导棒灌端头处发光二极管光束的有效光横截面

波

波长峰

一个波长光谱的最大振幅点

消

消毒

有意和暂时清除某些病菌的操作，以制止或预防

致病、不良微生物或病毒感染、感染风险或重复

感染。

清

清洁

包装前必不可少的步骤，目的是通过合适的产

品，比如洗涤剂的物理-化学作用和机械作用清除

污渍，从而获得可使用的干净的医疗设备。清洁

后，应检查医疗设备的零部件和重新组装好的医

疗设备的洁净度，确保无任何影响医疗设备的安

全、完整度和良好运行的损伤。

清洗 -消毒器

用来清洁和消毒各种外科手术器械、麻醉装置、

搪瓷器皿、器具、玻璃器皿和类似器具的设备。一

般是通过洗涤剂、高温消毒和干燥来洗涤，有时

通过真空来洗涤。

灭

灭菌

用来消灭药物或医疗设备上的有潜在传染性的存

活或可复活病菌的方法。根据定义，医疗设备的

无菌状态是指一百万件设备中存活或可复活病菌

的理论概率最大为1。
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词汇表：用户 –预真空

用

用户

临床行为时使用本医疗设备的医生也称为操作人

员

硬

硬防护罩

可拆卸的椭圆罩，但一旦安装好了，便与手柄合

为一体。用布条清洁。勿放入蒸汽灭菌器中

蒸

蒸汽灭菌器

厚壁和密封的容器，用来在蒸汽和几巴的压力下

进行灭菌。一个设备要被视为无菌，一百万件设

备中存在病菌的理论概率应低于1。这是标准

EN556规定的无菌保证水平( SAL) 。

超

超声波槽

或者超声波清洁器。通过超声波的机械效果，对

产品进行清洁或溶解的加速程序

辐

辐照度

辐射度量学上使用的术语，用于量化单位面积上

电磁辐射的功率。单位为瓦特每平方米。常与光

源功率混淆。

遮

遮光帽

直径有5.5毫米的和7.5毫米的。它会与病人接触，

应在使用后灭菌。放入蒸汽灭菌器。旧名为罩壳

( cupule) 。

酒

酒精布条

用于对医疗设备进行消毒、一次性使用的浸有酒

精溶液的布条。

金

金属环

放在光导棒末端的金属环。它方便将导光管装在

手柄上并防止导光管转动。

预

预消毒

对脏污的物体和设备进行的初步处理，目的是减

少微生物的数量和方便后面的清洁。必须避免污

渍干结在设备上。消毒的目的也是保护使用人员

和环境。医疗设备使用后，在对其清洁前，应按照

质量保证体系负责人批准的程序尽快且尽可能靠

近使用场所对其进行消毒。按照现行标准，选择

使用的杀菌、杀霉以及可能的杀病毒产品。这些

产品应与要处理的医疗设备相容，不含有可能固

化蛋白质的物质。

预真空

强制抽出蒸汽灭菌器的灭菌室中的空气。
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索引：2类防护镜 –黄原毒

8 索引

2

2类防护镜 5

休

休息时间 5

关

关于Mini LED系列的使用说明 v

回

回收利用 11

日

日光性荨麻疹 5

晶

晶状体 5

更

更新 9

欧

欧洲指令 11

清

清除 11

环

环保组织Recydent 11

电

电子 1
电子使用说明书 1

白

白内障 5

红

红细胞生成性原卟啉病 5

视

视网膜 5

金

金霉素 5

黄

黄原毒 5
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General Instructions

Range of table curing lamps



This document is an English translation of the original French version.
Reference J02920 version V1 and drawing number RG41FR020A
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Foreword
The SATELEC® medical device that you are about to install and use in your practice is a
medical device designed for professional use. It is therefore a key tool with which you will
provide treatment within the context of your work.
To ensure optimum safety for yourself and your patients, comfort in your daily practice and
to benefit fully from your medical device's technology, please read the documentation
provided carefully.

Please refer to the instructions for the entire range of SATELEC® Mini LED for information
about the following:

l documentation format;
l documentation archiving period;
l warnings concerning user and patient populations;
l treatment area;
l medical device usage interactions, contraindications and prohibitions;
l electromagnetic compatibility;
l disposal and recycling of the medical device;
l manufacturer responsibility.

Please refer to the cleaning, disinfection and sterilisation instructions for accessories and to
the cleaning, disinfection and sterilisation instructions for Mini LEDs for information about
the following:

l preparation of parts for sterilisation;
l detailed manual and automated instructions;
l information concerning conditioning for sterilisation;
l recommendations for the inspection of parts.

Please refer to the User Manuals, Quick Start Guides and Quick Clean Guides for each medical
device for information about the following:

l unpacking and installing the medical device;
l using the medical device;
l monitoring and maintaining the medical device;
l technical specifications of the medical device.





1 Documentation
This document contains the following information:

l relating to patient, practitioner and environmental safety;
l required to install your medical device in optimum conditions;
l required to contact the manufacturer or representatives if necessary;

1.1 Associated documentation
This document must be used in association with the following documents:

Document title References

1.2 Associated documentation
This document must be used in association with the following documents:

Document title References

Cleaning, disinfection and sterilisation instructions for the SATELEC® Mini LED optical guide J02941

Cleaning and disinfection instructions for the SATELEC® Mini LED rigid protection shield J05541

General instructions relating to the SATELEC® complete range of table curing lamps J02921

Consulting electronic user instructions J00000

Mini LED™  User Manual J02541

1.3 Electronic documentation
The user instructions for your device are available in electronic format on the specified website and not in
printed format. If the website is unavailable, try again later. You can also request a free printed copy of the
user instructions within 7 days via our website, by telephone or in writing.
The electronic user instructions are available in PDF format (Portable Document Format). You will need to have
a PDF file read software installed to read the electronic user instructions. It is important for you to have read
and understood the content of the user instructions relating to the use of your device and its accessories.
The device user instructions can be consulted at the following address:
www.satelec.com/documents

When you receive your device, you are asked to print and/or to download all documents or sections of
documents that you may need to consult in the event of an emergency, if you are unable to connect to the
internet or if your electronic display tool is not working (computer, tablet, etc.). We recommend that you visit
the website regularly to consult and/or to download the latest version of your device's user instructions.

Never use your device without first reading the user instructions.
The device user instructions can be consulted at the following address:
www.satelec.com/documents
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As soon as you receive the device, it is time to print or download all user instructions you would need, should it
be in an emergency, if the internet access is lost or if the electronic device you use to consult instructions
fails. We recommend that you visit the website regularly to consult and/or to download the latest version of
your device's user instructions.
It is important for you to have read and understood the content of the user instructions relating to the use of
your device and its accessories prior to use.

1.4 Archiving duration
Users are asked to keep documentation close at hand so that it can be consulted when necessary. You are asked
to print and/or to download all documents or sections of documents that you may need to consult in the event
of an emergency, if you are unable to connect to the internet or if your electronic display tool is not working
(computer, tablet, etc.). All printed and electronic format documentation relating to your medical device must
be kept for the device's entire service life. When loaning out or selling the medical device, the documentation
must be provided with it. Users are asked to keep documentation close at hand so that it can be consulted when
necessary.
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2 Warnings
2.1 Federal Law

The indication below applies to the United States of America only.
The United States Federal Law restricts the use of this medical device in its territory to qualified dental health
professionals, fit and certified to perform and manage their professional duties.

2.2 Warning applicable to all countries in which the device is
sold

The information below is based on the requirements of standards to which the manufacturers of medical
devices must adhere (as stated in standard IEC62366).

2.3 User population
This medical device must only be used by qualified dental health practitioners, fit and certified to perform
their professional duties.
Users must know and comply with the rules of dental practice in compliance with knowledge acquired in the
field and the key medical hygiene principles including cleaning, disinfection and sterilisation of medical
devices.
The medical device can be used by any adult dental practitioner of any weight, age, height, gender and
nationality.
The user must wear gloves.
The user is not the patient.
The user must not be prone to any of the following:

l visual impairments: any vision problems must be corrected by glasses or lenses;
l disability of arms that may prevent the user from holding a handpiece;
l hearing difficulties that could prevent the user hearing audible alarms depending on medical devices;
l difficulty memorizing or concentrating that could affect the setting of sequences or the performance of

treatment protocols.

2.4 Specific user training
No specific training other than initial professional training is required to use this medical device.
The practitioner is responsible for performing clinical treatments and for dangers that may arise due to a lack
of skill and/or training.

2.5 Patient population
This medical device is designed to be used with the following patient populations:

l Children;
l Teenagers;
l Adults;
l Old Age Pensioners.

This medical device can be used on any patient of any weight (except children), age, height, gender and
nationality.

2.6 Patient population restriction
This medical device must not be used on the following patient populations:
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l infants;
l pregnant or breastfeeding women due to restrictions associated with the possible use of medical

solutions such as anaesthetics;
l patients with medical issues;
l patients with allergies;
l patients with a clinical site not suitable for treatment.

The patient must be calm, relaxed, still, ideally lying flat on a dental chair.
The user is the only person who can decide whether or not to treat his/her patients.

2.7 Parts of the body or types of tissues treated
Treatments must only be carried out on the patient's oral environment.
The light emitted by this Mini LED must only illuminate the oral cavity area being treated.

2.8 Part in contact
The only part of the medical device that must come into contact with the patient is the optical guide.

2.9 Essential performance
As stated in the applicable safety standard pertaining to electrical medical devices, SATELEC® determined that
the medical device did not manage essential performances.

2.10 Basic safety in normal use
The active part, the handpiece is in the practitioner's hand throughout the medical procedure. Being medically
qualified, the practitioner is qualified to immediately detect any problem at the treatment site and to react
accordingly.
It is advisable to have a spare medical device or an alternative means with which to perform the medical
treatment in the event of device failure.

2.11 Normal usage conditions
The normal usage conditions are as follows:

l storage;
l installation;
l use;
l maintenance;
l disposal.

2.12 Mini LED service life
Systematically replace an optical guide that is damaged due to accidental impact. Do not use the Mini LED if it
or the optical guide are damaged or faulty.
The control elements are sensitive to pressure and to wear that may be caused by excessive pressure.
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3 Interactions, contraindications,
prohibitions
This includes information relating to the interactions, contraindications and prohibited operations known by
SATELEC® on the date on which this document was written.

3.1 Precautions for use
Do not use the Mini LED on patients who suffer from or have previously suffered from the following:

l photo-biological reactions, including Solar Urticaria or Erythropoietic protoporphyria;
l treatment with photosensitizing medicines, including Methoxsalen and Chlorotetracycline.

Practitioners and patients who have suffered from retina or lens problems or who have had an operation on
their eyes, in particular to treat cataracts, must consult their ophthalmologist before using the Mini LED. Even
with your ophthalmologist's approval, proceed with caution. The intensity of the light could cause accidents.
Throughout the duration of the procedure, the practitioner and the patient must wear class 2 safety goggles
designed for use with medical devices emitting radiation with a wavelength of less than 500 nm.

Light rays emitted by the Mini LED can be harmful and must never be aimed directly at the eyes even if
the practitioner and the patient are wearing class 2 safety goggles.

Over exposure of the pulp and soft tissues to light rays may result in heat generation and may harm the patient.
To prevent any feeling of heat, carry out the cure cycles with a rest time of 30 seconds between each 10-
second cure cycle.
Do not use accessories that are damaged or that have unrecognisable markings, corrosion or sharp or cutting
surfaces.

3.2 Interference with other medical devices
The medical device presents potential risks due to the emission of electromagnetic fields. Interferences may
occur when the system is used on patients fitted with a pacemaker.
It may in particular cause malfunction of all types of active implanted device:

l before using this medical device, check whether patients and practitioners are fitted with a device of
this type (active or inactive);

l explain the situation;
l weigh up the risk/benefit ratio and contact your patient's cardiologist or another qualified health

professional prior to starting treatment;
l keep this system away from implantable devices;
l apply suitable emergency measures and act fast if the patient shows signs of being unwell.

Symptoms such as an increased heart beat, irregular pulse or dizziness may indicate a malfunction of a
pacemaker or an implantable defibrillator.

The medical device is not designed to withstand electrical defibrillation shocks.

3.3 Using accessories not supplied by SATELEC®

The medical device was designed and developed with its accessories to guarantee maximum safety and
performance. The use of accessories from another source could put you and your patients at risk and could
damage your medical device.
Even if the manufacturer or dealer of your accessory claims full compatibility with SATELEC® equipment, it is
advisable to exercise caution with regards to the origin and safety of the product offered. Look out in
particular for lack of information, information in a foreign language, very attractive prices, suspect
appearance, mediocre quality or premature wear. If necessary, contact an approved dealer or the SATELEC®

customer services department.
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3.4 Prohibited uses
l Never cover the medical device and/or obstruct the air inlets.
l Do not immerse or use outside.
l Do not place the medical device next to a source of heat or in direct sunlight.
l Do not expose the medical device to water spray or mist.
l Do not use the medical device in an AP or APG gas-filled atmosphere.

The medical device is not designed to operate near a source of ionising radiation.
A hot/cold temperature contrast can cause condensation to form in the medical device, which may be
dangerous. If the medical device needs to be moved from a cold place to a warm place, do not use the device
immediately but wait until it reaches room temperature.
The medical device may not be stored or used outside the atmospheric pressure and temperature ranges
recommended in the User Manual supplied with your medical device.
Only use the medical device for the purpose for which it has been designed.

3.5 Moving the medical device
It is advisable to secure the optional Mini LED base to a work surface to prevent the Mini LED from tipping over
when charging.
After its initial installation, the medical device is not designed to be moved. The medical device must be fixed
to ensure that it cannot be removed or moved without the use of a tool. Do not move the medical device during
use.
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4 Electromagnetic compatibility
Users of this medical device agree to use it in the conditions described in tables 201, 202, 204 and 206. Not
respecting these conditions may cause malfunctions of the medical device.
Some types of mobile telecommunication devices such as mobile phones may interfere with the medical
device. The separation distances recommended in this chapter must be complied with.
The use of accessories other than those specified or sold by SATELEC® as replacement parts, may increase the
transmission or reduce the immunity of the medical device.
The medical device must not be used near another device or placed on top of it. If this cannot be avoided,
correct operation of the device in operating conditions must be checked prior to use.
Basic performance : exact power of the curing lamp.

4.1 Electromagnetic emissions
The medical device is designed for use in the electromagnetic environment described in the table below. The
user and/or installer must ensure that the medical device is used in the environment described below.

Table 201
Emission test Conformity Electromagnetic environment - comments

RF emission GB 4824 Group 1
The medical device uses RF energy for its internal operation.
Consequently, its radiofrequency emissions are very low and are not likely
to create any interference with other nearby equipment.

RF emission GB 4824 Class B

The medical device is suitable for use in all establishments, including
domestic and those directly connected to the low voltage energy supply
public network supplying buildings used for domestic purposes.

Harmonic current emission
GB 7625.1

Class A

Voltage fluctuation and
flickers GB 17625.2

Conforming

4.2 Magnetic and electromagnetic immunity
The medical device is designed for use in the magnetic and electromagnetic environment described in the table
below. The user and/or installer must ensure conformity of the electromagnetic environment.

Table 202

Immunity test
Test level in

accordance with
IEC60601

Conformity level Electromagnetic environment / comments

Electrostatic discharge
(ESD) GB/T 17626.2

± 6 kV contact
± 8 kV in the air

± 6 kV contact
± 8 kV in the air

Floors must be wood, concrete, cement or
tiled. If floors are covered with synthetic
materials (carpet, etc.), the relative humidity
must be 30% minimum.

Electrical fast
transient GB/T 17626.4

± 2 kV for electricity
supply lines

Not applicable

The quality of the electricity supply must be
equivalent to that of a typical commercial
environment or hospital establishment
(hospital, clinic).

Surge GB/T 17626.5
± 1 kV in differential
mode
± 2 kV in common mode

Not applicable
The quality of the electricity supply must be
equivalent to that of a typical commercial
environment or a hospital.

Magnetic field at
50 Hz/60 Hz GB/T
17626.8

3A/m 3A/m
The magnetic field intensity must be equal to
the level found in a typical commercial or
hospital environment.
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Immunity test
Test level in

accordance with
IEC60601

Conformity level Electromagnetic environment / comments

Voltage dip, short
interruption and
voltage variation GB/T
17626.11

< 5% UT
(>95% dip in UT)
for 0.5 cycles

40% UT
(60% dip in UT)
for 5 cycles

70% UT
(30% dip in UT)
for 25 cycles

< 5% UT
(>95% dip in UT)
for 250 cycles

Not applicable

The quality of the network supply must be
equal to that of a typical commercial or hospital
environment. If the use of the system requires
continuous operation during mains power
outages, it is advisable to supply the medical
device using a separate current source (UPS,
etc.).

The term UT designates the voltage on the network before the application of the test voltage.

4.3 Electromagnetic immunity, handheld radiofrequency
equipment
The medical device is designed for use in the magnetic and electromagnetic environment described in the table
below. The user and/or installer must ensure conformity of the electromagnetic environment.

Table 204

Immunity test Test level Conformity level
Electromagnetic

environment - comments

Handheld and mobile radiofrequency communication devices must not be used near the medical device (including
cables) at a distance below that recommended and calculated according to the frequency and power of the
transmitter.

Radiated radiofrequency
electromagnetic field GB/T
17626.3

3 V/m
80 MHz to 2.5 GHz

3 V/m

d = 1.2 √ P 80 MHz to 800 MHz
d = 2.3 √ P 800 MHz to 2.5 GHz
Where (P) is the maximum
nominal power of the
transmitter in Watts (W)
according to the
manufacturer specifications
and (d) is the minimum
recommended separation
distance in metres (m).

Radiofrequency conducted
disturbance GB/T 17626.6

3 V/m
150KHz to 80MHz

Not Applicable
Recommended separation
distance: d = 1.2 √P

The electromagnetic field intensity of fixed radiofrequency transmitters, as determined by an electromagnetic
environment measurement (a), must be less than the conformity level for each frequency range (b). Interference may

occur near equipment marked with the following symbol:

Note 1: At 80 MHz and 800 MHz, the highest frequency range applies.
Note 2: These specifications may not be applicable in all situations. The electromagnetic propagation is
affected by the absorption and reflection of structures, objects and people.
(a) The electromagnetic field intensity of fixed radiofrequency transmitters, such as base stations for portable
phones (mobiles / wireless), mobile radios, radio amateurs, AM/FM radio transmissions and TV transmissions
cannot be determined accurately by the theory.
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To assess the electromagnetic environment caused by fixed radiofrequency transmitters, an electromagnetic
environment measurement must be taken. If the measured intensity of the radiofrequency field in the product's
immediate use environment exceeds the radiofrequency conformity level specified above, it is necessary to
test product performance to check this complies with specifications. If abnormal performance is observed,
additional measurements may be necessary, such as changing the direction of or moving the product.
(b) In the 150 kHz to 80 MHz frequency range, the electromagnetic fields must be less than 3 V/m.

4.4 Recommended separation distances
The medical device is designed to be used in an electromagnetic environment in which interferences caused by
RF radiation are controlled.
The user or installer of the medical device may help to prevent electromagnetic interference by maintaining a
minimum distance, depending on the maximum power of the handheld and mobile radiofrequency transmission
equipment (transmitters), between the medical device and the equipment as recommended in the table below.

Table 206
Separation distance in metres (m) according to transmitter frequency

Max. nominal power of
the transmitter in Watts

From 150 kHz to 80 MHz
d = √P 1.2

From 80 MHz to 800 MHz
d = √P 1.2

From 800 MHz to 2.5 GHz
d = √P 2.3

0.01 0.12 m 0.12 m 0.23 m

0.1 0.38 m 0.38 m 0.73 m

1 1.2 m 1.2 m 2.3 m

10 3.8 m 3.8 m 7.3 m

100 12 m 12 m 23 m

With regards to transmitters for which the maximum power is not listed above, the recommended separation distance
(d) in metres (m) can be estimated by using the equation applicable to the transmitter frequency where (P) is the
maximum power of the transmitter in watts (W) according to the manufacturer.

Note 1: At 80 MHz and 800 MHz, the higher frequency range applies.
Note 2: These specifications may not be applicable in all situations.
The electromagnetic propagation is reduced by the absorption and reflection of structures, objects and people.
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5 Cleaning, disinfecting and
sterilising
The instructions relating to cleaning, disinfection and sterilisation protocols for the medical device and
accessories provided by SATELEC® have been approved for each medical device and accessory. The applicable
guides are listed in the chapter Associated documentation page 1.
They can be downloaded at the following address: www.satelec.com/documents.

In all cases, the local regulations in force relating to the accessory cleaning, disinfection and sterilization
protocols take precedence over the information provided by Acteon.
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6 Regulations and standards
6.1 Latest document update
01/2015

6.2 Manufacturer identification
SATELEC
A Company of ACTEON Group
17, avenue Gustave Eiffel
BP 30216
33708 MERIGNAC cedex
FRANCE
Tel. +33 (0) 556.34.06.07
Fax. +33 (0) 556.34.92.92
E.mail: satelec@acteongroup.com.
www.acteongroup.com

6.3 Manufacturer responsibility
The manufacturer shall under no circumstances be liable for:

l non-compliance with manufacturer recommendations during installation, whether this is the network
voltage or the electromagnetic environment;

l maintenance or repair procedures performed by people who are unauthorised by the manufacturer;
l use on an electrical fixture that is not compliant with regulations in force;
l uses other than those specified in this manual;
l use of accessories or handpiece not supplied by SATELEC®;
l non-compliance with the instructions contained in this document.

Note: the manufacturer reserves the right to modify the medical device and/or any documentation
without notice.
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6.4 Branch addresses
U.S.A. & Canada
ACTEON North America
124 Gaither Drive, Suite 140
Mount Laurel, NJ 08054 - USA
Tel. +1 856 222 9988
Fax. +1 856 222 4726
info@us.acteongroup.com

GERMANY
ACTEON GERMANY GmbH
Industriestrasse 9 – 40822 METTMANN - GERMANY
Tel. +49 21 04 95 65 10
Fax. +49 21 04 95 65 11
info@de.acteongroup.com

SPAIN
ACTEON MEDICO-DENTAL IBERICA, S.A.U.
Avda Principal n°11 H
Poligono Industrial Can Clapers
08181 SENTMENAT (BARCELONA) - SPAIN
Tel. +34 93 715 45 20
Fax. +34 93 715 32 29
info@es.acteongroup.com

U.K.
ACTEON UK
Unit 1B - Steel Close – Eaton Socon, St Neots
CAMBS PE19 8TT - UK
Tel. +44 1480 477 307
Fax. +44 1480 477 381
info@uk.acteongroup.com

MIDDLE EAST
ACTEON MIDDLE EAST
Numan Center - 2nd Floor N° 205 - Gardens Street
PO Box 5746 - 11953 AMMAN - JORDAN
Tel. +962 6 553 4401
Fax. +962 6 553 7833
info@me.acteongroup.com

CHINA
ACTEON CHINA
Office 401 - 12 Xinyuanxili Zhong Street -
Chaoyang District - BEIJING 100027 - CHINA
Tel. +86 10 646 570 11/2/3
Fax. +86 10 646 580 15
beijing@cn.acteongroup.com

THAILAND
ACTEON (THAILAND) LTD
23/45 Sorachai Building 16th floor - Sukumvit 63

Road, Klongton Nua - Wattana, BANGKOK 10110
- THAILAND
Tel. +66 2 714 3295
Fax. +66 2 714 3296
info@th.acteongroup.com

INDIA
ACTEON INDIA
B-94, GIDC Electronic Estate - Sector 25 –
GANDHINAGAR 382028 Gujarat - INDIA
Tel. +91 79 2328 7473
Fax. +91 79 2328 7480
info@in.acteongroup.com

LATIN AMERICA
ACTEON LATINA AMERICA
Bogotà - COLOMBIA
Mobile: +57 312 377 8209
carlosandres.vera@es.acteongroup.com

RUSSIA
ACTEON RUSSIA
Valdajski Proezd 16 – office 243
125445 Moscow - RUSSIA
Tel./Fax. +7 499 76 71 316
sergey.koblov@ru.acteongroup.com

AUSTRALIA/NEW ZEALAND
ACTEON AUSTRALIA/NEW ZEALAND
Suite 119, 30-40 Harcourt Parade
Rosebery NSW 2018
Australia
Tel. +612 9669 2292
Fax. +612 9669 2204
sandy.junior@au.acteongroup.com

TAIWAN
ACTEON TAIWAN
11F., No.1, Songzhi Rd.
Xinyi Dist., Taipei City 11047
TAIWAN (R.O.C.)
+ 886 2 8729 2103
tina.chu@tw.acteongroup.com
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6.5 Disposal and recycling
As an Electrical and Electronic item of Equipment, the medical device must be disposed of via a specialist
collection, removal, recycling or destruction channel. This applies in particular to the European market, in
reference to Directive 2002/96/EC dated 27/01/2003.
When your medical device has reached the end of its service life, contact your nearest dental equipment
dealer, or ACTEON GROUP head office or one of the company branches to find out how to proceed. The
relevant contact details are given in the chapter Branch addresses page 12.

The indication below applies to France only.
In compliance with the provisions of the French Environment Code relating to the disposal of electronic and
electrical equipment waste or DEEE (Decree no. 2012-617 dated 2 May 2012), our Company fulfils its
obligations to reclaim and dispose of its electrical and electronic equipment through the means established by
the approved organisation Recydent (NOR approval: DEVP1229534A).
As a producer, our Company is listed in the National Register of Producers kept by the ADEME (French
Environment and Energy Management Agency). Professionals buying our products directly from the distribution
chain are responsible for passing on this information about our established recycling methods to the end user.
In addition, the buyer agrees to take back our brand's devices at the end of their service life and to transfer
them to one of the collection centres set up by Recydent for recycling (see list of collection centres on the site
Recydent.fr).
If necessary, Recydent can come and collect these devices from you free of charge once the quantity of
devices has reached a certain level in the pallets-containers with which you are provided to store this waste.

6.6 Disposing of accessories
An accessory that has reached the end of its service life must be disposed of in infectious clinical waste
containers.

6.7 Official Texts
This medical device complies with the essential requirements of European Directive 93/42/EEC. It was
designed and manufactured in accordance with an EN ISO 13485-certified quality assurance system.

6.8 Symbols
Symbols Meaning

Refer to the accompanying documentation

Consult the User Manual

The accompanying documentation is available in electronic format
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Symbols Meaning

Do not use the medical device if the patient or practitioner are fitted
with an implantable device

Always wear safety goggles

F type

Sterilisation at 134°C in an autoclave

Sterilisation at 132°C in an autoclave

Washer-disinfector for thermal disinfection

Ultrasonic bath

EC marking

Do not dispose of as household waste

YYYY
Year of manufacture

IPX1
IP: ingress protection ratings procured by a range
X: no ingress of protection rating claim against the penetration of solids
1: protects against the vertical falls of drops of water

Rx only
Under the United States Federal Law, this medical device must only be sold
by or under the orders of a qualified doctor.
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Glossary: Active diameter – Optical guide

7 Glossary
A

Active diameter
area of the effective optical cross-section of the
LED light beam at the optical guide tip

alcohol wipe
disposable wipe soaked in an alcoholic solution
designed to disinfect medical devices

autoclave
container with thick walls and hermetic seal desi-
gned to steam sterilise under a pressure of several
bars. For an item to be considered sterile, the
theoretical probability of isolating a germ must be
less than 1 in a million. This is the sterility assu-
rance level (SAL) stipulated in standard EN 556.

C

cleaning
essential pre-conditioning step to remove conta-
mination through the physical-chemical action of a
suitable product such as a detergent, combined
with a mechanical action to ensure that the medi-
cal device is fully operational and clean. After clea-
ning, the cleanliness of the medical device
components should be checked in addition to the
cleanliness of the reassembled medical device. It
is also important to make sure there is no damage
likely to impact the safety, integrity or correct ope-
ration of the device

D

disinfection
voluntary and momentary removal of some germs
to stop or prevent an infection, risk of infection or
secondary infection by unwanted or pathogenic
viruses or micro-organisms.

E

expiry date
date up to which the medical device can be used.
After this date, the medical device will need to be
resterilised

F

Ferrule
metal ring placed on the end of the optical guide.
Makes it easier to insert the optical guide into the
handpiece nozzle and prevents the optical guide
from rotating. Also known as a collar

Flexible protection shield
available in 5.5 mm-diameter and 7.5 mm-dia-
meter sizes. In contact with the patient, it must
be sterilised after each use. Suitable for auto-
claving. Previously called the cup

I

Irradiance
term used in radiometry to quantify the power of
an electromagnetic radiation per unit area. It is
expressed in watts per square metre. Often confu-
sed with the power of a light source

L

LED
electroluminescent diode, more commonly known
as Led (light-emitting diode), designates an optoe-
lectronic component that allows the emission of
monochromatic light.

O

operator
practitioner using the medical device during a
treatment

Optical guide
light conductor fitted to the handpiece nozzle and
transmitting light to the cure site. Is cleaned and
is suitable for autoclaving
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Glossary: practitioner – Wavelength peak

P

practitioner
medically qualified person responsible for buying
and operating the medical device

pre-disinfection
initial treatment to be performed on conta-
minated objects and equipment in order to reduce
the number of micro-organisms and to facilitate
subsequent cleaning. It is important to prevent
residue from drying on the equipment. The other
purpose of pre-disinfection is to protect personnel
during the handling of instruments and to protect
the environment. It is performed as soon as pos-
sible after use of the medical device within the
vicinity of the place of use, prior to cleaning and in
accordance with a procedure validated by the qua-
lity assurance system manager. The bactericidal,
fungicidal and virucidal activities of the products
used are determined in accordance with standards
in force. These products are compatible with the
medical devices to be handled and do not contain
any substance known to be able to bind proteins

pre-vacuum
forced extraction of air from inside the autoclave
sterilisation chamber

Protection plug
two plastic plugs used to protect the handpiece
connectors and electronics during cleaning. One
fits on the nozzle and the other fits onto the hand-
piece's electrical connectors

R

Rigid protection shield
removable oval shield forming an integral part of
the handpiece once in place. Is cleaned with
wipes. Not suitable for autoclaving

S

sterilisation
process used to kill potentially infectious viable or
revivable germs in medicines or on medical
devices. By definition, the sterility of a medical
device is determined by a 1 in 1,000,000 pro-
bability of finding a viable or revivable germ on (or
in) a product

U

ultrasonic tank
or ultrasonic cleaning. Rapid part cleaning or pro-
duct dissolution procedure using the mechanical
effect of ultrasonic waves

user
practitioner using the medical device to perform a
clinical procedure. Also called operator

W

washer-disinfector
device designed to clean and disinfect batches of
surgical instruments, anaesthetic accessories, ear-
thenware, utensils, glassware and similar items.
Generally works by washing with a detergent, ther-
mally disinfecting and drying, sometimes by means
of vacuum

Wavelength peak
maximum amplitude of a wavelength spectrum
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Index: cataract – update

8 Index

C

cataract 5
Chlorotetracycline 5
Class 2 safety goggles 5

D

disposal 13

E

electronic 1
electronic user instructions 1
Erythropoietic protoporphyria 5
European directive 13

G

general instructions relating to the complete range
of Mini LED v

L

lens 5

M

Methoxsalen 5

R

recycling 13
Recydent 13

rest time 5
retina 5

S

Solar Urticaria 5

U

update 11
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