
Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016                                         
质量管理体系 ISO 13485:2016

This is to certify that:
兹证明

Ambulanc (Shenzhen) Tech. Co., Ltd.
3rd and 8th Floor, Block C, Building #5,
and 1st to 10th Floor, Building #8
Skyworth Innovation Industry Park
Tangtou 1st Road, Shiyan
Baoan District, Shenzhen
Guangdong
518108
China

深圳市安保医疗科技股份有限公司
914403007330766940
中国
广东省
深圳市
宝安区
石岩街道塘头1号路
创维创新谷5#C栋3楼、8楼和8#楼01-10层
邮编：518108

Holds Certificate No:
持有证书

MD 743586

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:                                                                                                                                       
并运行符合 ISO 13485:2016 要求的质量管理体系，认证范围如下：

Design, manufacture, servicing and distribution of Emergency Ventilator, Transport Ventilator,
Demand Valve Resuscitator, Inhalation Antalgic Equipment (Sedation System), Nasal
Continuous Positive Airway Pressure System, Cardio Pump, Vein Locator, Emergency
Resuscitator, Suction Unit, Blender, CPR System, Semi-Automatic External Defibrillator,
Ventilator, Defibrillator/Monitor, Video Laryngoscope, Vein finder, Syringe pump, Infusion pump,
High flow Respiratory Humidifier, Medical air compressor, Oscillation vest therapy system and
Automatic external defibrillator.
急救呼吸机、转运呼吸机、呼吸阀、吸入笑气镇痛装置、小儿持续正压通气系统、心脏按压
泵、静脉查找器、气动急救复苏器、电动吸痰器、医用空氧混合仪、心肺复苏机、半自动体外
除颤仪、呼吸机、除颤监护仪、麻醉视频喉镜、静脉显像仪、注射泵、输液泵、高流量呼吸治疗
仪、医用空压机、排痰机和自动体外除颤仪的设计开发、生产、服务和分销。

For and on behalf of BSI:                                                                                                                                 
BSI代表: Graeme Tunbridge, Senior Vice President Global Regulatory & Quality

Original Registration Date 首次发证日期： 2021-09-13 Effective Date 生效日期： 2024-09-13
Latest Revision Date 最新发证日期： 2024-07-25 Expiry Date 有效期至： 2027-09-12
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This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract. 此证书的所有权属于BSI并受合同条款的约束

An electronic certificate can be authenticated online. 可以 在线 查询电子证书的有效性。
Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +86 10 8507 3000.
打印的证书可以通过网站 http://www.bsi-global.com/ClientDirectory或者致电 +86 10 8507 3000 查询。
The information of this certificate can also be found on the official website of the National Certification and Accreditation Administration (www.cnca. gov.cn)
本证书信息亦可在国家认证认可监督管理委员会官方网站 (www.cnca.gov.cn) 上查询。
The certified organization shall be subject to surveillance audit periodically with acceptable results for maintaining the validity of this certificate.
获证组织必须定期接受监督审核并经审核合格此证书方继续有效。
Information and Contact: BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands | Tel: +31 20 3460 780
BSI Group The Netherlands B.V. is registered in The Netherlands under number 33264284 | A Member of the BSI Group Holdings B.V.
信息查询及联系方式: BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands | 电话：+ 31 20 3460 780 BSI集团荷兰有限公司, 注册地荷兰, 注册号

码33264284 | BSI集团控股有限公司成员

China Headquarters (Beijing): 2008 East Ocean Centre, 24A Jianguomenwai, Beijing, 10004, China, Tel: +86 10 85073000, A Member of the BSI Group of Company. 中国总部（北京): 北京

市建国门外大街甲24号东海中心2008室 邮编: 100004 电话: +86 10 85073000 BSI集团公司成员。

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+743586&ReIssueDate=25%2f07%2f2024&Template=cnen
https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+743586&ReIssueDate=25%2f07%2f2024&Template=cnen
www.cnca.gov.cn
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Design, manufacture, servicing and distribution of Emergency
Ventilator, Transport Ventilator, Demand Valve Resuscitator,
Inhalation Antalgic Equipment (Sedation System), Nasal
Continuous Positive Airway Pressure System, Cardio Pump,
Vein Locator, Emergency Resuscitator, Suction Unit, Blender,
CPR System, Semi-Automatic External Defibrillator, Ventilator,
Defibrillator/Monitor, Video Laryngoscope, Vein finder, Syringe
pump, Infusion pump, High flow Respiratory Humidifier,
Medical air compressor, Oscillation vest therapy system and
Automatic external defibrillator.
急救呼吸机、转运呼吸机、呼吸阀、吸入笑气镇痛装置、小儿
持续正压通气系统、心脏按压泵、静脉查找器、气动急救复苏
器、电动吸痰器、医用空氧混合仪、心肺复苏机、半自动体外
除颤仪、呼吸机、除颤监护仪、麻醉视频喉镜、静脉显像
仪、注射泵、输液泵、高流量呼吸治疗仪、医用空压机、排痰
机和自动体外除颤仪的设计开发、生产、服务和分销。

Ambulanc (Shenzhen) Tech. Co., Ltd.
Evergrande Fashion Huigu Building 1#101
Fulong Road, Shanghenglang Community
Dalang Street
Longhua District, Shenzhen
Guangdong
518109
China
深圳市安保医疗科技股份有限公司
914403007330766940
中国
广东省
深圳市龙华区
大浪街道
上横朗社区福龙路旁
恒大时尚慧谷大厦1栋101
邮编：518109

Register address with provision of a business registration
address for Chinese legislative purposes.
获证组织注册地址。
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This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract. 此证书的所有权属于BSI并受合同条款的约束

An electronic certificate can be authenticated online. 可以 在线 查询电子证书的有效性。
Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +86 10 8507 3000.
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Information and Contact: BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands | Tel: +31 20 3460 780
BSI Group The Netherlands B.V. is registered in The Netherlands under number 33264284 | A Member of the BSI Group Holdings B.V.
信息查询及联系方式: BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands | 电话：+ 31 20 3460 780 BSI集团荷兰有限公司, 注册地荷兰, 注册号
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