
Dokumentation TYP IIR 3A Medical 

TYP IIR  
3A Medical 

Klassenkennzeichnung 3 – lagige MNS TYP IIR 

Typenkennzeichnung (Modell) REF 2001 

Zertifizierung EN 14683:2019 TYP IIR 
Konformitätskennzeichen entsprechend der 
Regulation (MDD 93/42 

Hersteller 3A Medical Products Co. Ltd. 
Yu An Industrial Park, 230001 Liu An 
PEOPLE´S REPUBLIC OF CHINA 

Zugelassener Vertreter der EU Shanghai International Holding Corp. GmbH 
Eiffestrasse 80, 20537 Hamburg 

Haltbarkeit 2 Jahre bei Lagerung in feuchtigkeitsbeständigem, 
regenfreiem und belüftetem Raum. 

Verpackung 50 Masken im Beutel in einer Box 
40 Boxen im Karton 
= 2.000 Masken / Karton  

Maße Box (19cm*10cm*8cm) 
Karton (52cm*39,5cm*34cm) 

Produktspezifikationen 3-Lagig
Ohrschlaufen
Latexfrei
Material: SPP / Melt Blown
Farbe: weiß / blau
Einmalgebrauch

Produktabmessungen 17,5cm*9,5cm 















Konformitätserklärung des Herstellers



Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

This is to certify that: 3A Medical Products Co., Ltd
Yu An Industrial Park
Yu An district
Liu An
Anhui
237100
China

安徽富美医疗科技有限公司
中国
安徽省
六安市
裕安区
城南工业园
邮编：237100

Holds Certificate No: MD 731336
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Manufacture and Distribution of following medical devices: sterile Surgical Mask, sterile Medical
Mask, sterile Surgical Gown, sterile Medical Coverall, sterile Surgical Drape, sterile Surgical
Pack, and non-sterile Isolation Gown, non-sterile Shoe Cover, non-sterile Pillow Cover, non-
sterile Sleeve Cover, non-sterile Non-woven Swabs, non-sterile Surgical Cap, non-sterile Head
Cover, non-sterile Fluorocover, non-sterile Scrub sult, non-sterile Bed Cover.
以下产品的生产和销售：无菌的医用外科口罩、一次性使用医用口罩、一次性使用手术衣、医用
一次性防护服、一次性使用手术铺单、一次性使用无菌手术包；非无菌的隔离衣、医用隔离鞋
套鞋套、枕套、袖套、无纺布纱布、卫生帽手术帽、医用帽、机头罩、消毒服、床罩。

For and on behalf of BSI:
Gary E Slack, Senior Vice President - Medical Devices

Original Registration Date: 2020-09-21 Effective Date: 2020-09-21
Latest Revision Date: 2020-09-21 Expiry Date: 2023-09-20

Page: 1 of 1

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +86 10 8507 3000.

Information and Contact: BSI, John M. Keynesplein 9, 1066 EP Amsterdam The Netherlands. Tel: +31 (0) 20 3460 780
BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A Member of the BSI Group of Companies.
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