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Is a multi-purpose garment, worn over scrub suits during surgical procedures.It is used to
protect both the patient and operating room personnel from the transfer of
micro-organisms, body fluids and particulate material. It is for rather short and dry
operations.

Product Name Sterile Surgical Suit
Model No. According to Customer Specification

UMDNS Code 11901

Classification (MDD Annex IX) I Sterile, Rule 1

Conformity Assessment Route Annex V section 3

Certificate:
CE Certificate by TUV No: G2S 073966 0008 Rev. 01
Surgical Gown FDA Registration Record
Test Report Based on EN 13795-1:2019
TUV Level 2 Test Report Based on AAMI PB70:2012
TUV Level 3 Test Report Based on AAMI PB70:2012
TUV Level 4 Test Report Based on AAMI PB70:2012

We herewith declare that the above mentioned products meet the transposition into
national law, the provisions of the following EC Council directives and Standards. All
supporting documentations are retained under the premises of the manufacturer.

Manufacturing Center:10
Sterilization Center: 2
Employee: 4000
RD Center:2
Market: 74 Countries
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General applicable directives:
Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC
Standard Applied:

EN ISO 15223-1:2016 EN1041:2008 EN ISO 13485:2016
EN ISO 14971:2012 EN 13795:2011

Notified Body TüV SüD Products Service GmbH, Ridlestr. 65, 80339,
Munchen, Germany

Identification Number 0123

(EC) Certificate(S) G2S 073966 0008 Rev.01

Expire Date of the Certificate 2024-05-26

Start of CE Marking 2010-11-26

Place,Date of Issue Xuchang, 2019-10-15

Sterile Surgical Gown Design
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CE Certificate by TUV No: G2S 073966 0008 Rev. 01
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EN ISO 13485:2006
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Level 4 LEVEL4 BVB Surgical gowns(ASTM F1671-2013) Based on AAMI PB70:2012



Specialize in Surgical Gown



Specialize in Surgical Gown



Specialize in Surgical Gown
Test report for 45g SMS (level 3 ) surgical gown with reinforcement

Based on AAMI PB70:2012
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Test report for 50g SMS (level 3) standard surgical gown Based on AAMI PB70:2012
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