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EN455 Zertifikat fiir sunaMed Nitril Handschuhe

sunaMed Dokumenten Nummer:
sunamed1003

Aktuelle Version:

Auflage 1 Erstellt am: 10.9.2021

Mit Erscheinen dieser Version verlieren alle vorigen Versionen ihre Giltigkeit.

Giiltig fur nachfolgende Artikelnummern:

Gr. |EAN Art.- Artikel
Nr.
S 4260274354544 | 1080 |100 Handschuhe S blau Nitril | 100 Exam gloves S blue nitrile
MDR1 noP sunaMED MDR1 noP sunaMED
M 4260274354551 |1081 |100 Handschuhe M blau Nitril | 100 Exam gloves M blue nitrile
MDR1 noP sunaMED MDR1 noP sunaMED
L 4260274354568 1082 |100 Handschuhe L blau Nitril | 100 Exam gloves L blue nitrile
MDR1 noP sunaMED MDR1 noP sunaMED
XL |4260274354575 |1083 |100 Handschuhe XL blau 100 Exam gloves XL blue nitrile
Nitril MDR1 noP sunaMED MDR1 noP sunaMED
Abkiirzungen:
MDR1 = MDR Klasse 1
noP  =no Powder
SUNASAR AG Bergblickweg 3 CH-6060 Sarnen

+41 31 506 10 67

prz@sunamed.ch
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Test Report

Client name

Client address

Sample Description
Lot No.

Lot Size

Sample Quantity
Manufacturer
Manufacturer Date
Storage Condition

As above test item and

No.: QDHL2004003683MD_EN Date: JUL.24,2020 Page: 1 of 7

GUANGZHOU JUNDA GLOVES CO,, LTD
NO.28 HETINGFENGWEI INDUSTRIAL ZONE, RENHE TOWN,
BAIYUN DIST, GUANGZHOU, CHINA
DISPOSABLE NITRILE GLOVES
NOT PROVIDED
NOT PROVIDED
500PCS
GUANGZHOU JUNDA GLOVES CO., LTD
2020.3
: ROOM TEMPERATURE
its relevant information regarding to the submission are provided and confirmed by

the applicant. SGS is not liable to either the test item or its relevant information, in terms of the accuracy,

suitability, reliability or/a

nd integrity accordingly.

SGS Ref. No. TAOHG2002652101
Sample Receiving Date JUN.28,2020

Final Sample Submission Date . JUL.22,2020

Test Performing Date

SUNASAR AG
+41 31 506 10 67

JUN.29,2020 TO JUL.24,2020
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Test Report No.: QDHL2004003693MD_EN Date: JUL.24,2020 Page: 2 of 7

Test Requested

1. BS EN 455-1:2000 Medical Gloves for Single Use — Part 1: Requirements
and Testing for Freedom from Holes (Clause 5.1)

2. BS EN 455-2:2015 Medical Gloves for Single Use — Part 2: Requirements
and Testing for Physical Properties (Clause 4.2, 4.3, 5.2, 5.3)

3. BS EN 455-3:2015 Medical Gloves for Single Use — Part 3: Requirements
and Testing for Biological Evaluation (Clause 4.4, 4.5, 4.6)

Result

Pass

Pass

See Results

Note: Unless otherwise stated the results shown in this test report refer only to the sample(s) tested. The test
report shall only be used for clients’ scientific research, teaching, internal quality control, product research and

development, etc... and just for intenal reference.

SGS-CSTC Standards
Technical Services (Qingdao)
Co., Ltd.

e

W) esstee. feews

Jessica Gao
Approved Signatory

SGS Center, Mo. 143, Zhuzhou Road, Laoshan Disfrict, Qingdao, China 266101
t (86-532) 68999888  f (36-532) 80991955

SUNASAR AG Bergblickweg 3
+41 31506 10 67 prz@sunamed.ch
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Unless otherwise agreed in writing, this document s Issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at hitp.//www.sgs.com/en/Terms-and-Conditions.aspx and, for electronic format documents,
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except in full, without prior written approval of the Company. Any unauthorized alteration, forgery or falsification of the content or
appearance of this document is unlawful and offenders may be prosecuted to the fullest extsm the law.
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Test Report

Test Conducted:

Quality % PrsStore

No.: QDHL2004003693MD_EN Date: JUL.24,2020 Page: 3 of 7

1. BS EN 455-1:2000 Medical gloves for single use — Part 1: Requirements and testing for

freedom from holes

Number of test sample : | 200 Pieces
Sample size I
Number of non-conforming gloves | : | 0
Clause | Test ltems Result
5 Watertightness test for detection of holes -
5.1 Referee testing Pass (See note 1)
Sample quantity: 200pcs, AQL:1.5, Ac:7, Re:8, Found:0. L
Note : 1 | The sample selecting amount for this clause is deviated to 200 pcs as assessed %
by SGS. s
2. BSEN 455-2:2015 Medical gloves for single use — Part 2: Requirements and testing for 2
physical properties
F
Number of test sample : | 26 Pieces f
Type Examination/procedure gloves: b)
Size Examination/procedure gloves: L
Clause | Testltems Result
4 Dimensions -
4.2 Length Pass (See result 1)
4.3 Width Pass (See result 1)
5 Strength -
5.2 Force at break Pass (See result 2)
6.3 Force at break after challenge testing Pass (See result 2)
Unless otherwise agreed in writing, this document is issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at http:/fwww.sgs.. uumfsm‘Terms-and Conditions.aspx and, for format documents,
subject to Terms and Conditions for Electronic Documents al wwws 5. cum!aniTErms and-Cnndltlons.‘Tefms-e-Dncument as x,
Attention is drawn to the limitation of liability, indemnification an “Juri ny [er is ume
advised that information contained hereon reflecis the Company's ﬂndmgs at lhe llme of ns mtervemmn only and wnlhm ths hmwls nf
Client’s instructions, If any. The Company’s sole responsibility is to its Client and this document does not exonerate parties to a
transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced
except in full, without prior written appraval of the Company. Any unauthorized alteration, forgery or falsification of the content or
appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law.
1382922
SGS Center, No. 143, Zhuzhou Road, Laoshan District, Qingdao, China 266101 WWW.SGSQTOUp.Com.cn
t (86-532) 66999868  { (86-532) B0991955 & sgs.china@sgs.com
Member of the SGS Group (SGS SA)
SUNASAR AG Bergblickweg 3 CH-6060 Sarnen
+41 31506 10 67 prz@sunamed.ch www.sunamed.ch
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Test Report No.: QDHL2004003693MD_EN Date: JUL.24,2020 Page: 4 of 7
Result 1: Dimensions
Size L
No. Length (mm) Width (mm)
1 245 105
2 245 106
3 245 105
4 245 105
B 244 105
6 244 104
7 245 104
8 243 105
9 245 105
10 240 105
11 241 106 =
12 245 104 E
13 243 106 i
Standard requirement 2240 110410
Median value 245 105 l
Result 2: Strength H
7 T
Size: L i
Force at break (N)
Before aging After aging i
No / No. ! =
1 6.6 1 6.7
2 6.8 2 6.7
3 6.6 3 5.5
4 7.0 4 6.7
5 6.8 5 6.6
6 6.8 6 6.2
7 6.8 it 6.3
8 6.6 8 6.5
9 6.2 9 6.0
10 75 10 6.1
1 6.7 11 6.6
12 75 12 6.5
13 6.7 13 6.0
Sta.ndard 6.0 StaAndard 6.0
requirement requirement
Median value 6.8 Median value 6.5

Unless otherwise agreed in wrifing, this document is issued by the Company subject to ifs General Conditions of Service printad
overleaf, available on request or accessible at http://www.sgs. comfentTerms and-Conditions.aspx and, for electronic format documenis,
subject to Terms and Conditions for Electronic Documents a 5 m en EHI'IS ani Cnnd\unnsﬂerms e—Dccument as| x,
Attention is drawn to the Ii of liability, i s def ny

advised that information contained hereon reflects the Cnmpany 's f'nd ngs at the hme af d.s Lnlervemmn onl and w1th|n me Ilmlls of
Client's insiructions, if any. The Company's sole responsibility is to its Client and this document does not excnerate parties to a
transaction from exercising all their rights and obligations under the transaction dtmumenls ThIE ducumem cannot be reproduced
except In full, without prior written approval of the Gompany. Any d gery ol of the contant or
appearance of this document is unlawful and offenders may be prosecuted to the fullest exten! ul the \aw

71382923

SGS Genter, No. 143, Zhuzhou Road, Laoshan District, Qingdao, China 266101 WWW,SgSgroup.com.cn
1 (86-532) 66999888 f (86-532) 80991955 @ sgs.china@sgs.com

Member of the SGS Group (SGS SA)
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Test Report No.: QDHL2004003693MD_EN Date: JUL.24,2020 Page: 5 of 7

3. BS EN 455-3:2015 Medical gloves for single use — Part 3: Requirements and testing for

biological evaluation
Number of test sample : | 5 Pieces
Finishes of gloves : | Powdered-free gloves other than surgeon’s gloves
Size Tk
Clause | Test ltems Result
4.4 Powder-free gloves Pass (See note 1)
4.5 Proteins, leachable See result 1
46 Labelling Pass
L
, Test according to EN ISO 21171:2008, the average mass of powder per glove is ;
Note 1 : g |
0.06mg. (Requirement: £2mg per powder-free glove)
L d
Result 1: Proteins, leachable |
]
Test Item Test Result I
Determination of aqueous extractable Not Detected |
protein(ug/g) -
[ Remark [:] 1 [ uglg=microgram per gram.
2 | Detection limit of aqueous extractable protein is 10 pg/g
Remark:

1) The declaration of conformity is only based on the actual value of laboratory activity, measurement
uncertainty of the results not take into account.

2) Labelling assessment was based on the information provided by the customer, excluding the
verification of the authenticity of the content. SGS is not responsible for verifying the accuracy of the
information provided by customers.
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Sample Photo:

No.: QDHL2004003693MD_EN Date: JUL.24,2020
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SUNASAR AG
+41 31 506 10 67
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SGS authenticate the photo on original report only

***End of Report***
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Kontakt Bezug

Webseite:
www.sunamed.ch

SUNASAR AG
Bergblickweg 3
CH-6060 Sarnen

Telefon +41 31 506 10 67
prz@sunamed.ch

Bestatigung

tzer

Dr. Klaus Huck, QM

SUNASAR AG Bergblickweg 3 CH-6060 Sarnen
+41 31 506 10 67 prz@sunamed.ch www.sunamed.ch
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