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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Certificate

Standard ISO 9001:2015
Certificate Registr. No. 01 100 1732303

Certificate Holder: Shijiazhuang Hongray Group Co., Ltd.
Unified Social Credit Code: 91130100728799919R
Registration Address: South Tongda Rd., East Dist.,
Jinzhou City, 052260 Hebei, P. R. China
Operation Address: same as above

including the locations according to annex

Scope: Manufacture and Distribution of Patient Examination Gloves

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

Validity: The certificate is valid from 2020-04-10 until 2020-10-19.
It remains valid subject to satisfactory surveillance audits.
First certification 2017

This certificate information can be searched on CNCA official
website http://www.cnca.gov.cn

2020-04-14 g %ﬂ/
&/

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kéln

WWW.tuv.com « DAleiiche A TUVRheinland®
D60 G0 Precisely Right.



EC Declaration of Conformity

Manufacturer: whose single Authorized Representative:
Shijiazhuang Hongray Group Co., Ltd. Caretechion GmbH

South Tongda Rd., East Dist. Jinzhou, 052260 Niederrheinstr. 71, 40474 Disseldorf,
Hebei, China. Germany

Tel: +86-311-83610904 DIMDI Code: DE/0000048026

Fax: +86-311-83610904 Tel/lFax: 0211 3003 6618

Email: info@caretechion.com
We, the manufacturer, herewith declare that the products

Disposable Vinyl Examination Glove
UMDNS-Code: 11-882

Meet the provisions of MDR 2017/745 EU which apply to them.

The medical device has been assigned to class | according to Annex VIII of the MDR
2017/745 EU.

This Declaration of conformity is valid in connection with the release document for the
respective batch of produced devices.

The product concerned has been manufactured under a quality management system
according to Annex IX of MDR 2017/745 EU.

Following the procedure relating to the EC Declaration of Conformity set out in Annex IV of
MDR 2017/745 EU.

The above mentioned declaration of conformity is exclusively under the responsibility of

Shijiazhuang Hongray Group Co., Ltd.
South Tongda Rd., East Dist. Jinzhou, 052260 H

Jinzhou China _2020-04-01 GM:
Place , date Legally bi/

EC Declaration of Conformity
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CE TECHNICAL DOCUMENTATION REVIEW REPORT

Company Name:

Address:

Review Intention:

Product(s):

Type(s) / Model(s):

Classification:

Review period:

Review Result:

Signature:
Date: June 06, 2019
Regulatory Authority

FELLEIH AN AN,
e A b

Shijiazhuang Hongray Group Co. Ltd.

South Tongda Road, East district, Jinzhou City, Hebei, 052260,
China

Review the completeness of the Technical Documentation according
to the requirements of Medical Devices Directive 93/42/EEC Annex
VIl & the Regulation (EU) 2017/745 Annex Il and 1l

Examination Vinyl Gloves
Powder Free / XS, S, M, L, XL

Class |

(According to Annex IX Section 11l 1.1 and 1.4 of the Medical Devices
Directive 93/42/EEC & Annex VIII Chapter Il 4.1 rule 1 of Medical
Device Regulations 2017/745)

June 06, 2019

During the examination of the Technical Documentation (No: HRG-
JSWJ-001, Revision: C, Dated 2019-05-10), no non-compliance
according to the requirements of Medical Devices Directive
93/42/EEC Annex VII & the Regulation (EU) 2017/745 Annex Il and

IIl was detected.
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SGS

Test Report No.: SHHL1602007863MD-02 Date: APR. 08,2016  Page: 2 of8

Test Conducted:

1. EN 455-1:2000 Medical gloves for single use — part 1: Requirements and testing for freedom from holes

Number of test sample : 200 Pieces

The type of gloves : examination/procedure gloves

Manufacturing batch code o

Batch size o

Sample size : XS, 8, M, L, XL

Number of non-conforming

gloves " None

Defects observed beforetesting : No defects

Test Result : Pass

Clause Test Items Result Note

5 Watertightness test for detection of holes - -

5.1 Referee testing #1&2

2. EN455-2: 2015 Medical gloves for single use — part 2: Requirements and testing for physical propertie

Number of test sample : 91 Pieces

Type . examination/procedure gloves

The manufacturing batch code o

Size . XS, 8, M, L, XL

Defects observedbefore testing : No defects

Test Result . Pass

Clause  Testltems Result Note

4 Dimensions Pass #3
5 Strength Pass #1&4
7 Labeling Pass /

Unless otharw]sa agresd in wnling this document is issued by the Company subject to its General Conditions of Service printed
overleaf, a at http://www.sgs.com/en/Terms-and-Conditions.aspx and, for electronic format documents,
subject to Terms and Condltlons for Eiectromc ocuments at http://www.sgs.com/en/Terms-and-Conditions/Terms-e-Document.aspx.
Attention is drawn to the limitation of liability, indemnification and Jurisdiction Issues define erein. Any holder o s document Is
advised that information contained hereon reflects the Company” 8 flndlngs at the time of its intervention only and within the limits of
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 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 extent of the law. Unless otherwise stated the
results shown in this test report refer unl}l to the sample(s) tested and such sample(s) are retained for 30 days only.

Attention: To check the authenticity of testing /inspection report & certificate, please contact us at telephone: (86-755) 8307 1443,
of emal I: CN.Doccheck@sgs.com

4" Buiding, No.889, Yishan Road, Xuhui Distrct Shanghai, China 200233 t (86)4009609661  f (86-21) 61156899 WWW.SgSgroup.com.cn

hE - i - BILEFILESIS4SHE A4 200233 t (86)4009609661  f (B6-21) 61156899 e sgs.china@sgs.com
\
Member of the SGS Group (SGS SA)



Test Report No.: SHHL1602007863MD-02 Date: APR. 08,2016 Page: 3 of 8

3. EN455-3: 2015 Medical gloves for single use—Part 3: Requirements and testing for biological evaluation

Number oftest sample . 5 Pieces

Finishes of gloves . Powdered-free gloves other than surgeon’s gloves

Defects observed before testing :  No defects

Test Result : Pass
Clause  Testltems Result Note
4.4 Powder Pass #1, 5&6
4.6 Labeling Pass /
Note:

1. As perclient’s declare, these gloves (four size: XS, S, M, L, XL) only size different, the material
is the same, and only the glove of size M was tested.

See result 1.

See result 2.

See result 3.

Test according to EN 1ISO 21171-2006.

The powder of sample was 0.4mg<<2mg.

2.
3.
4.
5.
6.

Unless otharw]sa agfesd in wrliing this documant is issued by the Company subject to its General Conditions of Service printed
overleaf, a at http://www.sgs.com/en/Terms-and-Conditions.aspx and, for electronic format documents,
subject to Terms and Condltlcns for Eiectrumc ocuments at hitp: wwws s com/en, errns an CondnmnslfTermsﬂADocurnen! aspx.
Attention is drawn to the limitation of liability, indemnification an risi erein. Any er a locument is
advised that information contained hereon reflects the Company” 8 flndlngs at the time Of ilS mterventlon OI‘IW and Wlthln the limits of
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 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 extent of the law. Unless otherwise stated the
results shown in this test report refer anly to the sample(s) tested and such sample(s) are retained for 30 days only.

Attention: To check the authenticity of testing /inspection report & certificate, please contactus attelephone {86-755) 8307 1443,
ot email: CN.Doccheck@sgs.com

4" Buiding, No.889, Yishan Road, Xuhui Distrct Shanghai, China 200233 t (86)4009609661  f (86-21) 61156899 WWW.SgSgroup.com.cn

hE - i - BILEFILESIS4SHE A4 200233 t (86)4009609661  f (B6-21) 61156899 e sgs.china@sgs.com
\
Member of the SGS Group (SGS SA)



SGS

Test Report No.: SHHL1602007863MD-02 Date: APR. 08,2016  Page: 4 of 8

Test Results:
1. Watertightness test for detection of holes
Sample Quantity: 200pcs

AQL: 1.5 Accept: 7 Reject: 8 Found: O

2. Dimensions

Sample Quantity: 65pcs

Size XS
Length(mm) | 243 | 244 | 243 | 244 | 242 | 242 | 245 | 244 | 243 | 242 | 244 | 243 | 242
Width(mm) 78 77 76 77 78 77 76 78 78 76 77 76 77

Median value:
Length (mm): 243
Width (mm): 77

Size S
Length(mm) | 246 | 245 | 246 | 245 | 245 | 247 | 246 | 245 | 244 | 243 | 244 | 242 | 245
Width(mm) | 88 87 86 85 85 86 87 88 87 85 86 85 86

Median value:
Length (mm): 245
Width (mm): 86

Size M
Length(mm) | 248 | 248 | 249 | 248 | 247 | 248 | 249 | 249 | 250 | 248 | 247 | 246 | 247
Width(mm) | 96 95 97 96 97 96 95 96 95 97 96 95 96

Median value:
Length (mm): 248
Width (mm): 96

Size L
Length(mm) | 243 | 242 | 243 | 242 | 242 | 242 | 243 | 244 | 243 | 244 | 243 | 242 | 243
Width(mm) | 106 | 105 | 106 | 104 | 105 | 106 | 107 | 106 | 105 | 106 | 107 | 105 | 104

Median value:
Length (mm): 243
Width (mm): 106

Unless otharwlsa agresd in wnting thls documant is issued by the Company subject to its General Conditions of Service printed
overleaf, a on at http://www.sgs.com/en/Terms-and-Conditions.aspx and, for electronic format documents,
subject to Terms and Condlt!ons for Electronlc ocuments at http://www.sgs.com/en/Terms-and-Conditions/Terms-e-Document.aspx.
Attention is drawn to the limitation of liability, indemnification and jurisdiction Issues defined therein. Any holder o s document Is
advised that information contained hereon reflects the Company's findings at the time of its intervention only and within the limits of
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 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 extent of the law. Unless otherwise stated the
results shown in this test report refer unly to the sample(s) tested and such sample(s) are retained for 30 days only.

Attention: To check the wtrwon!l"\ry of testing /inspection report & certificate, please contact us at telephone: (B6-755) 8307 1443,
ot emnal I: CN.Doccheck@sgs.com

20| 4" Buldig, NoBES, Yishan Road, Xuhui District Shanghai, China 200233 t (86)4009609661  f (86-21)61156899 WWW.SgSgroup.com.cn
E - B - X EHILS80B4SE ARG 200233 t (86)4009609661  f (86-21)61156899 @ sgs.china@sgs.com
1

Member of the SGS Group (SGS SA)



SGS

Test Report No.: SHHL1602007863MD-02 Date: APR. 08,2016 Page: 5 of 8
Size XL
Length(mm) | 255 | 252 | 254 | 252 | 254 | 253 | 252 | 254 | 253 | 252 | 253 | 254 | 253
Width(mm) | 117 | 118 | 115 | 117 | 116 | 118 | 117 | 116 | 115 | 116 | 117 | 118 | 117
Median value:
Length (mm): 253
Width (mm): 117
Requirements: see table 1&2
Table 1 Dimensions for surgical gloves Table 2 Dimensions for
examination/procedure gloves
Size Median length Median width
in mm in mm Size Median length Median width
5 =250 67+4 in mm in mm
55 =250 70+ 4 Extra small <80
6 =260 77+5 Small 80+ 10
6.5 =260 8345 Medium =240 95+10
7 =270 89+5 Large 110+10
7.5 =270 95+5 Extra Large =110
8 =270 102+6
8.5 =280 108+6
9 =280 114+6
9.5 =280 121+6
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Unless otharw]sa agresd in wnling this documant is issued by the Company subject to its General Conditions of Service printed
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/lwww.sgs.com/en/ Terms-and- Conditions/Terms-e-Document.aspx.
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older of
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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 extent of the law. Unless otherwise stated the
results shown in this test report refer unl}l to the sample(s) tested and such sample(s) are retained for 30 days only.

Attention: To check the authenticity of testing /inspection report & certificate, please contact us at telephone: (86-755) 8307 1443,
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SGS

Test Report No.: SHHL1602007863MD-02 Date: APR. 08,2016 Page: 6 of 8
3. Strength
Sample Quantity: 26pcs
Size M
Forceat | 450 | 484 | 457 | 449 | 491 | 448 | 445 | 437 | 474 | 478 | 489 | 4.80 | 4.65
break(N)
Force at
breakafter | 4 25 | 461 | 454 | 479 | 482 | 476 | 475 | 482 | 438 | 461 | 478 | 469 | 4.65
challenge
testing(N)
Median value:
Force at break during shelf life (N): 4.65
Force at break after challenge testing (N): 4.75
Table 3 — Median values of force at break
Force at break
in Newton
Surgical gloves Examination/procedure gloves
8) b) c)
Throughout shelf life tested =90 26,0 z3,6
according to 5.2 and within 12
months of manufacture tested
according to 5.3

a) Requirements for all surgical gloves.

b) Requirements for all examination gloves, except gloves
polyvinylchloride, polyethylene)..
<)

Requirements for gloves made from thermoplastic materials (e.g. polyvinylchloride, polyethylene).

made from thermoplastic materials (e.g.

Remark:
1.

The sample selecting amount for Watertightness test for detection of holes is deviated to 200

pcs as accessed by SGS.
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results shown in this test report refer unly to the sample(s) tested and such sample(s) are retained for 30 days only.

Attention: To check the authenticity of testing /inspection report & certificate, please contact us at telephone: (B6-755) 8307 1443,
of emal I: CN.Doccheck@sgs.com

4" Bulding, No.839, Yishan Road, Xuhui Distict Shanghal, Cina 200233 1 (86)4009609661  f (85-21) 61156899 WWW.SgSgroup.com.cn
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Test Report No.: SHHL1602007863MD-02 Date: APR. 08,2016 Page: 7 of 8
Sample Photo:
Received sample (size XS) Received sample (size S)

Received sample (size M)

Unless otherwise agreed in writing, this documant is issued by the Company subject to its General Condltlons fof sgwica printed
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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
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