
 

 

DECLARATION OF CONFORMITY 

Importer 
S.A.S LOCX 
6 boulevard des Monts d’Or 
69580 Sathonay-Camp 

 
Manufacturing 
Suzhou Shiyifang Biotechnology Co., Ltd 
Room 302, Building 12, Northwest area, Suzhou nano city, no. 99, Jinjihu Avenue, 
Suzhou Industrial Park, Jiangsu Province, China 

 

Designation and Reference 
DISPOSABLE NITRILE EXAMINATION GLOVES 

REFERENCE : MDG-251 

Normes 

Norme Certification Organism Issued Report/Certificate Ref.  

EN 455-1/2/3 SGS 2021-06-15 Declaration of conformity 

EN 374-2:2019 SGS 2020-08-05 QDHL2007007117MD_EN 

EN 374-1:2016+A1:2018 SATRA 2021-08-20 2777/16527-02/E01-01 

EN 374-5:2016 SATRA 2020-12-23 
08-20-21 

CHT0305868 / 2049 
2777/16527-02/E01-01 

EN 16523-1 :2015 SGS 2020-07-16 QDHL2006005936MD_EN 

EN 374-4 :2019 
 

SGS 
SATRA 

2020-07-16 
2021-08-20 - 
2026-04-30 

QDHL2006005936MD_EN 
2777/16527-02/E01-01 

EC 1935/2004 
VO (EU) 10/2011 

SGS 2021-03-18 SHAHG2103905201 

EN 21420:2020 SATRA 2021-08-20 -
2026-04-30 

2777/16527-02/E01-01 

ISO EN 13485:16 SATRA 2021-08-20 - 
2026-04-30 

2777/16527-02/E01-01 

  As well as ISO EN 13485:2016 (LOCX), COMMISSION REGULATION (EC) No 2023/2006.  

   
LOCX, Président , Olivier Euvrard  
11/01/2022 

 
 
 

 

 

 
LOCX – 6 boulevard des Monts d’Or, FR-69580 SATHONAY-CAMP  

Email: info@locx.fr 
SAS AU CAPITAL DE 10000 € - 817 697 659 RCS LYON 

Compte bancaire : FR76 1027 8073 7100 0205 6030 122 BIC/SWIFT 
CMCIFR2A Banque : CCM RILLIEUX LA PAPE 

mailto:info@locx.fr














































SATRA Technology Europe Limited. Bracetown Business Park. Clonee. D15YN2P. Republic of Ireland.

Issued to:

Notified Body: 2777 SATRA customer number: P21098

Suzhou SHIYIFANG Biotechnology Co Ltd
Room 302 Building 12, Nortwest Area
Suzhou Nano City, No.99 Jinjihu Avenue
Suzhou Industrial Park
Jiangsu Province
215000
China

 
This EU Type-Examination Certificate covers the following product group(s) supported by testing to the relevant 

standards/technical specifications and examination of the technical file documentation:
Following the EU Type-Examination this product group has been shown to satisfy the applicable essential health and 

safety requirements of Annex II of the PPE Regulation (EU) 2016/425 as a  Category III product.

Standards/Technical specifications applied:
EN ISO 21420:2020; EN ISO 374-1:2016+A1:2018; EN ISO 374-5:2016

Technical reports/Approval documents:
SATRA: CHT0307836/2104, CHT0305868/2049, CHM0308176/2105/JH/A, CHM0308176/2105/JH/B

Signed on behalf of SATRA:

Page 1 of 2

Product reference: Description:

SYF-ST01 Disposable Powder Free Nitrile Gloves

Colour: Blue

Classification:Sizes:
S/6, M/7, L/8, XL/9 EN ISO 374-1:2016+A1:2018 /Type C Level EN ISO 374-4:2019 Degradation %

40% Sodium Hydroxide (K) 5 -23.4
30% Hydrogen Peroxide (P) 1 35.8
37% Formaldehyde (T) 5 13.6

EN ISO 374-5:2016
Protection against Bacteria and Fungi Pass
Protection against Viruses Pass

Certificate number: 2777/16527-01/E00-00

Date first issued: 30/04/2021
Date of issue: 30/04/2021
Expiry date: 30/04/2026
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TERMS AND CONDITIONS

The following conditions apply in addition to SATRA’s standard terms and conditions of business and 
those given in the current certification agreement. This certificate has been issued in accordance with 
Annex V (Module B) of the applicable legislation (see note 11).  

Please note:

1. Where the product is classified as category III then CE or UKCA Marking of production is reliant 
on current compliance with module C2 or Module D of the applicable legislation (See note 11). 
(Except that specifically produced to fit an individual user).

2. Full details of the scope of the certification and product(s) certified are contained within the 
manufacturer’s technical documentation.

3. Where a translation of this certificate exists, the English language version shall be considered 
as the authoritative text.

4. Certification is limited to production undertaken at the sites listed in the manufacturer’s 
technical documentation.

5. Ongoing manufactured product shall be consistent with the product(s) certified and listed on 
this certificate and an EU declaration of product conformity shall be made available in 
accordance with the applicable legislation (See note 11)

6. The Manufacturer shall inform SATRA of any changes to the certified product or technical 
documentation.

7. Where results obtained during type testing are within the budget of uncertainty when compared 
to the pass requirement, classification or performance level, then it is the responsibility of the 
manufacturer to ensure that the factory production control and manufacturing tolerances are 
such that the product placed on the market meets with the stated requirements, classifications 
or performance levels. 

8. This certificate shall be kept together with the relevant technical documentation in a safe place 
by the client named on this certificate. Production of this certificate and other documentation 
may be required by a representative of the EC member state, or UK government.

9. This certificate relates only to the condition of the testable items at the time of the certification 
procedure and is subject to the expiry date shown.

10. SATRA reserves the right to withdraw this certificate if it is found that a condition of 
manufacture, design, materials or packaging have been changed and therefore no 
longer comply with the requirements of the applicable legislation (See note 11).

11. These terms and conditions shall apply to the requirements set out in Regulation (EU) 
2016/425 of the European Parliament and of the council of 9th March 2016 on personal 
protective equipment or to UK legislation relating to UKCA Marking as defined within the 
issued certificate.
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SATRA Technology Services (Dongguan) Ltd  
Unit 110, Xinzhongyin Garden, Xiping 

Nancheng District, Dongguan City 
Guangdong Province, China 
Tel: +86 (0) 769 22888020 
email: info@satrafe.com 

 
 

 

 

 

 

Conditions of Issue: 

 

This report may be forwarded to other parties provided that it is not changed in any way.  It must not be published, for 

example by including it in advertisements, without the prior, written permission of SATRA. 

 

Results given in this report refer only to the samples submitted for analysis and tested by SATRA.  Comments are for 
guidance only.   

 

A satisfactory test report in no way implies that the product tested is approved by SATRA and no warranty is 
given as to the performance of the product tested.  SATRA shall not be liable for any subsequent loss or damage 

incurred by the client as a result of information supplied in the report. 

 

The uncertainty of the results (UoM) in this report is based on a standard uncertainty multiplied by a coverage factor k=2, 
which provides a coverage probability of approximately 95%. 

 

 
Report signed by:  Gladys He 
Position: Technologist 
Department: China Testing 

 
(Page 1 of 8) 

 

Customer details: Suzhou SHIYIFANG Biotechnology Co.,Ltd. 
Room 302,builiding 12, 
Northwest area, 
Suzhou nano City, 
No.99,Jinjihu Avenue, 
Suzhou Industrial Park, 
Jiangsu Province, 
China  

SATRA reference: CHT0307836 /2104 

Your reference: SYF-ST01 

Date of report: 19 February 2021 

Samples received: 28 January 2021 

Date(s) work 
carried out: 

4-10 February 2021 

 
 

TECHNICAL REPORT 
 
 

Subject: EN ISO 21420: 2020 size & dexterity & innocuousness test, EN ISO 374-2: 2019 air leak 
and water leak on Disposable Powder Free Nitrile Gloves referenced as SYF-ST01, 
Colour: Blue, Size: S-6; M-7; L-8; XL-9 

mailto:info@satrafe.com
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TECHNICAL REPORT  
 

 

Suzhou SHIYIFANG Biotechnology Co.,Ltd. Signed: Gladys He 

Technologist 

China Testing 

SATRA Reference: CHT0307836 /2104  
Date: 19 February 2021 (Page 2 of 8) 
 

WORK REQUESTED 

 

Samples described as Disposable Powder Free Nitrile Gloves referenced as SYF-ST01, Colour: Blue, Size: S-6; 
M-7; L-8; XL-9 were received by SATRA on 28 January 2021 for testing in accordance with EN ISO 21420: 
2020 and EN ISO 374-2: 2019. 
 
SAMPLE SUBMITTED 

 

Samples described as Disposable Powder 
Free Nitrile Gloves referenced as SYF-ST01, 

Colour: Blue 

 
 

TESTING REQUESTED 

  

EN ISO 21420: 2020 Clause 5.1 – Sizing and measurement of gloves 

EN ISO 21420: 2020 Clause 5.2 – Dexterity  

EN ISO 374-2: 2019 Clause 7.2 – Air leak 

EN ISO 374-2: 2019 Clause 7.3 – Water leak 

EN ISO 21420: 2020 Clause 4.2 – Innocuousness of protective gloves 

 

CONCLUSION 

 

The samples described as Disposable Powder Free Nitrile Gloves referenced as SYF-ST01, Colour: Blue, Size: 
S-6; M-7; L-8; XL-9 were found to achieve the following results: 

 

EN ISO 21420: 2020 Clause 5.1 – See below table 

EN ISO 21420: 2020 Clause 5.2 – Level 5 

EN ISO 374-2: 2019 Clause 7.2 – Pass 

EN ISO 374-2: 2019 Clause 7.3 – Pass 

EN ISO 21420: 2020 Clause 4.2 – Pass PAHs, pH value and DMFa 

 

 
Detailed results are included on the following page(s) 
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TECHNICAL REPORT  
 

 

Suzhou SHIYIFANG Biotechnology Co.,Ltd. Signed: Gladys He 

Technologist 

China Testing 

SATRA Reference: CHT0307836 /2104  
Date: 19 February 2021 (Page 3 of 8) 
 

Testing 

 
Testing was carried out in accordance with EN ISO 21420:2020 and EN ISO 374-2: 2019 
 
Samples for testing were conditioned for at least 24 hours in a conditioned environment maintained at (23±2) °C 
and (50±5) % relative humidity.   
 

Requirements 
 
Table 1 – Requirements for EN ISO 21420: 2020 Clause 5.2 Dexterity 
 

Performance level 1 2 3 4 5 

Diameter of dexterity pin /mm 11.0 9.5 8.0 6.5 5.0 

 
Table 2 – Requirements for EN ISO 374-2: 2019 
 

Clause 7.2 Air leak No leak to be detected 

Clause 7.3 Water leak No leak to be detected 

 

Test Results 
 
Table 3 – EN ISO 21420:2020 Test Results 

Clause / Test Requirement Test Results 
UoM 

(See note ♣) 
Result 

5.1 Glove 
length, comfort 

and fit 
N/A 

Size 
Length /mm 

± 1.10 mm N/A 

1 2 3 

6 240 240 240 

Comfortable on fit 

7 235 235 236 

Comfortable on fit 

8 240 235 240 

Comfortable on fit 

9 250 250 250 

Comfortable on fit 

5.2 Dexterity See table 1 

Size Minimum pin diameter / mm 

N/A Level 5 

6 5.0 

7 5.0  

8 5.0 

9 5.0 
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TECHNICAL REPORT  
 

 

Suzhou SHIYIFANG Biotechnology Co.,Ltd. Signed: Gladys He 

Technologist 

China Testing 

SATRA Reference: CHT0307836 /2104  
Date: 19 February 2021 (Page 4 of 8) 
 

Table 4 – EN ISO 374-2: 2019 Test Results 
 

 

Additional Information / Notes 
 
Note ♣ – Estimated uncertainty of measurement applied at point of test (e.g. to applied force or to tolerance 
limits) to ensure product meets requirements of the standard 

  

Clause / Test Test Results 
UoM 

(See note ♣) 
Result 

7.2 Air leak test 

Total air pressure used 2.9 kPa 

 
 

N/A 

 
 

Pass 

Sample size Leaks 

6 No leaks detected 

7 No leaks detected 

8 No leaks detected 

9 No leaks detected 

7.3 Water leak test 

Sample size Leaks 

N/A Pass 

6 No leaks detected 

7 No leaks detected 

8 No leaks detected 

9 No leaks detected 
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TECHNICAL REPORT  
 

 

Suzhou SHIYIFANG Biotechnology Co.,Ltd. Signed: Gladys He 

Technologist 

China Testing 

SATRA Reference: CHT0307836 /2104  
Date: 19 February 2021 (Page 5 of 8) 
 

Innocuousness Test Results 
 
Testing was conducted at a third-party laboratory and reported under their reference A210130007001. The 
laboratory is CNAS accredited to ISO 17025: 2017. 

 

Sample Item Sample Description Location Style 

I001 
Disposable Powder Free Nitrile Gloves referenced as 

SYF-ST01, Color: Blue  
Gloves  - 

 

pH Value - EN ISO 21420:2020 

Test Method I : With reference to EN ISO 4045:2018, analyzed by pH meter. 

Test Method II: With reference to ISO 3071:2020, analyzed by pH meter. 

 

Requirement: 3.5-9.5 

 

- Unit Result 

Test Item(s) - I001 

Test Method - II 

Parameter - - 

pH Value of Extracting Solution - 5.48 

Temp. of Aqueous Extract deg. C 25.0 

pH Value of Aqueous Extract - 6.6 

Difference Figure - - 

Conclusion - PASS 

 

Note / Key : deg. C = degree Celsius (C) Temp. = Temperature  

Remark: Result(s) was (were) reported the average value from two trials. 
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TECHNICAL REPORT  
 

 

Suzhou SHIYIFANG Biotechnology Co.,Ltd. Signed: Gladys He 

Technologist 

China Testing 

SATRA Reference: CHT0307836 /2104  
Date: 19 February 2021 (Page 6 of 8) 
 

Polycyclic Aromatic Hydrocarbons (PAHs) Content - EN ISO 21420:2020 

Test Method : With reference to test method PD CEN ISO/TS 16190:2013 

 

Maximum Allowable 

Limit: 
Each of all listed PAHs: 1.0 mg/kg 

 

Tested Item(s) 
Result 

Conclusion 
Detected Analyte(s) Conc. Unit 

I001 ND ND mg/kg PASS 

 

Note / Key : ND = Not detected(<Detection Limit) Detection Limit (mg/kg) : Each : 0.2;  

 mg/kg = milligram per kilogram = ppm = part per million  

 

Remark: The list of polycyclic aromatic hyrdocarbons is summarized in table of Appendix. 

 

APPENDIX  

List of Polynuclear Aromatic Hydrocarbons: 

No. Name of Analytes CAS-No. No. Name of Analytes CAS-No. 

1 Chrysene  218-01-9 5 Dibenzo (a,h) anthracene 53-70-3 

2 Benzo (a) pyrene 50-32-8 6 Benzo (b) fluoranthene 205-99-2 

3 Benzo (e) pyrene 192-97-2 7 Benzo (j) fluoranthene 205-82-3 

4 Benzo (a) anthracene 56-55-3 8 Benzo (k) fluoranthene 207-08-9 

 

 

Dimethylformamide(DMFA) Content - EN ISO 21420:2020 

 

Test Method: With reference to EN 16778:2016, and then analyzed by Gas Chromatograph Mass Spectrometer. 

 

Analyte Unit 

Result  

Client’s 

Requirement 
Test Item(s) 

I001 

Dimethylformamide(DMFA) mg/kg ND 1000 

Conclusion - PASS - 

 

Note / Key: ND = Not detected (<Detection Limit) Detection Limit (mg/kg) : 5  

 mg/kg = milligram per kilogram = ppm = part per million  

 

 
 

*** End of Report *** 
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TECHNICAL REPORT 
 
 

 

TERMS AND CONDITIONS FOR THE SALE OF GOODS AND/OR THE PROVISION OF SERVICES 
 

Suzhou SHIYIFANG Biotechnology Co.,Ltd. Signed: Gladys He 

Technologist 

China Testing 

SATRA Reference: CHT0307836 /2104  
Date: 19 February 2021 (Page 7 of 8) 
 

1. GENERAL 
 
1.1 Work done, Services undertaken or the sale of Goods are subject to the terms and conditions detailed below 

and (subject to clause 5.2) all other conditions, warranties and representations, expressed or implied by 
statute relating thereto are, to the maximum extent permitted by law, hereby excluded. 

 

1.2 SATRA Technology Services (Dongguan) Limited (东莞赛卓检测技术服务有限公司), its subsidiaries and 

associated companies (hereinafter referred to as “SATRA”) may perform Services for, or supply Goods to, 
persons or entities (public, private or governmental) issuing instructions (hereinafter termed the “Client”).  
Each also known individually as a Party, or jointly as Parties. 

 
1.3 These terms and conditions will apply to any Contract between SATRA and the Client to the exclusion of any 

other terms which the Client may seek to impose or which may be implied by trade, custom, practice or course 
of dealings. 

 
1.4 Unless otherwise agreed in writing, no party other than the Client is entitled to provide instructions or 

information relating to the Goods or Services required or to the delivery of goods, results, reports or 
certificates. 

 
1.5 All references in these terms and conditions to: 

 
1.5.1 “Contract” is the contract between SATRA and the Client for the supply of Goods or Services 

which is made subject to these terms and conditions; and 
 

1.5.2 “Services” are the work or services to be supplied or performed under the Contract (including, 
where relevant the supply of software, components and consumables); and 
 

1.5.3 “Goods” are the equipment, consumables or other physical items sold under the Contract 
(including documents, drawings or other information required in order to operate the equipment); 
and 
 

1.5.4 "PRC" means the People's Republic of China. 
 

1.6 All drawings, descriptive matter, specifications and advertising material (including brochures and catalogues) 
are issued or published with the sole purpose of giving an indication of the Goods or Services being described 
and shall not form part of the Contract. 

 
1.7 Where SATRA and the Client agree that the sale of Goods shall be governed by Incoterms 2010 (or any 

subsequent revision thereto) then the sale shall be governed by the relevant Incoterms mode of transport 
which is agreed by SATRA and the Client. 

 
2 FEES AND PAYMENT 
 
2.1 Where SATRA has agreed to perform the Services or supply the Goods on the basis of credit then payment 

terms are net 21 days from date of invoice, unless otherwise specified and may require part payment prior to 
delivery of the Services or Goods. In the event of the Client failing to make payment as agreed SATRA will be 
entitled to withhold delivery of the Goods or Services or cancel the Contract. SATRA reserves the right to 
charge interest on any overdue payments at a rate of 1.5% per month accruing on a daily basis from the date 
the invoice is due until the date payment is received. 

 
2.2 Where the provision of Services or the sale of Goods is subject to a proforma invoice then SATRA shall not be 

obliged to start working on the provision of the Goods or Services until after payment in full has been made as 
cleared funds to SATRA. 

 
2.3 SATRA reserves the right to charge for any and all expenses incurred as a result of performing the Services 

required by the Client. Although SATRA will try to provide an estimate of such expenses these may change as 
a result of circumstances out of SATRA’s control. 

 
2.4 Unless otherwise agreed in writing, the price for the Goods or Services shall be the price set in the order 

acknowledgement. SATRA shall not be bound by any price quoted which is not in writing. Prices for the sale of 
Goods include packing cases and materials but not carriage or installation which will be quoted separately and 
as agreed with the Client.  

 
2.5 Quotations are valid from the date of issue for a period of 90 days unless otherwise specified or agreed in 

writing. 
 

2.6 Should the Client become insolvent, bankrupt, subject to an administration order, enter into liquidation or 
receivership, or make arrangements with creditors SATRA reserves the right to cancel the Contract and 
terminate the supply of the Goods or Services. Where the Contract with SATRA is terminated all outstanding 
monies due from the Client to SATRA shall be immediately payable, and any materials supplied by SATRA to 
the Client returned. Termination of the Contract shall be without prejudice to any of SATRA’s accrued rights. 

 
2.7 All invoices issued by SATRA are payable in full. The Client is responsible for payment of withholding and any 

other taxes and all import duties. Payments made to SATRA shall not be reduced by such amounts. 
 

2.8 The Client shall not be entitled to withhold or defer payment due to SATRA as a result of any dispute or 
counter claim that it may allege against SATRA. 

 
2.9 SATRA reserves the right to bring action against the Client in order to collect unpaid fees, including court 

action. All fees associated with such actions shall be paid for by the Client including legal fees and related 
costs. 

 
2.10 Where unforeseen costs arise as a result of provision of the Goods or carrying out the Services SATRA shall 

inform the Client immediately but reserves the right to charge additional costs to cover said costs and 
expenses. 

 
3 INTELLECTUAL PROPERTY RIGHTS 
 
3.1 All intellectual property rights belonging to a Party prior to entry into the Contract shall remain with that Party. 

Nothing in this Contract shall allow transfer of any intellectual property rights from one Party to the other. 
 

3.2 In the event of certification services, the use of certification marks by the Client may be subject to national and 
international laws and regulations. The responsibility for the use of these certification marks lies solely with the 
Client. 

 
3.3 All intellectual property rights in reports, drawings, graphs, charts, photographs or any other material (in 

whatever medium) produced by SATRA pursuant to this Contract shall belong to SATRA. The Client shall 
have the right to use said material in accordance with the terms of this Contract. 

 
3.4 The Client agrees and acknowledges that SATRA retains any and all propriety rights in concepts, ideas and 

inventions that may arise during the preparation or provision of any report (including any deliverables provided 
by SATRA to the Client) and the provision of the Services to the Client. 

 
3.5 All intellectual property rights in any software supplied to the Client shall belong to SATRA or SATRA’s 

licensors.  
 

3.6 With respect to the sale of SATRA Timeline, SATRASUMM and SATRA Visionstitch, provided that the Client 
is a member of SATRA and has paid its annual Smartcare fee then the Client will be entitled to use the 
software for its own internal use and will be entitled to receive minor software upgrades and fixes.  SATRA 
may however terminate the supply of software upgrades and fixes for older versions of software which it no 
longer considers viable to support.  The Client’s rights to use the software and receive software upgrades and 
fixes will terminate if the Client has not paid its annual Smartcare fee.  Major upgrades are not included within 
the entitlement to upgrades but may be offered by SATRA from time to time for an additional fee. 

 
3.7 SATRA shall observe all statutory provisions with regard to data protection. To the extent that SATRA 

processes or gets access to personal data in connection with the Services or otherwise in connection with this 
Contract, it shall take all reasonable technical and organisational measures to ensure the security of such data 
(and guard against unauthorised or unlawful processing, accidental loss, destruction or damage to such data). 

4 SUSPENSION OR TERMINATION OF SERVICES 
 

4.1 Cancellation by the Client of orders for Goods or Services will only be acceptable by prior agreement with 
SATRA and a charge will usually be made. 

 
4.2 SATRA shall not be liable for any delay or failure in providing the Goods or Services due to circumstances 

beyond its reasonable control (including any failure by the Client to comply with its obligations).  If any such 
circumstances arise which prevent SATRA from delivering the Goods or completing the Services, then SATRA 
will be entitled to cancel or reschedule the delivery of Goods or Services at its discretion.  In the event of 
cancellation SATRA will be entitled to retain all fees paid by the Client for Goods or Services already supplied 
but will refund to the Client any fees paid by the Client for Goods or Services which have not yet been 
supplied.  The Client will not be liable for any non-refundable expenses already incurred by SATRA in relation 
to Goods or Services not yet supplied unless the cancellation is due to the Clients failure to comply with its 
obligations under the Contract. 
 

5 LIABILITY AND INDEMNIFICATION 
 
5.1 Reports are issued on the basis of information, documents and or samples submitted to SATRA by the Client, 

or on behalf of the Client and are provided solely for the benefit of the Client who is responsible for acting as it 
sees fit on the basis of such reports and findings. Subject to clause 5.2, neither SATRA nor any of its 
employees, agents or subcontractors shall be liable to the Client or any third party for any actions taken or not 
taken on the basis of such findings and reports, nor for any incorrect results arising as a result of unclear, 
erroneous, incomplete, misleading or false information provided to SATRA. 

 
5.2 Nothing in these terms and conditions shall limit or exclude SATRA’s liability for: 
 

5.2.1 death or personal injury caused by its negligence or the negligence of its employees or agents; 
5.2.2 fraud or fraudulent misrepresentation; or 
5.2.3 any other liability which cannot be limited or excluded by applicable law. 

 
5.3 Subject to clause 5.2 SATRA shall not be liable to the Client whether in contract, tort (including negligence), 

breach of statutory duty or otherwise arising under or in connection with the Contract for loss of profits, sales, 
contracts, anticipated savings, loss or damage to goodwill or any indirect or consequential loss. 

 
5.4 Subject to clause 5.2 SATRA’s total aggregate liability to the Client, whether in contract, tort (including 

negligence), breach of statutory duty or otherwise arising under or in connection with the Contract shall be 
limited to the total amount of fees for the Services or the price of the Goods (excluding any value added tax or 
other sales tax or expenses) payable by the Client to SATRA under the Contract or RMB500,000 whichever is 
the lower figure. 

 
6 MISCELLANEOUS 
 
6.1 If any one or more provisions of these terms and conditions are found to be illegal or unenforceable in any 

respect, the validity, legality and enforceability of the remaining provisions shall not in any way be affected or 
impaired thereby. 

 
6.2 During the course of providing the Goods or Services and for a period of one year thereafter the Client shall 

not directly or indirectly entice, encourage or make any offer to SATRA’s employees to leave their employment 
with SATRA. 

 
6.3 The use of SATRA's corporate name or registered marks for advertising purposes is not permitted without 

SATRA’s prior written authorisation. 
 

6.4 All reports and documentation which are supplied to the Client under the Contract remain the property of 
SATRA until paid in full.  Under no circumstances will a Client’s purchase order override SATRA’s retention of 
title in accordance with this clause.   

 
6.5 The Client acknowledges that in entering into this Contract it has not relied on any representation, warranty, 

collateral contract or other assurance (except those set out or referred to in these terms and conditions) made 
by or on behalf of SATRA or any other party before entering into the Contract. The Client waives all rights and 
remedies that, but for this clause, might otherwise be available to it in respect of any such representation, 
warranty, collateral contract or other assurance. 

 
6.6 To the extent permitted by applicable laws and regulations, all provisions of the Contract that limit or exclude 

the liability of SATRA are intended also to be for the benefit of SATRA's holding company (called SATRA, and 
being a company limited by guarantee and incorporated in England and Wales with company number 
00153475), and shall accordingly be enforceable by such holding company as well as or instead of by SATRA, 
and on the basis that any limit on the liability of SATRA shall apply to it and to such holding company in the 
aggregate. 

 
7 CONFIDENTIALITY 
 
7.1 Unless specifically excluded in the terms of an individual contract between SATRA and the Client, the 

following shall apply to all deliverables including, reports, advice, drawings, photographs, specifications, data 
or other forms of media. 

 
7.2 Deliverables referred to in clause 7.1 shall not be disclosed to third parties or used in litigation without the 

consent of SATRA. 
 

7.3 Where SATRA has given consent to disclosure of any service deliverables referred to in clause 7.1, the Client 
shall draw the attention of the third party to these terms and conditions and the basis on which SATRA 
undertakes testing, reporting and advising.  The Client shall indemnify SATRA for any failure to do so. 

 
7.4 The service deliverables referred to in clause 7.1 are submitted to the Client as confidential documents.  

Confidentiality shall continue to apply after completion of the business, but shall cease to apply to information 
or knowledge which has come into the public domain through no breach of this Contract by the Client. 

 
7.5 The Client shall not disassemble, remove parts or carry out any form of analysis on goods or materials sold by 

SATRA for the purposes of reverse engineering or obtaining information on the construction, content or 
composition of the item without the consent of SATRA. 

 
8 AMENDMENT 
 
8.1 No amendment to a Contract shall be effective unless it is in writing, expressly stated to amend the Contract 

and signed by an authorised signatory of both Parties. 
 
9 DISPUTE RESOLUTION 
 
9.1 If there should be a dispute between the parties to this Agreement they undertake to act with goodwill and to 

use all reasonable endeavours to resolve that dispute.   
 

9.2 Failure to resolve any dispute by discussions between the parties shall, in the first instance, be referred to a 
mediator for resolution.  The parties shall attempt to agree upon the appointment of a mediator, upon receipt, 
by either of them, of a written notice to concur in such appointment.  Should the parties fail to agree within 21 
days, the terms of clause 9.3 shall apply. 

 
9.3 Should the mediation fail, in whole or in part, either party may, upon giving written notice, refer the dispute to 

the Shenzhen Court of International Arbitration for arbitration in accordance with its rules of arbitration then in 
force. The place of arbitration shall be Shenzhen. The number of arbitrators shall be one. Unless agreed 
otherwise, the language used for the arbitration shall be English and Chinese and each Party shall have the 
right to have its own interpreters and legal advisors present throughout the arbitration.  The arbitral award 
shall be final and binding upon the Parties and the Parties agree to be bound thereby and to act accordingly. 
Application may be made to any court having jurisdiction for judicial acceptance of the award and an order of 
enforcement and execution.  

 
9.4 Unless specified otherwise in a Contract, the laws of the PRC shall govern the interpretation of a Contract.  
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TECHNICAL REPORT 
 
 

 

TERMS AND CONDITIONS FOR THE SALE OF GOODS AND/OR THE PROVISION OF SERVICES 
 

Suzhou SHIYIFANG Biotechnology Co.,Ltd. Signed: Gladys He 

Technologist 

China Testing 

SATRA Reference: CHT0307836 /2104  
Date: 19 February 2021 (Page 8 of 8) 
 

10 PROVISION OF SERVICES 
 
10.1 SATRA shall provide Services using reasonable care and skill and in accordance with the Client's specific 

instructions and as confirmed by SATRA as part of the Contract review process. 
 

10.2 Estimates for completion of the Services are made in good faith and date from receipt of a written order, 
payment of a proforma invoice if required, full information and samples to enable SATRA to proceed.  While 
SATRA will make every effort to fulfil them, such estimates are subject to unforeseen events and if not 
achieved, cannot give rise to any claim.  Time will not be of the essence in relation to the performance of the 
Services. 

 
10.3 Results given in test reports or certificates refer only to samples submitted for analysis to SATRA. A 

satisfactory test report in no way implies that the product tested is approved by SATRA and no warranty is 
given as to the performance of the product tested. 

 
10.4 SATRA may delegate all or part of the Services to a subcontractor and the Client authorises SATRA to 

disclose all information required to undertake the Services. 
 

10.5 Where the Client requests SATRA to witness testing of other services being undertaken by a third party the 
Client agrees that SATRA's sole responsibility is to be present at the time of the work and to forward the 
results or confirm that the service has been undertaken. The Client agrees that unless otherwise agreed 
SATRA is not responsible for the condition or calibration of any equipment unless provided by SATRA. 

 
10.6 Unless otherwise agreed in advance, test samples will be retained for 6 weeks from the date of the final report 

after which time they will be disposed of and SATRA shall cease to have any responsibility for such samples. 
 

Where the nature of the samples or the Services undertaken results in specialist disposal then SATRA 
reserves the right to pass the cost of such disposal onto the Client. 
 
Storage for longer periods may be possible only if agreed in advance and may incur a storage charge payable 
by the Client. 
 
Where practical and agreed in advance, samples may be returned at the Client’s expense. However, samples 
are in most instances partially or fully destroyed as part of the work undertaken and SATRA cannot guarantee 
that samples will be returned in an “as new” condition. 

 
10.7 Where SATRA receives documents reflecting engagements between the Client and third parties or documents 

belonging to third parties, such documents shall be considered as being for information only and shall not 
release the Client from any or all obligations to SATRA.  

 
10.8 SATRA reserves the right to make changes to the Services, provided that such changes do not materially 

affect the nature or quality of the provision of these Services or where they are necessary in order to ensure 
that any applicable laws or safety requirements are complied with. 

 
10.9 The Client acknowledges that SATRA by providing the Services, neither takes the place of the Client or any 

third party or releases them from any of their obligations. 
 
11 CLIENT RESPONSIBILITIES RELATING TO THE PROVISION OF SERVICES 
 
11.1 The Client shall provide sufficient samples, information, instructions and documents as required to enable 

SATRA to carry out the Services in accordance with the methods, standards or other specifications as agreed. 
 

11.2 Where applicable the Client shall allow access by members of SATRA staff to such premises where the 
Services are to be performed and provide any specialist equipment and personnel. 

 
11.3 The Client shall inform SATRA in advance of any known hazards, dangers or other safety matters relating to 

samples submitted to SATRA or on site visits made by SATRA. 
 

11.4 Where the Client fails to comply with any of its responsibilities SATRA reserves the right to suspend any 
Services until such time as the Client has complied and may require the Client to reimburse SATRA the 
amount of any additional costs arising from the suspension. 

 
12 DELIVERY AND NON-DELIVERY OF GOODS 
 
12.1 Delivery dates for the supply of the Goods are approximate only and not guaranteed. Time of delivery is not of 

the essence of the Contract and SATRA shall not be liable for any delay in delivery of Goods. 
 

12.2 Should expedited delivery be requested and agreed, SATRA shall be entitled to make additional charges to 
cover overtime or any other additional costs. 

 
12.3 Delivery of the Goods shall take place at such location as SATRA and the Client agree.  If the Client agrees to 

collect the Goods from SATRA’s premises, then delivery will take place at those premises in which case the 
consignment of Goods as recorded by SATRA upon dispatch shall be evidence of the Goods received by the 
Client unless the Client can provide conclusive evidence to the contrary. 

 
12.4 SATRA shall not be liable for the non-delivery of Goods (even if caused by SATRA) unless the Client provides 

written notice of non-delivery in accordance with clause 13.2. Liability for non-delivery of Goods shall in any 
event be limited to replacing the Goods within a reasonable time frame or the issue of a credit note to the 
value of the Goods not delivered. 

 
12.5 Should delivery of the Goods be suspended or delayed by the Client for any reason SATRA reserves the right 

to charge for storage and for all expenses incurred, including loss of or wastage of resources that cannot 
otherwise be used. If the delay extends beyond 30 days SATRA shall be entitled to immediate payment for 
any Goods that are ready for delivery, and any other additional costs. 

 
12.6 If for any reason the Client fails to take delivery of any of the Goods when they are ready for delivery, or 

SATRA is unable to deliver the Goods on time because the Client has not provided appropriate instructions, 
documents, licenses or authorisations then risk in the Goods shall pass to the Client, the Goods and/or 
Services shall be deemed to have been delivered; and SATRA may store the Goods until delivery, whereupon 
the Client shall be liable for all related costs and expenses (including, without limitation, storage and 
insurance). 

 
13 RISK/TITLE OF GOODS 
 
13.1 Subject to clause 12.6 the risk in the Goods will transfer to the Client on delivery of the Goods unless SATRA 

and the Client have agreed that the sale of the Goods will be governed by Incoterms 2010 (or any subsequent 
revision thereto) in which case risk will transfer to the Client in accordance with the Incoterms mode of 
transport which is agreed by SATRA and the Client. 

 
13.2 The Company shall not accept responsibility for loss or damage in transit unless: 
 

13.2.1 In the case of sales where delivery of Goods is made in the PRC, SATRA is notified by the Client 
within 10 days of the invoice date of non-arrival of Goods and within 3 days of the invoice date of 
receipt of Goods damaged in transit; or 
 

13.2.2 in all other cases the Client notifies SATRA on the non-arrival or damage in transit within a 
reasonable period of time as determined by SATRA. 

 
13.3 Title to the Goods shall not pass to the Client until the earlier of when: - 
 

13.3.1 SATRA receives payment in full (in cash or cleared funds) for the Goods and any other Goods 
that SATRA has supplied to the Client in which case title to the Goods shall pass at the time of 
payment of all such sums; and 
 

13.3.2 the Client resells the Goods in accordance with clause 13.5 in which case title shall pass to the 
Client immediately before the time at which the resale by the Client occurs. 

 
 
13.4 Until ownership of Goods has passed to the Client, the Client shall: 
 

13.4.1 hold the Goods as SATRA's bailee; 
 

13.4.2 store the Goods (at no cost to SATRA) separately from all other goods belonging to the Client or 
any third party in such a way that they remain readily identifiable as SATRA’s property (including 
where the Goods have been sold to a 3rd party); 
 

13.4.3 not destroy, deface or obscure any identifying mark or packaging on or relating to the Goods; and 
 

13.4.4 maintain the Goods in satisfactory condition and keep them insured on SATRA's behalf for their 
full price against all risks to the reasonable satisfaction of SATRA. The Client shall obtain an 
endorsement of SATRA's interest in the goods on its insurance policy. On request the Client shall 
allow SATRA to inspect such Goods and shall produce the policy of insurance. 

 
13.5 The Client may resell the Goods before ownership has passed to it solely on condition that sale shall be 

effected in the ordinary course of the Client's business at full market value. 
 
13.6 If before title to the Goods passes to the Client, the Client becomes subject to any of the events referred to in 

clause 2.6 then without limiting any other right or remedy SATRA may have: 
 

13.6.1 the Client’s right to resell the Goods or use them in the ordinary course of its business ceases 
immediately; and 
 

13.6.2 SATRA may at any time require the Client to deliver up all Goods in its possession that have not 
been resold or irrevocably incorporated into another product; and 
 

13.6.3 if the Client fails to do so promptly SATRA may exercise its rights under clause 13.7. 
 
13.7 The Client grants SATRA, its agents and employees an irrevocable licence at any time to enter any premises 

where the Goods are or may be stored in order to inspect them, or, where the Client's right to possession has 
terminated, to recover them. 

 
13.8 On termination of a Contract, howsoever caused, SATRA's (but not the Client's) rights contained in this 

clause13 shall remain in effect. 
 
14 PATENTS 
 
14.1 SATRA gives no indemnity against any claim of infringement of any Patent, Registered Design, Trade Mark or 

Copyright by the use of or sale of any article or material supplied to the Client. If its use is impossible without 
infringement of a Patent, Registered Design, Trade Mark or Copyright published at the date of a Contract, 
SATRA will refund to the Client the purchase price of the said article or material provided that it is returned to 
SATRA free of charge. The Client warrants that any design or instruction furnished or given by the Client shall 
not be such as will cause SATRA to infringe any Patent, Registered Design, Trade Mark or Copyright in the 
execution of the Client's order. 

 
15 WARRANTY OF GOODS 
 
15.1 SATRA warrants that on delivery and for a period of 12 months from the date of delivery or within the shelf life 

of the Goods (whichever is the shorter period) the Goods shall be free from defects in design, material and 
workmanship. 

 
16 DEFECTIVE GOODS 
 
16.1 Subject to clauses 16.6 and 16.7 if: 
 

16.1.1 the Client gives notice in writing to SATRA in accordance with clause 16.3 and during the period 
referred to in clause 15.1 that the Goods do not comply with the warranty in that clause; and 
 

16.1.2 SATRA is given a reasonable opportunity of examining such Goods; and 
 

16.1.3 the Client (if asked to do so by SATRA) returns such Goods to SATRA’s place of business, 
 
then SATRA will, at its option, repair or replace the defective Goods or refund the price of the defective Goods 
in full.  SATRA reserves the right to repair the Goods at the Client’s premises. 

 
16.2 The Client must inspect all Goods upon delivery. Failure to do so may result in further charges being applied 

in the event of a return. 
 

16.3 If Goods are found to be faulty, defective or damaged the Client must inform SATRA in writing as soon as 
reasonably possible and in any event within 10 working days of the fault, damage or defect being discovered. 

 
16.4 Without prejudice to clause 16.1 if no notice of rejection has been received by SATRA within 3 months of 

delivery, the Client shall be deemed to have accepted the Goods. 
 

16.5 SATRA will pay the reasonable costs of carriage, packaging and insurance for any defective Goods which are 
returned by the Client provided that SATRA is liable under clause 16.1 to repair or replace the defective 
Goods.  If SATRA determines that the Goods are not defective or if SATRA is not liable to repair or replace 
the Goods due to the circumstances under clauses 16.6 or 16.7 then the Client will be responsible for the 
payment of such costs. 

 
16.6 SATRA shall not be under any liability to repair or at its option replace or pay for the repair or replacement of 

any Goods which are found to be defective if: 
 

16.6.1 the defect is caused or substantially caused by wear and tear, overloading, misuse, neglect, 
modification or attempted modification carried out by any organisation other than by SATRA or 
their approved agents, or use with ancillary equipment not approved in writing by SATRA, or 
default in proper maintenance or cleaning; or 
 

16.6.2 the Client authorises or carries out any repair or replacement of any Goods without first affording 
SATRA a reasonable opportunity to replace or repair them; or 
 

16.6.3 the Client has breached any of the terms of the Contract under which the Goods were supplied; 
or 
 

16.6.4 the Goods have been manufactured to a design or specification or in compliance with other 
information provided by the Client and the defect has arisen as a result of that design, 
specification or information; 

 
16.7 Where Goods or parts of Goods are not manufactured by SATRA then SATRA shall be liable for defects only 

to the extent that SATRA obtains redress from the manufacturer or supplier thereof provided that: 
 

16.7.1 SATRA shall not be obliged to take any step to attempt to obtain such redress except at the 
request and expense of the Client and upon provision by the Client of a full indemnity as to costs 
for which SATRA may thereby become liable;  
 

16.7.2 nothing in this condition 16.7 shall have effect as to impose upon SATRA any additional liability or 
obligations other than those referred to in condition 16.1. 

 
16.8 Except as provided in clause 16.1 SATRA shall have no liability to the Client arising from any failure of the 

Goods to comply with the warranty in clause 15.1. 
 
 Terms and conditions – May 2017 
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SATRA Technology Services (Dongguan) Ltd  
Unit 110, Xinzhongyin Garden, Xiping 

Nancheng District, Dongguan City 
Guangdong Province, China 
Tel: +86 (0) 769 22888020 
email: info@satrafe.com 

 
 

 

 

 

 

Conditions of Issue: 

 

This report may be forwarded to other parties provided that it is not changed in any way.  It must not be published, for 

example by including it in advertisements, without the prior, written permission of SATRA. 

 

Results given in this report refer only to the samples submitted for analysis and tested by SATRA.  Comments are for 
guidance only.   

 

A satisfactory test report in no way implies that the product tested is approved by SATRA and no warranty is 
given as to the performance of the product tested.  SATRA shall not be liable for any subsequent loss or damage 

incurred by the client as a result of information supplied in the report. 

 

Please note uncertainty of measurement has not been applied to the results in this report. SATRA uncertainty of 
measurement values are available on request. 

 

 
Report signed by:  Adam Zhang 
Position: Technologist 
Department: China testing 
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Customer details: Suzhou SHIYIFANG Biotechnology Co.,Ltd. 
Room 302,builiding 12, 
northwest area, 
Suzhou nano City, 
No.99,Jinjihu Avenue, 
Suzhou Industrial Park, 
Jiangsu Province, 
China 

SATRA reference: CHT0305868 /2049 

Your reference: Nitrile Gloves 

Date of report: 23 December 2020 

Samples received: 4 December 2020 

Date(s) work 
carried out: 

8-18 December 2020 

 
 

TECHNICAL REPORT 
 
 

Subject: EN ISO 374-5: 2016 viruses test on Disposable Powder Free Nitrile Gloves, Colour: 
Blue, Size: 7M 

mailto:info@satrafe.com
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TECHNICAL REPORT  
 

 

Suzhou SHIYIFANG Biotechnology Co.,Ltd. Signed: Adam Zhang 

Technologist 

China Testing 

SATRA Reference: CHT0305868 /2049  
Date: 23 December 2020 (Page 2 of 5) 
 

WORK REQUESTED 

 

Samples described as Disposable Powder Free Nitrile Gloves, Colour: Blue, Size: 7M were received by SATRA 
on 04 December 2020 for testing in accordance with EN ISO 374-5: 2016. 
 
SAMPLE SUBMITTED 

 

Disposable Powder Free Nitrile 
Gloves, Colour: Blue, Size: 7M 

 
 

TESTING REQUESTED 

  

EN ISO 374-5: 2016 Clause 5.3 – Protection against viruses (ISO 16604: 2004 Procedure B) 

 

CONCLUSION 

 

The samples described as Disposable Powder Free Nitrile Gloves, Colour: Blue, Size: 7M were found to 
achieve the following result: 

 

EN ISO 374-5: 2016 Clause 5.3 – Pass  

 
Detailed results are included on the following page(s) 
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TECHNICAL REPORT  
 

 

Suzhou SHIYIFANG Biotechnology Co.,Ltd. Signed: Adam Zhang 

Technologist 

China Testing 

SATRA Reference: CHT0305868 /2049  
Date: 23 December 2020 (Page 3 of 5) 
 

Protection Against Viruses Test Results 
 
Testing was conducted at a third-party laboratory and reported under their reference 20R007218. The 
laboratory is CNAS accredited to ISO 17025: 2017 with ISO 16604: 2004 included in their accreditation 
schedule. 
 
Table 1 – Resistance to penetration by blood-borne pathogens results 

Sample description: Disposable Powder Free Nitrile Gloves, Colour: Blue, Size:7M 

Test 
method 

Specimen 
Step 1 

(0 kPa, 5 min) 
Step 2 

(14 kPa, 1min) 
Step 3 

(0kPa, 4min) 

Titre of phage 
Phi-X174 
(PFU /mL) 

Comment 

ISO 16604: 
2004 
Procedure 
B 
Using 
retaining 
screen 

+ control Penetration Penetration Penetration Penetration Acceptable 

- control No penetration No penetration No penetration < 1 Acceptable 

1 
Invisible 

penetrate 
Invisible 

penetrate 
Invisible 

penetrate 
< 1 Pass 

2 
Invisible 

penetrate 
Invisible 

penetrate 
Invisible 

penetrate 
< 1 Pass 

3 
Invisible 

penetrate 
Invisible 

penetrate 
Invisible 

penetrate 
< 1 Pass 

 
 
 

*** End of Report *** 
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TECHNICAL REPORT 
 
 

 

TERMS AND CONDITIONS FOR THE SALE OF GOODS AND/OR THE PROVISION OF SERVICES 
 

Suzhou SHIYIFANG Biotechnology Co.,Ltd. Signed: Adam Zhang 

Technologist 

China Testing 

SATRA Reference: CHT0305868 /2049  
Date: 23 December 2020 (Page 4 of 5) 
 

1. GENERAL 
 
1.1 Work done, Services undertaken or the sale of Goods are subject to the terms and conditions detailed below 

and (subject to clause 5.2) all other conditions, warranties and representations, expressed or implied by 
statute relating thereto are, to the maximum extent permitted by law, hereby excluded. 

 

1.2 SATRA Technology Services (Dongguan) Limited (东莞赛卓检测技术服务有限公司), its subsidiaries and 

associated companies (hereinafter referred to as “SATRA”) may perform Services for, or supply Goods to, 
persons or entities (public, private or governmental) issuing instructions (hereinafter termed the “Client”).  
Each also known individually as a Party, or jointly as Parties. 

 
1.3 These terms and conditions will apply to any Contract between SATRA and the Client to the exclusion of any 

other terms which the Client may seek to impose or which may be implied by trade, custom, practice or course 
of dealings. 

 
1.4 Unless otherwise agreed in writing, no party other than the Client is entitled to provide instructions or 

information relating to the Goods or Services required or to the delivery of goods, results, reports or 
certificates. 

 
1.5 All references in these terms and conditions to: 

 
1.5.1 “Contract” is the contract between SATRA and the Client for the supply of Goods or Services 

which is made subject to these terms and conditions; and 
 

1.5.2 “Services” are the work or services to be supplied or performed under the Contract (including, 
where relevant the supply of software, components and consumables); and 
 

1.5.3 “Goods” are the equipment, consumables or other physical items sold under the Contract 
(including documents, drawings or other information required in order to operate the equipment); 
and 
 

1.5.4 "PRC" means the People's Republic of China. 
 

1.6 All drawings, descriptive matter, specifications and advertising material (including brochures and catalogues) 
are issued or published with the sole purpose of giving an indication of the Goods or Services being described 
and shall not form part of the Contract. 

 
1.7 Where SATRA and the Client agree that the sale of Goods shall be governed by Incoterms 2010 (or any 

subsequent revision thereto) then the sale shall be governed by the relevant Incoterms mode of transport 
which is agreed by SATRA and the Client. 

 
2 FEES AND PAYMENT 
 
2.1 Where SATRA has agreed to perform the Services or supply the Goods on the basis of credit then payment 

terms are net 21 days from date of invoice, unless otherwise specified and may require part payment prior to 
delivery of the Services or Goods. In the event of the Client failing to make payment as agreed SATRA will be 
entitled to withhold delivery of the Goods or Services or cancel the Contract. SATRA reserves the right to 
charge interest on any overdue payments at a rate of 1.5% per month accruing on a daily basis from the date 
the invoice is due until the date payment is received. 

 
2.2 Where the provision of Services or the sale of Goods is subject to a proforma invoice then SATRA shall not be 

obliged to start working on the provision of the Goods or Services until after payment in full has been made as 
cleared funds to SATRA. 

 
2.3 SATRA reserves the right to charge for any and all expenses incurred as a result of performing the Services 

required by the Client. Although SATRA will try to provide an estimate of such expenses these may change as 
a result of circumstances out of SATRA’s control. 

 
2.4 Unless otherwise agreed in writing, the price for the Goods or Services shall be the price set in the order 

acknowledgement. SATRA shall not be bound by any price quoted which is not in writing. Prices for the sale of 
Goods include packing cases and materials but not carriage or installation which will be quoted separately and 
as agreed with the Client.  

 
2.5 Quotations are valid from the date of issue for a period of 90 days unless otherwise specified or agreed in 

writing. 
 

2.6 Should the Client become insolvent, bankrupt, subject to an administration order, enter into liquidation or 
receivership, or make arrangements with creditors SATRA reserves the right to cancel the Contract and 
terminate the supply of the Goods or Services. Where the Contract with SATRA is terminated all outstanding 
monies due from the Client to SATRA shall be immediately payable, and any materials supplied by SATRA to 
the Client returned. Termination of the Contract shall be without prejudice to any of SATRA’s accrued rights. 

 
2.7 All invoices issued by SATRA are payable in full. The Client is responsible for payment of withholding and any 

other taxes and all import duties. Payments made to SATRA shall not be reduced by such amounts. 
 

2.8 The Client shall not be entitled to withhold or defer payment due to SATRA as a result of any dispute or 
counter claim that it may allege against SATRA. 

 
2.9 SATRA reserves the right to bring action against the Client in order to collect unpaid fees, including court 

action. All fees associated with such actions shall be paid for by the Client including legal fees and related 
costs. 

 
2.10 Where unforeseen costs arise as a result of provision of the Goods or carrying out the Services SATRA shall 

inform the Client immediately but reserves the right to charge additional costs to cover said costs and 
expenses. 

 
3 INTELLECTUAL PROPERTY RIGHTS 
 
3.1 All intellectual property rights belonging to a Party prior to entry into the Contract shall remain with that Party. 

Nothing in this Contract shall allow transfer of any intellectual property rights from one Party to the other. 
 

3.2 In the event of certification services, the use of certification marks by the Client may be subject to national and 
international laws and regulations. The responsibility for the use of these certification marks lies solely with the 
Client. 

 
3.3 All intellectual property rights in reports, drawings, graphs, charts, photographs or any other material (in 

whatever medium) produced by SATRA pursuant to this Contract shall belong to SATRA. The Client shall 
have the right to use said material in accordance with the terms of this Contract. 

 
3.4 The Client agrees and acknowledges that SATRA retains any and all propriety rights in concepts, ideas and 

inventions that may arise during the preparation or provision of any report (including any deliverables provided 
by SATRA to the Client) and the provision of the Services to the Client. 

 
3.5 All intellectual property rights in any software supplied to the Client shall belong to SATRA or SATRA’s 

licensors.  
 

3.6 With respect to the sale of SATRA Timeline, SATRASUMM and SATRA Visionstitch, provided that the Client 
is a member of SATRA and has paid its annual Smartcare fee then the Client will be entitled to use the 
software for its own internal use and will be entitled to receive minor software upgrades and fixes.  SATRA 
may however terminate the supply of software upgrades and fixes for older versions of software which it no 
longer considers viable to support.  The Client’s rights to use the software and receive software upgrades and 
fixes will terminate if the Client has not paid its annual Smartcare fee.  Major upgrades are not included within 
the entitlement to upgrades but may be offered by SATRA from time to time for an additional fee. 

 
3.7 SATRA shall observe all statutory provisions with regard to data protection. To the extent that SATRA 

processes or gets access to personal data in connection with the Services or otherwise in connection with this 
Contract, it shall take all reasonable technical and organisational measures to ensure the security of such data 
(and guard against unauthorised or unlawful processing, accidental loss, destruction or damage to such data). 

4 SUSPENSION OR TERMINATION OF SERVICES 
 

4.1 Cancellation by the Client of orders for Goods or Services will only be acceptable by prior agreement with 
SATRA and a charge will usually be made. 

 
4.2 SATRA shall not be liable for any delay or failure in providing the Goods or Services due to circumstances 

beyond its reasonable control (including any failure by the Client to comply with its obligations).  If any such 
circumstances arise which prevent SATRA from delivering the Goods or completing the Services, then SATRA 
will be entitled to cancel or reschedule the delivery of Goods or Services at its discretion.  In the event of 
cancellation SATRA will be entitled to retain all fees paid by the Client for Goods or Services already supplied 
but will refund to the Client any fees paid by the Client for Goods or Services which have not yet been 
supplied.  The Client will not be liable for any non-refundable expenses already incurred by SATRA in relation 
to Goods or Services not yet supplied unless the cancellation is due to the Clients failure to comply with its 
obligations under the Contract. 
 

5 LIABILITY AND INDEMNIFICATION 
 
5.1 Reports are issued on the basis of information, documents and or samples submitted to SATRA by the Client, 

or on behalf of the Client and are provided solely for the benefit of the Client who is responsible for acting as it 
sees fit on the basis of such reports and findings. Subject to clause 5.2, neither SATRA nor any of its 
employees, agents or subcontractors shall be liable to the Client or any third party for any actions taken or not 
taken on the basis of such findings and reports, nor for any incorrect results arising as a result of unclear, 
erroneous, incomplete, misleading or false information provided to SATRA. 

 
5.2 Nothing in these terms and conditions shall limit or exclude SATRA’s liability for: 
 

5.2.1 death or personal injury caused by its negligence or the negligence of its employees or agents; 
5.2.2 fraud or fraudulent misrepresentation; or 
5.2.3 any other liability which cannot be limited or excluded by applicable law. 

 
5.3 Subject to clause 5.2 SATRA shall not be liable to the Client whether in contract, tort (including negligence), 

breach of statutory duty or otherwise arising under or in connection with the Contract for loss of profits, sales, 
contracts, anticipated savings, loss or damage to goodwill or any indirect or consequential loss. 

 
5.4 Subject to clause 5.2 SATRA’s total aggregate liability to the Client, whether in contract, tort (including 

negligence), breach of statutory duty or otherwise arising under or in connection with the Contract shall be 
limited to the total amount of fees for the Services or the price of the Goods (excluding any value added tax or 
other sales tax or expenses) payable by the Client to SATRA under the Contract or RMB500,000 whichever is 
the lower figure. 

 
6 MISCELLANEOUS 
 
6.1 If any one or more provisions of these terms and conditions are found to be illegal or unenforceable in any 

respect, the validity, legality and enforceability of the remaining provisions shall not in any way be affected or 
impaired thereby. 

 
6.2 During the course of providing the Goods or Services and for a period of one year thereafter the Client shall 

not directly or indirectly entice, encourage or make any offer to SATRA’s employees to leave their employment 
with SATRA. 

 
6.3 The use of SATRA's corporate name or registered marks for advertising purposes is not permitted without 

SATRA’s prior written authorisation. 
 

6.4 All reports and documentation which are supplied to the Client under the Contract remain the property of 
SATRA until paid in full.  Under no circumstances will a Client’s purchase order override SATRA’s retention of 
title in accordance with this clause.   

 
6.5 The Client acknowledges that in entering into this Contract it has not relied on any representation, warranty, 

collateral contract or other assurance (except those set out or referred to in these terms and conditions) made 
by or on behalf of SATRA or any other party before entering into the Contract. The Client waives all rights and 
remedies that, but for this clause, might otherwise be available to it in respect of any such representation, 
warranty, collateral contract or other assurance. 

 
6.6 To the extent permitted by applicable laws and regulations, all provisions of the Contract that limit or exclude 

the liability of SATRA are intended also to be for the benefit of SATRA's holding company (called SATRA, and 
being a company limited by guarantee and incorporated in England and Wales with company number 
00153475), and shall accordingly be enforceable by such holding company as well as or instead of by SATRA, 
and on the basis that any limit on the liability of SATRA shall apply to it and to such holding company in the 
aggregate. 

 
7 CONFIDENTIALITY 
 
7.1 Unless specifically excluded in the terms of an individual contract between SATRA and the Client, the 

following shall apply to all deliverables including, reports, advice, drawings, photographs, specifications, data 
or other forms of media. 

 
7.2 Deliverables referred to in clause 7.1 shall not be disclosed to third parties or used in litigation without the 

consent of SATRA. 
 

7.3 Where SATRA has given consent to disclosure of any service deliverables referred to in clause 7.1, the Client 
shall draw the attention of the third party to these terms and conditions and the basis on which SATRA 
undertakes testing, reporting and advising.  The Client shall indemnify SATRA for any failure to do so. 

 
7.4 The service deliverables referred to in clause 7.1 are submitted to the Client as confidential documents.  

Confidentiality shall continue to apply after completion of the business, but shall cease to apply to information 
or knowledge which has come into the public domain through no breach of this Contract by the Client. 

 
7.5 The Client shall not disassemble, remove parts or carry out any form of analysis on goods or materials sold by 

SATRA for the purposes of reverse engineering or obtaining information on the construction, content or 
composition of the item without the consent of SATRA. 

 
8 AMENDMENT 
 
8.1 No amendment to a Contract shall be effective unless it is in writing, expressly stated to amend the Contract 

and signed by an authorised signatory of both Parties. 
 
9 DISPUTE RESOLUTION 
 
9.1 If there should be a dispute between the parties to this Agreement they undertake to act with goodwill and to 

use all reasonable endeavours to resolve that dispute.   
 

9.2 Failure to resolve any dispute by discussions between the parties shall, in the first instance, be referred to a 
mediator for resolution.  The parties shall attempt to agree upon the appointment of a mediator, upon receipt, 
by either of them, of a written notice to concur in such appointment.  Should the parties fail to agree within 21 
days, the terms of clause 9.3 shall apply. 

 
9.3 Should the mediation fail, in whole or in part, either party may, upon giving written notice, refer the dispute to 

the Shenzhen Court of International Arbitration for arbitration in accordance with its rules of arbitration then in 
force. The place of arbitration shall be Shenzhen. The number of arbitrators shall be one. Unless agreed 
otherwise, the language used for the arbitration shall be English and Chinese and each Party shall have the 
right to have its own interpreters and legal advisors present throughout the arbitration.  The arbitral award 
shall be final and binding upon the Parties and the Parties agree to be bound thereby and to act accordingly. 
Application may be made to any court having jurisdiction for judicial acceptance of the award and an order of 
enforcement and execution.  

 
9.4 Unless specified otherwise in a Contract, the laws of the PRC shall govern the interpretation of a Contract.  
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TECHNICAL REPORT 
 
 

 

TERMS AND CONDITIONS FOR THE SALE OF GOODS AND/OR THE PROVISION OF SERVICES 
 

Suzhou SHIYIFANG Biotechnology Co.,Ltd. Signed: Adam Zhang 

Technologist 

China Testing 

SATRA Reference: CHT0305868 /2049  
Date: 23 December 2020 (Page 5 of 5) 
 

10 PROVISION OF SERVICES 
 
10.1 SATRA shall provide Services using reasonable care and skill and in accordance with the Client's specific 

instructions and as confirmed by SATRA as part of the Contract review process. 
 

10.2 Estimates for completion of the Services are made in good faith and date from receipt of a written order, 
payment of a proforma invoice if required, full information and samples to enable SATRA to proceed.  While 
SATRA will make every effort to fulfil them, such estimates are subject to unforeseen events and if not 
achieved, cannot give rise to any claim.  Time will not be of the essence in relation to the performance of the 
Services. 

 
10.3 Results given in test reports or certificates refer only to samples submitted for analysis to SATRA. A 

satisfactory test report in no way implies that the product tested is approved by SATRA and no warranty is 
given as to the performance of the product tested. 

 
10.4 SATRA may delegate all or part of the Services to a subcontractor and the Client authorises SATRA to 

disclose all information required to undertake the Services. 
 

10.5 Where the Client requests SATRA to witness testing of other services being undertaken by a third party the 
Client agrees that SATRA's sole responsibility is to be present at the time of the work and to forward the 
results or confirm that the service has been undertaken. The Client agrees that unless otherwise agreed 
SATRA is not responsible for the condition or calibration of any equipment unless provided by SATRA. 

 
10.6 Unless otherwise agreed in advance, test samples will be retained for 6 weeks from the date of the final report 

after which time they will be disposed of and SATRA shall cease to have any responsibility for such samples. 
 

Where the nature of the samples or the Services undertaken results in specialist disposal then SATRA 
reserves the right to pass the cost of such disposal onto the Client. 
 
Storage for longer periods may be possible only if agreed in advance and may incur a storage charge payable 
by the Client. 
 
Where practical and agreed in advance, samples may be returned at the Client’s expense. However, samples 
are in most instances partially or fully destroyed as part of the work undertaken and SATRA cannot guarantee 
that samples will be returned in an “as new” condition. 

 
10.7 Where SATRA receives documents reflecting engagements between the Client and third parties or documents 

belonging to third parties, such documents shall be considered as being for information only and shall not 
release the Client from any or all obligations to SATRA.  

 
10.8 SATRA reserves the right to make changes to the Services, provided that such changes do not materially 

affect the nature or quality of the provision of these Services or where they are necessary in order to ensure 
that any applicable laws or safety requirements are complied with. 

 
10.9 The Client acknowledges that SATRA by providing the Services, neither takes the place of the Client or any 

third party or releases them from any of their obligations. 
 
11 CLIENT RESPONSIBILITIES RELATING TO THE PROVISION OF SERVICES 
 
11.1 The Client shall provide sufficient samples, information, instructions and documents as required to enable 

SATRA to carry out the Services in accordance with the methods, standards or other specifications as agreed. 
 

11.2 Where applicable the Client shall allow access by members of SATRA staff to such premises where the 
Services are to be performed and provide any specialist equipment and personnel. 

 
11.3 The Client shall inform SATRA in advance of any known hazards, dangers or other safety matters relating to 

samples submitted to SATRA or on site visits made by SATRA. 
 

11.4 Where the Client fails to comply with any of its responsibilities SATRA reserves the right to suspend any 
Services until such time as the Client has complied and may require the Client to reimburse SATRA the 
amount of any additional costs arising from the suspension. 

 
12 DELIVERY AND NON-DELIVERY OF GOODS 
 
12.1 Delivery dates for the supply of the Goods are approximate only and not guaranteed. Time of delivery is not of 

the essence of the Contract and SATRA shall not be liable for any delay in delivery of Goods. 
 

12.2 Should expedited delivery be requested and agreed, SATRA shall be entitled to make additional charges to 
cover overtime or any other additional costs. 

 
12.3 Delivery of the Goods shall take place at such location as SATRA and the Client agree.  If the Client agrees to 

collect the Goods from SATRA’s premises, then delivery will take place at those premises in which case the 
consignment of Goods as recorded by SATRA upon dispatch shall be evidence of the Goods received by the 
Client unless the Client can provide conclusive evidence to the contrary. 

 
12.4 SATRA shall not be liable for the non-delivery of Goods (even if caused by SATRA) unless the Client provides 

written notice of non-delivery in accordance with clause 13.2. Liability for non-delivery of Goods shall in any 
event be limited to replacing the Goods within a reasonable time frame or the issue of a credit note to the 
value of the Goods not delivered. 

 
12.5 Should delivery of the Goods be suspended or delayed by the Client for any reason SATRA reserves the right 

to charge for storage and for all expenses incurred, including loss of or wastage of resources that cannot 
otherwise be used. If the delay extends beyond 30 days SATRA shall be entitled to immediate payment for 
any Goods that are ready for delivery, and any other additional costs. 

 
12.6 If for any reason the Client fails to take delivery of any of the Goods when they are ready for delivery, or 

SATRA is unable to deliver the Goods on time because the Client has not provided appropriate instructions, 
documents, licenses or authorisations then risk in the Goods shall pass to the Client, the Goods and/or 
Services shall be deemed to have been delivered; and SATRA may store the Goods until delivery, whereupon 
the Client shall be liable for all related costs and expenses (including, without limitation, storage and 
insurance). 

 
13 RISK/TITLE OF GOODS 
 
13.1 Subject to clause 12.6 the risk in the Goods will transfer to the Client on delivery of the Goods unless SATRA 

and the Client have agreed that the sale of the Goods will be governed by Incoterms 2010 (or any subsequent 
revision thereto) in which case risk will transfer to the Client in accordance with the Incoterms mode of 
transport which is agreed by SATRA and the Client. 

 
13.2 The Company shall not accept responsibility for loss or damage in transit unless: 
 

13.2.1 In the case of sales where delivery of Goods is made in the PRC, SATRA is notified by the Client 
within 10 days of the invoice date of non-arrival of Goods and within 3 days of the invoice date of 
receipt of Goods damaged in transit; or 
 

13.2.2 in all other cases the Client notifies SATRA on the non-arrival or damage in transit within a 
reasonable period of time as determined by SATRA. 

 
13.3 Title to the Goods shall not pass to the Client until the earlier of when: - 
 

13.3.1 SATRA receives payment in full (in cash or cleared funds) for the Goods and any other Goods 
that SATRA has supplied to the Client in which case title to the Goods shall pass at the time of 
payment of all such sums; and 
 

13.3.2 the Client resells the Goods in accordance with clause 13.5 in which case title shall pass to the 
Client immediately before the time at which the resale by the Client occurs. 

 
 
13.4 Until ownership of Goods has passed to the Client, the Client shall: 
 

13.4.1 hold the Goods as SATRA's bailee; 
 

13.4.2 store the Goods (at no cost to SATRA) separately from all other goods belonging to the Client or 
any third party in such a way that they remain readily identifiable as SATRA’s property (including 
where the Goods have been sold to a 3rd party); 
 

13.4.3 not destroy, deface or obscure any identifying mark or packaging on or relating to the Goods; and 
 

13.4.4 maintain the Goods in satisfactory condition and keep them insured on SATRA's behalf for their 
full price against all risks to the reasonable satisfaction of SATRA. The Client shall obtain an 
endorsement of SATRA's interest in the goods on its insurance policy. On request the Client shall 
allow SATRA to inspect such Goods and shall produce the policy of insurance. 

 
13.5 The Client may resell the Goods before ownership has passed to it solely on condition that sale shall be 

effected in the ordinary course of the Client's business at full market value. 
 
13.6 If before title to the Goods passes to the Client, the Client becomes subject to any of the events referred to in 

clause 2.6 then without limiting any other right or remedy SATRA may have: 
 

13.6.1 the Client’s right to resell the Goods or use them in the ordinary course of its business ceases 
immediately; and 
 

13.6.2 SATRA may at any time require the Client to deliver up all Goods in its possession that have not 
been resold or irrevocably incorporated into another product; and 
 

13.6.3 if the Client fails to do so promptly SATRA may exercise its rights under clause 13.7. 
 
13.7 The Client grants SATRA, its agents and employees an irrevocable licence at any time to enter any premises 

where the Goods are or may be stored in order to inspect them, or, where the Client's right to possession has 
terminated, to recover them. 

 
13.8 On termination of a Contract, howsoever caused, SATRA's (but not the Client's) rights contained in this 

clause13 shall remain in effect. 
 
14 PATENTS 
 
14.1 SATRA gives no indemnity against any claim of infringement of any Patent, Registered Design, Trade Mark or 

Copyright by the use of or sale of any article or material supplied to the Client. If its use is impossible without 
infringement of a Patent, Registered Design, Trade Mark or Copyright published at the date of a Contract, 
SATRA will refund to the Client the purchase price of the said article or material provided that it is returned to 
SATRA free of charge. The Client warrants that any design or instruction furnished or given by the Client shall 
not be such as will cause SATRA to infringe any Patent, Registered Design, Trade Mark or Copyright in the 
execution of the Client's order. 

 
15 WARRANTY OF GOODS 
 
15.1 SATRA warrants that on delivery and for a period of 12 months from the date of delivery or within the shelf life 

of the Goods (whichever is the shorter period) the Goods shall be free from defects in design, material and 
workmanship. 

 
16 DEFECTIVE GOODS 
 
16.1 Subject to clauses 16.6 and 16.7 if: 
 

16.1.1 the Client gives notice in writing to SATRA in accordance with clause 16.3 and during the period 
referred to in clause 15.1 that the Goods do not comply with the warranty in that clause; and 
 

16.1.2 SATRA is given a reasonable opportunity of examining such Goods; and 
 

16.1.3 the Client (if asked to do so by SATRA) returns such Goods to SATRA’s place of business, 
 
then SATRA will, at its option, repair or replace the defective Goods or refund the price of the defective Goods 
in full.  SATRA reserves the right to repair the Goods at the Client’s premises. 

 
16.2 The Client must inspect all Goods upon delivery. Failure to do so may result in further charges being applied 

in the event of a return. 
 

16.3 If Goods are found to be faulty, defective or damaged the Client must inform SATRA in writing as soon as 
reasonably possible and in any event within 10 working days of the fault, damage or defect being discovered. 

 
16.4 Without prejudice to clause 16.1 if no notice of rejection has been received by SATRA within 3 months of 

delivery, the Client shall be deemed to have accepted the Goods. 
 

16.5 SATRA will pay the reasonable costs of carriage, packaging and insurance for any defective Goods which are 
returned by the Client provided that SATRA is liable under clause 16.1 to repair or replace the defective 
Goods.  If SATRA determines that the Goods are not defective or if SATRA is not liable to repair or replace 
the Goods due to the circumstances under clauses 16.6 or 16.7 then the Client will be responsible for the 
payment of such costs. 

 
16.6 SATRA shall not be under any liability to repair or at its option replace or pay for the repair or replacement of 

any Goods which are found to be defective if: 
 

16.6.1 the defect is caused or substantially caused by wear and tear, overloading, misuse, neglect, 
modification or attempted modification carried out by any organisation other than by SATRA or 
their approved agents, or use with ancillary equipment not approved in writing by SATRA, or 
default in proper maintenance or cleaning; or 
 

16.6.2 the Client authorises or carries out any repair or replacement of any Goods without first affording 
SATRA a reasonable opportunity to replace or repair them; or 
 

16.6.3 the Client has breached any of the terms of the Contract under which the Goods were supplied; 
or 
 

16.6.4 the Goods have been manufactured to a design or specification or in compliance with other 
information provided by the Client and the defect has arisen as a result of that design, 
specification or information; 

 
16.7 Where Goods or parts of Goods are not manufactured by SATRA then SATRA shall be liable for defects only 

to the extent that SATRA obtains redress from the manufacturer or supplier thereof provided that: 
 

16.7.1 SATRA shall not be obliged to take any step to attempt to obtain such redress except at the 
request and expense of the Client and upon provision by the Client of a full indemnity as to costs 
for which SATRA may thereby become liable;  
 

16.7.2 nothing in this condition 16.7 shall have effect as to impose upon SATRA any additional liability or 
obligations other than those referred to in condition 16.1. 

 
16.8 Except as provided in clause 16.1 SATRA shall have no liability to the Client arising from any failure of the 

Goods to comply with the warranty in clause 15.1. 
 
 Terms and conditions – May 2017 
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Test  Repor t  
 

Report No.: QDHL2105504184MD 

 

Sample Description: 
DISPOSABLE POWDER FREE 

NITRILE GLOVES 

Applicant: 
SUZHOU SHIYIFANG 

BIOTECHNOLOGY CO., LTD 

Test Type: SUBMITTED BY CLIENT 

 

 
  



 

 
Report No.: QDHL2105504184MD 

SGS-CSTC Standards Technical Services (Qingdao) Co., Ltd. 
Page 2 of 8 

 

中国认可 

国际互认 

检测 

TESTING 

CNAS L0604 

 

Test Report 
 

Sample 
information 

Sample Description 
DISPOSABLE 

POWDER FREE 
NITRILE GLOVES 

Color BLUE 

Received sample 
quantity/ 

Tested sample 
quantity 

500PCS/ 

231PCS 

Size L 

Lot No. SYF-ST01 Lot Quantity NOT PROVIDED 

Manufacture Date 2021-04-01 Expiration Date 5 YEARS 

Material NITRILE 

Manufacturer NOT PROVIDED 

Others EXAMINATION GLOVES; POWDER-FREE GLOVES 

Client 
information 

Applicant SUZHOU SHIYIFANG BIOTECHNOLOGY CO., LTD 

Applicant address 
ROOM 302, BUILDING 12, NORTHWEST AREA, SUZHOU NANO 

CITY, NO.99,JINJIHU AVENUE, SUZHOU INDUSTRIAL PARK, 
JIANGSU PROVINCE, CHINA 
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Test 
information 

Sample 
Receiving Date 

MAY.21,2021 Test Period Date 
MAY.21,2021 TO 
JUN.08,2021 

Sample No. QDHL2105504184MD Test environment Meet requirement 

Test items 
Watertightness, Dimension (Length, Width), Tensile strength (Force at 
break, Force at break after challenge testing), Powder-free gloves 

Testing 
Accordance 

EN 455-1:2020 Medical Gloves for Single Use – Part 1: Requirements 
and Testing for Freedom from Holes Clause 5.1 

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 

EN 455-3:2015 Medical Gloves for Single Use–Part 3: Requirements 
and Testing for Biological Evaluation clause 4.4 

Test 
conclusion 

This report only provides the test results and individual judgment, conclusion please see 
follow pages. 

 

                                         Issue date: JUN.08,2021 

Remark / 

 

 

Approver:   Auditor:    Compiler:  

 

Date: JUN.08,2021            Date: JUN.08,2021            Date: JUN.08,2021 
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Sample Photo 
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Test Results 

Test Items Unit  Test Method Requirement  Test Result Assessment 

Watertightness / 
EN 455-1: 

2020 Clause 
5.1 

Sample quantity: 
200pcs 

AQL: 1.5 
Ac: 7 
Re: 8 

Found: 0 Pass 

Dimension 

Length mm 
EN 455-2: 

2015 Clause 
4.2 

Median 
value: 

L: ≥240 
Sample 
quantity: 
13pcs 

See 
appendix 1 
for details 

Pass 

Width mm 
EN 455-2: 

2015 Clause 
4.3 

Median 
value: 

L: 110±10 
Pass 

Tensile 
strength 

Force at 
break 

N 
EN 455-2: 

2015 Clause 
5.2 

Median 
value:  

b): ≥6.0 Sample 
quantity: 
13pcs 

See 
appendix 2 
for details 

Pass 

Force at 
break after 
challenge 

testing 

N 
EN 455-2: 

2015 Clause 
5.3 

Median 
value:  

b): ≥6.0 
Pass 

Removable surface 
powder  

(Powder-free gloves) 
mg 

EN 455-3: 
2015 Clause 

5.2 
EN ISO 

21171: 2006 
Method B 

Sample quantity: 5pcs 
Average: ≤2 

0.1 Pass 
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Appendix 1: Dimension 

 

Size L 

No. Length (mm) Width (mm) 

1 240 106 

2 240 106 

3 241 106 

4 240 106 

5 240 106 

6 240 106 

7 240 106 

8 243 106 

9 240 107 

10 240 106 

11 240 107 

12 240 106 

13 240 106 

Standard requirement ≥240 110±10 

Median value 240 106 
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Appendix 2: Tensile Strength 

 

Size: L 

Force at break (N) 

Before aging After aging 

No.     / No.     / 

1 6.1 1 6.5 

2 7.6 2 7.7 

3 7.9 3 7.1 

4 7.9 4 6.5 

5 7.5 5 6.5 

6 8.1 6 6.6 

7 8.1 7 7.3 

8 6.6 8 6.8 

9 8.3 9 6.9 

10 7.4 10 6.4 

11 6.6 11 6.8 

12 6.8 12 6.6 

13 6.2 13 6.1 

Standard 
requirement 

≥6.0 
Standard 

requirement 
≥6.0 

Median value 7.5 Median value 6.6 

 

 

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

 
***End of Report*** 
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Statement 
 

1. The report is considered invalidated in one or more of the following 
conditions: no approval signature; no testing seal of SGS; altered;a 
copy without the red testing seal of SGS. 
 

2. Above information and sample(s) was/were submitted and certified 
by the client, SGS quoted the information with no responsibility as 
to the accuracy, adequacy and/or completeness. 
 

3. Unless otherwise stated the results shown in this test report refer 
only to the sample(s) tested. This document cannot be used for 
publicity, without prior written approval of the SGS. 
 

4. The test report cannot be reproduced in any way, except in full 
content, without prior approval in writing by the laboratory. 
 

5. Should you have any queries or objection to the test report, please 
contact us whthin 15 days after receiving the report. 

 

Address:  
SGS Center, No.143, Zhuzhou Road, Laoshan District, Qingdao, 
China. 
 
Tel: 0532-68999187         Zip: 266101 
Fax: 0532-80991952 
 
E-mail: Emily.Zhang@sgs.com 
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上海英格尔认证有限公司 回欢’; 
国家认监委批准号．CNCA-R-2003-1 17 

电话: 400-182-90017+86 21-51114700 

网址：www.lcas.org.cn  

地址；上海市徐汇区中山西路2368号
华鼎大厦801室 200235 

声 

关注英格尔微信平台 

医疗器械质III管理体系 

认证证书 
认证编号：11721 QOM 0036 ROS 

兹证明 苏州十一方生物科技有限公司 
统一社会信用代码： 9 132O594MA1MXIDLB8J 

、十 nfl .L.; .I.‘ 中国（江苏）自由贸易试验区苏州片区苏州工业园区金鸡湖 
r工刀了丁工匕共江 ： 	． 、j2“、口、 ．, JJ' ..． 夕 ．～、．. LIt- .. ．一“ 司 - ．里』 -～沪、 曰～ 

大追99亏办州纳术领四花区工z初ci0z至 

I~:～ 江苏省苏州市工业园区金鸡湖大道99号苏州纳米城西北区
经营地址： {:J二．,4. 二了二艺二”’一一～山不三’不～~～「～z、“丢一一 子 AJ”,'p -1刁 z'~"F-I""~ 
～口～~'12栋302室 
经现场评审满足 ・ Iso 13485:2016 医疗器械质量管理体系用于法规的要求 

认证范围：医用检查手套（第一类医疗器械）生产外包和销售 

核 

初次发证： 	202！年 02 月 04 日 

有效期至； 	2024 年 02 月 03 日 

  

   

   

第一次监审 第＝次监审 幼三次监审 

本证书的所有权属上海英格尔认证有限公司，证书信息及有效性可在国家认监委官方网站（ www.cnca.gov.cn）上查询．也可通过登录

英格尔官方网站或致电英格尔客户服务部进行查询．本证书在国家规定的各行政、资质许可范围及有效期内使用有效．获证组织必须定

期接受年度监督审核并经审核合格此证书方继续有效；如获证组织未能有效维持以上管理体系，英格尔有权收回其获证资格． 



EIMCAL DEVICE QUALITY 
MANAGEMENT SYSTEM CERTIFICATE 

Certification No. 	117 21 QOM 0036 ROS 

伽s.s。ce。1斤th,Suzhou SHIYIFANG BiotechnologyThis is to certify that 

Unified social credit code 91320594MA1MXDLB8J 

Registered Address 

Business Address 

Room 302, Building 12, Northwest Area, Suzhou Nano Ci纵 No. 99, Jinjihu Avenue, 
Suzhou Industrial Park, Suzhou Area, China (Jiangsu) Pilot Free frade Zone 
Room 302, Building 12, Northwest Area, Suzhou Nano City, No. 99, Jinjihu Avenue, 
Suzhou Industrial Park, Jiangsu Province, China 

Co., Ltd 
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has been assessed and registered as meeting the requirements of 

1S013485 :2016 

Scope of approval 	Device习 
Production Outsourcing and Sales of Medical Examination Gloves (Class I Medical 

Signed by: 

First 	Certification: 	04 Feb. 2021 

Expiry 	Date: 	03 Feb. 2024 

Shanghai Ingeer Certification Assessment Co.,Ltd. 回 
Certification and Accreditation Administration of PRC:CNCA-R-2003-1 17 

下el: 400-182-90011+86 21-51州4700 

Web: www.icas.o心 cn 

Add: Room 801 HuaDing Mansion, 23681* West Zhongshan Rd. 

Xuhui Distnct, Shanghai, China, 200235 
	

Focus ci ice WeChat的而nil 

The ownership of the certificate belongs to Shanghai lngeer Certification Assessment Co., Ltd. The information&validation of this 
certificate can be checked on the CNCA website: WWW.CNCA.GOV.CN  and ICAS website, or by calling ICAS's clients services Dept 
The certificate is only valid when used together with related permits when appropriate. If the organization can1effectively maintain the 
above management system. ICAS has the right to withdraw the qualification certificate 
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