
 

 3

CE Technical File No. Q/TS CE—2018 

List Page 2 of 2 
 

No
. Standard No. Edition Name  

1 EN 455-1 2000 
Medical Gloves For Single Use  
Part 1: Requirements and testing for freedom from holes 

2 EN 455-2 2015 Medical Gloves For Single Use  
Part 2: Requirements and testing for physical properties 

3 EN 455-3 2015 Medical Gloves For Single Use  
Part 3: Requirements and testing for biological evaluation 

4 EN 455-4 2015 Medical Gloves For Single Use  
Part4:Requirement and testing for shelf determination 

5 
EN 556-1 2001/AC:2006 Sterilisation of medical devices- Requirements for medical device 

to be designated ‘ STERILE’ – Part 1:Requirements for terminally 
sterilised medical devices 

6 ENISO15223-1 2016 Graphical symbols for use in the labeling of medical devices 

7 EN 1041 2008 Information supplied by the manufacturer with medical devices 

8 ISO 11737-1 2006 Sterilisation of medical devices- Microbiological methods – Part 1: 
Determination of a population of microorganisms on products 

   
9 

ISO 11737-2 2009 Sterilization of medical devices. Estimation of the population of 
micro-organisms on product.  
Part 2: Guidance. 

10 
ISO 11737-3 2004 Estimation of the population of micro-organisms on product. Part 

3: Guide to the methods for validation of microbiological 
techniques. 

11 MDD93/42/EEC 1993/AC:2007 Medical Devices Directive 

12 EN ISO 13485 2016 The Requirements of the Medical Devices' Quality Controlling 
System for Laws and Regulations 

13 ENISO 14971 2012 Medical devices - application of risk management to medical 
devices 

14 ENISO 10993-1 2009 Biological evaluation of medical devices  
Part 1: Evaluation and testing  

15 ENISO 10993-5 2009 Biological evaluation of medical devices 
Part 5: Cytotoxiciy tests – in vitro tests 

16 ENISO10993-10 2009 Biological evaluation of medical devices 
Part 10: Stimulation and sensitization tests  

17 ENISO 14155 2011 Clinical investigation of medical devices  
18 ISO 11607-1 2006 Packaging for terminally sterilized medical devices Part 1 
19 ISO 11607-2 2006 Packaging for terminally sterilized medical devices Part 2 

20 ISO 11346 2014 Rubber,vulcanized or thermoplastic—Estimation of life and 
Maximum temperature of use    

21 Meddev2.12-1 rev8 2013 Guidelines on A Medical Devices Vigilance System 

22 EN ISO 11137-1 2015 Validation and routine control of a sterilization process for 
medical devices – radiation 

23 Meddev.2.7.1-rev.4 2016 Evaluation of clinical date 
24 Meddev2.12/2 rev2 2012 Post market clinical follow-up studies 

25 EN 62366-1 2015 Medical devices - application of usability engineering to medical 
devices 

26 
 
EN ISO11607-1 

2017 Packing for terminally sterilized medical devices  
part 1: Requirements for materials, sterile barrier systems and 
packaging systems 

27 
EN ISO11607-2 2006 Packing for terminally sterilized medical devices 

Part 2: validation requirements for forming,sealing and assembly 
process 
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   Declaration  of Conformity 

 MANUFACTURER: 

HEBEI TIANSHUO MEDICAL PRODUCTS CO.,LTD  
DABU VILLAGE,XIONG COUNTY , Baoding city Heibei 
Province, 071800, P.R. China. 

MEDICAL DEVICE: LATEX EXAMINATION GLOVES  

CLASSIFICATION - ANNEX IX: Class I*,（rule 5 of ANNEX IX） 

CONFORMITY ASSESSMENT ROUTE: MDD/93/42/EEC  Ax.VII 

WE, THE MANUFACTURER, HERE WITH DECLARE THAT THE STATED MEDICAL DEVICE 
MEET THE TRANSPOSITION INTO NATIONAL LAW, THE PROVISIONS OF COUNCIL DIRECTIVE 93/42/EEC 
CONCERNING MEDICAL DEVICES; 
ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFACTURER. 

STANDARDS APPLIED: 

ISO 13485: 2016, EN ISO 14971: 2012, EN ISO 11137-1: 2006, 
EN ISO 11137-2: 2017; EN ISO 11137-3: 2006; EN ISO 
11607-1: 2006, EN ISO 11607-2: 2006, EN ISO 10993-1: 2009, 
EN ISO 10993-5: 2009; EN ISO 10993-11: 2009; EN 556-1: 
2001; EN1041: 2008, EN ISO15223-1: 2012, EN 455-1: 2000, 
EN 455-2: 201, EN 455-3: 2015, EN 455-4: 2009 

NOTIFIED BODY: 
TÜV SÜD PRODUCT SERVICE GMBH 
RIDLERSTR. 65 - 80339 MÜNCHEN, GERMANY 

IDENTIFICATION NUMBER  0197 

(EC) CERTIFICATE(S):  

 
EUROPEAN REPRESENTATIVE: 

Shanghai International Holding Corp. GmbH (Europe) 
Eiffestrasse,80, D-20537, Hamburg, Germany Tel: 
0086-021-65951371，0049-40-2513175，Fax: 0049-40-255726 

START OF CE-MARKING:                                    SEP.1.2007 

 

PLACE, DATE OF DECLARATION: BAODING, 2017-06-06 

SIGNATURE: 
 

 NAME: MR. ZHEBO ZANG 
 
 
EXP. DATE: 

POSITION: MANAGERING DIRECTOR 
 
2022-12-20 



 

 

 



 

 

 



 

 

 



 

 

 



 

 

 



 

 

 


