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TECHNICAL DATA SHEET 
 
 
 

 
 
 

 
aim-xglobal.com

4

Specifications sheet

Specifications:
4.0-4.5Gram weight, Medical Grade Nitrile 

gloves 
Latex Free
Disposable

Powder Free
Non-Sterilized

Medical
Nitrile
Gloves

(Non-Sterile)
4.0 -4.5 Grams per 

gloves not Ordinary 
3.5 grams

Specification
9”4.0-4.5 gram  per 

gloves 
Length >240mm +-

10mm
Width 100+- 3

Thickness 
Cuff .07mm 
Palm .09mm

Finger .11 mm

ASTM D5151, ASTM D6319,D 6978(Chemo 
gloves only), ASTM F1671 viral penetration

Medical Device Regulation EU 2017/425 UNI 
EN455 1-2-3- clause 4.4

UNI EN 374-1-2-3-4
Module D 

EN420
EN388
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2. Contract Manufacture and Power of Attorney for “AIM-X” Brand 

 
 



 

          Translated and Affidavit copy in Russian 

 
 



 

 
 

  



 

 

 
 
 
  



 

  



 

  



 

 
 

3. ISO CERTIFICATE OF FACTORY 
 
 



 

SGS INSPECTION REPORT 
 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 
 



 

 
      CERTIFICATE OF CONFORMITY 

 



 
 



 

      ISO 9001:2015  

 



 

             EN374-1-2-3-4 

 



 



 



 



 



 



 



 

 
  



 

      EN 374 Latest Test TUV Rheinland



 



 
 



 

 EN 374 1-2-3-Part 4 (SGS) 
 



 



 



 

 
  



 

      EN 425  
 
 
 



 

  



 

EN 455-1-2-3, Clause 4.4 

 
  



  



 



 



 



 



 

 



 



 



 
 



 

 



  



 

ARDL CHEMOTHERAPY GLOVES ASTM D6978 Certification  



 



 



 



 



 



 

 
  



 

FDA CERTIFICATE OF FACILITY 
 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?rid=163704 
 

FEI NUMBER: 3010582952 
 
 



 

Establishment Registration of Hebei Titans Hongsen Medical Technology:  
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm?start_search=1&showList=1&establishmentName
=hebei%20titans&regNum=&StateName=&CountryName=&OwnerOperatorNumber=&OwnerOperatorName=&P
roductCode=&DeviceName=&ProprietaryName=&establishmentType=&PAGENUM=10&SortColumn=Establish
mentName20%25ASC&RegistrationNumber=3010582952   



 

FDA CERTIFICATE WITH 510K REGISTRATION NUMBER 
• Chemotherapy Gloves  www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K181130 

 
 
Predicate Device: https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=k163146 

 

  



 

 

• Powder Free Nitrile Patient Examination Gloves 
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=k163553  

Predicate Device: Powder Free Nitrile Patient Examination Gloves  
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=k131440  

 
 

 
 
 
 
 
 
 
 



 

 
 
 

6.1 FDA 510K NO.: K181130: Powder Free Nitrile Examination Gloves, Tested for use      
with Chemotherapy Drugs 



 

 



 



 



 



 



 



 



 



 
 



 

6.2 FDA 510K NO.: K163553 Powder Free Nitrile Patient Examination Gloves, Blue 



 



 



 



 



 



 

CE CERTIFICATE 
 

 



 

 
 
 

 



 

TECHNICAL PRODUCT TESTING REPORTS 
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