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Nathan Trading FDA 510(K)

Establishment Registration & Device Listing (fda.gov) 

FDA Has Approved Thai Hua Holding to transfer its 510(k) to Partner 
company Nathan Trading.  K102846 is under Nathan Trading 
establishment (Appendix A, Appendix B) 

510(k) Premarket Notification (fda.gov)

510(k) Explanation, Page 2 of 6
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Appendix A
Formal Letter passing the 510(k) clearance from Thai Hua Holding to Nathan Trading.

510(k) Explanation, Page 3 of 6
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510(k) Explanation, Page 4 of 6



TYPE 2 

510(k) Explanation, Page 5 of 6
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October 8, 2020 

U.S. Food and Drug Administration 
Center for Devices and Radiological Heath 
Document Mail Center – WO66-0609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

RE: Traditional 510(k) Premarket Notification (21 CFR 880.6250) 
Nathan Trading Co., Ltd. 
Nitrile Examination Gloves, Powder Free 

Dear Sir or Madam: 

Nathan Trading Co., Ltd., hereby submits this Traditional 510(k) in accordance with Section 
510(k) of the Federal Food, Drug and Cosmetic Act, as amended, and Title 21 CFR §807, 
Subpart E. The purpose of this 510(k) Premarket Notification is to request clearance for the 
Nathan Trading Co., LTD’s LYDUS Nitrile Examination Gloves, Powder Free.  

The information contained in the submission supports the substantial equivalence* of the 
LYDUS Nitrile Examination Gloves, Powder Free. 

There have been no prior submissions to seek clearance for the components subject of this 
Traditional 510(k) submission.  

General Information 
Trade Name LYDUS Nitrile Examination Gloves, Powder Free  

Common Name Exam Gloves

Predicate 510(k) Blue Nitrile Examination Gloves Powder Free K192333 

Product Code LZA 

Device Classification Nam Patient Examination Gloves 

Device Class Class I 

Device Classification 
Number 

21 CFR 880.6250 

Review Panel General Hospital & Personal Use 

Manufacturer NATHAN TRADING CO., LTD. 
Registration/FEI # 3012099156 

510(k) Explanation, Page 6 of 6
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