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Facility Registration and Device Listing 

Information of Medical Device in FDA of FY2024 

   

SHANGHAI URETECH FILM MATERIAL CO., LTD 

Address: Building 2, 1st Floor, No. 88, Lane 819, Duhui Road, Minhang District, Shanghai, Shanghai, 

201108, CHINA 

Owner/Operator Number: 10089679 

Registration/FEI Number: Active, Waiting for Registration Number Assignment 

has completed the Facility Registration and Device Listing in with the US FDA, through 

HUMISS INC. 

Listing 

Number 

Premarket 

Submission 

Product 

Code(s) 
Device Name(s) Activities Models 

D523838 510(k) exempt ECQ ALIGNER, 

BRACKET, 

ORTHODONTIC  

Manufacturer Dental film, Clear aligner 

material, Retainer material, 

Attachment template 

HUMISS INC. will confirm that such registration remains effective upon request and presentation of this document until the end of 

calendar year stated above, unless said registration is terminated after issuance of this document. HUMISS INC. makes no other 

representations or warranties, nor does this document make any representation or warranties to any person or entity other than the named 

document holder, for whose sole benefit it is issued. This document does not denote endorsement or approval of the document-holder's 

product(s) or establishment by the U.S Food and Drug Administration. HUMISS INC. assumes no liability to any person or entity in 

connection with foregoing.  

IMPORTANT NOTES: The U.S Food and Drug Administration does not issue any certificate of registrations, nor does the U.S Food and 

Drug Administration recognize any certificate of registration, HUMISS INC. is not affiliated with the U.S Food and Drug Administration. 

Registration your facility and listing devices does not, in any way, constitute FDA approval of your facility or devices. 

   

  
Signature of Authorized Person 

(James St. WU) 
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