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ThismessageistoacknowledgereceiptofyourInitialProductReport,whichwasfiled

pursuanttotheregulationsfortheadministrationandenforcementoftheRadiation

ControlforHealth and SafetyActof1968 (Title21,CodeofFederalRegulations,

SubchapterJ)astheypertaintothesubmissioninformationdescriptionbelow.Ifyour

submissionisareport,ithasbeenfiledaccordingtoreportingrequirementsinTitle21,

CodeofFederalRegulations(CFR),Part1002.Yoursubmissionhasbeenassignedan

informalsubjecttitlebelow after“Purpose:”.Yoursubmissionhasbeenassignedan

ACCESSIONNUMBERwhichcanbeusedbyyouandFDAtoidentifyyoursubmission.

WARNING:

THE ACCESSION NUMBER ASSIGNED TO YOUR SUBMISSION DOES NOT IMPLY,

CONVEY OR CONSTITUTE FDA APPROVAL OF ANY REPORT,APPLICATION FOR

VARIANCE OR EXEMPTION,NOTIFICATION,OR ANY OTHER SUBMISSION OR ITS

CONTENTS.THEACCESSION NUMBERISONLYAN ACKNOWLEDGMENTTHATFDA

HASRECEIVEDYOURSUBMISSION.ITMAYBEREVOKEDBYFDA.ITSDISCLOSUREIS

YOUR RESPONSIBILITY.IT IDENTIFIES YOUR SUBMISSION FOR PRODUCTS OR

PRODUCTFAMILIESIDENTIFIEDINTHISMESSAGE.

BeadvisedthatfailuretocomplywithFDA regulationsmayresultinnotificationof

affectedpersonsandcorrectiveactionsatnocosttothepurchaser,pursuantto21CFR

Part1003--DiscoveryofDefectorFailuretoComplyand21CFRPart1004--Repurchase,

Repairs,orReplacementofElectronicProducts.

PleasebeawarethatthefollowingCDRH ProductCode(s)havebeenassignedtothe

product(s)describedinthisreport:

RDW definedasGeneralPurposeLaserProducts

IftheseproductswillbeshippedtotheUnitedStates,theshippingbrokerwillneedto

providethefullFDAProductCodeatthetimeofentry,structuredasfollows:



95R--DW

----------DOCUMENTRECEIVED,FILED,&ACKNOWLEDGED----------

This automated notification from the CeSub Submission Process contains general

informationabouttheaforementionedsubmission:

AccessionNumber: 2210128-000

DateLoaded: Jan25,2022

DocumentDate: Jan25,2022

EstablishmentName: SHENZHENXINLEICHUANGKEAUTOMATIONTECHCO.,LTD.

Purpose: Thissubmissionisa(n)InitialProductReport.TheseOtherLaserProducts

includedesignatedmodel(s)XL-UV3W,XL-UV5W,XL-YLP20W,XL-M80W,XL-YLP30W.

Submitter:ChuanhuiDeng

Email: 1604264232@qq.com

ReportingOfficial: ChuanhuiDeng

Email: 1604264232@qq.com

--------------------------------------------------------------

Pleasenotethatyourfirm isrequiredtosubmitanAnnualReporttoCDRHeveryyearby

September1.

IfyoumeetallotherapplicableFDA requirements,youmaymarkettheproduct(s)

reported.Pleasebeawarethatadditionalelectronicproductradiationcontrolormedical

deviceregulationsmayapplytoyourproduct,suchas:

21CFR1002.11,requiringreportsupplementsundercertaincircumstancesfollowingthe

samereportingformsasusedforproductreportsonyourproducts

21CFR1002.13,requiringannualreportstobesubmittedeachyearbySeptember1

usingtheappropriatereportingform forannualreports



21 CFR 1010 -1050,requiring certification to FDA radiation safety performance

standards

21CFR807,requiringmanufacturerregistrationanddevicelisting,and

21CFR807,812and814,requiringmedicaldeviceclearanceorapproval

Forfurtherinformationsee:

Radiological Health web site -

http://www.fda.gov/Radiation-EmittingProducts/default.htm

FDAElectronicSubmissionsGatewaywebsite-

http://www.fda.gov/ForIndustry/ElectronicSubmissionsGateway/default.htm

Ifyouhaveanyquestions,pleasecontacttheDirectoroftheDivisionofRadiological

Health,orthebranchchiefofyourrespectiveproductarea,aslistedontheCDRH

ManagementDirectory,undertheOfficeofInVitroDiagnosticsandRadiologicalHealth,

DivisionofRadiologicalHealth.

http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CD

RH/CDRHOffices/ucm127854.htm

Please include a primary (and optionalsecondary)contactemailaddress in all

submissions(and/orcoverletters)tofacilitateelectroniccorrespondence.

Sincerelyyours,

DivisionofRadiologicalHealth

OfficeofInVitroDiagnosticsandRadiologicalHealth

CenterforDevicesandRadiologicalHealth


