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FOOD AND BRUG ADMINISTRATION
CENTER FOR DEVICES AND
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I'eld Applicattons Nngineer
STMICROELECTRONICS INC.

2735 GRENT AMERICAN WAY, 3RD FLOOR
SANTN CLARA, C\ 95054

This s 1o acknowledge receipt of your July 26, 2016, document, which was filed pursuant to the regulations for
the administration and enlorcement of the Radiation Control for Health and Safcty Aot of 1968 (title 21, code
of Hederal Regulations, Suhc]mprcr_]) as they pertin to Product Report requirements,

Your document has been assigned an accession number of 1620534-000, and has been classified as a(n)
Product Report (pursuant to Part 1002, Subpart B of the Regulation referenced above),

ifurther, e submitral has been assigned wn informal subject title of *““This submission is a{n} Product Report.
‘These Data Measurement, Transmit, Control Taser Producrs include designated model family Laser Positioning
Deviee with madel(s) Model V1.531.07,

This acknowledgentent does not constinute approval of the document. You will be contacted if any questions
Or comments arise concerning your document.

WARNING:

THIZ MCCESSION NUMBER ASSIGNED TO YOUR SUBMISSION DORS NOT IMPLY, CONVINY OR
CONSTITUTE IFDA APPROVAL OF ANY REPORT, APPLICNTION FOR VARIANCI QR
EXEMPTION, NOTIFICNTTON, OR ANY OTIHER SUBMISSION OR ITS CONTENTS, THIL
ACCESSION NUMBER TS ONLY AN ACKNOWLEDGMENT THAT FDA F1AS RECEIVED YOUR
SUBMISSTON. IT ALVY BE REVOKED BY FDA, IT5 DISCLOSURE IS YOUR RESPONSIBILITY. I'T
IDINTIFIFES YOUR SUBMISSION FOR PRODUCTS OR PRODUCT FAMILIES IDENTI FIED TN
THIS AMESSAGH,

B dvred thar Tarinee to comphownh DA regulations may resall i nonfication of
attected voe oos and correetin g acuons al no coxt 1o the purehaser, pursud to 21O R Pa
LS Discovery of Diefeet o Prvibure 1o € omploand 20 CIR Pary Yoo Reporeliise,
Repanes, ar R eplacement of et eonic Prednere.

Please note that your firm is required to submir an \nnual Report to CDRIT every year by September 1.
A Radiological Reports may be prepared using FDA's Flectronic Submissions software which can e

downioaded ar http: / Swwwfda pov/ Lorladustry/FIAeSubmitier /uem L8165 htm. For more information on
the FFI2.V's eSubmitier program please sce the following websites:

Radiological { Tealth - hrlp://w\\mafda.gov/Rndi:srion-[*lmitringl’mducrs/dcfaulI‘htm

Electronic Submissions (instead of paper repotts) -
hrrp://www.fd:wr)v/i"m‘?ndusrr\-’/l"'l3.-\(’311bmirrcr/dcfzmh,htm
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FI2A Llectronic Submissions Gateway -
hetp:/ Swrrwifda. gov/Forl adustry / KlectronicSubmissionsGateway/default hrm

‘Thank you for your cooperation. Tf any questions or coneerns arise during our review of your report, we will
notify you. If you have any questions, contact us at (3¢1) 796-5710.

Sincerely Yours,
Janine M. Morrs
Director, Division of Radiological Health

Office of In Vitro Diagnostics and Radiological | lealth
Center for Devices and Radiological T{ealth

Yecowion Number: 1620534001




