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April 12,2019

3-D Matrix, Inc.

% Stephen Rhodes

Affiliate

EBiclogics Consulting Group, Inc.
1335 King Street, Suite 300
Alexandna, Virginia 22314

Re: K183013
TradeDevice Name: PuraSinus
Regulation Number: 21 CFR. £74.3620
Regulation Name: Ear, Mose, And Throat Synthetic Polymer Material
Regulatory Class: Class II
Product Code: NHE
Dated: February 28, 2019
Received: March 4, 2019

Dezar Stephen Bhodes:

We have reviewed your Section 310(k) premarket notification of intent to market the device referenced
above and have detenmmed the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance
with the provizions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a
premarket approval application (FMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that
some cleared products may mstead be combnation products. The 310(k) Premarket Notification Database
located at hitps:/www accessdata fila sov/seripts/cdrh/cfdoes cfpmn pmn cfin identifies combination
product submissions. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against mishranding and
adulteration. Please note: CDEH does not evaluate mformation related to contract lisblity warranties. We
remind you, however, that device labeling must be truthful and not msleading.

If your device is classified (see above) into either class IT (Special Controls) or class IT (PMAY), it may be
subject to additional controls. Existing major regulations affecting vour device can be found m the Code of
Federal Regulations, Title 21, Parts 800 to 294, In addition, FDA may publish further announcements
concerming your device in the Federal Register.
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