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510{k) Summary RESmart CPAP/Auto CPAP

The 3B and BMC RESmart CPAP and Auto-CPAP Systems are
intended to deliver positive pressure for the treatment of
Obstructive Sleep Apnea. The optional integrated
humidifier is indicated for the humidification and warming
of air from the flow generator device. These devices are
intended for single patient use by prescription in the home
or hospital/institutional environment on adult patients.

The RESmart CPAP and Auto CPAP System is a
microprocessor-controlled, blower-based system that

‘generates positive airway pressure from 4 to 20 cm H20.

The device is intended far use with a patient circuit that is
used to connect the device to the patient interface (mask).
The RESmart CPAP and Auto CPAP device has been modified
to include a smaller and quieter blower. The air circuit,
embedded software, and controller board were upgraded
to provide better performance. The basic functional and
performance characteristic of the RESmart CPAP and Auto
CPAP are unchanged from the predicate device RESmart
CPAP and Auto CPAP {K110629).

Extensive non-clinical testing was conducted in according
with 1SO 17510-1:2007, Sleep Apnea Breathing Therapy-
Part I. Sleep Apnea Breathing Therapy Equipment.
Performance Bench Testing demonstrated substantial
equivalence with the predicate device. Testing and
validation of component part upgrades establish
substantial equivalence between predicate and proposed
devices.

The RESmart® CPAP and Auto CPAP System (K110629)
remain substantially equivalent to the proposed RESmart®
CPAP and Auto CPAP System in that they have the same
intended use, same operating principle, same technology,
identical materials, and same manufacturing process.
Design validation and verification tests were performed on
the RESmart CPAP and Auto CPAP system because of the
risk analysis and product requirements.
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510(k} Summary RESmart CPAP/Auto CPAP

A certification of truthfulness and accuracy of the proposed *~ -

RESmart CPAP and Auto CPAP System as described in this
submission is provided in Section 8.

There have been no changes in the material composition,
intended use, or operating principles. Validation and
verification, as well as performance bench testing,
demonstrate that the proposed device is substantially
equivalent to the predicate device.
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3B Medical, Incorporated
Alex Lucio

Vice President

21301 Highway 27N
Lake Wales, FL 33859

Re: K132967

Trade/Device Name: RESmart CPAP and Auto-CPAP nP1.5
Regulation Number: 21 CFR 868.5905
Regulation Name: Non-continuous Ventilator (Respirator)

" . Regulatory Class: Class Il
Product Code: BZD
Dated: November 4, 2013
Received: November 7, 2013

Dear Mr. Lucio:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined 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 provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act.
The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class 111 (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements conceming your device in the Federal Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (2]
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address

hup://www.fda gov/Medical Devices/ResourcesforY ou/Industry/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part

- 807.97). For questions regarding the reporting of adverse events under the MDR regulation (21

CFR Part 803), please go to

hutp://www fda,pov/Medical Devices/Safety/RcportaProblem/detault.htim for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.pov/MedicalDevices/ResourcesforYou/Industrv/default.him.

Sincerely yours,

Tejashri Purohit-Sheth, M.D.
[linical Deputy Diractor -

WEAN oo
FOR

Erin 1. Keith, M.S.

Acting Director .

Division of Anesthesiology, General Hospital,
Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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Indications for Use

510(k) Number: ¥ /237 44,77
BMC RESmart® CPAP/Auto CPAP nP1.5

Indications for Use:

The 3B and BMC RESmart CPAP and Auto-CPAP Systems are intended to deliver positive
pressure for the treatment of Obstructive Sleep Apnea. The optional integrated humidifier is
indicated for the humidification and warming of air from the flow generator device. These
devices are intended for single patient use by prescription in the home or hospital/institutional
environment on adult patients.

Prescription Use _X_ AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D} (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)}

Concurrence of CDRH, Office of Device Evaluation (ODE)
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