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Euromi Sa
Curtis Raymond
Sr Regulatory & Quality Consultant
80 Shelton Technology Center
Shelton, Connecticut 06484

Re:  K101413
Trade/Device Name: Euromi Eva Sp6
Regulation Number:  21 CFR 878.5040
Regulation Name:  Suction lipoplasty system
Regulatory Class:  Class II
Product Code:  QPB

Dear Curtis Raymond:

The Food and Drug Administration (FDA) is sending this letter to notify you of an administrative change 
related to your previous substantial equivalence (SE) determination letter dated December 16, 2010. 
Specifically, FDA is updating this SE Letter because FDA has created a new product code to better 
categorize your device technology.

Please note that the 510(k) submission was not re-reviewed. For questions regarding this letter please contact 
Cindy Chowdhury, OHT4: Office of Surgical and Infection Control Devices, 240-402-6647,
Cindy.Chowdhury@fda.hhs.gov.

Sincerely,

Cindy Chowdhury, Ph.D., M.B.A. 
Assistant Director
DHT4B: Division of Infection Control 

and Plastic Surgery Devices
OHT4: Office of Surgical 

and Infection Control Devices
Office of Product Evaluation and Quality
Center for Devices and Radiological Health







Indications for Use

5 1 0(k) Number (if known):

Device Name: Euromi EVA sp6 Lipoplasty Suction System

Indications For Use:

The device is intended to be used for aesthetic body contouring.

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

(Part 21 CFR 801 Sub-part 0) (21 CFR 807 Subpart C)

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

Concurrence of GDRH, Office of Device Evaluation (ODE)
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510 (k)Summary N ~~

Date Prepared: [21 CFR 807.92(a)(1)] DEC 1 62010
December 1, 2010

Submitter's Information: [21 CFR 807.92(a)(1)]
This 510(k) is being submitted by Orchid Design on behalf of Euromi SA.

Sponsor / Manufacturer:
Euromi S.A.
Zoning Industriel de Lambermont
Rue des Ormes 151
B-4800 Verviers - BELGIUM

Regulatory Contact / Consultant:
Curtis Raymond
Orchid Design
80 Shelton Technology Center - Shelton, CT 06484
Tel: (203) 922-0105 - Fax: (203) 922-0130
Email: iosenh.azarycaorchid-orthopedicscorn

Trade Name, Common Name, Classification [21 CFR 807.92(a)(2)]

Device Trade or Proprietary Name:
The device trade names are:

* Euromi EVA sp6 Lipoplasty Suction System

Common, Usual, or Classification Name:
* Lipoplasty Suction System
" Liposuction Suction System

Classification: Class 11, 21 CFR 878.5040, MUU

Predicate Device [21 CFR 807.92(a)(3)]
Byron Medical, PSI-Tec Liposuction, K981215
Byron Medical, PSI-Tec Infiltration Pump, K040149

Description of the Device [21 CFR 807.92(a)(4)]

The subject device is used in conjunction with the Lipomnatic Handpiece. The Lipomnatic
Handpiece is a motorized pneumatic handle with interchangeable canulae. The Lipo-
matic handpiece can be used with readily available air sources at the hospital or clinic.



The EVA sp6 is an aspiration system that can be used with the Lipomnatic handpiece for
the purposes of aesthetic body contouring.

The EVA sp6 can be in continuous operation or can be controlled by a foot pedal. The
device has two modes; infiltration and aspiration. Syringes are used for infiltration.

The EVA sp6 has wheels to allow it to move around the clinical or hospital as needed.

The list of accessories include:
* Pedal
* Hospital Grade Power Cord and Plug
* Replacement Fuses
" Tubing (5 kits)
" Twisted Pipe of 5 meter with one connector
* Aspiration Jars (2 jars)

Intended Use [21 CFR 807.92(a)(5)J
This device is intended to be used for aesthetic body contouring.

Technological Characteristics [21 CIFR 807.92(a)(6)J
The device relies on an external source of compressed air for operation.

The EVA sp6 does not make direct contact with the patient. The device is connected to
the Lipomnatic Handpieces / Cannulas that were cleared under K01 0311.

The device has the same technological characteristics as the predicate device including
electrical power, use with sterile cannulas, indications for use, and aspiration and infil-
tration modes,

The main difference between the subject device and predicate device is that the devic-
es are specific to the cannulas from each manufacturer.

Performance Data [21 CIFR 807.92(b)(1) and (2)]
The subject device has been subjected to non-clinical testing including biocompatibility
testing, electrical safety, EMC testing, FCC Part 15, and accuracy testing. The subject
device has been tested and passed electrical safety and EMC requirements utilizing
IEC 60601-1, 60601-1-2, and FCC Part 15.

Characteristic Specification
Electrical 110-120 V
Power 250 W
Noise Level 57 dB
Weight 10 Kg
Final Vacuum -850
(mb relative __ _____



Clinical studies were not performed with regards to this device. However, this device
has been used internationally and published studies were included in the 510(k).

Clinical data was not required to demonstrate substantial equivalence.

Conclusion [21 CIFR 807.92(b)(3)]
The conclusions drawn from the nonclinical tests as well as the comparison to the pre-
dicate device demonstrate that the changes are minor and conclude that the subject
devices are as safe and effective as the predicate device.
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