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JABES Analyzer Kit Include

* JABES Electronic Stethoscope

* JABES Analyzer Installation CD*
* Extra Ear Tip(2)

* Alkaline Batteries AAA(2)

* Hifi Cable 10ft(1)

* User's Manual

* Minimum Requirement : Pentium, Window 98, Me, 2000, XP, NT
64MB Memory, 150MB Hard Drive

Specifications

o Power : DC 3V, two AAA

® Length : 29 inches

» Weight : 6 ounce/170g (without Batteries)
» Battery Life : 100 hours (full time Use)

* Frequency Mode : Be I, Diaphragm, Wide

\}

S %P HBechnology

Manufacturer
GS Technology Co., Ltd.
646-13 Deungchong-dong, Kangseo-ku, Seoul, KOREA
Telephone:82-2-2668-0610, Fax:82-2-2668-0752

JABES

Analyzer
Electronic
Stethoscope

Affordable
Powerful
Pure
Smart
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History of stethoscope
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JABES comes with noise reduction technologies, which provides clearer sound.

Battery warning LED signals on “B” when replacement needed.

Bell mode Diaphragm mode

Wide mode

Mode button
Choice of 3 Frequency mode

Volume button
20 times amplified sound at level 7. Choose a
sound level that fits best for them.

Screw type
washer for simple
maintenance

Power on/off button
Auto-shut off after 3 minutes

Holds last mode and volume
setting for convenience

Name Tag
engraving your
name





/ Comfortable and Soft Ear tips
A _ / Binaural fixed at snug angle and tension for aural fit

DC 3V, 2 AAA Batteries and life 100 Hours, 29 inch, 6 oz






JABES Stethoscope Full Package

Manual JABES Analyzer software CD

10ft audio cable
interface between
computer
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JABES Analyzer Full Picture
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A. Choice of Three Frequency Range

With JABES Life sound System electronic stethoscope, healthcare professionals can
choose one of three ranges of frequency: Bell, Diaphragm, and Wide mode. This enables
JABES users to hear clear and accurate body sounds, which they never experienced

before. And JABES also has the capability of hearing Fetal Heart Tones after 5 months
gestation.

B. Maximum Noise Reduction System
New JABES electronic stethoscope comes with noise reduction ring, which provides

clearer sound. This unique system is developed by JABES R&D team, and will be used for
all JABES future products.





Benefits Continued, page 2

C. Customize Sound Level

JABES electronic stethoscope comes with eight sound levels; analog sound at level 1 to 20
times amplified sound at level 8. Users can choose a sound level that fits best for his or
her ear, and JABES remembers each user’s custom level.

D. Smart Power Management System

JABES runs up to 100 hours with two AAA Alkaline batteries, which are inexpensive and
readily available. 100 running hour is twice longer than our closest competitor, which
requires more expensive and hard to purchase lithium batteries for camera.

E. Auto Shut Off

JABES electronic stethoscope turns off automatically when there is no activity for 3
minutes. Low Battery indication light lets JABES users to know when batteries need to be
replaced.

F. Easy to Operate

JABES electronic stethoscope is easy to operate. JABES’ intelligent design allows entire
operation of JABES electronic stethoscope can be done with a small movement of index
finger.

G. Convenient to Use

Clearly marked function buttons soft and clearly marked. Mode and Low Battery indication
light is small, yet easy to seen by users. JABES electronic stethoscope also remembers
sound level and mode, which are set by each user.





Benefits Continued, page 3

H. Same Feeling and Weight as Conventional Stethoscopes
JABES electronic stethoscope weighs 170g, which is the average weight of conventional
stethoscope. JABES also feels like traditional stethoscopes.

I. Easy Wear Ear Piece
JABES ear pieces are specially designed in size, angle and structure for comfortable to
wear.

J. Simple Maintenance
Diaphragm and ear pieces can be easily taken apart for cleaning and replacement.

K. Rugged Structure
For maximum durability, JABES Lifesound System electronic stethoscopes are built with
the highest quality raw materials.

L. Monitor, Record and Play
Patients body sounds can be monitored, recorded and saved for future reference. This
information also can be sent to other JABES users through internet or MSN Messenger.

M. Wave Reference Data Base*

Wave reference data base, which contains more than 20 heart and lung sounds and their
phonocardiogram, can be a valuable tool to the JABES users. Healthcare professionals
sometimes face a very unfamiliar body sound.

*The reference waveform list is for reference only. JABES accepts no responsibility for diagnosis or
misdiagnosis of patient.





Benefits Continued, page 4

N. Patient Data Management

The healthcare professionals can manage virtually unlimited number of patient’s
information such as name, address, phone number, ID number, weight, blood pressure
and so on.

O. Great Counseling Tool
Phonocardiogram can be Printed and Used for the Conferences with Patients and Other
Healthcare Professionals.

P. Great Teaching Tool
Body Sounds can be heard by many through Speakers in Real Time or in Later Time.

Q. Patents and Certificate

Patent: 2001-12321

International Patent Pending: PCT-KR02-02136
Design Registration: 2002-0030179

Trademark Registration: 2002-0051648

Software Registration: 2002-01-15-6055

CE Certification: CE 0120 Class Il by SGS, UK

ISO Certification: 1SO 9001, 1SO 13485 by SGS, UK
FDA Certification: FDA 510K Class Il No. K031446

Currently JABES Life Sound System electronic stethoscopes are sold in following
countries: United States, Canada, Brazil, Germany, ltaly, France, Belgium, Czech
Republic, Poland, Spain, Sweden, Greece, Macedonia, Korea, Japan, China, India,
Indonesia, Malaysia, Singapore, Australia, New Zealand, Middle East and Southeast Asia
Countries.





Testimonial

"When people ask me what I think of the JABES stethoscope, I tell them that I hear more, in less
time, with more accuracy than I had imagined. I listen with new confidence and pay closer
attention to subtle sounds that I have never heard before. I liked it so much that I bought it after
a few days use and would recommend it to any practicing physician."

- David B. Staab, M.D.

The JABES stethoscope allows a much more sensitive and accurate assessment of pulmonary,
cardiac, and other vascular abnormalities than any other stethoscope I have used in 20 years of
practice.

- Robert Fehr, M.D.

"I have been impressed with the clarity of the JABES Bio Electronic Stethoscope. The most
impressive feature of the JABES is the flexibility that is available to the physician. The different
modalities and the volume control allow the physician to tailor the stethoscope to auscultate a
wide range of patients. The software programming would also be a valuable tool for training
medical students and residents.”

- Ceeccy Yang, M.D., OB-Gyn

"I must say I am impressed with the product overall. Construction seems sturdy but still
reasonably light for the user. The sound and the overall power of the unit was also very
pleasing.”

- Watanabe

" [ become old, hearing power also become weak, difficult to get clear sound with normal
acoustic stethoscope. After adopt JABES electronic stethoscope, I am very happy to hear very
clear sound loudly . “

- New Seoul Clinic





Testimonial

"Mostly ear-piece of stethoscope is very tight and easily broken ( it seems that the design is fit for
western doctors) and feel pain. After adopt JABES electronic stethoscope, ear-piece is very
comfortable, and also can hear more clean and loud sound to make better diagnosis. I think
JABES should be good for old doctors to help weak hearing power.

- Park internal medicine clinic - Jangwi-dong, Seongbuk-gu, Seoul

"With JABES, I can hear heart sound and lung sound more clearly than normal acoustic
stethoscope, and also we can hear the sound together with the patients, show the waveforms
onto computer screen , it surely makes strong trust between doctor and patient , this is
remarkable stethoscope

- Koh-una internal medicine clinic

" When I am busy with manu patients , JABES is very helpful to shorten diagnosis time a lot . 1
already buy two JABES two times . “
- Hwa-gok Yeonse Paediatric clinic

" I was disappointed to use other electronic stethoscope once because of lots of noises , and
decided never use electronic stethoscope again. When my friend presented JABES to me, I can
hear very clearly, I cannot think myself without JABES , and also very happy with fast after
service . "

- En Paediatric Clinic

“We adopt JABES for tele-medicine- remote diagnosis among health centers of Kangwon
prefecture first time in Korea. JABES is supplied to 150 over health centers to get the patient
sound from remote areas, the sound is very clear and clean as like we hear the patient sound just
in front of us, it is very helpful for remote diagnosis - telemedicine ."

- MTM Telemedicine Team of Kangwon Prefecture
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EXHIBIT 2
510(k) Summary

GS Technology Co., Ltd...
B-207, SBI Center 647-26,
Deungchon-dong, Kangseo-Gu,
Seoul, Korea
Phone: 82-2-2668-0610
Fax: 82-2-2668-0752

April 22,2003
Contact: J. S. Kim Managing Director

. Identification of the Device:

Proprietary-Trade Name: Jabes Electronic Stethoscope
Classification Name: Electronic Stethoscope, Product code DQD
Common/Usual Name: Electronic Stethoscope

. Equivalent legally marketed devices 3M™ Littmann™ Electronic Stethoscope
(K003723), Meditron stethoscope system (K991347)

. Indications for Use (intended use) The JABES Electronic Stethoscope is intended for
medical diagnostic purposes only. It can be used for the amplification of heart, lung and
other body sounds with the use of selective frequency and can be used on any patient
undergoing a physical assessment.

. Description of the Device: The JABES Electronic stethoscope The JABES Electronic
Stethoscope is intended for use as a diagnostic aid in patients diagnosis, treatment and
monitoring. It provides three filter frequency modes: Bell (20-200Hz), Diaphragm (200-
500Hz), Wide (20-800Hz). Bell Mode is similar to the acoustic bell-type stethoscope and
optimized for heart and other cardiology related sound. Diaphragm Mode is similar to
the acoustic diaphragm-type stethoscope and optimized for higher pitched sound such as
lung and bronchial sounds. Wide Mode is a combination of Bell and Diaphragm Modes.
Wide Mode provides wider frequency range compare to the typical acoustic stethoscope
including the Bell-type and Diaphragm-type. The JABES amplifies sounds up to 18
times bigger than an ordinary acoustic stethoscope in a broad frequency range, including
a range higher than the traditional diaphragm mode. It looks similar to the traditional
stethoscope including parts like a diaphragm, binaural pipes and ear tips. However, it has
four (4) buttons on top of the chest set (opposite to the diaphragm side). Each of the
buttons has a function of controlling the modes, volume up/down and power on/off. As
an electronic stethoscope, it needs two (2) batteries (AAA type, 1.5V) to operate. The
stethoscope has power saving functions for longer battery life and has a low battery
indicator to prevent the use in malfunctioning condition due to the low power.

. Safety and Effectiveness, comparison to predicate device. The results of bench and
user testing indicates that the new device is as safe and effective as the predicate devices.





6. Substantial Equivalence Chart

Device name

Predicate Device

New Device

3M Littmann Electronic
stethoscope,
Model 4000(k003723)

Meditron stethoscope
system(K9913647)

JABES electronic
stethosccpe

Sljor;sgicoﬁon Electronic Stethoscope | Electronic Stethoscope | Electronic Stethioscope

Applicant 3M MEDITRON AS GS Technology Co., Ltd
Bell{20-200Hz), Bell{20-600Hz), Bell(20-200Hz),

Frequency Diaphragm(100-500Hz) | Diaphragm(200- Diaphragm(200-500Hz)

Response Mode

Extended range(20-
1,000Hz)

20000Hz) Extended
range(20-20000Hz)

Extended range
(20-800 Hz)

Amplification

Up to 18 times
amplification

Up to 30 times
amplification

Up to 18 times
amplification

Display heart rate

Yes

No

Yes

Permits data
transfer of stored
digital signal to
and from IBM-
Compatible PC

None

Yes

Yes

Maximum sound
level

140dB SPL Max

100dB SPL Max

With in 120dB SPL Max

Volume control

8 Steps Volume control

Continuous variable

12 Steps Volume
control

Energy source

Two(2) AAA alkaline
batteries

One(1) 1/2 AA Lithium
battery

Two(2) AAA alkaline
batteries

Manual

On/Off button
Automatic shut-off
By electronics

Yes

Yes

Yes

Low Battery
Indicator

Yes

No

Yes

7. Conclusion

After analyzing bench, electrical safety, EMC, and user testing data, it is the conclusion
of GS Technology Co. Ltd, that the Jabes Electronic is as safe and effective as the
predicate device, has few technological differences, and has no new indications for use,

thus rendering it substantially equivalent to the predicate device.
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‘-/é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

0cT 31 2003 Rockville MD 20850

GS Technology Co., Ltd.
¢/o Mr. Daniel Kamm, P.E.
Regulatory Engineer
Kamm & Associates

P.O. Box 7007

Deerfield, IL. 60015

Re: K031446
Trade Name: JABES Electronic Stethoscope
Regulation Number: 21 CFR 870.1875
Regulation Name: Electronic Stethoscope
Regulatory Class: Class II (two)
Product Code: DQD
Dated: August 4, 2003
Received: August 6, 2003

Dear Mr. Kamm:

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.

If your device is classified (see above) into either class II (Special Controls) or class IIl (PMA), it
may be subject to such 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 concerning your device in the Federal Register.






Page 2 — Mr. Daniel Kamm, P.E.

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 (21
CFR Part 807); labeling (21 CFR Part 801); 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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (301) 594-4646. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). 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) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

Director

Division of Cardiovascular Devices

Office qf Device Evaluation

Center for Devices and
Radiological Health

Enclosure





i) Indications for Use
510(k) Number KO; \“\Llb

Device Name: Electronic stethoscope (Model: JABES)

Indications for Use: The JABES Electronic Stethoscope is intended for medical diagnostic
purposes only. It can be used for the amplification of heart, lung and other body sounds
with the use of selective frequency and can be used on any patient undergoing a physical
assessment.

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over the Counter Use
(Per 21 CFR 801.109)

J D
([_)iyigion 2ign-0Of
Division of ardiovascular Devices

51000 Number_{S() 3 JJef6







Stethoscope comparison

Here you'll find a comparison between our product and different competitors such as the
Littmann and the Welch Allyn electronic stethoscopes. If you think a variable is missing, have
any additions, remarks or clarifications on this comparison, please contact us!

AJnA:nyZir Littmann 3000/3100 Littmann 4000WS AIY;’ﬁ'ETi ©
Dimensions
Lenght cm / inch 73/29 69 /27 69 /27 L)
evaitiblo on / inch 9 * g g
Weight in grams* 170 130 220 170
Power 3V 1,5V 3V 3V
Specifications
Amplification 20 x 18 x /24 x 18 x @
dB 30 25 25 93
VVolume control levels 7 8 D) @
Standby in minutes 3 3 L7 3
Operational time in hrs 100 50/20 20 140 / varies
gl:glo cable / length in 3 -~ o not included
Auto off
Power on / off mode
Power
Batteries enclosed 2 AAA 1 AAA 2 AAA 1 CR123a
Easy replacement batteries v x v @
Package
Audio cable included v x X X
Spare ear tips included x
User manual included @
Software included v ¥ x




http://www.jabes-stethoscopes.eu/index.php/support�



Audio range

| | | |

| | | |
Bell mode 20 ~ 200Hz | | v | v | v
Diaphragm mode 200 ~
‘500 Hz ‘ ‘ ! ‘ ! ‘ !
'Wide mode 20 ~ 1000 Hz | | X | v | v
| | | | |
Indicators | | | |
,Co:\i[i\?;el ambient noise / ‘ ‘ , ‘ ) ‘ .
Low battery indicator | | v | v | x
‘Mode indicator | | X | v | x
HR indicator real time /sw | | v | v | x
| | | | |
Use / Maintenance | | | |
Maintenance easy / z , @
warning
Diafragm maintenance -
screw off o X @
Ear tips ergonomic | | v | v | @
Silicon to prevent -
cracking g * @
| | | | |
Guaranties | | | |
Guaranties at least 1 year | | v | v | v
| | | | |
Certifications | | | |
CE | | ! | % R
1509001 | | X | x | x
FDA | | x | x | X
| | | | |
Telemedicine | | | |
CD / MSN / Skype ready | | @ ' special software | X
| | | | |
Prices | | | |
‘Consumer prices excl | | 249/282 | 699 | 323






VAT €
Software included
Software price €

Teaching accessories
included

Teaching accessories price
€

Complete package price €

237

324

19

592 /625

19

718

825

751

1899
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JABES Product Cut Sheet

Manufacturer

GS TECHNOLOGY CO., LTD.

Manufacturer Address

646-16 new york building
2nd floor, dkeungchon-dong
kangseo-gu, seoul, KOREA, REPUBLIC OF

Manufacturer Web Address

http://gstechno.en.ec21.com/JABES Electronic Stethoscope-
-272266 646985.html

Distributor

WEBTEC International
5801 Middlebrook Pike Knoxville, TN 37921
www.wtius.com

Model Name

JABES Life Sound System Pro

List Price $237.00

Our Price $237.00

FDA Classification Class Il

CE/UL CE

Power Supply AAA (1.5V) x2, DC3V

Technical Support Options

Refer to the operating manual. Consult WEBTEC International
by phone (865)854-8273. Do not disassemble, attempt to
repair or modify the device.

Warranty

12 months limited against defects in material and/or
workmanship.

Temperature Range Storage

-4 to 140 °F/ -20 to 60°C, Humidity 15 - 95%

Temperature Range Usage

40 to 100°F / 5 to 40°C, Humidity 15 - 90%

Product Dimensions

Diaphragm diameter 1.2 inches, PC connecting cable 9.8 ft

Weight

170g, 60z without batteries

Battery Life

100 hours continuous use

Battery Replacement Period

Once the low battery indicator light is noticed.

Low Battery Indicator

Yes. Central “B” LED flashes red.

Digital or Amplifying or Both Both
Amplification Amount 20X/30dB
Output Options (Audio/USB/Serial) Audio
Wireless/Bluetooth No
Network Transfer Options None

Frequency

Unavailable from manufacturer

Copyright © 2010 TTAC
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JABES Product Cut Sheet

Frequency Bell 20-200 Hz
Frequency Diaphragm 200-500 Hz
Frequency Extended 20-1000 Hz

Ambient Noise Reduction

Yes, patented noise reduction ring.

Replacement Parts

Comes with spare ear tips. Can order additional ear tips,
diaphragm, and PC connecting cable.

Latex Free (Yes/No)

Yes

Diaphragm (Hardware/Electronic)

Electronic

Ear Tips/Headphones/Both

Ear Tips, binaural

Ear Tip Characteristics

Soft, interchangeable, silicone.

Tubing Length

29 inches

Volume Adjustment (Yes/No)

Yes, 8 levels

Auto Off/Power Save Options

Yes. 3 minutes after last button push.

Care/Cleaning/Maintenance

Use mild detergent for cleaning. Do not use oil, solvent,
ammonia or alcohol.

Number of Parts

1 unit

Integrated Software Package
(Capture/S&F/Analysis/Diagnosis)

(Capture/S&F/Analysis/Diagnosis)

Accompanying Software Name

JABES Analyzer software

Additional Hardware Features (Visual
Waveform, Sp02, HR, Visual Indicators)

Visual indicator LED lights on chest piece.

Carrying Case

No

Functional Aspects

Powering Up Press button on chest piece.
Power Indicator Light Yes, LED indicator located on chest piece face.
Type of On/Off Switch Distinct power button on chest piece.

Modes Available

Wide, Bell, Diaphragm

Changing Modes

Button located on chest piece. Clearly labeled button, with
mode indicator lights.

Changing Volume

Volume buttons located on chest piece, they are up and
down arrows. No audible or visual indicator.

Mute Button

No

Auto Shut Off

Yes, 3 minutes after last button push.

Powering Off

Power button located on chest piece, press and hold 2
second to turn unit off. Clear button.

Retained Settings

Yes, Volume & Mode. LED indicates mode.

Recording Options

With software, none internally

Does it Require Separate Send/Receive
Unit

No

Interface (how?, what mechanism)

Audio output utilizing proprietary cable.

Pros

Single one unit. Easy to use. Intuitive.

Cons

No visual indicator of volume level. Ear piece a little small.

Instructional Manual

Clear, concise.

PDF Version Available Online

No.

Copyright © 2010 TTAC






