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How to use i—scope analyzer

*Please read and follow this instruction carefully

1)The method of connection to i-—scope and computer

Connect the cable to stethoscope’s output terminal and PC Line n OR Audio in terminal.

% Please use 3m length cable when connect with PC.

(3.52)

Line in\Connectox(3.52)

Audio cable wujo] 3

Icon on the computer





— Speaker — Headphone icon
- Mike— Mike icon
- Line In — Half circle

This software run on Window XP only. (If you have other Window Operating Systems, the
software might not be run on your computer)

iISCOPE - Analyzer

File- Toals Help

J_J_I_I_I_J

OO0OoOE B KOG

B o

|f the wave form or any sound are not seen or heard, click a follow icon on the i-scope

program.
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Sound and Audio control panel will be appeared.
Click Audio letter.
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Choose a volume button below of Record in the middle of the panel.





- ISCOPE - Analyzer
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Delete Reference

Choose the line-in and control a volume.

(If a l'ine0in is not appeared, set up with following below instruction.)
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Delete Reference:

Choose option menu in a record panel, then click a properties.
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Delete Reference

Please check Master Volume, Mic and Line in and OK button. Check the mute button,

please remove it

if mute is selected,
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Delete Reference

After control volume, press Finish in a Menu bar.
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a Digital stethoscope (i-5cope 200) Home > Our Products > Digital stethoscope (i-Scope 200)

Digital stethoscope

Model Name I-scope 200
Power Supply DC3V(AAAX2ea.)
Temperature
10~40°C

Range
Product

. . 47mm (Width) x 89mm (Length) x 30mm (Height) + 5%
Dimension
Weight 79gr £ 5qr
Battery Life 100Hr + 10%
Battery
Replacement When the mode lamp is blinking
Period

200 years

for Innovation €€ KO 15013485

Once again, feel the heartbeat of a newly-invented
stethoscope with the i-Scope 200 digital stethoscope.

When the stethoscope was invented 200 years ago, it rocked the hearts of doctors. It is an
encounter between doctors and patients, the beginning of medical service activity and also the
ending of it.

However, there are so many kinds of sounds that you cannot hear with a rubber tube. Noises
coming from the rubber tube, remote sounds of heartbeat, an inaccurate source of sound ? The
i-scope 200 digital stethoscope is the revolution of clear sounds.

With the digital stethoscope i-scope 200, you can enjoy the refreshing feeling you had when
you wore a pair of glasses for the first time, and even the rhythm of nature. Apart from
crystal-clear sounds, you may also listen to sounds coming from each part of your inner
organs.

The i-scope 200 is exclusively designed and developed for the purpose of medical diagnosis.
Using a selective filter for certain frequencies, you may amplify and listen to sounds from
your heart, lungs and stomach and it allows you to make an accurate diagnosis.

In addition, with its earphone made of a soft, new material, you will no longer feel any pain in
your ear.

After the 200-year long history of the stethoscope, the next 20-years will be the history of i-
scope 200 digital stethoscope.





- Simple one-touch operation switch

- Successfully eliminates pain in your ear due to long hours of use

- 3-mode selectable (Heart, lungs, stomach)

- Can listen to the rhythm

- Eliminates the resonance effect heard in the tubes of existing stethoscope
products

- Okay to apply a stethoscope to your clothes

» one touch button
for running (Operation Switch)

You should press the button to listen to sounds.

=« Power switch
Pressing it for about one second, the power
will e turned on automatically, ¥ not used for
ahout 20 seconds, the power will be turned off
autormnatically,

Mode display lamp
() ell (heart)
() Diaphragm lungs)
) Wide (stomach organs) » YVolume control switch
LIsing the vaolume contral button,
you may select one of sixvalume
lerels and isten to souncds,

# Eartip

This soft material
allowes firmn insertion
irto waur ear,

Earphone jack

Mode Selection Switch »
Lzing the mode selection switch,
you can choose three different ranges Battery cover =

of sounds {Bell, Diaphragm, Wide), This iz an opentupethat can be pushed inthe direction of arrow,
It usestwo = &840 batteries which last for about 100 hours,
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510(k) SUMMARY DEC -6 2005

The following 510(k) summary is being submitted as required by 21 CFR 807.92(a):

Submission Information

US Agent: Chong Kim
32936 Bluebird Loop Fremont, CA 94555

Official Correspondent: Min-Kang Kim
#1022 Sicox Tower, 513-14, Sangdaewon-Dong,
Chungwon-Ku, Sungnam-Si, Kyunggi-Do, Republic of
Korea

Sponsor: Dongjin Medical Co., 1.td.
#1022 Sicox Tower, 513-14, Sangdaewon-Dong,
Chungwon-Ku, Sungnam-Si, Kyunggi-Do, Republic of
Korea ‘

Manufacturing Site Dongjin Medical Co., Ltd.
#1022  Sicox Tower, 513-14, Sangdaewon-Dong,
Chungwon-Ku, Sungnam-Si, Kyunggi-Do, Republic of

Korea
Device Identification
Trade Name: i1-Scope 200
Common Name: Digital Stethoscope
Classification Name:  Stethoscope per 21 CFR § 870.1875
Product Code: DQD

Substantially Equivalent Predicate Legally Marketed Devices
The subject device, i-Scope 200, is substantially equivalent in technical
characteristics and intended used to: '
- 3M Littmann Electronic stethoscope, Model 4000(K003723)
- JABES electronic stethoscope(K031446)

Device Description
i-scope 200 digital stethoscope is a new advanced product compared to
conventional stethoscopes that removes noise from tube of standard stethoscope. It
dose not cause pain to the ear despite long-term use due to newly introduced soft

materials applied in earphone. i-scope 200 digital stethoscope is intended for

Prge | oF 2





medical diagnostic purposes only. It is used for the amplification of heart, lung and
other body sounds with selective frequency filtering. This product is not designed

»

sold, or intended for any other use.

Indications for Use
The i-Scope 200 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.

Comparison to leally marketed predicate devices
The i-Scope has the same intended use and similar technological characteristics as
the predicate devices. Thus, the i-Scope is substantially equivalent to the predicate

devices.

pﬁ‘}f 2D oF >





DEPARTMENT OFHEALTH & HUMAN SERVICES Pubtlic Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

qee - 2008
Dongjin Medical Co., Ltd. JEC ~ 6

¢/o Min-Kang Kim

Manager

#1022 Sicox Tower, 513-514
Sangdaewon-Dong, Chungwon-Ku
Sungnam-S1, Kyunggi-Do
REPUBLIC OF KOREA 462-806

Re: K062364
Trade Name: 1-Scope 200
Regulation Number: 21 CFR 870.1875
Regulation Name: Stethoscope
Regulatory Class: I (two)
Product Code: DQD
Dated: October 11, 2006
Received: October 11, 2006

Dear Mr. Kim:

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 IT (Special Controls) or class 11T (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. Min-Kang Kim

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 (240) 276-0120. 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
(240) 276-3150 or at its Internet address http://www.fda.gov/cdri/industry/support/index.html.

Sincerely yours,

Bnssna fo

Bram D. Zuckerman, M.D.

Director

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure





Indications for Use
$10(k) Number (ifknown):  KOGAIC
Device Name: i-Scope 200
Indications for Use:
The i-Scope 200 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.

(Divisiért Sign-Off)
Division of Cardiovascular Devices

510(K) Number__ K 5/, )3¢ 4/

Prescription Use Y Over-The-Counter Use
' AND/OR
{Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)






i-scope Analyzer

http://www.digital-stethoscope.com

This Operating Manual explains how to use i-scope Analyzer with accurately and
safely.

Please read this manual completely before using the i-scope Analyzer
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Chapter 1 Setup Guide
1-1 Object of software

i-scope analyzer software shows visual wave form and saves of auscultation sound, so it

can be compare with wave form ,analysis and manage of patient information easily.

1-2 Minimal setup configurations

CPU: Pentium or Above

OS: Windows XP or Above

Memory: 512 MB or Above

Hard Disk: 50 MB or Above

Sound Card: Sound Blaster 16 or Above
Speaker: Speaker has to have Wooper system

1-3 Setup Program

Install the setup program from CD or Downlode.(iscopeSetup.exe)

You can see below screen after you start installation.

“¥ Installation of Digital stethoscope i-scope 200 [:”EE|

Thiz will install Digital stethoscope i-scope 200 on wour
computer,

[t is recornmended that you exit all other programs
before proceed with installation,

Click <Mext: to continue installation,
Or, click <Cancelr to cancel installation,

Cancel

Click the Next button





1-4 License Agreement

v1. Installation of Digital stethoscope i-scope 200 - Lice... [g|§|g|

End user License agreement for i-scope digital stethoscope software Py

Flease read this contract carefully, By using, copying or distributing or any porti
of the i-scope digital stethoscope software vou accept all the terms and conditic
of this agreement, You agree that this aﬁreement iz enforceable like any written
negotiated agreement signed by you, This agreement is enforceable a?ainst 1]
leqal entity that obtained the software and on whose behalf it is uged, If vou do
not agree, do not use this software,

1.Software License ! if you obtained the software from Dongjin Medical Co,. Ltd
or one of itg authorized license, and subject to vour compliance with the terms
of this a?reement.. You may install and use a copy of the software on your
compatible compoter, up to the permitted number of compoters, The software
not be shared, installed or used concurrently on different computers,

2 Intellectual Property Ownership, Copyright Protection: Dnnggn Medical Co,, Lh
and its supplies own all intellectual property in the software, Dongjin Medical Cr
permits you to use the software only in accordance with the terms of this agree

3.Back up copy: You may make ane backup n::np\; of the software, provided you
copy is naot installed or used an any computer, You may not fransfer the rights

| &gree | |

Click the “I Agree” button

1-5 License confirmation

#i Installation of Digital stethoscope i-scope 200 - Lice... EJ'E'E'

Ernd user License Agreement for i-scope digital stethoscope software A

Flease read this contract carefully, Bé) using, copying or distributing or any pordi
of the i-scope digital stethoscope software vou accept all the terms and conditic
of this agreement, ¥ou agree that this aﬁreement is enforceable like any written
negotiated agreerment signed by vou, This agreement is enforceable a?ainst ]
legal entity that obtained the software and on whose behalf it is used, It vou do
not agree, do not uge this software,

1. 5oftware License ! if you obtained the software from Dongjin Medical Co,, Ltd
or one of its authorized license, and subject to vour compliance with the terms
of this a?reement.. You may install and use a copy of the software on wour
compatible computer, up to the permitted number of computers, The software
not be shared, installed or used concurrently on different cormputers,

ZIntellectual Property Ownership, Copyright Protection: Dunggn Medical Co,. Lt
and its supplies own all intellectual property in the software, Dongjin Medical Ci
permits you to use the software only in accordance with the terms of this agree

3.Back up copy: You may make one backup cnp\g of the suﬁware,tprwideg:l au
copy is not installed or used on any cormputer, You rmay not transter the rights |+

Cancel |

Click the Next button





1-6 Confirmation of install folder

1 Installation of Digital stethoscope i-scope 200

igital stethnscnpe i-scope 200 will be installed to
fn:ul owing folder,

Click <Install» to begin installation to following folder,

Space needed: 96,119 Bytes

~Install folder-
CFrogram Files®SCOPE Erowee

Cancel

Click the Install button

1-7 progressing of setup

*i Installation of Digital stethoscope i-scope 200

Installing Digital stethoscope i-scope 200,

Click <&bort: to abort installation,

Installing to:
CProgram Files®HSCORPE

Installing item:
Patayit 20081 102-221534, way

Progress:






1-8 Complete of setup

1 Installation of Digital stethoscope i-scope 200

Installation of Digital stethoscope i-scope 200 completed,

Click the OK button

1-9 NCT Audio Editor Setup

8 Setup - NCTAudioEditor ActiveX DLL =3

Welcome to the NCTAudioEditor
ActiveX DLL Setup Wizard

Thiz will ingtall MCT AudioE ditor Activel DLL 2.7.7 on wour
canmputer.

It iz recommendead that vou cloze all other applications before
continuing.

Click Mest to continue, or Cancel to exit Setup.

m&:-:t> J[ Canicel






Click the Next Button

® This software is audio tool to help of analysis of auscultation sound form.

1-10 License Agreement

'.i.:.JEL Setup - NCTAudioEditor ActiveX DLL

License Agreement
Pleaze read the following impartant information before continuing.

Pleaze read the following Licenze Agreement. 'ou must accept the terms of this
agreement before continuing with the inztallation.

License Infarmation A
EMD-USER LICEMSE AGREEMEMNT FOR NCTAudioEditor
IMPORTANT-READ CAREFULLY: This License Agreement is a

legal Agreement between you and Online Media Technologies Ltd.,
for MCTAudioEditor,

By installing, copying, or otherwise using and testing the o

(%) accept the agreement

{7 | do ot accept the agreement

< Back ” Mest = l[ Cancel

Please choose “I accept—* and click the Next button

1-11 Confirmation of program information

5 Setup — NCTaudioEditor ActiveX DLL

Information

Fleaze read the following important information before continuing.

“When pou are ready to continue with Setup. click Mext.

MCTALdioEditor2 Activex DLL -~
“Wersion 2.7

The MNCTALdioEditor2 Activex DLL is a visual editor of audio files,
which allows a user to perform many operations with audio data.

Wwith MCTAudioEditor2 Activex DLL you can:

- open, create and save audio file;

display wavefarm windows of audio file;

play audio file or any part of it;

record audio file frorm microphone or from other input device;

PN PR [ G SR et — TR el T L ER iy P oo [l S W ey Sy S - PR | i ool

[ < Back ” Hext > ] [ Cancel ]

Click the Next button





1-12 Confirmation of install folder

ﬁ,;.El Setup - NCTAudioEditor ActiveX DLL

Select Destination Location
YWhere should MCTAudioE ditor Actives DLL be installed?

__J Setup will ingtall NCTAudioE ditor Activek DLL into the following folder.

To continue, click Mext [F pou would ke to select a different folder, click Browse.

I:Z:"?'f."F'n:n:lrarn FilesW M CTY AudicE ditor? | [ Brovese. .

At leazt 11.8 MB of free disk space iz required.

< Back ” Mest > ][ Cancel

Click the Next buitton

1-13 Sample program setup





'|i.:.El Setup - NCTAudioEditor ActiveX DLL

Select Components
YWhich components should be installed?

ifiztall. Click MNest when you are ready to continue.

Select the components you want toingtall; clear the components you do nok want to

T ) ?
EFull inztallation

{
Samples Microzoft CHMET
Samples Microzoft WB.MET
Samples Microzoft YB B.0
Samples Microsaft VT 6.0

Current gelection requires at leazt 11.8 MEB of dizk space.

[ < Back ][ Mest =

] [ Cancel

Click the Next button

1-14 Confirmation of start menu folder






]f‘.l Setup - NCTAudioEditor ActiveX DLL

Select Start Menu Folder
YWhere should Setup place the program's shortouts?

Setup will create the program's shortcuts in the following Start Menu folder.

To continue, click Mext IF pou would ke to select a different folder, click Browse.

NCT AudioE ditar 2.7 || Browse..

[] Don't create any icons

< Back ” Mest = ][ Cancel

1-15 Confirmation of Setup

]f‘.l Setup - NCTAudioEditor ActiveXx DLL

Ready to Install g
Setup iz now ready to begin installing HCTAudioE ditor Activel DLL on wour ‘i B
computer. e ¥
Click Inztall bo continue with the ingtallation, or click Back, if pou want to review or
change any settings.

Destination location:
C¥Pragram FilesWHCT W AudioE ditar2 3

Setup ype:
Full inztallation

Selected components:
Samplez Microgoft CHMET
Samples Microzoft WB.MET
Samplez Microsaft VB 6.0
Samples Microzoft VT 6.0

Start kenu folder: X

< Back ]|. Irstal J[ Cancel






Click the Install button

1-16 progressing of setup

]i._.zl Setup — NC TaudioEditor ActiveX DLL

Installing ol
Pleaze wait while Setup installs MCTAudioE ditor Activel< DLL on vour computer. f [

E stracting files. ..
C:Frogram FilesW N CTW AudioE ditor2 ¥ B edist NC T Audiol nformation2. dep

Cancel

1-17 Complete of setup





& Setup - NCTAudioEditor ActiveX DLL =]

Completing the NCTAudioEditor
ActiveX DLL Setup Wizard

Setup haz finished inztaling MCTAudicE ditor Activer DLL on
your computer. The application may be launched by zelecting
the installed icons.

Click Finizh to exit Setup.






Chapter 2 How to use software

2-1 Main Screen

2 ISCOPE - Analyzer

File. Tool Help
Djd &% @ el ° K
[ @ Patont inormations [N :

RegiserD| = 5 | i | :
Narng Search A 2
MéF E =
Age 5

Tate Tocation | Dicease. z

100075 r r L fondnisn 000001 T woohoean

Heart -

& i s -

Delete Medial Record 5

% Heference 4 = :

Loca,., | Dise... | Description E =
heart  Normal 1_Aortic_adult ~0 4 | ] =
heart  Normal 1_Asthma_child I

heart Normal
heart Normal
heart MNormal =
heat  Normal 7 4 =
heart  Maormal 2 AFM_adult 1 Z
heart Mormal  2_HSM_child :
heat  Marmal 2 Pneumaonia_child = + + + FlE
heat  Mormal 2 ALD_adult : i =
heart Marmal  3_S3rumble_child
heart  Mormal 3_Tuberculosi_child

Eead N'urma i_guntinuuht.{ﬁj_mu[mur'_chﬂﬁ

eart ormal  4_Croup_cl

heart  MNormal 5_MSM_child nn“na Eﬁ ﬂ n
heart  Mormal 5 Respiratony_child

heart Normal  6_LSM_child

heart Normal  7_MOM&PSM_child

£l i I @
Delete Referance

o
!
o

=1
=






2-2  Explanation of Menu buttons

D| & 8| % &=

New patient: create new patient information
Save: save patient information

Print: printer patient information

Find patient: find patient button

Mail: email patient information and auscultation sound form

TR = e ]

New wave: Prepare new wave file recording

Open wave: Bring a existing file
Save medical information: save medical opinion and wave form
Reference button: save a wave form for reference

Sound button: set a sound control

QOOO0OE SR EKD

Record: Record a auscultation sound

Play: play a recording sound and wave form
Stop: stop to save and play

Pause: pause a record and play

Continue: continue to play when it paused
Repeat: repeat a sound choice range

Zoom in: zoom in

Zoom full: zoom full





2-3  The screen of patient information

# Patient Information$

FegiserlD
Search |

Mamme
M AF
&ge

Date | Location | Disease

&4 i | &8
Delete Medial Record

Register ID: ID Number
Name:

M/F: Sex

Age

Search: search a patient name
Delete Medical Record

3. Reference





% Reference 4

Loca,,, | Dise,,, | Description

heart Mormal  1_&oric_adult

heart Mormal  1_&sthrma_child
heart Mormal  1_EDM _adult

heart Mormal  1_ESM _child

heart Mormal  1_IPF_adult

heart Mormal  1_Tracheal_adult
heart Mormal  2_&FM _adult

heart Mormal  2_HSM _child

heart Mormal  2_Preurnonia_child
heart Mormal 2_RLD_adult

heart Maormal  3_53trumble_child
heart Mormal  3_Tuberculosis_child
heart Mormal  4_Continuous_rmurmur_chile
heart Mormal  4_Croup_child

heart Mormal S-Sk _child

heart Mormal  G_Respiratary _child
heart Mormal  6_LSM_child

heart Mormal  7_MDMEFPSk_child

| M

Delete Reference

53

You can see the reference wave form, when you double click a wave form

Delete Reference Button.

3. Doctor’s Opinion






Location: location of auscultation (Heart, Lung, Abnormal)
Disease: The name of disease

Weight:

Blood Sugar:

Blood Pressure(High)

Blood Pressure(Low)

Height:

Body Temperature:

Opinion:






ISCOPE-Analyzer

AT EQo]

http://www. digital-stethoscope.com

2 MYM= iScope-Analyzer&X &3t st Al NG 17| 9 ehE QA S A YT H A}
AR7E T AFEANE o] AWAE AAISHA ¢loj B Al Y] vhgy )

The operating Manual explain how to use i—scope Analyzer with accurately and
safely

Please read this manual completely before using the i—scope analyzer
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1 Installation of Digital stethoscope i-scope 200

This will install Digital stethoscope i-scope 200 an your
computer,

Itis recornmended that you exit all other programs
before proceed with installation,

Click <Mext> to continue installation,
Or, click <Cancel: to cancel installation,

Cancel |

angin Feaical 1o

iscopeSetup.exes A PstH thS stHo] ERE YT





Ofn
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“3 Installation of Digital stethoscope i-scope 200 - Lice... [g|§|@

End user License &greement for i-scope digital stethoscope software -~

Flease read this contract carefully, By using, copwing or distributing ar any porti
of the i-scope digital stethoscope software vou accept all the terms and conditic
of this agreement, You agree that this aﬁreement iz enforceable like any written
negotiated agreerment signed by you, This agreement is enforceable a?ainst ]
legal entity that obtained the software and on whose behalf it is uged, If vou do
not agree, do not use this software,

1, Software License ! if you obtained the software from Dongjin Medical Co.,. Ltd
or one of its authorized license, and subject to vour compliance with the terms
of this a?reement.. You may install and use a copy of the software on wour
compatible computer, up to the permitted number of compuoters, The software o
not be shared, installed or used concurrently on different computers,

& Imtellectual Property Owenership, Copyright Protection: Dnnggn Medical Ca,, L
and its supplies own all intellectual property in the software, Dongjin Medical Ci
permits you to use the software only in accordance with the terms of this agree

3.Back up copy: You may make one backup cnp\y of the snﬁware,}prwideg:l ﬁnu
copy is not installed or uged on any compoter, Yoo may not transfer the rights

bl

| &gree | vt |

1 1 Agree & =2 T48.

,_
i)





L
Rl
Il
ini
foi
0

d
r

>
Pl
al
0

#1 |nstallation of Digital stethoscope i-scope 200 - Lice... [ZJ|E|@

End user License &greernent for i-scope digital stethoscope software A

Flease read this contract carefully, By using, copying or distributing or any podi
of the i-scope digital stethoscope software vou accept all the terms and conditic
of thiz agreernent, You agree that this aﬁreement iz enforceable like any written
negotiated agreerment signed by vou, This agreerment is enforceable a?ainat 0
legal entity that obtained the software and on whose behalf it is used, If vou do
not agree, do not use this software,

1.Software License @ if vou obtained the software from Dongjin Medical Co,. Ltd
or one of its authorized license, and subject to vour compliance with the terms
of this agllreement.. You rmay install and use a copy of the software on vour
compatible computer, up to the permitted number of compuoters, The software o
not be shared, installed or used concurrently on different computers,

2 Intellectual Property Cwnership. Copyright Pratection: Dunggn Medical Ca.. Lt
and itz supplies own all intellectual property in the software, Dongjin Medical Co
permits vou to use the software anly in accordance with the terms of this agree

J.Back up copy: You may make one backup cnp\y of the Suﬂware,tprwideg:l au
copy is not installed or used on any computer, You may not transfer the rights '+

Cancel |

1 Next® =8 FAHL





“ Installation of Digital stethoscope i-scope 200

Digital stethoscope i-scope 200 will be installed to
following folder,

Click <Install> to begin installation to following falder,

Space needed: 96,119<Butes

~Install folder -
‘ iC:WF‘rngram FilesWSCORPE

. Medical Co,, Lid, i J

1 InstallS =8 FAL.

“i Installation of Digital stethoscope i-scope 200

Installing Digital stethoscope i-scope 200,

Click <abort> to abort installation,

Installing to:
CProgram Files®SCOPE

Installing item:
Patiaydt 20081 102-221534, way

Progress:

[ {






1 Installation of Digital stethoscope i-scope 200

Installation of Digital stethoscope i-scope 200 completed,

=e FAL.
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il Setup - NCTAudioEditor ActiveX DLL A=

Welcome to the NCTAudioEditor
ActiveX DLL Setup Wizard

Thiz will ingtall HCTAudioE ditor Activesd DLL 2.7.1 on your
computer.

It iz recommended that you cloze all other applications before
continuing.

Click Mest to continue, or Cancel to exit Setup.

uexw |[ Cancel

NextE T4

=9
o






'|i.:.JEL Setup - NCTAudioEditor ActiveX DLL

License Agreement

Fleaze read the following important information before continuing.

agreement befare continuing with the inztallation.

Fleaze read the following Licenze Agreement. *r'ou must accept the terms of thiz

License Information

for MCTAudioEditor.

By installing, copying, or otherwise using and testing the

(%) accept the agreement

()| do not accept the agreement

EMD-USER LICEMSE AGREEMENT FOR MCTAudioEditar

IMPORTANT-READ CAREFULLY: This License Agreement is a
legal Agreement between you and Online Media Technologies Ltd. |

(€

[ < Back ” Mest »

] [ Caticel

off

o

il
o
)
o
i
&

p

T Next® =548






& Setup - NCTAudioEditor ActiveX DLL

Information
Fleaze read the following important information before continuing.

YWhen pou are ready to continue with Setup, chok Mest.

MCTAudioEditar2 Activey DLL A

“ersion 2.7

The MCTAudioEditor? Activel DLL is a visual editor of audio files,
which allows a user to perform many operations with audio data.

With NCTAudioEditor2 Activer DLL you can:
- open, create and save audio file;
- display wavefarm window of audio file;

- play audio file or any part of it;
- record audio file from micraphone ar from other input device, e

I T e B X e e o

< Back ” Mest » ][ Cancel

1 NextE =8 FA4L.





il Setup - NCTAudioEditor ActiveX DLL

Select Destination Location
YWhere should HCTAudioEditor &ctive DLL be installed?

_;_J Setup will ingtall MCTAudioE ditor Activesd DLL into the following folder.
To continue, click Mest. [f you waould like to select a different falder, click Browsze.
| [ Browse...

W Program FilesMHNCT W AudioE ditar?

|
|
A leazt 11.8 MEB of free disk space iz required.
[ < Back ” Mest » ] [ Cancel
Next& =54 8.
A x| =l

1





il Setup - NCTAudioEditor ActiveX DLL

Select Components
YW'hich components should be installed?
Select the components you want bo install; clear the components you do naot want to

inztall. Click Mest when you are ready ta continue.

l Full inztallation

Samples Microsaft CHMET
Samplesz Microsoft VB .MET
5 amples Microsoft VE B.0
5 amples Microsoft VG B.0

] [ Caticel

Current zelection requires at least 11.8 MB of dizk space
[ < Back ” Mest »

I Next® =254 8.





il Setup - NCTAudioEditor ActiveX DLL

Select Start Menu Folder
YWhere should Setup place the program's shortouts?

| [ Browse...

To continue, click Mest. [f you waould like to select a different falder, click Browsze.

. Setup will create the program's shaortcuts in the following Start b enu folder.

| NCT Sudiok ditor 2.7

] [ Caticel

[ < Back ” Mest »

[ ]1Don't create any icons

NextE T4 Q.

1





'|i.:.El Setup - NCTAudioEditor ActiveX DLL

Ready to Install

Setup iz now ready to begin installing NCTAudioE ditor Activel DLL on wour
camputer.

Click Install to continue with the installation, or click Back if you want to resiew or
change any settings.

_Destinatiu:un location:
C:¥tPrograrm FilesWHC T AudioE ditor2 3

Setup bype;
Full inztallation

Selected components:
Samples Microzoft CHMET
Samples Microsaft VB.MET
Samplez Microzaft VB 6.0
Samples Microzoft ¥C B.0 =

Start bMenu folder:

[£

< Back ]| Install =|[ Carncel

1 InstallS = FA4L.

al
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]i._.El Setup - NCTAudioEditor Activex DLL

Pleaze wait while Setup inztalls MCTAudioE ditor Activel DLL on vour computer. ‘{ f

Extracting files...
C:MtPragram FilesWHCT WawdioE ditor2 W edistW N CT Audiolnformation2. dep

Cancel

Installing o 4

I AA7E & gy

AR 2R





i Setup - NCTAudioEditor ActiveX DLL =

Completing the NCTAudioEditor
ActiveX DLL Setup Wizard

Setup haz finizhed installing MCTAudicE ditor Active DLL on
wour computer. The application may be launched by selecting
the installed icons.

Click Finizh o exit Setup.

Einizh
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COPE - Analyzer
File - Tosl Help

Marng
M/F
Age

s3] &

RegiseriD|

Search

Date.

Location | Disease

I - | 3

el = T

Delets Medial Fecord

4 Reference ¢

Loca,,, | Dise.,. | De:
eat  Mormal  1_Aortic_aduli
eart Mormal |_Asthma_child
eart  Normal |_EDM_adult
eart  Mormal 1-ESM_child
eat  Mormal 1_IPF_adult
eart Mormal - |_Tracheal_adult
gart  Mormal 2_AFM _adult
gat  Mormal 2 HSM_child
gat  Mormal 2 Pneurnonia_child
eat  Mormal 2_ALD_adult
eat  Mormal 3_S3rumble_child
eart Mormal - 3_Tuberculosis_child
eart Mormal  4-Continugus_murmur_chily
gart  Mormal 4_Croup_child
eart Normal 5.1 _child
eart  Mormal 5_Respiratory_child
eart  Mormal E_LSM_child
eart  Mormal 7_MOM&PSM_child
(50 I | 3

Delete Aeference

0000150 . 3
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1. Patient Information

# Patient Information ¥

FegiserlD

Mame Search |

MAF
bge

Date | Location | Disease

v

Delete Meﬂial Fecord

i ~

- RegisterID : & H
- Name : °|&< 48gyd
- MF:dEE A YT
 Age: volE gy
- Search HE&: 37} o]F o= AR}
sEGA AFEE A8E % A NES 295

Delete Medical Record Bl &: &~
g B AAFYL.

2. Reference.





Laca,,, | Dise,,, | Description

heart
heart
heart
heart
heart
heart
heart
heart
heart
heart
heart
heart
heart
heart
heart
heart
heart
heart

Maorrmal
MNormal
Mormal
Maorrmal
MNormal
Maormal
MNaorrmal
MNormmal
Mormal
MNormmal
MNormal
Mormal
MNaorrmal
MNaormmal
Mormal
Maorrmal
MNormmal
Mormal

1 _Aottic_adult
1_Asthra_child
1_EDM _adult

1_ESM _child
1_IPF_adult

1 _Tracheal _adult
2_&Fr _adult

2_H5M _child
2_Pneurnonia_child
2_BLD _adult
3_53rumble_child
3_Tuberculosis_child
4_Continuous_rmurmut_chile
4_Croup_child
E_MSM _child
b_Respiratory _child
6_LSM _child
F_MDMAPSM _child

Delete Reference
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Delete Reference B
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Location:

Disease:

Weight: |

Blood Sugar: &
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Blood Pressure(High): 1. &
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Body Temperature:
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How to use i—scope analyzer
Please read and follow this instruction carefully

1)The method of connection to i-scope and computer

Connect the cable to stethoscope’s output terminal and PC Line n OR
Audio in terminal.

¥ Please use 3m length cable when connect with PC.

(3.50)

Line in\Connectox(3.52)

Audio cable Mike

Speaker Line in

Icon on the computer
— Speaker — Headphone icon
- Mike— Mike icon

— Line In — Half circle





Turn on computer

1) After connect like above, turn on a computer and start Windows

Nz
i

Micrasoft
o

Speaker Icon

is Here.

(7]
ool 2r

2) Double click a speaker icon on the right bottom(if muted, delete it)

3) Master volume or master control panel is appeared.

0 OiaH 25 EEE
SHp) =352 g ”
7[” N . Bug HIC| 2 CD 202 el fli= o2 PC =IA
A Click Option wai e I wa wa IE

B =5 4|6 -0 4| -0 9 -F & b-F 4B 86— &
wE: =5 =5 =5 =5 =5 =g ==

o T S|l T T T T T

C25 S430) RS TS g2 (mES(%) mEESTIN g2 )

Intel(r) Integrated Audio

(i)

']

- ¥
Micrasaoft '.
Windows

Professional

f, 7,

OHj2rd

T AIER L # G

4) Click Option

F





5) Choose Properties.

CO 202 I PC AMH

RCEES ; | e

B —J— @ B — —

g .

CSaMM

g
Micrasoft [ i’
Windows

Professional

6) After choose properties, you can see a pop up window include Mixer, volume

control and play&record option

CO 2rs | PC £IH
o e 3 | AR
B —0— 4 ==
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CE 285 HEE EAl!
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Windows

Professional
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Micrasoft
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7) Click Record

CO 202 2ol gy

o T ]

[

g =
Micrasoft: [ '1
Windows

Professional

4]

OHoj2rd

8) Please check Line In or Mike(If line in is not there) and Click OK button
9) Volume control panel is appeared

10) Please control volume for your intention

Control Volume

O] Heis) [ HE8(s)

Intel(r} Integrated Audio

=
[1

Micrasaft: )

Windows

Professional

11) Please click Line in Or mike





12) After check the Line in or Mike, click option button on left upper side

EEE

PC AM3H

_

Micrasoft [ '.“
Windows

Professional

TdALEE

13) Click Playback

[Intelir) Integrated Audio

Cis 28 2EE EA!
Or-Ef 285 &
ETE]

s gk

Aux
HICI2

.
- »

Micrasoft L5

Windows

Professional

13) Please check Master Volume, Mic and Line in and OK button

14) Check the mute button is checked, if mute is selected, please remove it.
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17) After finish everything, please start iscope analyzer.

19) You can see below program on your monitor.

- iSCOPE - Analyzer =X
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- ISCOPE - Analyzer

Fila' Toal Help

ojE s 2 2]

RegisarlD

Narmeg Search |

M/F
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2 | 22| = ] T
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Dealete Medical Fi =
Flze ENEN 28 0012 2210
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Loca,,, | Dise,, | Descriptio d
heart  Mormal | _fortic | LTF-EH
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heart  MNormal |_EDM_a
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heart  Mormal 1_IPF_ady
heart Marmal  1_Trache:
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heart Mormal 2_ALD_ad
heart  Mormal 3_S3rumbl
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.iSCOF‘E - Analyzer

Fila'" Toal Help
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Dongjin Product Cut Sheet

o

MADE N

Manufacturer

Dongjin Medical Co., Ltd.

Manufacturer Address

#1022 Sicox Tower, 513 -514
Sangdaewon-Dong, Chungwon-Ku
Sungnam-Si, Kyunggi-Do
REPUBLIC OF KOREA 462-806

Manufacturer Web Address

www.digitalstethoscope.net

Distributor Dongjin Medical

Model Name I-Scope 200

List Price $199.99

Our Price $199.00 US

FDA Classification Class Il

CE/UL CE

Power Supply DC 3V (AAA alkaline x2 Ea)

Technical Support Options

You can call manufacturer or you can access their
online service center at
http://www.digitalstethoscope.net

Warranty

1 year against defects except in case of obvious
abuse or customer’s fault.

Temperature Range Storage

Unavailable from manufacturer

Temperature Range Usage

10°C - 40°C and humidity range 30 -75%

Product Dimensions

47mm(W) x 89mm(L) x 30mm(H)

Weight

79g +/- 5g

Battery Life

100 hours

Battery Replacement Period

Unavailable from manufacturer

Low Battery Indicator

Yes. When battery low indicator mode lamp will
blink simultaneously.

Digital or Amplifying or Both

Amplifying
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Dongjin Product Cut Sheet

Amplification Amount

5 levels of volume adjustment offered, 20 times
amplification.

Output Options (Audio/USB/Serial)

Audio, with additional mystery output not
mentioned in documentation or proprietary cord
included.

Wireless/Bluetooth No

Network Transfer Options None

Frequency Unavailable from manufacturer
Frequency Bell 20 -500 Hz

Frequency Diaphragm 100 - 1500 Hz

Frequency Extended 20 -1500 Hz

Ambient Noise Reduction No

Replacement Parts Unavailable from manufacturer
Latex Free (Yes/No) Yes

Diaphragm (Hardware/Electronic) Electronic

Ear Tips/Headphones/Both Headphones

Ear Tip Characteristics Ear bud style headphones with integrated lanyard
Tubing Length N/A

Volume Adjustment (Yes/No) Yes, 6 levels

Auto Off/Power Save Options

Yes. If not used for 20 seconds after button push,
powered off. To enable 3 minute run time, press
and hold the power button approximately 2
seconds.

Care/Cleaning/Maintenance

Ear tips can be removed for cleaning. Remove the
battery whenever the stethoscope is stored or will
not be use for a long time.

Number of Parts

2 (Module & Headphones)

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

Yes (Capture/S&F/Analysis)

Accompanying Software Name

i-Scope Version 1.0.0 software

Additional Hardware Features (Visual Waveform, None
Sp02, HR, Visual Indicators)
Carrying Case No

Functional Aspects

Powering Up

Press the power button or “Run” button. Pressing
and holding the power button for 2 seconds turns
the unit on in continuous listening mode. Pressing
and holding the “Run” button also engages
listening mode.

Power Indicator Light

LED indicators on mode buttons light up.

Type of On/Off Switch

Circular button pad with power symbol on right
hand side of pad; may be hard to distinguish.
Multiple buttons work to power unit on.

Modes Available

Wide, Bell, Diaphragm.

Changing Modes

Press the “M” on the circular button pad; may be
hard to distinguish. Visual indicator lights up on
the chest piece next to each mode graphic.
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Changing Volume

Press the +/- buttons on the circular button pad.
Audible beep noted with every button press, if
buttons pressed and held, unit emits a steady
tone. Flashing LED indicators light up for low,
medium, and high ranges; however functionality is
confusing. 5 levels of hearing.

Mute Button

No. However, if “Run” button is not pushed, unit is
muted.

Auto Shut Off

Yes. If not used for 20 seconds after button push,
powered off. To enable 3 minute run time, press
and hold the power button approx. 2 seconds.

Powering Off

Distinct power button; instantly turns unit off.

Retained Settings

Yes. Mode and volume are retained. LED indicator
for mode.

Recording Options

None

Does it Require Separate Send/Receive Unit

No

Interface (how?, what mechanism)

Utilizes an audio output cable.

Pros

Small, handheld, retains mode and volume
settings.

Cons

Mode indicator graphics are small and difficult to
distinguish. Mode indicator LEDs are repurposed
to show volume levels, which can lead users to
believe the mode has been changed. Included ear
phones have poor quality. Appears to have a data
port, but does not include cable or instructions for
use.

Instruction Manual

Awkward grammar related to translation.

PDF Version Available Online

No
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