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Korea - Differences to IEC 60601-1:1988 + A1

1991 + A2:1995

6.1]

Insert the following sub-clause between the second
and third sub-clauses:

Equipment for one or several RATED voltage or
frequancy ranges, the RATED input for 220 v, 60
Hz or if applicable for 110V, 60 Hz shall he
separately marked.

The input ratings for 220V, 60
Hz and 110V, 60 HZ will be
explicitly marked on the device
if the product is to be delivered
to the Korean market.

Pass

6.1s

HIGH VOLTAGE TERMINAL DEVICES on the
outside of EQUIPMENT which are accessible
without the use of a TOOL shall be marked with the
symbol "dangerous voltage” (see Appendix D,
Tablz DI, Symbol 6) and wit the Korean language,

NIA

6.2c

Replace the existing subclause wit the following:
The presence of HIGH VOLTAGE PARTS shall be
marked with the symbol "dangerous voltage” (see
Appendix D, Table DIl, Symbol ) and in the
Korean language.

NIA

Insert the following sub-clause after the last
paragraph:

Language of accompanying documents shall be
included in Korean.

The decuments will he
translated into Korean.

FPass

General

National supply voltages are 110 V, 220 V and 330
W,

Pass

General

Only appliances having supply frequency of 60 Hz
or a frequency range including 60 Hz are accepted.

Pass

General

Instruction manuals and appliance markings
related to safety, including nameplate, shall be in
Korean or graphical symbols in accordance with
|IEC Publication 417.

Confirmation the instruction
manuzl will be translated into
the Korean language provided
via declaration letter.

FPass

General

Plugs for connection of the equipmeant to the supply
mains shall comply with the Korean Standard (KSC
8305 and 8300). More details are available from
KTL {cfo KTL) on request.

Instructions are provided to
allow selection of a plug that
complies with Korean
Standard (KSC 8305 and
28300).

Pass

Page 97 of 105 Report No. VDE 558100-2830-0008/586
_ IECG0601-1 {ed.2)
Clausg Requirement + Test Rasult - Remark ! Verdict
|. 56.1 TABLE: lists of critical component parts |
Qpject/part No Technical data Siandard Markis) u'lf
corformity’ )
1.1 SMPS Irgut; 100-2400AG BOG0 | LIL, CSA, WIRE
Hz WDE
1307 A IEC 80350
Output and
24D, 306noem. FEqUIRSMEBEnts
AT Srminihr according 1BC
E0W 1mindhe Boen1-1
Amicient Temrp:. 065G
1.2 Fusa Curan; 24 EMAEC UL, C8A
characteristic: tma lag T {80127-2
breaking capaciy: high
I
1
I
[Main - Board
2 1LAN 1.5 ¥\ prim to sac WDE
transformer
22 Class X111 IECE0384-14 | UL, C5A
C187, G198, PEOV AC
c198, G211, 2900RF
cz10 P
2BRT! 2,2K02 to 100 KO (2E°C) |- 2
varoad i
protection ! [
1 |
2.9 cuter | " lsporans+FRe UL amMFzz,
anclosue UL fama abng: 840 QMFZE.
Fco board
aptocouplar -6000 V s 1 min UL 1577 FPQUZ Fike
UL recognized IECERDIN E £5361
highest over voliage G000 | EN 80747-5-2
W Approval
Casa Termperstune Ts = | DIN VDE 0884 i
175 |
|Imut Curmant ts Input =
230
|0um Foswer Fs Output
= G0
transtormer | 2,27 mH IEC 85 s ]
_ Test vollaga 5 K\Vrma i
Culer pnciosurs IEC BS OMFZ2.Es18T1 |
1
Paitng maerial VD IEC 85 OMFZLEQETI2
QMF Z3.EBGT22 !
FE Bl - R 1 —— k. —— - —
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TEST REPORT
IEC 60601-1-2
MEDICAL ELECTRICAL EQUIPMENT
PART 1-2: GENERAL REQUIREMENTS FOR SAFETY
COLLATERAL STANDARD: ELECTROMAGNETIC COMPATIBILITY

Report Reference No...........:

Compiled by (+ signature)....:

Approved by (+ signature)....:

Date of iSSUE.......ccceeermrncrsersacrnccns :

CB Testing Laboratory......... :

Address.........cccccevrrrriiniienneeee. :

Testing location/procedure....: |CBTL 0O SMT O TMP O

Address........ccominmniinninnn :

Applicant's name...

Test specification.................:

Standard IEC0601-1-2 : 2001 (Second Edition)

Test procedure.........cccceeevereiieerannns : |CB/ CCA

Non-standard test method

N/A
Test Report Form No............. [IEC60601_1_2A
TRF Onglnator......................: Intertek Semko
Master TRF..........ccccvceniinennne Dated 2004-03

Copyright © 2004 IEC System for Conformity Testing and Certification of
Electrical Equipment (IECEE), Geneva, Switzerland. All rights reserved.

This publication may be reproduced in whole or in part for non-commercial purposes as long as the
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and will not assume liability for damages resulting from the reader's interpretation of the reproduced
material due to its placement and context.
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Summary

The pateatinl of the tesl artichs, LI
cause imritation following intradenmal injection in rabbits was evaluated based on the [ntemesionel Organizazion for
Smandardization 1093310 Biological Evaleation of Medicn] Devices, Far 10 Tests for Irmization sad Delsyed-Type
Hypersengirivity. The tesz anticle was extracsed in 0.9% sodium chloside USF salution (SC) and sssme odl, WF (307, A 0.2 mL
dose of the appropwlan: 1ex article exomer was infected by the inessulanses ot inbe five separe sites on the right side of the
back of each of rwo rabbits, Similarly, the comespoading contm] was ijected on the beft side of the back of each rabbit. The
injection sites were observed immediately after injection {see Deviation). Observations for enpthema and edema were coaducted
ar 24, 48, end T2 hoors afber injection.

Urder the conditions of this study, there was ne erythema and no edema from the SC test exiract jected inrReumneousdy in
rabibirs, There wus very slight enythema and very slight edema frem the 50 esr exrset injected inracuransowsly inlo rabbits,
Each veat artiche exaracs met the sequirsssents of e est since the diffierenee beiwesn the ke eatracts azd cormesponding contral
mian seone wis 1.0 ar ks

Statement of GLF Compliance

Supervizary
Persoanel:
28T A
Approved by: —
Diake Completed
Masnorirnd e [ dudiennom oF dhet report, rarep! inwdode, b resrrnd pradie g FAKIS A wrrce aporesal
| L B TIZE_to0 Pagadof 13

GLP Regord

This snady was comidwcted in secondance with the provisiors af the FDA Good Laboratory Practice (GLE) Regulations (21 CFR,

Fart 381

There were nio drvistions from the protocol, standard operating procedores or the GLE Reguletions which were judged e have

hedl any significant impact oa the validity or intespresation af the don.

Al laboratory data have besn accurabely recorded and verified, as indicated by the signanre helow,

Study Directen: i TRk
Dotz
HEJ|2g a4y @
GLP Jtojceiely mEns 23
Lub Mumbsi T2 8 Paged of 12
| GLF Repirt
- 29 -




1. Intrgduction

T'ur
The test article identified below was coracted and the exorres wers cvalused oo determine whether keschables extracted Som
the materisl would cause Iocal demal evitant effects following injection inbs rabhit s

Teating Guidelises
The study wes conducted hased an the Incernarinnal Organizarion loe Srandardization 10993-10: Biological Evabmtion of
Medicnl Devices, Prm 10; Tests for Dritafon and Delayed-Type Hypersunsitsvity and the United Staces Pharmacops i, ariong|

Formulesy, Gieeeral Chapter <BB=, Biological Reactivity Tests, In Vive,
JIET

Tieat Artichs Riroeipn: Jumed 2o | A SHESLUT
Treaiment Start Date: June 24, 206 | A ST
Clbservatipns Concluded Dae June 27,2008 | H A M wRE
GLP Complisnee

The study initkared by promeeal pigramiee o e 10, 2009, was conducted in sccordance witk the provisions of e FIbA Gaod

Laboratory Practice (GLEF) Ragulations, 21 CFR 55, A Stetement of Quzlity Assrmmce Activities wis sl with the repart.
Duplication of Experimental Work

By sigrature on the protocal, the sponsor confirmed that the conduct of thia stdy did tos etesotssarily duplicate previous

experiments.

2. Materials

The test omicle provided hy the sponsor wos idemtifiod and handled a3 fifaws:

Test Article Xame:

Teat Article Wentification:
Stahilsty Testing:
Expiration Date:

Sirength; Purity and
Compositlan:

Fhyssenl Deseription of the
Test Arthele:

Storage Conditions:
Extraction Yehlcles/ Condrals:
Cantral Article

Stahility Testing:

Control Arlicle Strengib,
Tarity and Compositinn;

MAN

Complete azd on file with the spomsr (per spmsork

200104 (per sponsat)

Strerygth and Purity: Mot appleible as b test srticle is 2 mubti-compenent device that does
ot corraie any serve ingredisans thit ane used 10 fermulate & concentration.

Composition: gee Appendiz 2 (per spomsor)

Large, imegularly shaped, istocksis syaters with prafl

Room Tesperstune

0.%% sodivm chloride LISP saluiies {50)
Sesamg i, MF (500

Marketed product siability characterized by s sbeling

SC: Serenpth: Not appliceble as there are no netive companer (i e Forsuliion; Puily:
Meets requirersents of LS Sodium Chilande for lnjection snd 5 cortified as USP Grade;
Composiion: 0.9% NaCl= 5.0% of [abe) ehim, bakanes is witer, CAS # 7647144
Sectm ChiceideWaner CAS 0 T732-14-5.

TIzH_om

_| Page 5ol 12
GLP Rapit -

‘I.ﬁllnhr

Hal

ZHA74d

HEgs
=]

Al g2 2
NEEEY 42,
44, AS, =,

EERS

500 Smength: ot applicable as thers are no ective companesks in the formulion: Purity:
Mg the requirements of NF, NF Grade Sesame O1; Composichon: Near CAS 2

HARHETA 003740,

Extraction Procedure: Th énitine divice was incloded i each preparition. Samiple "was wsed for the
S entraction and sample wats used for the 50 extraction. The test article and
the pomrirol blank {exiraction vehicle without the test asticle) were mubjected 10 the extraction
conditions as descrived below.

Yihick Earrhitian Ratie Sartiple Amouat | Wi of Vehale Esiristion Cimdifiim
& 4 g0 ml 188.7g G4 ml. S0°C for 72 hours
50 4 rioml 1881 % | Sl ml S0°C for 72 howrs
The extracts were agitated during extraction.
Condition of Exiraets: i i S
Yehiclke Tricalatwent Griup Condicion of Eatrit
: Test Clear with rartsculates
o Coursl Cloar
Test Clear with particulaies
B I N Clear ]

3. Test System s

Test System

Species: bl { Crveteslapus punicaluh

Breed: Mew Zealand While

Saurze! Myrili's Rabbitry, Ine.

Fex Female

Body Weight Ringe: 2.3 kg to 2.4 kg ot seleccion

Age: Young sk

Acclimesion Period: Minimum 5 days

Muspidser of Apimels: Two

Tdentifieadon Meshod: Eeriag

Justification of Tesl Systéi
evaluate bismaterial extracts

4. Animal Managemant

The intracutancous injietion i1 in ek is speeified i the current 1503 westing standonds and hos been used historieally w

Hushandry:

Conditiens eadfeied ¥ NAMSA Standand Operaring Frecedoees thar s hased on the "Gadde fir the
Care ang Ure o Laboratan Anfms.”

Fosxd; A commereally availsble rbbit fred, FROLAT [i-Fiber Rabbit - 5P23, was provided daily.

Water: Potuble waler wis provided adf libiwes Seough species apprapeiate waler continers or deliverad through
an ewomatic watering system.

Cisetey inaats: Contaminants reasonsbly expected in feed or winter supplies were not believed to bave influsnced the
it of this bast.

Fausing Anignals were: individunlly housed in stainbess seeel suspended cages identified by & cend indhicating the leb
mamtber, dmimal umber, vest ende, sex, and dute dosed.

Environment: “Thw dmimal hovusing poam 2mpsraniee and relative husdidiny was sonlored daily. The recammended
terperatond ranggh for Lhi rooen wis 61-72°F and 30-70% foe relative humidty, There wore oo signilicans
temperztore ar relative bumidity excarsions thal sdversely affected the health of the animals.

Thee [kght cycle was pontrallad wing an autcenatic timer 12 hours light, 12 kovrs dark),
T L batier TIZE 800 Fageduf 12
NAMSA ‘ GLF figpat
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Accrediation; NAMEA s an AAALAC Tnersatiosal accradited fility and is registered with the United Stes
Department of Agriculture. Addiivnally, MAMSA maintain an epproved Aatmal Welfirs Assuranss on
fille with the Watioea Ingtitutes of Heakh, Office for Labermtory Anissal Welfase,

Personnel: Associaes mvalved wene appropeiately qualified and iramed.

Selection: Only healthy, previously uremsed, thin-skinmed animals free of mechanical iriecion or wrauma than ook
interfine with the test were selected.

Veterinary

Care: Standard vterimary medizal care was pravided in this sy,

IACLIC: This procedurs has been spproved by KAMSA Insinitional Admal Care and Use Committees (JACUCY
and is Teviewed &2 least annusly by the sume comminess. Any significant changes to this procedure were
appeied by the IACUC prior 10 condust

5. Mathed -

Each ribhit wish welghed within 24 hoies of treatment, Within a4 to 18 hour period before treatuent, each rabbic wos elipped
frese o Tur Erioats £ bk amd both 33 o8 the spinal celumn |0 vield a sufficient izjection oren. T rablsin wete pepieid pir
par of exirmcts. A 0.2 ml dose of the approprizte test article extract was injested by the Inteseitneis moubs ints five segarste
sites an the right side of the heck of sach rabbit. Similarly, the comesponding contol was injected on the |ekt side of the back of
caeh rabbin, Infecilons wene sypaepelmely spaced apar,

The sgpeisuse of exch infection site wis noted immedisely afier imgection (e Devintion), The animals ware returmed to their
ruaptelive capes folkaming the propedure

Observitions for erythemp and edesa were conduited a1 24, 48 and 72 hours 2ller injection. Keactions ware scored ana a4
basis. Amy resction at the infeclion sites was also noted. The reactions were evaluated according o the Ballowing sibjective
rating seale:

Seore | Erpthema {ER) Ederma (EDH
Ll o eryihesu Mo sdema
| Verv alight erviliesn (barely perceptible) Very slight edema (barely perceptibe)
2 Well-defined ecythoms Welldefimad edema (edgas of area
well-defined by definine ratsing)
3| Moderate erythema Moderane edema {rised approximiely | mm)
4 Seviré ervthema [hedl radiesi) i dichar Severe edema {raised more than | mm, end
| formation preventing grading of ervthema tending beyand exposure ) |

Al fimes. amd femmperatumes repocted herein ane sppooximate and are within rnges established by the external stanckinds doseribed
in the Keferences section af this report andior KAMS A standard opesting procidures

& Evaluation and Statistical Analysis

The: mean eryriema e edeme scores for the 1t and contral extinets for epch aninal o ¢ach scoring intenval were caloulated
Allmean érylhen and ederta scores for the tat and contral exmicts were botaled and divided hy

12 (2 amimale x 3 grading periods x 2 prading categories) to determine the overall mees score for the s axiee am
comesponding control. The difference between the overall mean scoee of the est and correspumding tontral exiracts was
eabaulated by subiracting the ovemll mean score for the centrel from the overal| metn sauee for the et exiract

The requirements o the 1est were met if the difference heween the test a5l g 30or ainl Gomiaponding cozirel mean score
w1008 leis,

7. Doviation

Aevanding 4 lhe dly pratisgal, he apsesmince af sach mislion site was fo be nated immeditely afler injection. While el of
the test and cantral SC sites were obsesved immediziely (llowing injections, the smpearance afthe rast and cantial S0 inpections
waz not noded. The apeearance of the sites immedimely 2fier injestion & not used in te cvalition of the exrats. Thire fine
iigoge ce the resalts of the study.

Tis 800 Paga 7el 12
GLP Frepont
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8. Resuts

Al animals appeared momal throughout the study. Resuhs of scores for individual rabbits appear in Appendix 1. All 5C
imjection sies appearcd nomal iseedinly fllowing imjection (soe Deviation). The cverall mean differsnce forthe sxreas &
sumarized balow:

Exract | Onverall Test Group Mean Diverall Comiral Grroup Mean Owerall Mean DifTerense
SRR Lo et M P [Test — Coniral)
S 0.0 (0] 09
5 | (] 10 (1] |

5. Conclusion

Under the conditions of this study, there was no ervthena and no edema froes the SC test extract injected mtracutaseously into
mabbits. There was very slight erythema and very slight edens from the 500 test exirnet injevied mtracutaneously imo rabbits.
Each test article extracs mes the requirements of the e sinee the &iTerance between the et extracts and cooresponding coarel
menn soore was 1007 ks

Hoesvults s ¢onclusSoes apply caily 10 1he 1est sticle tested. Amy extrapolition of those deta to other samples is the sponsors

reapimsibility, All procoderes were conducted in cinformance with good manufacturing practices mnd certified
150 13433:2003,

10. Quality Assurance

Inspections ware conducted at mtervals adequate to asmure the imegrity af the sudy in conformanes with 21 CFR 53.35(h33).
The fizal report was reviewed for conformasce to Section 58,183, Subpaet 1, of the GLP Regulations. A Stabement of Quality
Assurangs Acviles was bsued with he repam,

11. Records
All rasw dita pertalning to this shady and & ey of the Feal report arg to be netained in designated HAMSA archive flles,

12, Raferonces

I1 CFR S8 (GLF Regulationg),

Conde af Fedderal Regualavipns (CFRY, Title 9, Pas 1-19%. Animal Welfare Act (2007}

Oilfice of Labormory Animal Welfare (OLAW), Public Hoakh Service Palicy an iomane Care znd 1se of Laboratory Animals,
{l;&mul Research Coimeil, Giwicks for the Core ama Lise of Loboratary Animals, Washington, DC: Natiomal Academy Pross,

Internativeel Crgarizition for Standardistion (1500 1099250, Rielogizal Evahurion of Medical Devices - Pant 2 Aniril
Weltre Requiremenits {2006).

i tional Organimtion for Standesdizetion (TS0 1065310, Blologieal Evaleation of Medical Devices - Part 10: Tests For
Tretitiin Arsd Dilayed-Type Hyperseasifivity {2002},

United Seates Flarmacopeia 31, Mationad Formulary 26 (USF), General Chapter <33> Biskogical Eeactivity Tests, In Vivo
(2008}
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Statemont of Quality Assurance Activites

I_ ) Phase Insgacrad . Dhats Inapoctod wl";l:jumﬁw [ |ﬂﬁ;&$¢i
Sooring June 25, 2008 Tune 5, 2008 June 23, 200

Study Datn Review | July 01, 2006 Tuly B, 2008 Tuly 0], 30

| Final Repert Review | July D6, Ho0R Tuly 06, 2000 July b8, 2000 !

oAU A B on i review of tris sudy, it has been conchuded ihes dis report neceresely describes tie methods and stidand operating
= | precedures, and thal the reparied results scrurately reflect the row dats of the study. This snidy ks beds readewid in secordames
with the pronesioes of the FTHA Gond | aharinre Practice Resulatione 2] CFR, Part 56}

QA Represemative: e A e -

Dhite

A I 3h Himines | TS _p Page 120112
NAMSA I GLF Razas 3
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A=3s gRd & e ARolook

(o, $2ENY, AE 7180 A5F Tl B5L T FRAAE,

DEHP, 2%, 4%, Ca/P ratio, porosity &

2
A5 #AF A= A= AA 19577 71€FA 5 AAM @S F

O A% 28 2g
B AFol st e 7%, A% FEVI(AMTIY), FEAE T 29
g AL ATAE T2 o A Foll oo gk
- AR RAA 5 AFAAIRAA 2FF ANBARRE & AC] BFE

!

33 AL Agsteior drh

=2 A7) 7)1E9 I(EC)7} £95k= =1 7]717]9Z 2 S (IECEE CB-Scheme)

o wel FAFJAANE7/IHCBIDANA EFs APAER Q1-&FF0] Bt

1 ARt Ajsleiof 3o

AAE YN 7] 7 (OECD) 9] HYA#E 7]1E(GLP)ol 95} %—JHE% GLP A
]_

P HN A TFF GLP A FARE &t Ho] Bldsly o 2 9318} o
of 3t}
- OE e AF7® T IU-9Y AEVFAA AIES A=A T HEVH®

o Aol st I WS(dEw71He AN e, Fodn, d7dY 74,
Al@are] d7744 %01 ]XH)E HESY Btz JdA4E 5 e AR o
A tAo] Qe Atde AxAte FEAA L
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We hen pb\.- r-‘rlu y |h1 |h above manufacture complies with Korea
Good Manufaciuring Practices for the produch(s) listed above.
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(Changes and Administrative measures)
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CERTIFICATE Produt Sevice

No.

U X} (Date) Ly 2 (Description)
Holder of Certificate:

Facility(ies):

Certification Mark: ﬁ
7
Scope of Certificate: Design, Development, Sales of

B-Ultrasonic Diagnostic Equipment,
Patient Monitor, Medical Imaging Recorder

Applied 1SO 13485:2003
Standard(s): Medical Devices - Quality Management Systems -
Requirements for regulatory purposes
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The Certification Body of TUV Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality system which meets the requirements of the
listed standard(s). See also notes overleaf.

ot o

Report No.:

Valid until: 2009-

g V& o

Reiner Krumme
Page 1 of 1

TUV Product Service GmhH
TUY SUD Grupp
Ridierstr. 65 - 80339 Miinchen
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MESEA TRET TEF 22213
TEL : 02} 860-1614 FAX @ () BE-1673

Email : dalee@kil_re. kr

mEWE:
Cartiflcate No.
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Page of Pages

4
L

FoRY MECRED, 7 P
(=]

T
e

L

1.4 2 71 2 { Client )
7l = @ ([ Name |

F 2 Address | -

2. & & 7| {Ccalibration [tem )
¥ % [ Descriotion)
AME R A 2 Es | Manulaciurer & Model |

7129 =0 Seral No. )t
A, BH AR ([ Date of Calibration | : 15} |
4. 3 & & Z ( Evirenmant }

{23+ 2)°C
; E2EHBFES (KTLLab.)

& = [Temperatura)

= & I (Relative Humidity) :
IE & (Lecalion) |

10l ERH A (Mabile Lak.)

5, SHEF2 =34 ( Gallbration Tracsability )
D 3 234 A% ( Calbration mathad andfor briel description 1

AlEsiel 0™ =9E

D AMSE ESE] G | List of used stendardsfspecifications |

4717|172 o =3 2t S W EFLESY &

50 + 5) % AH
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200 9 2 ¢
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Presidlent, Korea Testing Laboratory
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