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Notified Body No 1023

INSTITUTE FOR TESTING AND CERTIFICATION, Inc.
ZEn, Caech Repubilo ~ www. (16240, 62

EC CERTIFICATE

No. 11 0772 QS/NB/a

ssuad in complance with the Councl Directive SE2EEC as amended, which Is impiemented by
the Caech Governenent Crder No. X352004 (Colctico of Lawa). carsfies that e peodudt — madscal
devior of Class lia

Heating system underfoveriay, electric, home use
model NM-80, trade name. NUGABEST

manufaztured by company

NUGA MEDICAL Co,, Ltd.
San 2-1, Gagok-ri, Jijeong-myeon, Wonju-si, Gangwon-do, KOREA

& manufactunad under conditicns fulfilng $he qualty system requirements of Arrex I, Section 3.2.
of e Orective S3M2EEC, 85 amendad

The Notfied Body Na. 1023 has performed a0 audk of the above product qualty system ocovering
T desgn, manufaciure and Snal inspaction of the cirtfied product The qually system has bean
6503503, appeaved and s subject 10 conBnUOUS SUVETIENCE ACCOCing W Annex I, Sections 3.3
& 5. of the Dvective SUSUEEC. The detaded description of the system parts, requiremeants and
m-aumww manuiacheer are prasentad in he Final Report No. 8035012302011 and
No. SOGBDAETON2012, which is enclosed 10 this Certificata

Conoion of iy Cantticale usa snd Miefod ifammalion:

1, X apohes any (0 e ualy spsfem cantwnsd o He menuSchee of sdom Mfaeniodd madi’ of meaical
drsoss aod £ Song nof UL 0 AN O YPo-Cxaminaion pooedives, ¢ mguasiod.

2. The Cord0cafe remaine vald anitf e manwiacfusing condtions or e geally Sy aw chiviped dul
o the 15 Saptamber 2016 of e (arest

3, The Cova¥caro valaXy is conolbomed By poatve mstls of Jenwedencd sudls.

4 Afer LAY Mo mfovant EU Jopstaton. de manuiachine shal sfic o ssch madical divios, of the sbave
mwm the CE-marking followed by e nemier of She Nodtod Body acconing fo M

c €1023

Iswed in 200, o 207 August 2012 % of the Nosbed Body No. 1023
e Pt
Réplacas e withdramn EC Corificate No. 1" ,ﬁ‘unmw"s.aomzou

o
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Product: Thermal Massager

Model(s): NM-80
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N 'C,: ? JNCCraQ:
EN &0335-1:2012, EN &0335-2-32:2008,
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Product Cerification Bady
INSTITUTE FOR TESTING AND CERTIFICATION Plc
Tomas Bata Aws 200, Louky, 783 02 Din, CZECH REPUBLIC

TYPE CERTIFICATE OF CONFORMITY
No 10 0383 T/ITC/b

o) THERMAL MASSAGER, Model: NM-200

Marsactures  NUGA MEDICAL CO., LTD.
San 2-1. Gagok-fi, Jjeong-mysan, Waonpesl, Gangwor-do, KOREA

The Product Certficaton Body has assessad the Product and resolved that it fully complies with
mwmmmdmm No 2006/95EC on electrical
safoty and No 2004108/EC on electromagnetic compatibilty, as amended which have been
mmmmmmmemnm
EN $0255.1 Satedy of bousehokt and iekir evecincal appiances — Part 1: Gerwa requirscones

BN S0I8-2-32 Househokd and samer slecincw seokscons ~ Safaly.
Part 2-33: ParNeular requiements or massage asphvoss

BN 550141 EMC requemymienty v Aospehofd anslinaces, olecins oois and simkor apparsies —
Part 1 Emiaaions

EN 55014.2 EMT roguursmanty v hovaehold aopancss, oactns Jook and simiey appansis —
Part 2 Prodiua! fandy standard

EN §1060.3-3 EMC. Part 3.3, Lisation of votage changes, Michuations and ficoer

The

product description, documents, assessment procedures. and evalustions of the examinaicn
8¢ prasented 0 the Final Reports No 3130 001152010, 3130 001452012, and 3130 001582013,
hat a2 engiosed to this certificate.
This Camicale hae bean iund unds 4 Fowing condions.
T I appdos only Ao the s00ve refevwncid moo's of e Produot
2 I doss nod ingly Thaf ho CanWizadon Sody Aas perfarmid agy SuriraWence o conteod of s manwachve,
3 The Mansincirer shedl Assune Mol all procus of $1e mepestive models cosfoes 10 e CeniSed ipe.
4 The Conifoole remains valtd ol the ménuaciunng conditions, mdevant sammonized standads or el
laghaintion ave changed, dut Lndl he dade of sxpudion o M Wiest
Afvor £AVNg Mo nedrvaed EU fogisation requinemen's, e Morulchun sheld aaoe & Decfavatoo of Com
mwmwmmnwrsqwmwwwwnm
Froduct of S above sfsrenced modals
6 Sinow January 2617, the Osclndion of Conformytly shod also mchide the conrmiy wif Diectve Mo
201 1BSEL on eAiction of Aazsrious uOTamor:.
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Date of iese 2013-06-01
Date of epiaton,  2016-06-30
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Nofified Body No 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.
2in. Grech Repubhc - waw Bezin ez

EC CERTIFICATE

No. 11 0774 QS/NB/a

msuad in compdiancs with 1w Councll Directive S3W2/EEC as smendad. which 1§ implemented by
mc?wwm.m(mmdmxmmvnmm-mw
devica of Class Ba

Heating system under/overlay, electric, home use
model; NM-2500, trade name: NUGABEST

manutacored by company

NUGA MEDICAL Co., Ltd.
San 2-1, Gagok-ri, Jijeong-myeon, Wonju-sl, Gangwon-do, KOREA

s marrdectuned under condbions fultiing the quaiity system requirements of Annex Il Sacton 3.2
of the Drective SSMEEC, a8 samended

The Notifed Body No. 1023 has performad an audt of the abowe product quality system covenng
he design, manufacture and final inspection of the cartfied product The gty system has tean
assessad, approved and is subject to continuous survelisnce actordng % Annex I Secions 3.3,
and &, of the Directive SSM2Z'EEC. The detated descriptcn of the system parts, requirements and
mwmwmmmmmmnmmdwm 8035012302011 and
No. S0E0N1ETIVZ012, which s enciosed 10 this Cershicate

CondVov of Mis Contcado wse and valsd nformimbon

1. X appbes andy 4 fhe gually sysiet mantained in e ManuBcioe of 250y refevved models of modcs
Anices 4nd ¥ 009s Aot susstiute e desion o (Hpe-scaminadon proopdived, ¥ sguaaied

2 The svrmans vk unll the manuaohwing condtians or Me gualty sysiem are changed bufl
anil e 157 Septembar 2076 af the iest

2 Tho Combicude vy ks CONanoned Dy posive rosuls of surwediance sodve

4 Aler Ang the rodesand U sgtslaton, e menuiciue shal afix & oooh medioal dosice, of e abovo
mmmmmmwwuummm»m

pPT e oy
c € 1023

o) L
tzsund in 20in, o 207 August 2012 o

1023 Jv‘ RNDr. Radamir &
Regtscss the sithdiawn EC Certficate No. 1

w1 TUT,

Py

Hom n,-é;:/l Repressntativn of e Nothad Bosy No. 1623 I
SN Issued o 167 September 2011



Certificate of Conformity
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Certificate’s NUGA MEDICAL CO., LTD.

Holder: 83, siroeu

b EEA - sl

Certification Mark:

ICQ

Product; hermal Mo ssoqer

Modells): NM-2800

— Certif

Verificationto: standoe:d.
EN €033541:2012,
EN 60335-2-32:2003:+4 1:2008,
EN 62233:2008:
B S5014-1:2008+A2:2011,
ENS5014-2:19778A2:2008 (Category 1),
EN 6T000-3-2:2006+A 120094+ A2:2009,
EN 61000-3-3:2008
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ITG

Notified Body No 1023
INSTITUTE FOR TESTING AND CERTIFICATION, Inc.
2o, Czoch Ropubic ~ www Bezin ¢

EC CERTIFICATE

No. 12 0786 QS/NB

Ssued in compiance with e Countdl Directive SAM2EEC as amended. which s implerented by
mmeonanwuwuo 33672004 (Colioction of Laws). contifies that the product - medical
device of Class

Combinational Stimulator
model: NM.5000

MANUIaciured by Company

Nuga Medical Co., Ltd,
San 241, Gagok-ri, Jijeong-myeon, Wonju-si, Gangwon-do, Korea

aro manufactured under condtions UMEing e Gualty system requirements of Annex V. Secticn
3.2, of he Directive SA42EEC.

The Notfed Body N 1023 has performed an audt of the abovo produsts manufoctunng qualty

the system parts, requirements and measires apoked by the Manuisciurer a0 pressnted i the
Final Report No. 803801557/2012, which s 00cicsed 10 Inis Conficad.

Condiion of this Conficale use and reisted infoomasion:

1. ¥ apples only 10 the Quality syatem mantained in the mandecton of the sdove reforenced modols of
MOSCHN drices and & d00s 1ol ubatitulo the GOSN OF PO MnNaton pOcecnes, ¥ rogeesiod

2 The Cortioede romons vasd antl the mantlschoing conditions or the Qually Sysiem ar chanped Bt
wndd the 25° Sepdember 2017 o e latoat.

3 The Covticate valsity Is conditonod by postive maulls of survediance sudits

4 Ao ARing e reievant EU
devde, of e above rede ¢
2C0ONTSEY) 10 BNy exapie!
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ITC

Management Systems Certification Body No. 3002
Institute for Testing and Certification, Inc.
trida Tomase Bati 299, 784 21 Zlin, Czech Republic

wWw Rezin cx

CERTIFICATE
No. 13 0282 SJ

We confrm on the basis of a performed audit that company

NUGA MEDICAL CO., LTD.

San 2-1, Gagok-ri, Jijeong-myeon, Wonju-si, Gangwon-do, Korea
Company Reg. No.: 126-81-63382

has implemented and documented a functional quality management system
in compliance with the requirements of the standard

EN ISO 13485:2012

Covering the following activities:

- Design and Devefopment. Manufacturing, Service and Distribution for
Combinational Stimulator, Computed Radiography Scanner, Heating
System UnderiOveriay, Electric, Home Use and Heating Pad System
Under/Overiay, Electric, Home Use

The Comficate it 155004 o0 the Dass of e reduils mentoned @ Audt Report No
233403824/2013 The Certficate valigity & condtioned by posiive resuits of sunvailance audits,
which the certified Company commttad 0 underge.

Date of Issue, 06, 09. 2013 {> B A r“-?
Vald untit 03.09. 2016 i peaa

Owie of Pe frst contficanon awarding 20, 11. 2007 Head of Corufcation Bodyy
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KOTRA SEAL OF EXCELLENCE

A Mark of Quality, High Technology and Trustworthiness
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