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TUV

Sprava z postidenia technickej dokumentéacie CE

Ziadatel: Wuxi Kaishun Medical Device Manufacturing Co., Ltd.

90# East Street, Zhang Jing Town, Wuxi City, Jiangsu
214194, P.R.China (Cinska fudova republika)

Cislo objednavky: 53031155

Zamer skiimania: Preskumanie Uplnosti technickej dokumentacie podfa
poZiadaviek smernice o zdravotnickych poméckach
93/42/EHS, priloha VII

Vyrobok/vyrobky: Stetoskopy

Typ(y)/Model(y): Stetoskop s jednou hlavou, Stetoskop s dvoma hlavami,
Stetoskop Sprague-Rappaport, Stetoskop pre plody, Stetoskop
pre novorodencov, Stetoskop z nehrdzavejucej ocele

Klasifikacia: Triedal
(podfa vyhlasenia vyrobcu)

Obdobie skimania: 27.- 28. septembra 2024

Vysledok posudenia: Poéas skumania poskytnutej technickej dokumentacie (¢.:
KS/CE-001, zo diia 2004, september 2004, revizia A) nebol
zisteny nesulad s poZiadavkami smernice o zdravotnickych
pomdckach 93/42/EHS, priloha VII.

TUV Rheinland (Shanghai) Co., Ltd.
podpis peciatka: Bezpeénost vyrobkov / zabezpecenie kvality
Potvrdené
TUV Rheinland

Xiaoli REN
Manazér (regién Azie)
Zdravotné sluzby
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TUV Rheinland Group Shanghai 200070 P.R.China Fax : (86/21) 6354 2366 Internet : http://www.chn.tuv.com
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cE Technical Documentation Review Report
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 Classification:

. Examlnatlon :period:

. Review result:

i _TUV Rhelnland (Sh

Manager (ASIa

Medical Services . 5-:*

Rev.01, 20040820 .

93/42/EEC Annex VII was detected

TUV

{

. Wuxi Kaishun Medical Device Manufacturing
Co., Ltd.

90# East Street, Zhang Jing Town, Wuxi City, Jiangsu

214194 P.R.China

‘-553031155
e Exammattowhe‘completeness of the Technical
. Documentation according to the requirements of the
: Medlcal Dewces Dlrecttve 93/42/EEC Annex VI

A Stethoscopes -~

Slngle Head Stethoscope Dual-Head Stethoscope

‘Sprague-Rappaport Stethoscope, Foetus Stethoscope,
=1 Neonatal Stethoscope Staimess Steel Stethoscope

Class l =
(accordlng to manufacturer‘s dec!aration)

: 2004 Sept 27-28

'i;.Dunng the examlnatlon of the prowded Technical
.. Documentation. (No.: KS/CE—001 ‘Dated 2004-Sep-01,
'Rewsuon A). no Non~comphance accordmg to the

requurements of the Medical- Devices Directive
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Prekladatel’ska doloika/Translalor's Clause:

Preklad som vypracoval ako prekladatel’ zapisany v zozname znalcov, tlmoénikov a
prekladatelov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore

anglicky jazyk , evidengné Cislo prekladatela 970097

......................

Preklad sthlasi s prekladanoy listinou.

Tymto vyhlasujem, e som s; vedomy nasledkov vedome nepravdivého prekladu.

I'have made the translation as a translator registered in the List of Experts, Interpreters and
Translators kept by the Ministry of Justice of the Slovak Republic in the field of English
language, registration No. of translator: 970097

.....................

The translator’s act is recorded under sequence No L0202 of the Daily Journal
The translation complies with the translated document.
Hereby I declare I am aware of the consequences of knowingly incorrect translation.

3 ; $0. 09. 202
Moravské Lieskov, ........ S0 07, VL -

Podpis prekladatel’'a/Translator’s signature J}\
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Prekladatel/Translator: Ing. Martina Svehlova Jurikova
Zadavatel/Ordering Party: RNDr. Ivan Sagat

Cislo spisu (objednavky): PREKLAD &isl
File (Order) No.: TRl;yl‘)ISLATION N:.ls ’ 2 01/ 2 02 1

z jazyka anglického do slovenského jazyka
from English Language to Slovak Language

Predmet prekladu: Vyhlasenie o zhode

The subject of translation: Declaration of Conformity
Pocet stran prekladanej listiny/ pocet stran prekladu: 1/1
Pages of source document/pages of target document: 1/1
Pocet odovzdanych vyhotoveni: 1

Issues handed over: 1

Miesto a datum/Place and date: Moravské Lieskové, 30.09.2021



WUXI MEDICAL INSTRUMENT FACTORYCO. ,LTD

Adresa: No.43Xixin Road, Zhangling, Xibei Town, Wuxi City, Jiangsu, 214194 China (Cina)

Vyhldsenie o zhode

Vyrobca: Wuxi Medical Instrument Factory Co., Ltd
Adresa: No.43 Xixin Road, Zhangling, Xibei Town (mestska &ast), Wuxi City (mesto),
Jiangsu 214194, China (Cina)

Eurdpsky zastupca: LotusNL B.V.
Koningin Julianaplein 10, 1e Verd,2595AA, The Hague, Netherlands (Holandsko)
Tel: 0031626669008

E-mail: peter@lotusnl.com

Opis vyrobku: Stetoskop
Informacie o modeloch:

DR-400D; DR-510; DR-530

Klasifikacia (MDD, priloha VI): |
Tymto vyhlasujeme, Ze uvedené vyrobky spifiaju ustanovenia nasledujucich smernic a
noriem Rady ES. V3etky podporné dokumenty sa uchovdvajui v priestoroch vyrobcu a

notifikovaného organu.

SMERNICE

Vieobecne platné smernice:
Smernica o zdravotnickych poméckach: Smernica ES 93/42/EHS Priloha Il , éldnok 3, Systém
Uplného zabezpecenia kvality, Zdravotnicke pomdcky.

Norma: véetky platné harmonizované normy.
Notifikovany organ: TUV Rheinland LGA Products GmbH-TillystraRe 2,-90431 Niirnberg

Miesto a datum: Mesto Wuxi, Jiangsu, Cina, 02.12.2020
Podpis: \\% i ]})m
Meno: Ding Yan Ping

Funkcia: Generalny

riaditel NUXI MED‘LAL INSTRUMENT fgCTORY CO LTD
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WUXI MEDICAL INSTRUMENT FACTORYCO.,LTD

Add: No43Xixin Road, ZhangJing, Xibei Town, Wuxi City, Jiangsu, 214194 China

Declaration of Conformity

Manufacturer: Wuxi Medical Instrument Factory Co., Ltd

Address: No.43 Xixin Road, ZhangJing, Xibei Town, Wuxi City, Jiangsu 214194, China
European Agent: LotusN[, B.V.

Koningin Julianaplein 10, 1¢ Verd,2595A A, The Hague, Netherlands
Tel: 0031626669008

E-mail: peter@lotusnl.com

Product Description: Stethoscope
Model Information:

DR-400D; DR-510; DR-530

Classification(MDD, Annex VI): 1

We herewith declare that the above mentioned products meet the provision of following EC Council

directives and standards. All supporting documents are retained under the premises of the
manufacturer and notified body.

DIRECTIVES

General applicable directives:

Medical device Directive: EC Directive 93/42/EEC Annex I , Article 3, Full Quality Assurance
System Medical Device.

Standard: all applicable harmonized standards.

Notified Body: TUV Rheinland LGA Products GmbH-TillystraBe 2,-9043 1 Niirnberg

Place Date: Wuxi city, Jiangsu, China. 02.12.2020

Signature:

) Mo ding
Name: Ding Yan Ping D\ ‘\%‘ u(( /,J l
Position: General manager v

A4 NEDICAL INSTRUNENT FACTORY CO. LTD
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Prekladatel'ska dolozka/Translator’s Clause:

Preklad som vypracoval ako prekladatel’ zapisany v zozname znalcov, timo¢nikov a
prekladatelov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore
anglicky jazyk , eviden¢né &islo prekladatela 970097

Preklad je v denniku zapisany pod Cislom ... 00/ 270 L.

Preklad suhlasi s prekladanou listinou.

Tymto vyhlasujem, Ze som si vedomy nasledkov vedome nepravdivého prekladu.

I have made the translation as a translator registered in the List of Experts, Interpreters and
Translators kept by the Ministry of Justice of the Slovak Republic in the field of English

language, registration No. of translator: 970097
7 /7 J .
The translator’s act is recorded under sequence No... 207 /4727 .. of the Daily Journal

The translation complies with the translated document.

Hereby I declare I am aware of the consequences of knowingly incorrect translation.

Moravské LieSKOVE, ...ccceeeeiureeeiecinnninnneiesloneee

Podpis prekladatel'a/Translator’s signature <
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