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CERTIFICATE

No. 11 0428 VI/ITC

confirm that the medical devices according to the Directive 98/79/EC, models

CARITA
DERMAPEN

AUTO-MICRONEEDLING BEAUTY DEVICES

manufactured by company

SUNWOO, LTD., 1 FL, KONKO®D BLDG. 2371-22, SHINSOO DONG, MAPO-
GU, SEOUL, KOREA

comply with the applicable essentiai requirements of the European Parliament and of the Council
Directive 98/79/EC on in vitro diagnostic medical devices as amended.

Referring to the intended use, the ITC Products Certification Body has conducted with successful
results the type-examination of the certified products according to relevant parts of the above
mentioned Directive and appropriate harmonized European standards.

Based on the audit of the quality management system implemented by the manufacturer, the ITC
Products Certification Body confirms a manufacturer’s ability to keep permanently the requested
safety and quality level.

. The more detailed product description, documents, assessment procedures and evaluations of the

type-examination and of the management system audit are presented in the Final Report No.
313600237/2011 which is enclosed to this certificate.

This Certificate is issued under following conditions:

1. It applies only (o the above referenced model of the medical devices.

2. The manufacturer is obligated to assure conformity of all medical devices of the respective model
1o type assessed by the mean of this Certificate.

3. The Certificate remains valid until the manufacturing conditions, the quality system or relevant legislation
are changed but until the 18" May 2016 at the latest.

4. The Certificate validity is conditioned by posilive resuits of peniadic surveillance audits.

5. After fulfilling the relevant EU legislation requiremenis, the manufacturer shall affix to each in vitro
diagnoslic medical device, of the above referenced model, the CE-marking according to the following

example:
Mwel Vanék

Head of the Certification Body
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Preklad z jazyka anglického do ¢eského

ITC®

| Orgén pro certifikaci vyrobku
INSTITUT PRO TESTOVANI] A CERTIFIKACI A.S.

Zlin, Ceska republika — www.itczlin.cz

OSVEDCENI
C. 11 0428V/ITC

Potvrzujeme, Ze zdravotnické prostredky podle smérnice 98/79/ES, modely

CARITA
DERMAPEN

KOSMETICKE PROSTREDKY S AUTOMATICKYMI MIKROJEHLAMI
vyrobené spoleénosti

SUNWOO, LTD., 1 FL, KONKOO BLDG. 371-22, SHINSOO DONG, MAPO-

GU, SOUL, KOREA

spliiuji ptisludné zasadni pozadavky smérnice Evropského parlamentu a Rady 98/749/ES o in
vitro diagnostickych zdravotnickych prostfedeich v platném znéni.

Organ pro certifikaci vyrobkii ITC s ohiledem na zamyslené pouziti provedl s usp€Snymi
vysledky typovou zkousku certifikovanych vyrobki podle pfislusnych &asti vySe zminéne
smérnice a piisluinych harmonizovanych evropskych standardu.

Organ pro certifikaci vyrobki ITC potvrzuje na zakladé auditu vyrobcem zavedencho
systému fizeni kvality schopnost vyrobee trvale dodrzovat poZadovanou drovei bezpecnosti
a jakosti.

Podrobn&jii popis vyrobku, dokumentii, posuzovacich postupti a hodnoceni pfi typovych
zkougkéch a auditu systému fizeni jsou uvedeny v zavére¢né zprave €. 313600237/2011, ktera

je priloZena k tomuto osvédZeni.

Toto osvédéeni se vydavad za ndsledujicich podminek:

1. Vztahuje se pouze na vyse uvedeny model zdravotnickych prostredki.

2. Vyrobce je povinen zajistit shodu vSech zdravotnickych prostiredki prislusného modelu s typem
hodnocenym prostiednictvim tohoto osvédceni.

3 Osvédceni ziistavd v plamosti, dokud se nezméni vyrobni podminky, systém kvality nebo prislusna
legislativa, avsak nejdéle do 18. kvéma 201 6.

4 Plamost osvédéeni je podminéna kladnymi vysledky periodickych dozorovych auditil.

Po spinéni pristusnych pozadavki legislativy EU vyrobce pripoji na kazdy in vitro diagnosticky

zdravotnicky prostiedek vySe uvedeného modelu znacku CE podle ndsledujiciho prikladu:

Podpis necitelny
Ing. Pavel Vanék

' Vedouci certifikadpiho organu
PharmDr. Daria Kucova, CSc.

CE

Vydano ve Zlin& 19. kvétna 2011

V Hradci Krilové 12.1.2013




Tlumoénicka dolozka

iT( ak'o tlu’moénik Jjazyka allgliFkéhO, jmenovany rozhodnutim Krajského soudu v Hradci
: l‘t::?love ze dne 22.9.1986, &j.Spr 1918/86 stvrzuji, Ze pieklad souhlasi s textem piipojené
istiny.

Tlumocnicky tkon je zapsan pod poi.é.gf 7% / ! 0/ /ZJ deniku. W

PharmDr.Daria Ku¢ova,CSc.
Nezvalova 545/3
500 03 Hradec Kralové

Tramnslator's clause

As an interpreter of English language. appointed by the decision of the Regional Court in
Hradec Kralové of 22 September.1986, file No. Spr 1918/86, 1 confirm that the translation
agrees to the text of the attached document. i

The interpreting act is registered under the No. %?7\' §/ 10 / / é of Ek_l/e diary.

Daria Kucova &A{@ﬂ/}%[?
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