APPROVAL TUVRheinland
EC Directive 93/42/EEC Annex I, Article 3
~ Full Quality Assurance System
Medical Devices

Registration No.: HD 60018257 0001

Report No.: 21130563 002

Wlanufacturer: DiaDent Group International
. #19-9, Songjung-dong,
Heungduk-gu, Cheongju,
361-290 Choongchong Buk-do
South Korea

S(u)pe: Design, Development and Manufacturing of Dental Medical
' Devices :

‘Products: see attachment

Replaces BApproval, Registration No.: HD 60006234 0001
Date of Expiry: 22.05.2012

_'The Notified Body heteby authorizes the quality management system established, and appl_ied by the
_eompany mentioned above. The requirements of Annex If, Article 3 of the directive have beéen met.
This approval is subject to periodic surve:llance defined by Annex I, Article 5 of the aforementioned
EC Directlve and can be used by the company W|th the manufacturer s declaratlon of conformity.

Notified - B_edy

_C‘;'ologne, 21-.'08.2008

TUV Rhelnland Product Safety GmbH - Am Grauen Stern - D 51105 Koln
- Accredlted by Zentralstelle der Lander fiir Sicherheitstechnik (ZLS) and . ™
Zentralstelle der Lander fur Gesundheltsschutz bEI Arzneimltteln und Nledrzlnprodukten [ZLG}

o Notlfred ‘inder’ No 0197 to the EC Commlssron

"_g may be used |f aII relevant and effectrve EC Dlrectlves are; comphed wrth (€

10020 00207 @  TUV, TUEV and TUY are registered wrademarks. Utilisation and spplication requires prior appraval. .



Attachment to

Report No.:

Manufacturer:

Scope:

Registration No.:

TUV Rheinland
Product Safety. GmbH
Am Grauen Stein, D-51105 KaIn

HD 60018257 0001
21130563 003

DiaDent Group International
#19-9, Songjung-dong,
Heungduk-gu, Cheongju,
361-290 Choongchong Buk-do
South Korea

Products:

- Gutta Percha Points

- Gutta Percha Obturators

- Temporary Stoppings

~ Pit and Fissure Sealants

- Bonding Agents

- Composite Resins :

-~ Root Canal Filling Material
- Temporary Filling Material

- Root Canal Cleanser

- Compesite Restorative Material
' - Phosphoric Etching Gel

“ ®
TUVRheinland
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. 10]02[!_ 2.07 . @ ; TOV, TUEY and TUV are legislelad_ I.rad_e_m_alks_,_ Ulitisulim_anﬂ_zppl]:nicn_laquims pricr approval.




