EC Certificate Full Quality Assurance System: KR03/58773

The management system of

META BIOMED CO., LTD.

(Head office & Osong Factory) 634, Yeonje-ri, Gang-oe-myeon,
Cheong-won-gun, Chungcheongbuk-do, Korea

(Cheongju Factory) 414-12, Mochung-dong, Heungdeok-gu,
Cheongju-si, Chungcheongbuk-do, Korea

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

For the following products
The scope of registration appears on page 2 of this certificate.

This certificate is valid from 6 February 2012 until 6 February 2017 and
remains valid subject to satisfactory surveillance audits.

Re certification audit due before 6 February 2015

Issue 26. Certified since 3 April 2003

Certification is based on reports numbered WW/PCI 208838

Authorised by

[#]
3

SGS United Kingdom Ltd, Notified Body 0120

SGS United Kingdom Ltd Systems & Services Certification
202B Worle Parkway, Weston-super-Mare, BS22 6WA UK
t+44 (0)1934 522917 f-+44 (0)1934 522137 www.sgs.com

SGS CE 010311 M2
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EC Certificate Full Quality Assurance System: KR03/58773, continued

META BIOMED CO., LTD.
Directive 93/42/EEC

on medical devices, Annex |l (excluding section 4)
Issue 26

Detailed scope

Sterile Absorbent Paper points;

Gutta Percha points and bars;

Calcium Hydroxide Temporary Filling Material (Metapaste);
Hydraulic Temporary Restorative Material (MD-Temp);
Resin Based Root Canal Sealer (ADSEAL);

Zinc Oxide Based Root Canal Sealer(ZOBSEAL);

Root Canal Cleaning and Smear Layer Removing Solution (MD-
Cleanser, MD-ChelCream);

Warmed Gutta Percha Obturation System (E & Q Plus, E & Q Wireless,
E & Q Master) including Gun, Pen, Gun Needle and Pen Tip;

Dental Temporary Cement (NETC);

Root Canal Length Measuring Device (SmarPex);
Dental Etchant (Meta Etchant);

Dental Resin Cement (Metacem);

P&Bond dental adhesive (Meta P&Bond);

Dental Composite Resin (Nexcomp, Nexcomp Flow);

Bone Void Fillers derived from marine coralline Material (BoneMedik,
BoneMedik-S);

MEPFIL SP Polyglycolic Acid Absorbable Surgical Suture;
Synthetic, resorbable bone void filler (BoneMedik-DM)
Dental Light Curing Cavity Liner (Biner LC).

MEPFIL SP Polyglycolic Acid Absorbable Surgical Suture;
Synthetic, resorbable bone void filler (BoneMedik-DM)
Dental Light Curing Cavity Liner (Biner LC)

For placing on the market of Class Ill devices covered by this cerfificate, an EC Design Examination
Certificate according to Annex Il (Section 4) is required.
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