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EC Cert¡f¡cate
DGM - 605

This is to certify that the quality system of

OraSure Technologies, lnc.
220 East First Street

Bethlehêffi, PA 18015-1360
USA

has been approved in conformity with the requirements of
Annex ll, section 3.2 - Full quality assurance system

of Council Directive 93l42lEEC concerning medical devices as amended and transposed into Danish law

The scope of the certification is:

Design, development and manufacture and final inspection of
Cryosurgical devices in class lla and Oral specimen collection

kits in class lll

The EC certif¡cate is valid provided thet the quality system continues to conform to the above-mentioned scope and provided that the
company does not introduce s_ubstantial changes to the quality system without the approval of DS Certificering ruS. in¡s eC certif¡cate
is issued pursuant to the DS Certifìcering A,/S rules for the certifiðation of medical devices and entitles the certificate holder to affix the

CE mark.
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The following product families in class lll are covered by the certificate
and by the EC Design Examination Certificate DGM-622:

ORASURE@ oral specimen collection kits
INTERCEPT@ oral specimen collection kits

DANISH MEDICAL
DEVICES CERTIFICATION

DGM

DS

The following product families in class lla are covered by the certificate:

HISTOFREEZER@
Freeze 'n GIear skin Glinicr' Advanced wart and verruca Remover

Freeze 'n Glear skin clinicr' Advanced skin tag remover

The authorized EC representative:

Qarad b.v.b.a
Volmolenheide l3

2400 Mol
Belgium

Certificate number:
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