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EU + DECLARATION OF CONFORMITY
IVDR 2p17/746

MSwab®

| ' |
MANUFACTURER: Copan Italia Sip.A., ‘/ia F. Perotti 10, 25125 Brescia, Italy

SRN NUMBER: !T—MF~000022i 535

, ®
NAME OF THE DEVICE: ol il
(See the attac |7ed list of product code)

INTENDED PURPOSE: | The MSwgb‘@;fsysa_fem is used for the collection, transport and
preservation of clinical specimens from the collection site to the
testing !abon‘::tory. In the laboratory, specimens collected in
MSwab® system J‘an be analysed using standard clinical
procedures foy \ '

T

list, meet the provisions of Regylatior

bacterfal culture of aerobic \and facultative anaerobic
gram-positive microorganisms; i Y
viral cqleure|of HSV 1 and HSV 2 vifuses; | —— )
Nucleig acid|detection of bacteria and viruses.
BASIC UDI-DI: 8053%2,69%?50,4%4004,45 —
CLASSIFICATION ACCORDING assA non-st ,u:.ile',"ﬁ,lle 5
TO IVDR 2017/746 (ANNEX - J | ‘
VIi): I
CONFORMITY ASSESSMENT | |lAnnex Il + Anniex 11l (Annex V)
ROUTE: t
NOTIFIED BODY: !N.A. | | !
| l
EU CERTIFICATE NUMBER N.A. |
AND VALIDITY: . [
|
| |
Under our own sole responsibility, we here FTé:t\th the products, as specified in the product
" | L~
[

017/746 e European Parliament and of the Council
of 5 April 2017 on in vitro diagnosti ical deyices.| All supporting documentation is retained
under the premises of the manufacturer. |

This declaration is supported by|the Quality System certification based on the standard EN I1SO
13485:2016 Quality Managemept System certiffjcatel
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Elisabetta Zanella

Chief Regulatory Officer

COPAN ITALIA S.p.A




