
HYGIENE3SO SWI55 O MADE

Declorotion of Conformity
PROSEPT@ Sproy

We, Hygiene 350 AG, declore under our sole responsibility thot the medicol device PROSEPToSpToy of closs IIb meets oll the provisions of
Directive 93/42IEEC, which opply to it.

Applied normotive documents
ENISO13485,ENIS014971,EN14885,8N13624,EN13697,EN13727,EN14476,EN14348,EN14561,EN14562,EN14563,RKI/
DW guidelines

Conformity ossessment procedure
Annex II.3 of Directive 93l42lEEC

Notifred body (if consulted)
SQS Schweizerische Vereinigung ftir
QuolitAts- & Monogementsysteme
Postfoch
3052 Zol ikofen
Switzerlond

C€
1250

Pfriff ikon ZH, 27 .09.201 9
Hyglene360 AG

Ursulo Suter
Generol Monoger

Oro Ciear
Allrnr:n'

info@oroc-iqaq'co

Pagelofl EN82873AF202

Hygiene3S0 AG Bi.ielstrasse t7 . 8330 pf dffikon ZH , Switzerland

-

ll}l www enosrPr.cot't !

Tel. + 41 (0)44226 44 99 ' Fax: ++1 (0)44 226 4466. Email: info@prosept.com .www.prosept.com . www.hygiene36g.com



HYGIENE3SO

Declorotion of Conformity
PROSEPT@ Fortis

We, Hygiene 360 AG, declore under our sole responsibility thot the medicol device PROSEPTo Fortis of closs IIb meets oll the provisions of
Directive 93lA2|EEC,which opply to it.

Applied normotive documents
ENISO1348s,ENIS014971,EN14885,EN13624,EN13727,EN14348,EN14476,EN14561,EN14562,EN14563,RKI/DW
guidelines

Conformity ossessment procedure
Annex II.3 of Directive 93lA21EEC

Notified body (if consulted)
SQS Schweizerische Vereinigung f0r
Quolit<its- & Monogementsysteme
Postfoch
3052 Zollikofen
Switzerlond

CE mork offixed

C€
1250

ffriffikon ZH, 27.09.201 9
Hyglene360 AG

Ursulo Suter
Generol Monoger

r

SWISS O MADE

gys Qlsr.t"AF,emie AG
r Allrn en / ' se 21
I AgZ0 h6r ,iartorf
\AJ.S.++rehe-C .

info@oQ$an.com

Pagelofl EN3C77581890

Hygiene3S0 AG . Btielstrasse 17 . 8330 Pfiffikon ZH . Switzerland

-

I i[l www enosEpr.cot"t I

Tel, + 4l (o\44226 44 99 Fax: +41 (o)a4226 44 56. Email: info@prosept.com .www.prosept.com . www.hygiene36g.com



HYGIENE3SO

Declorqtion of Conform ity
PROSEPT@ Wipes

We, Hygiene 350 AG, declore under our sole responsibility thot the medicol device PROSEPT@Wipes of closs IIb meets oll the provisions
of Directive 93/A2lEEC,which opply to it.

Applied normotive docurnerrts
ENISO13485,ENISO14971,EN14885,EN13624,EN13727,EN14348,EN14476,EN16615,RKI/DWguidelines

Conformity ossessment procedure
Annex IL3 of Directive 931\2|EEC

Notified body (if consulted)
SQS Schweizerische Vereinigung f0r
Quolitcits- & Monogementsysteme
Postfoch
3052 Zollikofen
Switzerlond

LL rnuik uffixed

C€
1250

ff dff ikon ZH, 27 .09.201 9
Hyglene350 AG

Oi'o Ciean ernie Au.
Allmen se 21

Ursulo Suter
Generol Monoger

SWISS O MADE

Pa8e1of1 ENF4D57D64ED

Hygiene3S0 AG . Btielstrasse l7. 8330 Pfiffikon ZH . Swltzerland
Tel. + 41 (o)44226 44 99 Fax: +41 (o)44226 44 66 Email: info@prosept.com www.prosept.com . www.hygiene36o.com
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