
EU, Dесlаrаti]оп of СЪпfоrrпitу
lnaccordancewithEURegulation2017П46oftheEuropeanParliamentandoftheCouncilof5дpril
2017 оп iп vitro diagnostic medical devices,

мап ufactu rеr: Vепtапа Medical Systems lnc,

1910 Е lnnovation Park Drive
Тчсsоп, AZ 85755, USA

US-MlF-000016993Single Registration NчmЬеr (SRN)
пл ап ufactu rеr.

Authorized Rерrеsе ntative: Roche Diagnostics GmЬН
Sandhofer Strasse 116

бS305 Маппhеim
Gеrmапу

DE_AR-000006262Single Registration NumЬеr (SRN)

Authorized Represe ntative:

This declaration is issued чпdеr the sole responsibility of Vепtапа Medical Systems lnc,

Рrо{чсt Infor,m,ation

lntended Рчrроsе: Lcs (predilute) is а prediluted coverslip solution intended fоr lаьоrаtоrу use

as а Ьаrriеr beiwpen the аqчеочs гeagents апd the аir" This Ьаrriеr

рrеvепts evaporation, thereby providirig а stable aqueouý епvirопmепt fоr

the immunohistochemistry, immuпосуtБсhеmiчtrу, оr in situ h ybrid izatio п

reactions оП ВепсhМаrk сХ and BenchМark ХТ iпstrumепts. This rеаgепt

is intended fоr iп чitrо diagnostic use,

Risk Class: Clasb А

commonSpecificationз:NotapplicableasnoCommonýpecificationsexistfortheconcerneddevice.

ConformitY of the productwith EU Rеgчlаtiоп2017П46 апd other applicable EU legislation has Ьевп

established.

оп behalf of vепtапа Medical systemý lпс.

Place: Tucso п. AZ в5 USA Pla.o,e: Тuсsр,п, AZ 89Т55, UýA , ., .

zZ-FеЬ -2а22 01-Ма r -2022
Date:

"h.# hоч* hJ* &лпоrп,

п Счrýоп

Site Head of Qual}ty Fчпсtiоп Site Head of Regulatory А
i'л
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