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ЕU Dес|tаrаtiоп of Сопfогmitу
lп асооrdапсе with EU Regulation 20171746 of the European Parliament and of the Сочпсil of 5 Арril
2017 оп iп vitro diagnostic medioal devices.

мапufасturеr:

Single Registration NчmЬеr (SRN)
м ап ufactu rеr:

Vепtапа Medical Systems lnc,
1910 Е lппочаtiоп Раrk Drive
Тчсsоп, AZ 85755, USA

US_MF-000016993

Authorized Representative; Roche Diagnoзtics GmbH
Sandhofer Strаsзе 110
68305 Маппhеim/ Gеrmапу

ýingleRegistrationNumber(SRN) DE_AR-00000B2B2
Authorized Representative:

This declaration is issued under the sole responsibility of Ventana Medical Systems lпс

product lnformation

U
а52720 7001 а п

lntended Рчrроsе:

Risk Class:

Соmmоп Specifications :

Red Соuпtеrstаiп ll is intended to aid microscopic bright field оЬsеrчаtiоп
for iп situ hybridization applications" Red Сочпtеrstаiп ll is fоr uýе with
formalin-fixed,.paraffin-embedded tissue оп а ВепсhМаrk lHC/lSH
iпstrumепt.
This reagent is intended fоr iп чitrо diagnoýtic (IVD) use.

Class А

Not applicable as по Соmmоп ýpecifications exist fоr the сопсеrпеd device.

Conformity of the product with EU Regulation 2017П46 and other applicable EU legis|ation has Ьееп
established.

Оп behalf of Vепtапа Medical Systems lnc.

Plac_g: Тuсsоh, AZ Q5755, USД .. . ......,._. . . .

Date: 29-Маr -2а22

ý# hoa*
Jeff Воопе

Site Head of Quality Function

Place: дZ

Date: 28-Ма r -2О22

hJ*(lg5i)*
п ч rýоп

Site Head of Regulatory
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