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TIEU CHUAN KY THUAT

Chiing loai san pham
BenchMark Special Stains System

Pac tinh chung
Hoan toan ty dong Séy tiéu ban, loai paraffin va nhugm cho céc xét nghiém nhuom dac bict
Vong xoay tiéu ban 1-20 tiéu ban duoc kiém so4tt nhiét do riéng bi¢t cho timg vi tri
Vong xoay hoa chat 25 vi tri dat thude thir

- Kich thude 25 mm x 75 mm, 1 in x 3 in hodc 26 mm x 76 mm, loai Super Frosted
Tiéu ban

Plus

L ) Lén dén 4 loai hoa chét co ban chira trong cac binh co thé tich tr 3 dén 6 L, két ndi

Hoa chat co ban

Ngudn cung cap nudc cat
Tinh hé thong

Thiét ké

Chumng nhén

true tiép vao may
Theo hudng din C3-A4 ctia CLSI vé nude cat ding trong phong xét nghiém

1 may tinh ¢ thé quan Iy tir 1-8 méy BenchMark Special Stains va
BenchMarkULTRA

Doc lap hodc co thé diéu chinh lap dat trén gid o néu can

CSA,EMC, C

Kiém soéat nhiét do

Nhi¢t d¢ hoat dong clia may

37°C-70°C (98°F - 158°F)

Mbdi trwong hoat dong

Toa nhiét 400 BTU/gio khi may nghi, 1000 BTU/gi¢ khi mdy hoat dong
Nhiét do moi truong 20°C - 32°C (68°F - 90°F)
Do am 10% - 90%, khong ngung tu
Vi trf dit méy 10% - 80%, khong chong chat
Dic diém vé dién &p
Hiu dién thé 230 VAC £ 10%
Cudng d¢ dong dién 3 Amps
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Tén s6 50/60 Hz
Két ndi ngudn dién Day ngudn phit hop véi thyc t cia nude s tai
B0 bao vé Module chét thai: 6.3 Amps, 250 Volts, 5 mm x 20 mm, tdc dong nhanh
Dac tinh co hoc Module nhugm Module héa chat co ban Than may
Kich thuge 40.9 cmx.66 cm.x38.4 508 cmx 61 emx 38,1 em 50.8 cmx 61 crpx52.1
. em (16.1 inx26inx 15.1 . . . ¢m (20 inx 24 in x 20.5
(Dai x Rong x Cao) . (20inx24inx 15 in) .
in) in)
Khéi lugng 30.8 kg (68.0 Ibs) 23.04 kg (50.8 Ibs) 22.5kg (46.9 Ibs)
Mat trén 65.405 cm Mit trén 0.0 cm (0.0 in) Mit trén 0.0 cm (0.0 in)
o (25.75n)
Khoéng hd , . :
Mat bén 10.2 cm (4 in) Mit bén 10.2 cm (4 in) Mit bén 10.2 cm (4 in)
Mat sau 15.2 cm (6 in) Mt sau 15.2 cm (6 in) Mt sau 15.2 cm (6 in)
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EC Declaration of Conformity

1, the undersigned, hereby declare that the products specified below conform to Annex III of Directive
98/79/EC of the European Parliament and Council of 27 October 1998, on in-vitro diagnostic medical
devices (and its relevant transposition into the national laws of the Member States in which the device is
intended to be placed on the market); and

to Annex VI of Directive 2011/65/EU of the European Parliament and Council of 8 June 2011 on the
restriction of the use of certain hazardous substances according Annex II (lead, mercury, hexavalent
chromium, cadmium, polybrominated biphenyls and polybrominated diphenyl ethers) in electrical
and electronic equipment (and its relevant transposition into the national laws of the Member States
in which the device is intended to be placed on the market).

Manufacturer: Ventana Medical Systems, Inc.
Address: 1910 E. Innovation Park Drive
Tucson, AZ USA 85755
European Authorized ROCHE DIAGNOSTICS GmbH
Representative: Sandhofer Strasse 116
D-68305 Mannheim
Germany
Manufacturing Site: See Attachment
Product name: Benchmark Special Stains Stainer Module
Roche P/N: 06468373001
Classification: General IVD
Technical Data File: TDF 0451
Date of First CE Marking: 27-April-2012
Name of Authorized Signatory: Deepshikha Bhandari

Vice President, Regulatory Affairs

Signature: Q(Zy/%/[/u %"’V VL Date: 2%~ JuLy - 20ib
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The Benchmark Special Stainer includes the following accessories:

Accessory Roche Manufacturing Site
Part #

Reagent Tray, BMK Special Stains 06563716001 Ventana Medical Systems, Inc.

1910 E. Innovation Park Drive

Tucson, AZ 85755
Benchmark GX Drawer 05894689001 Sanmina RSP of Mexico, S.A. DE C.V.
Benchmark Special Stains AFM 06468322001 Plant 6 GDL
Benchmark Special Stains Waste 120V | 06468357001 %ar‘r. Guladailajaga: Chz}piﬂa i 155 Na. 20
Benchmark Special Stains Waste 230V | 06468365001 M:JX‘:E)“ 4‘3506 43 MR, S
Benchmark Special Stains Waste 100V | 06468349001
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