
Certificate of Analysis

Product name
ISH AMPLIFICATION KIT

Material No.
07729022001

Lot No.
N03252

Date of Manufacturing
2025-03-24

Expiry Date
2026-08-20

Parameter Result Unit

Visual Inspection

Reagent must be clear of foreign material and
particulate matter, and free of turbidity

Pass

Functional Staining

ISH Amplification Kit test slides are read and
compared to OptiView DAB Detection Kit test slides.

Specificity is acceptable for CONFIRM anti-bcl-2 tested
with OptiView DAB Detection Kit. Interfollicular T cells
in Tonsil, B cells of the Mantle Zone. Localization is
cytoplasmic and when tested with ISH Amplification
Kit is greater than or equal to 1.0 point when
compared to OptiView DAB Detection Kit.

Background Grading is acceptable when no Antibody
Control (Reaction Buffer) tested with OptiView DAB
Detection Kit with some discernable non-specific
staining, which would not be obtrusive to stain
interpretation nor appear as a false positive signal.
Tested with ISH Amplification Kit are acceptable
when equivalent to slides tested with OptiView DAB
Detection Kit.

Pass

This lot meets our specification

Issue date 2025-04-09 Page 1  of  2

Ventana Medical Systems, Inc.
1910 Innovation Park Drive
Tucson, Arizona 85755
Phone: + 1 800 227 2155
http://www.ventana.com



Certificate of Analysis

Product name
ISH AMPLIFICATION KIT

Material No.
07729022001

Lot No.
N03252

Date of Manufacturing
2025-03-24

Expiry Date
2026-08-20

Disposition by
Lupe Villarreal

This certificate is a computer printout and has therefore not been signed by hand.
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