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CERTIFICATE OF ANALYSIS

Product Name: CONFIRM Anti-P
Ventana [REF];
Roche Number: 05277990001 &(05278392001 |

1E2) Primary Antibody
790-2223 &(790-4296

Batch Number: G07641

Test Acceptance Criteria Result
Functional Staining The nuclear staining will be interpreted according to the PASS
on Breast following approximate percent tumor cell staining criteria:
Carcinoma Tissue 0-50% cell staining (negative)
51-100% cell staining (positive).
The specific stain intensity must also be within 0.5 pt. of the PASS
reference batch for a passing result (Scale 0-4+).
The background intensity must be within 0.5 of the negative PASS
control slide (Scale 0-4+).
The intensity of the negative reagent control slide must be 0.5 PASS
or less (Scale 0-4+).
Visual Inspection Reagent must be free of foreign material and substantially
. PASS
free of particulate matter
Reagent must be clear and free of turbidity PASS
Bioburden Visible bacterial colonies must be less than or equal to 100
PASS
CFU/mL
This lot met the specifications.
Expiration date: 2018/09/28
Manufacture date: 28/SEP/2016
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Quality Department Date
Ventana Medical Systems, Inc. 1910 E. Innovation Park Drive Phone: +1 800 227 2155 www.ventana.com

Tucson, Arizona 85755
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