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CERTIFICATE OF ANALYSIS

Product:
Ventana :
Roche Number:
Batch Number:

Anti-Pan Keratin (AE1/AE3/PCK26) Primary Antibody
760-2135

05266840001

E05012

Test Acceptance Criteria Results
Functional Skin slide reading must score 3.5+ or greater on a scale of 0-4+ PASS
Staining on skin,
liver, breast Liver slide reading must score 3.5+ or greater on a scale of 0-4+ PASS
cancer, prostate
cancer, and Breast cancer slide reading must score 3.5+ or greater on a scale
PASS
colon cancer. of 0-4+ |
May use multi |
tissue block if Prostate cancer slide must score 3.5+ or greater on a scale of 0-4+ PASS |
ilabl
avaiiable Colon cancer slide must score 3.5+ or greater on a scale of 0-4+ PASS
Background reading must score 0.5+ or less on a scale of 0-4+ PASS
Intensity difference between sample and a reference must be 0.5+ PASS
or less on a scale of 0-4+
Visual Inspection Reagent must be free of foreign material and substantially free of PASS
intrinsic 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.
Expiry date: 2016-07-28
Manufactur e: 11-Jul-2014
Patricia Gomez 1 )Mj Wy
Quality Departmery Date
Ventana Medical Systems, Inc. 1910 E. Innovation Park Drive Phone: +1 520 887 2155 www.ventanamed.com
Tucson, Arizona 85755
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