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CERTIFICATE OF ANALYSIS

This is to certify that the product listed below was manufactured and inspected in accordance with the US
Food and Drug Administration (FDA), ISO 13485 Quality System Requirements, and Covidien
specifications; the subject product complies with all requirements. Further, the product is listed with the
FDA and is manufactured at a facility which is registered with the FDA. All original records are maintained
at the manufacturing facility.

Product: TT-BCS Gra16 x 100 10mL P.O. - F

item Code: 8881352796

Lot Number: 203948

Manufacture Date: March 16, 19-20, 2012

Expiration Date: 2014-02

Country of Origin: United States of America

Tested For Acceptance Range Results Reference

Sodium Fluoride Min .0880 g/tube Min .0915 g/tube FS10026251
Max .1120 g/tube Max .1081 g/tube

Potassium Oxalate Min .0150 g/Tube Min.0195 g/Tube FS10026251
Max.0260 g/Tube Max.0222 g/Tube

H20 Draw Min 69 mm/ Max 73 mm__ | Min 70 mm/Max 73 mm FS10015185

Stopper Removal Min 4.0 Ibs. Min 5.81 Ibs. GS10001670

Assay Spec.15.0-26.0mg/tube | Min. 19.76 mg/tube FS10026251

Potassium Oxalate Max. 24.70 mg/tube

Assay Spec.88.0-112.0mg/tube | Min. 88.10 mg/tube FS10026251

Sodium Fluoride Max. 93.30 mg/tube

Sterilized by Gamma Radiation - This certifies that sterilization records for the product listed on this

certificate have been reviewed and found to be in compliance with the current Covidien requirements for

sterility. These products have been processed in a validated sterilization cycle which meets the current
dards and recommended practices in accordance with ANSI/AAMI/ISO standards.
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Robin Rodelle
Quality Assurance Date
COMMONWEALTH OF MASSACHUSETTS
Bristol County
e » , _
On this L dayof _lanyury ,20_1 % | before me, the undersigned notary public, personally

appeared Robin Rodelle, proved’\}o me through satisfactory evidence of identification, which were personal
knowledge, fo be the person whose name is signed on the preceding or attached document, and
acknowledged to me that she signed it voluntarily for its stated purpgse. R
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My commission expires: My 3 o) 3

1222 Sherwood Rd
Norfolk NE 68701
402-371-9010
www.covidien.com




