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CERTI FI CATE OF STERI LI TY

Al'l products which are | abeled as either "Sterile" or "Sterile
Interior" and rel eased for sale by BD Di agnostics Preanal ytical Systens
are certified to be sterile as long as the product package or product

i s unopened and undanaged. For those products | abeled "Sterile
Interior” only the product interior is sterile.

MANUFACTURI NG CI Al M

BD Di agnostics Preanal ytical Systens products are manufactured in
accordance with the medi cal device regulations (21CFR820) and conply

wi th Medical Device Reporting (MDR) Regul ations (21CFR3803). Al
products and manufacturing facilities conply with FDA registration and
listing requirenments (21CFR807). The rel eased products satisfy BD

Di agnostics Preanal ytical Systens finished product specifications. The
Broken Bow facility is al so CVMDCAS and | SO 13485: 2003 certifi ed.

Thi s product conforns to product specification VS57886.

This certificate is produced and controlled electronically and is valid
wi t hout handwitten signature.

Jenni fer Jackson
Qual ity Assurance Manager
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