Qﬂ 'B'D Certificate of Conformance

BD Di agnostics
Preanal yti cal Systens
150 South 1st Avenue

Br oken Bow NE 68822-2203 US Page: 1 of 1
Product Name : HOLDER ONE USE NONSTACKABLE
Cat al og Nunber . 364815
Bat ch Nunber . 6245992

MANUFACTURI NG CLAI 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 also | SO 13485: 2003 certified.

Br oken Bow Qual ity Assurance
Rel ease date: 2016/ 11/ 17
Nane: Pam Kl ei n

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