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BD Medi cal Surgical Systens
Road 31, KM 24.3

Juncos PR 00777-4010 PR Page: 1 of 1
Product Nane : TUBE M CRO WM CROGARD GLU GR
Cat al og Nunber : 365992 Manuf acture Date :2019/05/29
Bat ch Number 9143571
Expiration Date : 2020/ 07/ 31

REGULATORY COVPLI ANCE AND QUALI TY SYSTEM

BD Products sold in the US conply with the current FDA Quality System
Regul ati on 21CFR820. Medi cal devices are listed with FDA per 21CFR807.
Manuf acturing sites are registered with FDA per 21CFR807. The devi ces
satisfy FDA pre-nmarket notification requirenents per 21CFR 807

BD Products which are CE marked conply with Medical Devices Directive
93/ 42/ EEC and are manufactured within production facilities that conply
with the International standard | SO 13485.

STERI LI TY

This product is non-sterile.

QUALI TY CONTRCL TESTI NG AND RELEASE

Represent ati ve production sanples are collected and i nspected in
accordance with current applicable product specifications. Inspection
records are reviewed and signed off by qualified personnel for product
rel ease. The rel eased devices neet applicable BD product

speci fication(s).

BD Manufacturing site:

BD Caribe LTD. Rd 31, Km 24.3
Juncos, Puerto Rico 00777

USA

Legal Manufact urer:

Bect on, Dickinson and Conpany

1 Becton Drive, Franklin Lakes, NJ 07417
USA

-

Eduar do Vega
Qual ity Manager
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