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Product Nane : SYRINGE 3ML LL WNDL ECLI PSE 25X5/8 RB
3 nmL BD Luer-Lok™ Syringe with BD Eclipse" Safety 25 G x 5/8in. Thin
Wal | Needle, sterile single use, CE marked

Cat al og Nunber : 305781
Bat ch Number : 8302775
Expiration Date : 2023/10/ 31

REGUL ATORY CONVPLI ANCE AND QUALITY SYSTEM

BD Products conply with the regulatory requirenents of the region in
whi ch these are sold and manuf act ur ed.
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 |1SO 13485: Quality Systens - Medica
Devi ces - Requirenments For regul atory purposes.

STERILITY

Al'l products which are | abeled as “sterile” and rel eased fosal e by BD
are certified to be sterile as long as the package is unopened and
undamaged.
This product is primarily sterilized via Ethylene Oxide. Sterilization
cycl e devel opnent/validation is perforned to 10-6 SAL in accordance
with current | SO 11135 gui del i nes.

Bl OCOVPATABI LI TY

Thi s product has been evaluated in accordance with |1SO 10993
"Bi ol ogi cal Eval uation of Medical Devices", and conplies with al
rel evant sections.

PYROGENI O TY

Al'l products which are | abel ed as non-pyrogenic and rel eased for sale
by BD have been tested per United States Pharmacopeia (USP) chapter 85
- Bacterial Endotoxins Test and neets |limts as specified in chapter
161- Medical Devices-Bacterial Endotoxin and Pyrogen Tests.

QUALITY CONTRO TESTI NG AND RF| FASE

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).
PRODUCT SPECI FI C SPECI FI CATI ONS

Thi s product conplies with the follow ng BD Specification(s): 10005001
BD MANUFACTURI NG SI TE

BD Manufacturing site:
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Becton Di cki nson Medical (S) Pte Ltd

30 Tuas Ave 2, Singapore 639461 SG

Legal Manufacturer:

Bect on Di cki nson and Conpany

1 Becton Drive, Franklin Lakes, NJ 07417 USA

EU Aut hori zed Representative:

Becton Di ckinson Distribution Center NV

Laagstraat, 57 Tense 9140 Bel gi um

CE Certificate Nunmber: 252.231
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