BD Declaration of Conformity

anufacturer:
Becton, Dickinson and Company
T Loveton Circle
Sparks, MD 21152 USA
Authorized Benex Limited
[Representative: Pottery Road, Dun Laoghaire
Co. Dublin, Ireland
Tel: +353.1.202 5222
Fax: +353.1.202 5388
Conformity Annex lll of the VD Directive 98/79EC.
assessment
ocedure:
Product: 448008 - BD Phoenix PID Panel (see Annex A for list of
variants)

We hereby declare that the above mentioned product(s) manufactured after
7/24/2017 complies with the European In Vitro Diagnostic Directive and its relevant transposition
into national laws of the member states into which we place the devices.

Signed In Baltimore:  [//24/2017

IName and Authority: Bradford M. Spring . VP Requlatory Affairs

Signature: ./E-%b“j-f?"-’/—"f"/ 7 —‘%;-‘7

Technical File Number: BALTERPHXGRAMPOS



Annex A

GRAM POSITIVE PHOENIX PANELS

BALTERPHXGRAMPOS ver. L

Primary Catalog Number and Product Name:

| 448008 | BD Phoenix™ PID |

Variants:

448061 BD Phoenix™ PMIC/ID-62
448082 BD Phoenix™ PMIC-65
448089 BD Phoenix™ PMIC/ID-67
448284 BD Phoenix™ PMIC-75
448292 BD Phoenix™ PMIC-79
448307 BD Phoenix™ PMIC/ID-74
448420 BD Phoenix™ PMIC 84
448436 BD Phoenix™ PMIC/ID-86
448437 BD Phoenix™ PMIC-85
448438 BD Phoenix™ PMIC-89
448439 BD Phoenix™ PMIC-90
448444 BD Phoenix™ PMIC/ID-93
448531 BD Phoenix™ PMIC/ID-14
448580 BD Phoenix™ PMIC/ID-30
448610 BD Phoenix™ PMIC/ID-87
448611 BD Phoenix™ PMIC/ID-89
448613 BD Phoenix™ PMIC-95
448614 BD Phoenix™ PMIC/ID-95
448616 BD Phoenix™ PMIC/ID-94
448619 BD Phoenix™ PMIC/ID-90
448650 BD Phoenix™ PMIC-87
448652 BD Phoenix™ PMIC/ID-91
448761 BD Phoenix™ PMIC/ID-69
448762 BD Phoenix™ PMIC-72
448763 BD Phoenix™ PMIC/ID-70
448768 BD Phoenix™ PMIC-71
448769 BD Phoenix™ PMIC/ID-71
448775 BD Phoenix™ PMIC/ID-72
448787 BD Phoenix™ PMIC/ID-76
448789 BD Phoenix™ PMIC/ID-77
448796 BD Phoenix™ PMIC/ID-88
448798 BD Phoenix™ PMIC-88
448799 BD Phoenix™ PMIC/ID-78
448847 BD Phoenix™ PMIC/ID 83
448907 BD Phoenix™ PMIC/ID-53

Revision date: 09-Jul-2018
Technical File Number: BALTERPHXGRAMPOS



448911
449009

449038

449057
449055
449064
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BALTERPHXGRAMPOS ver. L

BD Phoenix™ PMIC/ID-55
BD Phoenix™ PMIC-96

BD Phoenix™ PMIC/ID-111
BD Phoenix™ PMIC/ID-600

BD Phoenix™ PMIC-600
BD Phoenix™ PMIC-111
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