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& BD Declaration of Conformity

Manufacturer:  Becton Dickinson France S.A.S.
11, rue Aristide Bergés
38800 - Le Pont de Claix France
Tel: (33) 04 76 68 36 36
Fax: (33) 04 76 68 32 92

Authorized Not Applicable
Representative: N/A

Conformity Annex lll of the IVD Directive 98/79/EC.
assessment

procedure:

254652 - BD Microtrol Discs Aspergillus brasiliensis, NCPF 2275/ATCC 16404
254648 - BD Microtrol Discs Bacillus cereus, NCTC 7464/ATCC 10876
254612 - BD Microtrol Discs Bacillus subtilis, NCTC 10400/ATCC 6633
254627 - BD Microtrol Discs Bacteroides fragilis, NCTC 9343/ATCC 25285
254645 - BD Microtrol Discs Campylobacter jejuni, NCTC 11322/ATCC 29428
257719 - BD Microtrol Discs Campylobacter jejuni, NCTC 11351/ATCC 33560
254625 - BD Microtrol Discs Candida albicans, NCPF 3179/ATCC 10231
254611 - BD Microtrol Discs Candida albicans, NCPF 3255/ATCC 2091
257721 - BD Microtrol Discs Candida krusei/lssatchenkia orientalis, NCPF
3953/ATCC 6258

257720 - BD Microtrol Discs Candida parapsilosis, NCPF 8334/ATCC 22019
257461 - BD Microtrol Discs Citrobacter freundii, NCTC 9750/ATCC 8090
254628 - BD Microtrol Discs Clostridium perfringens, NCTC 8237/ATCC 13124
254614 - BD Microtrol Discs Clostridium sporogenes, NCTC 532/ATCC 19404
254609 - BD Microtrol Discs Enterobacter aerogenes, NCTC 10006/ATCC
13048

257464 - BD Microtrol Discs Enterobacter cloacae, NCTC 13380/ATCC 23355
254602 - BD Microtrol Discs Enterococcus faecalis, NCTC 12697/ATCC 29212
257388 - BD Microtrol Discs Enterococcus faecalis, NCTC 13379/ATCC 51299
254999 - BD Microtrol Discs Enterococcus faecalis, NCTC 775/ATCC 19433
257462 - BD Microtrol Discs Enterococcus hirae, NCTC 13383/ATCC 10541
257717 - BD Microtrol Discs Escherichia coli (mcr-1), NCTC 13846

257693 - BD Microtrol Discs Escherichia coli CRE, NCTC 13476

254616 - BD Microtrol Discs Escherichia coli, NCTC 10418/ATCC 10536
254607 - BD Microtrol Discs Escherichia coli, NCTC 11954/ATCC 35218
254986 - BD Microtrol Discs Escherichia coli, NCTC 12241/ATCC 25922
254621 - BD Microtrol Discs Escherichia coli, NCTC 12923/ATCC 8739
257441 - BD Microtrol Discs Haemophilus influenzae, NCTC 12699/ATCC
49247

257718 - BD Microtrol Discs Haemophilus influenzae, NCTC 12975/ATCC
49766

257537 - BD Microtrol Discs Haemophilus influenzae, NCTC 8468/ATCC 9334
257463 - BD Microtrol Discs Klebsiella aerogenes, NCTC 9528

257694 - BD Microtrol Discs Klebsiella pneumoniae CRE, NCTC 13438
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Product:

257691 - BD Microtrol Discs Klebsiella pneumoniae CRE, NCTC 13440
257695 - BD Microtrol Discs Klebsiella pneumoniae CRE, NCTC 13442
257692 - BD Microtrol Discs Klebsiella pneumoniae CRE, NCTC 13443
254656 - BD Microtrol Discs Klebsiella pneumoniae, NCTC 13368/ATCC
700603

254988 - BD Microtrol Discs Klebsiella pneumoniae, NCTC 9633/ATCC 13883
257679 - BD Microtrol Discs Legionella pneumophila serogroup I, NCTC
11192/ATCC 33152

257419 - BD Microtrol Discs Listeria monocytogenes, NCTC 11994

254631 - BD Microtrol Discs Listeria monocytogenes, NCTC 7973/ATCC 35152
257676 - BD Microtrol Discs Neisseria gonorrhoeae NCTC 12700/ATCC 49226
257675 - BD Microtrol Discs Neisseria gonorrhoeae, NCTC 8375/ATCC 19424
257440 - BD Microtrol Discs Proteus mirabilis, NCTC 13376/ATCC 14153
254991 - BD Microtrol Discs Proteus vulgaris, NCTC 4175/ATCC 13315
254992 - BD Microtrol Discs Pseudomonas aeruginosa, NCTC 12903/ATCC
27853

254623 - BD Microtrol Discs Pseudomonas aeruginosa, NCTC 12924/ATCC
9027

254651 - BD Microtrol Discs Salmonella poona, NCTC 4840

254993 - BD Microtrol Discs Salmonella typhimurium, NCTC 12023/ATCC
14028

257552 - BD Microtrol Discs Staphylococcus aureus (MRSA), NCTC 12493
254658 - BD Microtrol Discs Staphylococcus aureus (MRSA), NCTC
13373/ATCC 43300

254629 - BD Microtrol Discs Staphylococcus aureus, NCTC 10788/ATCC 6538
254996 - BD Microtrol Discs Staphylococcus aureus, NCTC 12973/ATCC 29213
254995 - BD Microtrol Discs Staphylococcus aureus, NCTC 12981/ATCC 25923
254647 - BD Microtrol Discs Staphylococcus aureus, NCTC 6571/ATCC 9144
254613 - BD Microtrol Discs Staphylococcus aureus, NCTC 7447/ATCC 6538P
254997 - BD Microtrol Discs Staphylococcus epidermidis, NCTC 13360/ATCC
12228

257444 - BD Microtrol Discs Streptococcus agalactiae, NCTC 8181/ATCC
13813

254603 - BD Microtrol Discs Streptococcus pneumoniae, NCTC 12695/ATCC
6303

254657 - BD Microtrol Discs Streptococcus pneumoniae, NCTC 12977/ATCC
49619

254604 - BD Microtrol Discs Streptococcus pyogenes, NCTC 12696/ATCC
19615

254643 - BD Microtrol Discs Yersinia enterocolitica, NCTC 12982/ATCC 9610

We hereby declare that the above mentioned product(s) manufactured after
2018/04/11 complies with the above listed Directive(s) and its relevant
transposition into national laws of the member states into which we place the

devices.

Signed In Pont de 2018/04/11

Claix, France:

Name and Authority:

Ann Vanlandschoot, Regulatory Compliance

Signature:

Manager Europe & EMA

Technical File Number:
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