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This pe e

with the /
Manufacturing Practces (cGMP) contamed m Tile 21 Fant 820 of the Code of Federal Regulations (CFR). Th
company's manufacturing establishments are registered, and i3 medical devices are listed with the FDAL Hardy
Dignostics’ quality management system & certiled wo 150 13455 for medical devices.

Ripresentative samples of the powder It were tested and found 1o meet the specifications lsted on this certifa
and publshed on the Instroctions for Lse (IFU) for this produet 25 located on the Hardy Diagnestics. websile,
appheable. In additaon, this lot conforms 1o the quality eontrol standards Eted in the reflerence document, whe
indicated. End-users of commercially prepared cullure medis and reagenis should perfiorm QO testing in aceon
with applcable government regulstory agencies and in compliance with sccreditation requirements. Hardy Diag
recommiends end-user to check for signs of comammation and deteroration and, i dictated by laboratory gual
cantrol procedures or regulstion, perform QC wesimg Lo demonsirale a posiive reaction and'or & negative react
applicable.

Detiyedrated culiure media requires Turther preparation anc'or supplementation m order 10 meet the performance
characteriatcs: mdacated below. Unless otherwse led, ths el i nol labeled & sterile and requires addat
pm:u:m:.i.ng 1 s hieve the user desined :Eur:i:i_'( assursmce kel

Performance Testing

Test Organism - - - ]
Saimaneila en #i; red codaniles with black cente
ShigeNs Fewne #i; red to pink colonles
. v
Enterococcus fascals - E'?::ﬂ_a:l_l? compdzte Inhibtion; small
< »
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