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November 27, 2017
Requests for Safety Data Sheets (SDS)

The United States Occupational Safety and Health Administration (OSHA) now requires
Hazardous Chemical reporting to be completed on a uniform Safety Data Sheet (SDS) rather
than the previously used Material Safety Data Sheet (MSDS). OSHA has standardized the
Hazard Communication Standard (HCS) in order to better align with the Globally Harmonized
System of Classification and Labelling of Chemicals (GHS) now being implemented worldwide.
Safety Data Sheets are documents that travel with or ahead of hazardous chemical shipments,
warning users of the specific dangers of such products and guidance on their safe handling,
storage and disposal.

Medical devices are exempt from OSHA rules (see 29 CFR 1910.1200(c)) with the Food,
Drugs and Cosmetics Act (FD&C) and Title 21 of the Code of Federal Regulations (21CFR) taking
precedence. Specifically, medical devices are considered to be ‘articles’ as defined by the HCS,
therefore not requiring an SDS. Products manufactured or fabricated into an ‘article’ are
typically whole units that do not and cannot pose a risk in that they cannot be ingested,
inhaled, or absorbed into the body. However, medical device labelling is equally stringent and
the relevant warnings must be clearly displayed on all levels of packaging and in the
accompanying Package Insert or Instructions for Use documentation.

The following ZeniMedical products are registered as medical devices and consequently
do not have SDS: ZeniFiber, ZeniFoam, ZeniFoam Gentle, ZeniFoam Gentle Border, ZeniPlast
and ZeniPad Plus. SDSs are not designed for individual end-users to identify individual
components or for detailed formula information. This is beyond the intended scope of the SDS
documents.
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