PPE - Isolation Gowns

Designed to protect the healthcare workers
skin and underclothing from infectious
biological fluids

Warning: Terminology of gowns is confusing!
The technical performance data rather than

what it is called will inform whether it is
suitable and where it can be used.
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PPE - Protective Suits aka Coveralls

Designed to protect the body
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Medical Device - Surgical Face Masks - single

use - sterile or non sterile IV

* These types of mask look similar either with ear loops or with
ties,

» The packaging should state the type (or similar description) of
mask

« CE mark on box/label (not on individual devices)
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Medical Device - Surgical Gowns
non sterile or sterile — single use or reusable

+ Some gowns are intended to be reused and will come with instructions
on how to reprocess them

» User will select the gown based on its performance and its anticipated
challenges when in use (duration of use/exposure to volumes of liquid
etc)
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Medical Device - Surgical and Examination
Gloves

» Single use surgical (sterile) gloves

» Single use examination (usually non-sterile) gloves

Sterile Surgical Gloves

Nen-sterile Examination
gloves
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Requirements
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Normal Requirements for PPE for C-19

Must meet essential Health and Safety Requirements (this is usually done through
meeting a specified standard (called a Harmonised Standard)

All PPE for protection against biohazards such as C-19 is Category 3 PPE (the highest
level)

Must be type approved by a Notified Body

Must have a 3" party Notified Body assess the production of the PPE (this may be by
using audit or sampling product from the production line and testing)

Must be CE Marked and bear the Notified Body number of the production checks

Notified Body numbers can be checked here: https://ec.europa.eu/growth/tools-
databases/nando/

Must be accompanied with or have a web link to the Declaration of Conformity

Must have instructions for safe use.
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