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Customer Information Notice: CIN141

trophon® Companion Cleaning Wipes & trophon® Companion Drying
Wipes

trophon Companion Cleaning Wipes

Intended Use:

trophon Companion Cleaning Wipes are intended to clean and low level disinfect the
hard surfaces of medical devices and equipment and to pre-clean & remove protein and
gel from ultrasound probes prior to high level disinfection (HLD)' with a trophon device.
These wipes are single use only.

trophon Companion Cleaning Wipes have been tested and granted United States
Environmental Protection Agency (EPA) approval for effectiveness against SARS

Associated Coronavirus and SARS-Related Coronavirus 2, cause of COVID-19.2

trophon Companion Drying Wipes

Intended Use:

trophon Companion Drying Wipes are intended to dry ultrasound probes before
commencing the HLD process with a trophon device and to wipe the probe after the
HLD process. These wipes are for single use only and do not have any therapeutic
purpose.

trophon Companion Drying Wipes are a low-lint wipe. Please be advised that there are
many terms used for lint levels on commercially available products as well as in probe
Original Equipment Manufacturer (OEM) Instructions for Use (IFUs) such as ‘lint-free’,
‘free-of-lint’, ‘non-linting’ or ‘low-lint’. Nanosonics has reviewed industry guidelines such
as 1ISO 9073-10:2003 (Textiles — Test Methods for Nonwovens) and has concluded that
there are a lack of formal definitions and requirements stipulating the appropriate
labelling of linting levels and the associated claims. No wipes can be completely free of
particles generation or the presence of lint and therefore Nanosonics has adopted the
‘low-lint’ description for its trophon Companion Drying Wipes.
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Product Specifications

fophon* .0'.
e, @
Product Image o
Product Name trophon 'Comp.anion trophon Companion Drying
Cleaning Wipes Wipes
Product Code N00112-US N00113
Quantity 100 wipes/canister; 6 canisters/carton
Wipe Size 7x11" (18 x 28 cm)
Basis Weight 34 gsm 54 gsm

Polyethylene Terephthalate

Wipe Material Polypropylene (PP) (PET) and cellulose

Fragrance-free disinfectant3

Formulation (see product label for list of N/A
ingredients)

Canister Size 51x8.3" (13 x 21 cm)

Canister Lid Color Blue White

e Lot Number

e Date of Manufacture
(format: YYYY-MMM-DD)

e Use by Date

Variable Data (format: YYYY-MMM-DD) Lot Number

Use by Date: within 24 months
of manufacture*

Variable data printed on bottom
of the canister

Neither the product nor packaging for both the trophon Companion Drying Wipes and
trophon Companion Cleaning Wipes are made with natural rubber latex.
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Product Disposal

To supplement the recyclability statements on the product labels, Nanosonics
recommends that customers obtain local advice to ensure compliance with all relevant
local laws, regulations, and standards regarding the disposal of the trophon Companion
Cleaning Wipes and trophon Companion Drying Wipes and its associated sub-
components (including its packaging).

To support customers in their assessment of the appropriate disposal procedure, the list
of materials used in the packaging of the trophon Companion Cleaning Wipes and
trophon Companion Drying Wipes is as follows:

trophon Companion Cleaning Wipes &
trophon Companion Drying Wipes

Outer Carton Corrugated Fiberboard

Canister Body High Density Polyethylene (HDPE)

Blend of High Density Polyethylene (HDPE)
and Low Density Polyethylene (LDPE)

Canister Label Laminated Paper

Canister Seal

(if applicable)

Product Name

Canister Lid

Polyester (PS) film

The trophon® family includes trophon® EPR, trophon®2 and trophon®3 which share the same core technology of
'sonically activated' hydrogen peroxide.

Nanosonics and trophon is a registered trademark of Nanosonics Limited in many major markets.

" Internal Nanosonics testing according to guidelines from FDA 2015. Reprocessing Medical Devices in Health Care
Settings: Validation Methods and Labelling.

2 United States EPA approval of formulation utilized in trophon Companion Cleaning Wipes against SARS-CoV-2,
accepted on November 30, 2023, available https://www3.epa.gov/pesticides/chem_search/ppls/006836-00340-
20231130.pdf

3 Current and previous releases of the trophon Companion Cleaning Wipes utilised the same formulation, registered
to the United States EPA under Distributor Registration Number: 6836-340 93267.

4 Nanosonics has evidence of validated Cleaning Wipes product performance for the first 24 months after the
manufacturing date. Nanosonics Internal Data (A900404)
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