IEY] INSTRUCTIONS FOR USE

Intended use: Hydrozid® is used as cryotherapy for warts, skin lesions
and selected mucosal lesions.

Content: 200 ml R134a. Application Templates. Instructions for Use.

Instructions for Use: Hydrozid is applied to a lesion directly from the
canister. Hydrozid should be applied from a distance of 2 to 3 cm and
for 2 to 6 seconds, depending upon the location of the lesion. Hydrozid
should be used according to illustration A, B, and C. In illustration A
the spray head is locked. In illustration B the spray head is open and
ready for use as in illustration C. Several repeated freeze-thaw cycles are
recommended as in a single treatment. The total duration of application
to a lesion must be kept within 36 seconds. The table below provides
recommended freeze times for the skin lesion and recommended
maximum treatment times for mucosal lesions. To avoid damaging
the surrounding tissue use one of the application templates provided,
carefully selecting the hole matching the size of the individual lesion.
The spray jet intensity should also be adjusted to the selected hole in the
application template. Some conditions may need repeated treatment
to successfully remove a skin lesion. When repeat treatment is needed
intervals of 1 to 2 weeks between treatments are recommended.
Cryotherapy may produce a stinging or burning sensation on the skin.
Necrosis of epidermal cells may result in the development of a blister.
Full recovery takes about 10 to 14 days. Overexposure may lead to
hypopigmentation, scarring or post-inflammatory hyperpigmentation.

Contraindications: Cryotherapy is contraindicated in patients with
cryoglobulinaemia, Raynaud’s disease, cold urticaria, blood dyscrasias,
or uncertain diagnosis.

Caution: Never spray on open wounds, cuts and delicate or eczematous
skin. Caution is advised in terms of duration of treatment in children
and people with sensitive and aging skin. Do not spray on healthy skin.
Improper use may lead to unwanted damage to the skin and underlying
tissues, including nerves. Do not inhale. Avoid contact with eyes. Keep
out of reach of children. If medical advice is needed, have product
container or label at hand.

Important: Hydrozid should only be used by healthcare professionals.
The application templates provided must be used only with Hydrozid.
Due to the risk of infection, each application template should be used
for one skin lesion only. Hydrozid is non-flammable and can be discarded
in normal household waste.

The freeze times provided in the table below are only recommen-
dations.

Recommended Freeze-Thaw Total Recommended

Skin Lasion Cycle Time Freeze Time
Verruca plantaris 4x6 to 6x6 seconds 24 to 36 seconds
Verruca vulgaris 4x6 to 6x6 seconds 24 to 36 seconds
Verruca plana 6x3 seconds 18 seconds

Keratosis seborrheic 2x6 to 3x6 seconds 12 to 18 seconds

Lentigo (facial) 2x3 seconds 6 seconds

Lentigo (non-facial) 2x3 seconds 6 seconds

Acrochordon 2x3 to 2x6 seconds 6 to 12 seconds

Keratosis actinica (facial) 2x4 to 2x5 seconds 8 to 10 seconds

Keratosis actinica (non-facial) 2x4 to 2x5 seconds 8 to 10 seconds

Condyloma 2x6 to 6x6 seconds 12 to 36 seconds

Molluscum contagiosum 2x%3 to 2x6 seconds 6 to 12 seconds

Micalinilon Maximum Freeze-Thaw Total Maximum
Cycle Time Freeze time

Gmgwa‘I melanutn 6x6 seconds 36 seconds

hyperpigmentation

Cervical contact bleeding 6x6 seconds 36 seconds

Last updated in: 2020/04/01

Hydrozid should be used
according to A, B and C.

2to3acm

Symbol Used for
[:E Consult instructions for use
2l
*"‘“\E Keep away from sunlight

Caution

Do not expose to temperatures
exceeding 50 °C

Manufacturer

m Application template
Use-by
LOT Batch code

See bottom of the canister

C €460 [335] 200 mi 39[:@ ﬁi‘&l’soac

BIBAWO Medical A/S
Klintehgj Vaange 6, 3460 Birkergd - Denmark

www.hydrozid.com

HYZ-EU-10i-IFU-01 October 2020



