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Hyiodine®

Hyiodine is a medical device intended for
healing wide range of chronic, non-healing
wounds.

It is used for healing diabetic foot ulcers, leg
ulcers, dehisced wounds after surgery, or
pressure ulcers. Thanks to its excelent heal-
ing properties, Hyiodine finds its application
also in healing acute or traumatic wounds,
where it speeds up the healing process, pro-
tects the wound against infection and helps
to reduce scarring.

The product efficacy is based on the syner-
gistic wound healing effect of hyaluronic acid
and iodine complex. The unique combina-
tion of these two substances links the excel-
lent regenerative properties of hyaluronic
acid and the antimicrobial properties of
iodine, making Hyiodine suitable also for the
treatment of chronic infected wounds.
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CHRONIC AND ACUTE WOUNDS
Sobotka et al, 2003 ..o oveervetionst sty

136 patients with wide range of chronic and acute wounds. The structure of wounds in the
study: large surgical dehisced wounds complicated by infection (n=35), sternal dehiscence
after cardio surgery (n=6), diabetic ulcers (n=32) including cases complicated by
osteomyelitis - 3rd Wagner grade (n=20), pressure ulcers (n=22), leg ulcers (n=20), fistulae
(n=12), and acute wounds (n=9) incuding burns, erosive lesions or cuts.

Surgical Sternal Diabetic Pressure Leg Fistulae Acute
Dehisced Dehiscence Ulcers Ulcers Ulcers Wounds
Wounds

74.3 % (26) 100 % (6) 71.9 % (23) 77.3 % (17) 70.0 % (14) 91.7 % (1) 100 % (9)
25.7% (9) 0% 15.6 % (5) 22.7% (5) 30.0 % (6) 8.3% (1) 0%

0% 0% 12.5% (4) 0% 0% 0% 0%

78 % wounds completely healed and 19 % significantly improved. The study revealed positive
effect of Hyiodine on granulation growth and speed of the healing process in wide range of
wounds. No allergic reactions or adverse effects were noticed during the study.

Pressure ulcer Non-healing wound after venous graft removal

Day 120 Day 0 Day 54

CHRONIC AND ACUTE WOUNDS
Ott et al, 2011 ........

Patients with diabetic ulcers, venous ulcers or infected traumatic lesions (n=15). Previous
treatment included hydroactive dressings in majority of wounds.

Improved granulation growth and very good quality of newly formed skin was reported by
the author. In two cases Hyiodine treatment prevented major amputation and in one case
minor amputation. Application of autograft was not necessary in many patients. Significant
reduction of pain was noticed as side effect in some cases.

Recurrent erysipelas of the right lower leg in association with
Diabetic ulcer after amputation of metatarsals venous insufficiency and peripheral arterial occlusion.
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CHRONIC AND ACUTE WOUNDS

B re n es et a l, 2 0] ] Prospective, non-controlled, observational study

Patients which failed previous treatment or had delayed healing with other wound healing
modalities. 19 difficult to heal wounds with following structure: venous ulcers (n=4),
postoperative wound infections (n=>5), diabetic foot ulcers (n=5), traumatic wounds (n=3),
one peranal fistula with abscess (n=1).

14 wounds progressed to complete healing and 4 wounds were close to complete healing
at the end of the study. The author concluded that healing rates varied among the different
types of the wounds, depending on their complexity and presence of infection, but they
were generally better than those obtained with previous, unspecified treatment.

Chronic traumatic pretibial wound Venous stasis ulcer
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CHRONIC WOUNDS

D U ra nte et a l, 2 0] O Prospective, non-controlled, observational study

Patients with delayed wound healing having recalcitrant complex wounds complicated with
fistulae, collonized bone or high level of exudate (n=18). Previous mean treatment was 12,6
months.

Of eighteen wounds 6 wounds completely healed and 8 wounds significantly reduced
within two months. In 3 wounds there was improvement of wound bed and reduction in
size of fistulae. The author concluded that Hyiodine treatment accelerated healing process,
reduced bacteria burden, and high levels of exudate.

Vascular leg ulcer Fistulae

Day 0 Day 69

Day 0
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CHRONIC WOUNDS
Wild et al, 2010 cuccrvionetrepor

Chronic non-healing wounds with signs of infection (n=49)

The author recorded that within 2 weeks of Hyiodine treatment granulation tissue was
increased by 11% and wound size was reduced by 21% on average. Wounds infected by
Pseudomonas were successfully treated without inhibition of healing process.

DIABETIC FOOT ULCERS
Sobotka et al, 2006  .....cionsi open sty

Severe diabetic foot ulcers (n=63) including ulcers complicated by osteomyelitis (n=22) and
vascular occlusive disease (n=37)

The author reported that 49 % of wounds were completely healed and 19 % significantly
reduced. Introduction of Hyiodine treatment led to significant improvement of the healing
process.

Diabetic foot ulcer Black necrotic diabetic foot ulcer

Day 0 Day 96 Day 0 Day 180

DIABETIC FOOT ULCERS
Sobotka et al, 2007 -+ csecive non-contoties, ovservationsisisey

Patients with complicated diabetic foot ulcers (n=18) suffering with peripheral neuropathy.
Distribution of Wagner grades in the study group: Wagner IV (n=2), Wagner Il (n=8),
Wagner Il (n=7), Wagner | (n=1)

Complete healing was achieved in 15 wounds in a mean time of 133 days following
commencement of therapy. Four patients with arterial stenoses or gangrene of toes had to
underwent amputation.

Diabetic foot ulcer complicated by several fistulae Deep diabetic foot ulcer probing to the heel bone

Day 98
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WOUND DEHISCENCE

B re n eS et a l, 2 0] ] Non-controlled, observational study

Patients with sternal wound dehiscence after median sternotomy (n=8).
All wounds were infected and involved underlying osseous structures.

The author reported that within 3 to 4 weeks all wounds were free of necrotic tissue and
mucopurulent exudate, and growth of new granulation tissue was started. Time required
for complete healing varied among patients, with a mean healing time of 136 days. After

2 months all patients were treated in the outpatient clinic. 7 patients completely healed,

1 underwent reconstructive surgery. Despite long period of treatment no allergic reactions
or adverse effects were noticed.

Sternectomy with complete wound healing in 165 days After 48 days of healing the patient sent for reconstructive surgery

Day 165 Day 0 Day 48

WOUND DEHISCENCE
SObot ka et a l, 20 0 8 Non-controlled, observational study

Patients with abdominal wound dehiscence (n=54) including wounds complicated by
intestinal fistulae (n=27)

The study showed possitive effect of Hyiodine treatment on all wounds included in the study.
Improved granulation growth and accelerated healing was observed by the author. Wounds
without intestinal fistulae completely healed within 32.1£21.3 days. Wounds complicated with
intestinal fistulae significanty decreased in their size, what enabled surgical procedure or
usage fo colostomy device. No allergic reactions or adverse effects noticed.

Large abdominal dehiscence after complicated gastric resection and
subsequent operations; wound complicated by 8 intestinal fistulae.

Day 0 After 5 months of treatment, Stage of the wound 3 days Stage of the wound 2 weeks
stage of the wound before after surgery after surgery
surgery
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SKIN GRAFTING
Cap et al, 2008 ...

Venous ulcers after skin transplantation (n=14)

Use of Hyiodine before and after skin grafting led to good adherence of the graft to the
wound bed and improved healing inspite of persistent infection in the wound. Positive side
effect was reduction of pain which was claimed within several days after skin transplantation.
The author showed that use of Hyiodine icreased rate of successfully healed wounds after
skin grafting from 50 % to 90 %.

Before skin grafting Day 2 after skin grafting Day 7 after skin grafting 20 days after skin grafting

WAR INJURIES
Plodr et al, 2008 ...

Soldiers suffering from shrapnel injury treated in the field hospital in Afghanistan.
Wounds were infected by MRSA.

The author reported improved rate of healing in traumatic war wounds treated by Hyiodine.
Wound bed was clean of infection in 4 days of injury what enabled primary delayed suture
and fast healing.

Day 4 Day 5

ANIMAL WOUND MODEL
Slavkovsky et al, 2009 ....... oo

Full-thickness wounds made on the back of rats.

The study demonstrated accelerated wound contraction in the first five days of healing.
By day 3 Hyiodine-treated wounds had reduced to 63 % of the original area, whereas the
wound area in saline treated animals was 75 %. By day 7, it was found that proliferating
epidermis was thicker in Hyiodine-treated animals. The author concluded that Hyiodine
supports wound healing by stimulating wound contraction and epidermal proliferation.
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