
אישור רישום בפנקס האביזרים והמכשירים הרפואיים

21380002ניתן בזאת אישור , כי בהתאם לבקשת רישום מס :
האביזרים / מכשירים רפואים ( אמ''ר ) הבאים :

Vcare α® ויקר אלפא שם האמ''ר

1. The Vcare α® accessories are composed of a disposable wound discharge collection canister 
and wound dressing kit. 1. Non- sterile wound discharge collection canister and a sterile proximal 
canister tube2. Sterile wound dressing kit containing: a) Wound dressing spongeb) Drape stripsc) 
Distal connecting tube and hose adapter

מוצרים נלווים

The Vcare α® is indicated for wound management via application of a pre-set level of continuous 
or intermittent negative pressure to the wound for removal of fluids, including wound exudates, 
irrigation fluids and infectious materials. It is intended for m

יעוד האמ''ר

The Vcare α® system is indicated for wound management via application of a pre- - 1. בי"ח - כללי
set level of continuous, intermittent or cyclic-continuous negative pressure (vacuum) to the wound 
for removal of fluids, including wound exudates, irrigation fluids, and infectious materials. It is 
intended for management of chronic, acute, traumatic, sub-acute and dehisced wounds, partial-
thickness burns, ulcers (i.e., diabetic or pressure), flaps and grafts. Specifically, the Vcare α® 
o Wounds in diabetic Chronic wounds •:system is indicated to be used with the following wounds
o Venostatic, arterial, diabetic, o Trophic ulcerso Decubitus ulcersand PVD-affected limbs
Dehisced and infected surgical wounds and  •neuropathic, post irradiation, and pressure sores
Deep and partial-thickness small-to- •Traumatic Wounds •complications of failed sternal closures
Treatment of open  •Extensive tissue losses •Treatment of skin grafts and flaps •medium size burns
 Intended use – type of wound Pressure rangeCompartment syndromes • Crush injuries •fractures
mmHg) Operation mode frequency range (on/off min) Rate of Dressing change (every- x days) )
Acute infection 40-120 2-2- 3/1  1-3 Stop active bleeding before starting vacuum Trauma*Remarks
treatment. Watch for active bleeding. Do not apply on blood vessels or internal organs. Apply 
lowest pressure possible in range. Increase pressure and frequency of dressing change for 
treatment of infected traumatic wounds. Apply non-adhesive antimicrobial dressing to the wound 
Chronic Wounds-   Chronic 40-80 2-5/1-2 2-4.below the sponge. Intermittent mode is preferable
Acute infection 40-120  2-2- 3/1 1-3 Conservatively debride necrotic tissue prior to Decubitus ulcers
application of Vcare α® system. Start treatment with greater vacuum in intermittent mode when 
wounds are heavily infected. Reduce pressure as the wound becomes cleaner. Consider 
Peripheral Vascular disease-  Chronic 40-80 2-5/1-2 2-4.combined systemic antibiotic treatment
Acute infection 60–120 (intermittent use only!)  2-3/1-2 1-2 Correlate vacuum Diabetic Foot
treatment with measured Ankle-brachial pressure ratio. Use lowest pressure possible in range. 
Extremely greater negative pressure (140–100 mmHg) may be applied for a few days for treating 
heavily infected wounds, applying a 2/1 ratio of intermittent mode and frequent dressing changes. 
Chronic 60–.Reduce pressure as soon as the wound becomes cleaner. Evaluate distal perfusion
Acute 60–80 3–5/1–2 1-3 Limit application to small to medium sized deep Burns 80 2-5/1-2 5-2
burns. Restrict surface area to be treated according to the amount of fluid discharge from the 
wound. Stop treatment If excessive fluid is drained. Watch for acute bleeding. Determine and 
correct electrolyte imbalance, evaluate need for replacement therapy and systemic antibiotic 
Infected burn 60-140 2- Sub acute  60-120 3–5/1–2 1-3 .treatment.  Conservatively debride eschar
Skin Graft 50–80 Continuous for 3–4 days followed by intermittent mode 6–4/1Skin Graft 5/1-2 1-2
–2  4-7  Stop active bleeding before starting treatment. Use lowest pressure possible in range. 
Apply non- adherent, antimicrobial dressing (spacer) to cover the skin graft below sponge.  Mesh 
 skin graft
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נרשמו בפנקס האביזרים והמכשירים הרפואיים במשרד הבריאות 
תוקף האישור לשיווק האמ''ר הינו ליעודים ולהתוויות המתוארים לעיל בלבד

31/12/2016האישור בתוקף עד :

תאריך חתימת האישור
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חתימה שם ותפקיד המאשר

ד"ר נדב שפר
מנהל אגף ציוד רפואי

הנחיות
ITC10 23 / FDA, IQC :לפי הוראות היצרן שאושרו ע"י גוף המאשר  -
-  אישור בהתאם לאישור FDA/CE ומערכת איכות בתוקף 
-  ינוהל מעקב ותוגשנה 2 חוו"ד לאחר חצי שנה 
.FDA-מאושר לשימוש בהתאם להוראות היצרן כפי שאושרו על ידי ה  -
-  השימוש מוגבל לרופאים שהודרכו והוסמכו ע"י היצרן (או ע"י נציג מטעמו שהוסמך על ידו) לרופא(ה) ואח(ות) ע"פ הנחיית רופא(ה) 
בבית חולים ומרפאה בלבד.
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