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Studie 2: Effect of topical heparin and levomenol on atopic dermatitis:
a randomized four-arm, placebo-controlled, double-blind clinical study.
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Abstract

Background: The aim of the controlled double-blind trial was to demonstrate the superiority of a topical combination product over its single con- 20 | \ . . . .
situents Pt e P ’ - __ ALy !  Die Wirkstoffe a-Bisabolol und Heparin

Patients and Methods: A total of 278 patients with atopic dermatitis were randomized into four groups: 79 patients were treated with a topical , o sind gut vertraglich und verursachen auch bei
combination of levomenol and heparin (A), 80 patients with levomenol alone (B), 78 patients with heaprin alone (C) and 41 patients with the ¢ Iéngerer Anwendung keine Haut—Atrophie
cream base with no active substances (D). The medication was applied twice daily for 8 weeks. Efficacy criteria included the severity of pruritus < N =3 :

(visual analogue scale, VAS) and the SCORing Atopic Dermatitis (SCORAD) index as well as the overall assessment of efficacy and tolerance by both . . . .
physician and patient. e Die speziell entwickelte Galenik der

Results: The improvement of pruritus and SCORAD values in Group A was significantly higher compared with Groups B-D (ANCOVA, P <7 x 10°%). i - ! I' O/W-Emulsion mit Mandelol, Vitamin E
The improvement of pruritus in Group A approximately corresponded to the cumulative effect of the two single active substances, with mean ' ' ' o i

improvements of itching of -41.3,-13.3, -21.3 and +0.6 mm VAS in Groups A-D, respectively (95% Cl 7.1-13.5, 2.9-9.2 and 10.4-18.3 mm for the : und Dexpan_thenOI Verfugt iber sehr gUte
comparisons A vs. B, A vs. C and A vs. D). = e A& pflegende E |genschaften.

Conclusion: The combination of levomenol and heparin proved to be significantly more efficacious in the treatment of pruritus and
inflamed skin than the preparations of the single components. Received: 5 February 2010; Accepted: 25 November 2010.

e Auch fiir Kinder (ab 3 Jahren) geeignet.
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Die Arzneicreme bei*

® irritierter, gereizter Haut

e sehr dinner, sensibler Haut

e geroteter, entziindeter Haut

e Juckreiz

e akuten und chronischen Ekzemen
e allergischen Kontaktekzemen

e Neurodermitis

* Hinweis: Nur bei nicht infektiosen entziindlichen
Hauterkrankungen.

www.Sensicutan.de

Sensicutan® Creme. Wirkstoffe: alpha-Bisabolol (Levomenol), Heparin-Natrium. Zusammensetzung: 100 g Sensicutan® Creme enthalten:
Arzneilich wirksame Bestandteile: alpha-Bisabolol (Levomenol) 0,30 g, Heparin-Natrium 20.000 I.E. Sonstige Bestandteile: Gemisch aus Cetyl-
und Stearylalkohol, Macrogol-Cetylalkohol-Ether, Mandeldl, Mittelkettige Triglyceride, Tetradecan-1-ol, Zitronensaure, Hydrolyzed Collagen, all-
rac-alpha-Tocopherolacetat, Dexpanthenol, gereinigtes Wasser, Konservans: Sorbinsaure, Salizylsdure. Anwendungsgebiete: Akute und chroni-
sche Ekzeme, Dermatitis (z. B. Dermatitis atopica/Neurodermitis), entzlindlich allergische Hauterkrankungen, Prurigo (Juckreiz). Gegenanzeigen:
Uberempfindlichkeit gegen Heparin, Salizylséure oder einen anderen Bestandteil der Sensicutan® Creme. Nebenwirkungen: In sehr seltenen
Fallen bei Patienten mit extrem empfindlicher Haut Hautunvertraglichkeiten. HandelsgroBen: 30 g Creme N1, 80 g Creme. Apothekenpflichtig.
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