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Priv.-Doz. Dr. P. Heeg Calwer StralRe 7
Hospital Hygiene Consultant 7400 Tibingen

09.08.1992

Effectiveness of Cutasept F against the resident skin flora

Expert report

-
The preparation Cutasept F was tested in accordance with the "Guideline for testing and
evaluating skin antiseptics" status 01.01.1991" issued by the German Society for Hygiene
and Microbiology for its disinfectant effect against the resident skin flora on skin with few and
with many sebaceous glands. The results are presented in the test report dated 09.08.1992
and are given the following evaluation:

The test preparation proved to be bacteriostatic and fungistatic and also bactericidal and
fungicidal effective. In the suspension test, and also in the presence of protein load, the test
organisms used were reduced by at least 5 log steps by the 50 % solution.

In the test of effectiveness against the resident skin floral on skin with few sebaceous glands
' (upper arm), the following reduction factors were obtained:

Isopropanol Test preparation
after 15 seconds 1.38 1.65
after 1 minute 1.29 1.48
“ after 24 hours 1.18 1.45

Since, in the test on skin on the forehead with contact times of 10 and 30 minutes, lower
reduction factors were determined for the test preparation than for the isopropanol, a test for
significance was necessary. This revealed that the test preparation and reference substance
do not differ significantly in their effects.

The disinfectant effectiveness of the test preparation on the resident flora on skin with few
and with many sebaceous glands is thus at least equal to that of the reference procedure.
The test preparation must be acknowledged as being effective.

Summary evaluation and use-recommendation
In the given conditions, Cutasept F proved to be an effective preparation against the resident

skin flora. For skin disinfection, Cutasept F must be applied generously, undiluted, to the
area to be treated.




The following contact times are recommended:

skin poor in sebaceous glands: at least 15 seconds
skin rich in sebaceous glands: 10 minutes, with the area to be treated being
kept constantly moist.

(Priv.-Doz. Dr. P. Heeg)
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Priv.-Doz. Dr. P. Heeg Calwer Stralle 7
Konzultant pre nemocniénu hygienu 7400 TUbingen
09. 08. 1992

Uéinnost pripravku Cutasept F proti rezidentnej koznej fiére

dborny posudok

Dezinfekény uéinok pripravku Cutasept F bol testovany v sulade so ,Smernicou na testovanie
a hodnotenie koznych antiseptik” zo dia 01. 01. 1991 vydanou Nemeckou spolo¢nostou pre
hygienu a mikrobiolégiu proti rezidentnej koznej flére na koZi s malym poctom a s velkym
poétom mazovych Zliaz. Vysledky st uvedené v skuSobnom protokole zo dfia 09. 08. 1992 a
su vyhodnotené nasledovne:

Testovany pripravok sa ukazal ako bakteriostaticky a fungistaticky a tiez baktericidne a
fungicidne aéinny. V suspenznom teste a tiez v pritomnosti proteinovej zataze sa pocet
pouzitych testovacich organizmov znizil aspori o 5 log stupfiov pri pouziti 50 % roztoku.

Pri teste G&innosti proti rezidentnej koznej flore na koZi s malym mnozZstvom mazovych Zliaz
(rameno) sa ziskali tieto redukéné faktory:

Izopropanol Priprava testu
po 15 sekundach 1,38 1,65
po 1 minute 1,29 1,48
po 24 hodinach 1,18 1,45

KedZe pri teste na kozi na ¢ele s dobou kontaktu 10 a 30 minut boli pre testovany pripravok
stanovené niz8ie redukéné faktory ako pre izopropanol, bolo potrebné vykonat test
vyznamnosti. Tym sa zistilo, Ze testovany pripravok a referenéna latka sa svojimi uCinkami
vyznamne nelisia.

Dezinfekéna uginnost testovaného pripravku na rezidentnu fléru na kozi s malym pocétom
mazovych Zliaz a s velkym poétom mazovych Zliaz je teda prinajmenSsom rovnaka ako pri
referenénom postupe. Priprava na test musi byt uznana ako uc¢inna.

Sthrnné hodnotenie a odporaéanie na pouzitie
V danych podmienkach sa pripravok Cutasept F ukazal ako Gginny proti rezidentnej koznej

flore. Na dezinfekciu pokozky sa pripravok Cutasept F musi naniest na oSetrovanu oblast
v hojnom mnozstve, nezriedeny.




Odporuéaju sa nasledujuce Casy kontaktu:

pokozka chudobna na mazové Zfazy: aspoi 15 sekind
pokozka bohata na mazové Zfazy: 10 minGt, priCom osetrovana oblast’ musi

byt neustale vihka.

(Priv.-Doz. Dr. P. Heeg)
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PREKLADATELSKA DOLOZKA

Preklad som vypracovala ako prekladatelka zapisand v zozname znalcov, tlmoénikov a
prekladatelov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore
slovensky jazyk — anglicky jazyk, eviden&né &islo prekladatela 970866.

Preklad je v denniku zapisany pod &islom ... 7] %22

Preklad suhlasi s predkladanou listinou. Vyhlasujem, Ze som si vedom4 nasledkov vedome

nepravdivého prekladu.
%ﬁ(( g f?}(/

podpis prekladatela

V Bratislave, dita ..... 2. 22 %

TRANSLATOR'S CLAUSE:

Lhave translated the source document as a translator registered in the List of Experts,
Interpreters and Translators maintained by the Ministry of Justice of the Slovak Republic, in
the field Slovak - English Translations, under Translator’s Reg. No. 970866.

The translation is registered in the Translator’s Diary under number ... (|2 %2

Hereby I confirm that this is a true and correct translation of the attached document.
I declare that I am aware of the liability for knowingly providing a false translation.

Done at Bratislava, on

Bt

translator’s silenature







