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1 ¿ji f kin ITA Sex Aqe =:xRosure ¡ \pp�ed
e ype Date 11.1 

1 92493 111 36 f 25 31/8 /20 's. M
2 92357 111 33 F 31 1/9 /20 H.L

3 92299 11 54 F 18 3/9 /20 S.M 

4 91435 1 61 I= 54 24/9 /20 A. W
-

�2589 111 36 F · 47 1/10 /20 A.W5 
9251.:J 111 33 F 37 12/10 /20 A.W6 

7 92134 11 42 F 66 13/10 /20 A.W

8 925!:18 11 49 F 63 14/10 /20 A. W

9 92596 1 63 F t 19 14/10 /20 .S. M 

10 91560 11 54 F 34 15/10 /20 IA. W
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MED MEDus

/hr secs mJ

128 21 23.2 
129 22 24.5 
129 17 19.0 
122 17 17.9 
125 21 22.7 
120 21 21.8 
123 20 21.3 

120 17 17.6 
120 14 14.5 
121 18 18.8 
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Test Condifion: Sta tic T esti ng 
Appendix A Reporf pl 

LJV Source: XE

Produd: Resulfs 
MEDps SPf¡ 

secs 
--...... -

1260 60.0 
1344 61.1 
1279 75.2 
1238 72.8 
1470 70.0 
1350 64.3 
1555 77.8 
1238 72.8 
1129 80.6 
1205 66.9 
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336 
255 
272 
315 
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15.5 
15.3 
15.0 
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15.0 
14.3 
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Ref Std Mean: 15.7 
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Range:14.3- 17.9 
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l. Objective:

Dermatest 

REPORT OF EVALUATION OF 
SUN PROTECTION PRODUCT 

ACCORDING TO THE ISO PROTOCOL 

This panel was convened to evaluate the effectiveness of a test material as a
sunscreen product by determining the Sun Protection Factor (SPF) on
human skin as described in the document: International Standard
ISO 24444- Cosmetics - Sun Protection Test methods -in-vivo

determination of the sun protection factor (SPF) Factor (SPF), using a
continuous emission xenon are solar simulator as the UV source.

2. Sample Description:
A sample labelled Pantalla Solar & Ambiental 60+ PA+++ was
received from Eurofins Cosmetic&Personal Care Spain and assigned a
Dermatest Reference No. 20375

3. Test Material Handling
The record of the sample was entered into a log identifying the lot number,
sample description, batch number, sponsor, date received and tests
requested. Samples are retained for a period of two years beyond final
report generation.

4. Standard for lnclusion of a Panelist in a Study
4.1 Individuals over the age of consent and below 71 years.
4.2 Individuals free of any dermatological or systemic disorder which
would interf ere with the results, at the discretion of the investigator.
4.3 Individuals who have completed a preliminary medical history
evaluation.
4.4 Individuals who have read, understood and signed an informed consent
document relating to the specific study to which they are subscribing.
4.5 lndividuals with no known abnormal response to sunlight.
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S. Standard for Exclusion of a Panelist from a Study
5.1. Pregnant or lactating females.
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5.2. Individuals taking medication which in the opinion of the investigator
would mask or interfere with the results. These include anti-inflammatory
and antihistamine medications or medications with photo-sensitising
potential.
5 .3. Individuals with chronic skin allergies or other dematological conditions
5.4. Individuals with suntan or sunburn as a result of recent sun exposure.
5.5. Individuals with a history of abnormal reaction or response to the sun.
5.6 Subjects accustomed to using sun beds.
5.7 Subjects who had participated in an SPF study within the last two
months.
5 .8 subjects having marks, blemishes or nevi or presenting existing sun
damage in the test area.
5.9 Subjects having excessive hair in the area of the test.
5.10 Subjects who have had sun exposure on the target area of the back in
the four weeks prior to the study.

6. Informed Consent and Medical History Forms
An informed consent was obtained from each volunteer prior to initiating the
study describing reasons for the study, possible adverse effects, associated
risks and potential benefits of the treatment and their limits of liability.
Panelists signed and dated the informed consent document to indicate their
authorisation to proceed and acknowledge their understanding of the
contents. Each subject was assigned a permanent identification number and
completed an extensive medical history form. These forms along with the
signed consent forms, are available for inspection only on the premises of
Dermatest Pty Ltd and during normal office hours.

7. Panel Composition:
Healthy volunteers were recruited for this study. The panel consisted of fair
skin individuals with Fitzpatrick skin types 1, 11 or 111. Additionally, the ITA O 

was documented for each and is documented on page 7 of this report.

8. Clinical Ethics.
Testing is conducted in accordance with Ethical Principies contained in 
the Declaration of Helsinki. An Inde_pendent Ethics Committee chosen 
in accordance with ICH Guidelines für Good Clinical Practice has also 
reviewed the SPF Testing. 
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