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1. STUDY SUMMARY

1.1, Title
DETERMINATION /W VIVO OF THE SUN PROTECTION FACTOR (ISO 24444:2019) AND IN VIVO WATER RESISTANCE (ISO 16217:2020 ISO

18861:2020)

1.2. Information Tested product
Information provided by the Customer
Product name : P0949-2 Cream SPF30 perfum adult
Batch : N/A
Expected SPF: 30
Study number: HE00063-2301
The tested cosmetic product conforms to Regulation (EC) No 1223/2009 of the European Parliament and of the
Council of 30 November 2009 on cosmetic products (recast) (Text with EEA relevance) and to Its annexes.
The tested cosmetic product was evaluated for its safety of use on human volunteers.
*  Qualitative INCI formula: Filed

1.3. Experimental conditions

1.3.1. Ambient conditions
All the study procedures were carried out in a temperate room (20-26°C).

1.3.2. UV Source
The source of UV radgiation used was obtained from a Multiport 601-300W Solar simulator (Solar® Light Co. Inc.). The spectral

quality complies with required acceptance limits.

1.3.3.  Monitoring of the UV output
The dose of UV radiation applied was adjusted with a model PMA 2100 radiometer (Solar® Light Co. Inc.) equipped with a
Erythema PMA 2103 detector (Sofar® Light Co. Inc.).

1.3.4. Incremental progression of UV dose
The geometric progression factor applied was 1.15

1.3.5. Application area and amount of product applied
The ste of application was stuated in the intrascapular region of the back of the volunteers in an area of S0cnr. The product-treated ares was
0.50 om?. The quantity of the product applied is 2.00 mg/em? £ 0.05 mg/cm?. The quantity of the product to be applied was measured using
an analytic balance (KERN AU 160-4NM, PBI INTERNATIONAL). The product was weighed inside on a syringe. A finger cot In latex was used for
product spreading.

1.3.6. Immersion equipment
The spa-poal (Jacuzzi with water jets to dirculate water and water temperature at 30 = 2°C) should be furnished with a means of continuous
water ciraufation which does not direct water onto the test areas and avoiding contact between any test site and any part of immersion equipment

1.3.7. Place of investigation
Products are tested by our partner laboratories and reports are reallzed by Hellosdlence, Oité de la Cosmétique, 2 , rue Odette Jasse 13015
Marseiie

1.3.8. UV Standard

The method ks controfied by the use of reference sunscreen formulation P2 to verify the test procedure. The mean SPF and the acceptance imits
for the used reference sunscreen formulation are presented below.

Additional subjects may be added as necessary to achieve meaans for the reference dandards that are within the acceptance range. The mean
SPF and the acoeptance limits for the used reference sunscréen formulations are:

Heliosdence Page 3/14
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Acceptance limits
Reference sunscreen Medium
formulation P2 (Medium value +250D)
Lower limit Upper limit
SPE 16,0 13,7 18,5
Referance Acceptance limits
SUNSCreen {Medium value +25D)
formulation P2 Madium Standard
Deviation Lower limit Upper limit
{(Immersion time
40min)
SPF 11,5 1,7 2.0 15,0
WR% 58,1 10,9 50,0 850
§ j
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2. STUDY DESIGN: SPF AND WR DETERMINATION

11, Ethical requiremeants
All of the study procedures are carried out In compliance with the ethical principles for the medical research (Ethical Principles for
Medical Research Involving Human Subjects, adopted by the 1Eth WMA General Assembly Helsinkl, Fimland, June 1964 and
amendmeants.

2.2 Testsubjects
121 Selection of best subjects
The subjects participating to the test bre selected by a traned scientist or technician (and by the dermatologist in case of new
subjects) according to the inclugion and net incusion criterla here reported,

2111, Inclusion critera
= Male and female healthy subjects
= Age: Debween LB and 70 years
= Type: Caucasian
= Skin bype: I, I and I (Filzpatrick dassification)
» W Subjects who have not involved In any sun test since less than two months
= Subjects who have not sun exposure on the back area for at least bwo months prior Bo the shudy
»  Abmence of sunburn, suntan, scars, or active dermal lesions on the: areas of the back selected for the best purpeses 121 Test
area musk be uniform n aslour, without nesd, blemishes ar solar lenbigo and without hairs
»  Subjects aware of the test procedune and having signed an informed consent farm.

22.1.2 Not inclusion criterda
Subjects wha do mot fit the inclusion criteria
Pregnant or breastfesding women
Past history of allergy, photoallergic, phototoxic, or other abnormal responses ko Sun exposure
Past history of allergies or sensitivity to cosmetic products, tolletries, sunscresns endfor topleal drugs
Known allergy to lates
Sulbjects with dermatodogical problems on the best srea
Subjects having used self tanning products on the back In the previous month after the date of the shady
Subjects accustomed to wsing tanning beds
Subjects taking medication with photosensitizing potential, drugs andfor distary supplements able to induce skin
colouring, corticolds, currently or during the month before the study
»  Subjects taking anti-histaminic or anti-inflammatory drugs, currently or within the week before the study
2.3. Study area
The back Is the chosen anatomical region for the study. The individual sites 5 delinested within the region bebwesn the scapula Bne
and the walst. Skeletal protrushons and extreme areas of curvature are avolded.
231 Product application site

The area Tor a product application site Is 0.50 em?®, The product application site is delineated with & skin marker using &
template made from non-absorbent material.

LI I L]

2.4. Product application
241,  Amount of product applied
The amount of test product Bnd reference snscresn formidation appBed to the skin before spreading |s 2.00 mgfem® & 0.05
mg/em?. The sensitivity of the used balance is 0.0001 g. Care |5 taken bo prevent evaporative loss of valatile components when
the prodict 1 being welghed nd befere application to the skin, I ks Important that the tobal quantity of welghed product IS
trangfesred b the product Bpplication cite. & method of waighing by ks i vsed.

241  Drying time

Exposire of the test site o the saquence of UV doses shall start 15 1o 30 minutes afer the application of the product. Ay edransois expodire of
Hhe: best sites o UV Bight (artficial or natural) should be aveided during this period end for & period of 24 hours before bhe exposures & well as 24
Mo Mer expasiing,

243 Water immersion conditions

Test product i applied o the bect area (hack) desqrated for swest induction accosding to the cusrent Internabional Standard 150
24444:3010Coameties- Sun probection best methods - Tn vive determination of the sun protection factor (SPF), 15 ko 30 minutes drying Hme must
g after appication of the tect produet o the skin and before immersien n water.

The woluntesr B than immearsad in the Immersion equlpment far 20 minubes El'l!.lJHI'lﬂ mrnpl-etc immersion of the st sites under the waber
el avolding coMact betwesn any test sle and ey part af !e nnersion equipment The Volunbeers exils e inmension and e area bested &
Bmowed b B dry for 15 minutes, The volunteer i then immersed in the immersion squipment far 20 minwtes ensurng complete Immesson of
Hhe best sibes wnder the water and avalding cortact betwesn ary best sibe and any pact of the nmersion equpment. The Veluntesr exits the
IFrersian and the Brea bagted i alowed tak-dyfor 15 minutes,

Aftor the giin ks completely dry, the SPF of the product applied bo the best cies and immersed In waber & then determined secording bo the
IS0 24444:2019

Heliosdiencs Page 5/14
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L5. Ambient condition

Product application, UV exposures and MED assessment are carried out in stable ambient conditions, with the room temperature
maintained betwesn 20 and 26°C.

1.6. Exposure to UV radiation
2.6.1 Source and quality of UV radiation
The sgairce of UV radiation £ a Xenon & solar simulabos. The UV solar simailator amils & conbineous !.péﬂ‘.h.ll'l'l with no gaps ar
extreme peaks of emigsion in the UV region. The autput from the UV solar similator i stable, unifarm across the whobs autpat baam
and suitably flkered to create & spectral quality that complies with the required Acceptance limiks of te method, Furthermare, the
radametric propartion of the UVATL [320-340 nm) iradianes is equal of excesd 20% of the botal UV irradiance whils the radiometric
proportion of the UVAT (340-400) region is equsal or excesd 0% of the total UV iredance.
1.7. Product removal
After UV sxpasine, Hhe bt product and the refierence sunscressn formulation may be removed gently wing & cotbon pad with a mild ketion
[make up remover for example).
1.B. MED assessmant
The MED i assessed visually 20 & 4 hours after UV exposure. Visual assessment shoukd be performed in sulfigent and wniform Tluminstion (sl

legst 450 hix are recommended). The observer's eyesight should have been cherked for normal colour viion, A yeary check of aculty vision &
recommended. Tt & recommended that erythemal respanses should be observed in & "blind mannes™: the observer of erythemal responses on any

cubjects should net be the same persors g performed procuct application and UV expasure, nor shoukd be Bware of the study design
[randemisation of sites and LIV dosss) on that subject.

1.9. Calculation of the sun protection factor and statistics
2.9.1. Caleulation of the sun protection fackor
The sun protection factor of each praduct on esch subjects (indlvidual SPF, SPFT) Is ealeulate as:

SPF = MEDpl/MEDul

The sun probection factor of the tested product 1s then caboulated 5 the adthmetical mesn of & the valld results, expressed to one dedimal
pednt:

1.9  95% confidence interval
The 95% confidence inbenval (95%:C1) for the mean SPF B expressed as:

GEHECT = SPF & ¢
Wihere ¢ 15 calculated as:
c=1i l:,hlrn.

The percentange 95% confidence interval & then:
CI%] = 100 = £/SPF

Wihena:

5 = the standard emor of the mean

i o= tostal rimber of valid resis

£ = is the value fram Ehe *two-sided ™ student-t distribution table and with degress of freadam v = (n-1)

203 Caleulation of the individusl percentage water resistance rebention
The individusl percentage water resistance retention value shall be for esch subjects according to the: farmula below :

WWR = ([SPFw — 1)/(SPFI— 1)) = 100
wihene
SPFw = individual wel SPF after wabter Immearsion
SPA = Iindividual static SPF

Heliosdencs Page 614



Report N* HE00063-2301
Date 06/02/23

2.94. 90% unilateral confidence interval
The 90% unilateral confidence interval for the mean %WR s ©

90%CI = ( %WR ~d)
Wheredis :

d=(t+s/Vn)

Where:

$ = the standard error of the mean

n = total number of valid resuits

tu= Is the value from the "one-sided” Student-t distribution table at a probebility level p=0,10 and with dagrees of freedom v = (n-1)
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3. CONCLUSION AND RESULTS

Based ¢ the resulls cbiained in the experimental conditions eloewhere deseribed In thie repest It ls possible to maintain that
the product POS49-2 Cream SPFI0 perfum adult, batch n® MJA submitted to the evalustion of the sun protection Facter
{SPF) secording o the IS0 2444412019 Cosmetics — Sun protection test methods — In vive determination of the sun protection
factor [SPF), has the following SPF:

31,9+ 2.4

{meen & )

On the besis on the results obizined in the experimental conditions elsewherns described In this report It & possible o maintain that. the

product submitted o the evaluation of the resistance waber rebention acconding to @ v seler resisiance stande (IS0 162172020 IS0

18851:2020) (1a then highes than S0%):

50,5% > 50%

(Mizan WWR-o)

Therefore acconding to the COLIPA guidelines (Guidelines Tor evaluating sun product water resistance, COLIPA, December 2005,
the ampls PO949-2 Craam SPFI0 perfum adult, batch n® NJA can be classified has

Labeled category : HIGH PROTECTION SPF 30
Caim ; Waker resistant

Walclation of the et - COMPLLANT

Acceptance limits
Reference Madium
sunscreen SPE (Medium value +25D) SPF RESULT YaWR-d COMPLIANCE
formulation Lower limit Upper limit
P2 16,0 13,7 18,5 17,321,656 76,0 COMPLLANT

Marseille, D6/02/23

I ¥ LLL?._;L.-'I

tean Cloude HUBAUD

President
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5. INCI List

Composition (please report all active ingredients in the formulation)

Helioscience Page 1414
Cibé e by cosridiopee = 4

F, e Odelie lasce

13015 Marseslie:

coniniedion cen



	Default Section
	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	Slide 12
	Slide 13
	Slide 14


