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1. APPENDIX I: Description of Population Demographics 

Bisoctrizole is sold in Europe, Asia, Australia and South America. It is expected that the population 
demographics of these combined geographical areas would be comparable to that of the United States, 
especially with regard to thje segments of the population utilizing sunscreen products for skin protection. 
Specific information regarding country of sale demographics (e.g., population age, gender, racial/ethnic 
composition) is presented in the tables below. 

Note: the ethnic compositions given below correspond to the exact data available from the sources 
referenced. We decided not to alter this Information although the ethnic partition (e.g. white and Caucasian 
is used to define same ethnic group in the different tables) may not seem exactly coherent from one 
country to another. 

Source population: U.S. Census Bureau, International Data Base. 
Source ethnic groups: CIA World Facts Book 2004 

1.1. Australia 

Table 1. Ethnic Populatioln Data for Australia 

Caucasian : 92% 
Asian : 7% 
Aboriginal and other : IOh 

Figure 1. Australia Age Demographics Pyramid 
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Source: U.S. Census Bureau, International Data Base. 

1.2. Brazil 

Table 2. Ethnic Population Data Brazil 

White (includes Portuguese, German, Italian, Spanish, Polish) 
Mixed white and black 
Black 
Other (includes Japanese, Arab, Amerindran) 

: 55% 
: 36% 
: 6% 
: 1% 



Figure 2. Brazil Age Demographics Pyramid 
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source: U.S. Census Bureau, International Data Base. 

1.3. France 

Table 3. Ethnic Population Data France 

Celtic and Latin with Teutonic, Slavic, North African, Indochinese, Basque minority 

0 Figure 3. France Age Demographics Pyramid 
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1 A. Germany 

Table 4. Ethnic Population Data Germany 

German 
Turkish 
Other (made up largely of Greek, Italian, Polish, Russian, Serbo-Croatian, Spanish) 

: 91.5% 
: 2.4% 
: 6.1% 



Figure 4. Germany Age Demographics Pyramid 
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1.5. Greece 

Population (In mill ions) 
iource: U.S. Census Bureau, International Data Base. ~~- .-~- .- 

Table 5. Ethnic Demographic Data Greece 

Greek : 98% 
Other : 2% 

Note: the Greek Government states there are no ethnic divisions in Greece 

Figure 5. Greece Age Demographics Pyramid 
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1.6. Spain 

Table 6. Ethnic Demographic Data Spain 

Composite of Mediterranean and Nordic types 
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0 Figure 6. Spain Age Demographics Pyramid 
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;ource: U.S. Census Bureau, International Data Base. 

1.7. Switzerland 

Table 7 Ethnic Population Data Switzerland 

German : 65% 

0 French : 18% 
Italian : 10% 
Romansch : 1% 
Other : 6% 

Figure: 7. Switzerland Agme Demographics Pyramid 
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1.8. United States 

Table 8 Ethnic Population Data United States 

White 
Black 
Asian 
Amerindian and Alaska native 
Native Hawaiian and other Pacific islander 
Other 

77.1% 
12.9% 
4.2% 
1.5% 
0.3% 
4% 

Note: a separate listing for Hispanic is not included because the US Census Bureau considers Hispanic to 
mean a person of Latin American descent (including persons of Cuban, Mexican, or Puerto Rican origin) 
living in the US who may be of any race or ethnic group (white, black, Asian, etc.) 

Figure: 8. United States Age Demographics Pyramid 
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2. APPENDIX II: International Extent of Consumer Exposure to Bisoctrizole 

As stated in the main document, extrapolations from sales figures can provide an estrmate of consumer 
exposure to the product. However, this estimate needs to be put into perspective since it does not take 
into account the fact that Bisoctrizole will not be exclusively integrated into end products and marketed in 
the same country where it has been sold as raw material ingredient. 

The example illustrated below was developed for the case of BIODERMA (DIPTA). The tables displayed 
here for 4 different products show that from an active ingredient purchased by the producer located in 
France, thousands of units will be manufactured (in France or elsewhere) and then sold in more than 40 
different countries. These figures were provided by the producer. 



One: (I) page has been redacted. 



3. APPENDIX III: Product Labels 

Considering the very high number of end products containing Bisoctrizole, not all of them are represented 
in this document. Those prlesented in this appendix have been considered as representative for the 
European, Asian, Australian and South American regions where Bisoctrizole IS marketed. 

Each product is presented in the following format: 

Is’ page: summary of the information concerninq the product 

Active ingredients (UV filters) ranked as given in Percentage of UV 
the INCI declaration on the package filters, if available 

Dosage form 
Route of administration 
Intended use 
Directions for use 
Pharmacological class of ‘active ingredients 
Applicable US FDA OTC IxMonograph 

Summary of languages visible on the packaging (bottle or tube, box and information leaflet if 
translation if applicable 

2”d page: other ingredients in composition 

3’c’ & following pages: 
- enlarged photos of the product 
- photos of box and information if applicable 
- translation of texts From bottle/tube, box and information leaflet if applicable 

Note 1: For most products presented here, an indicative composition in sunscreen is given. This 
Information was issued by Ciba Specialty Chemicals analytical chemistry department. 

Note 2: Neither the INCI declaration nor the producer’s address was added to the translations. These were 
simply indicated as “(/NC/ Ir’st)“and “(Address)“. This information is available on the pictures of the 
products. 

Certification of translation 
Ciba Specialty Chemicals certifies that to the best of its knowledge this is an accurate translation of the 
product labels. 

By: 

Lisa Navarro, Ph.D., D.A.B.T. 

Date: April 11 th, 2005 



EUROPE 

3.1. AviMe - Cream Gel SPF 20 

COUNTRY : FRANCE 
BRAND : AVENE 
PRODUCER : PIERRE FABRE 

See followina paaes 
for Higher Definition 

Active ingredients 

Ethylhexyl Methoxycinnamate 1 
(Octinoxate) 
Methylene Bis-benzotriazolyl 
tetramethylbutylphenol 
[TINOSORBQ Ml 
(Bisoctrizole) - 
Titanium Dioxide 
Zinc Oxide 

Other ingredients 

See followina paaes 

See followina paaes 
for Higher Definition 

Very High Protection Sunblock Cream Gel 
Dermal via topical application 
SPF 20 UVB. 20 UVA 

Sensitive Skin, Provides a matte finish 
Apply evenly on the skin before sun exposure 
Not applicable; UV filters allowed in EU are listed in 76/768/EEC 
(European Economic Community) directive, Annex VII 
OTC Sunscreen Monograph 

Packaging Text Translation 

French/ German 



Other ingredients 

l 

Avene Aqua 
Cyclomethicone 
Aqua (Water) 
Ethylhexyl Palmitate 
Cl 2-l 5 Alkyl Benzoate 
Glyceryl Stearate 
Potasium Cetyl Phosphate 
Cl 3-14 lsoparrafin 
Cucurbita Pepo 
Decyl Glucoside 
Dimethicone 
Ethylparaben 
Parfum (Perfume) 
lsobutylparaben 
Laureth-7 
Magnesium Aluminium Silicate 
Methylparaben 
Phenoxyethanol 
Polyacrylamide Propylparaloen 
Tocopheryl Acetate 
Tribehenin 
Trimethoxycaprylylsilane 
Xanthan Gum 



Product Front & Back 

A 



Box 



(Same as (Same as below in German) Avene Thermal Cream Gel Sunblock 
last column Water Very High Protection 
in German) (INCI list) 20B 20A Oil Free 

20 
The Avene Spa, in France, have 208 20A Indications: 

(graph: specialized for 2 centuries in Sun protection for sensitive skin, oily and pimple prone skin 
Stopped UV dermatological treatment of OI! Free Prnfmpfinn Allrinn firctA3trc nfcoon ~vnn~b~r* hr 18nrlnr mvtrrrmr. -II- ---A:l:-- . . . ..-“..“. I .a”, II sy ,I# “L “.A, Y “I U”, 8 “,l(r”~“, b,, 

rays as a 
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sensitive skin. Thanks to Avene Cutaneous photoaging prevention 
function of Thermal Water’s soothing and Cream Gel 
protection anti-irritating properties, Sunblock Properties: 
factor) confirmed by numerous scientific Very High UVA rays are as dangerous for the skin as UVB: excessive sun exposure can 

research works, Avene Protection provoke erythema and, in the long term, cellular alteration and cutaneous 
Dermatological Laboratories aging. The discovery of a new organic filter, photostable and with excellent 
created a complete range of Sensitive Skin tolerance, associated with MPI* patented mineral sunscreens, permitted the 
dermocosmetic products intended creation of MPI-Sorb, exclusive innovative system, UVA and UVB protector. 
to treat the most sensitive skin. Matte finish Non oily 20B 20A cream gel therefore ensures protection: 

maximum, and for the IS’ time equivalent against UVA and UVB 
Quality Warranties: Hypoallergenic long lasting 
- Rigorously selected raw Non Comedogenic Preserves the skin from the sun’s noxious effects: Thanks to the action of 
materials - Products Cucurbita Pepo, it regulates sebum secretions and limits cutaneous problems 
manufactured and controlled subsequent to sun exposure: Very rich in Avene Thermal Water (60%) with 
conforming to strict conditions _ soothing properties, it is very well tolerated by sensitive skin 
Tests realized by dermatologists 
on sensitive skin - Directions: 
Hypoallergenic and non Before any sun exposure, apply evenly on the skin. Using this product must 
comedogenic products - A not encourage longer exposure. Reapply frequently, in particular after long 
cosmetovigilance commitee exposures and after bathing. Avotd sun exposure between 12 & 16 o’clock 

Sunburn is dangerous, especially for children. 

* Mineral Protector Ingredients: Pierre FABRE Dermo-cosmetic patent 



Time nod Extent Application for Bisoctrizoie - UV filter 

Information leaflet 

l SELF-UNNfNG LOTION 

Face and body 

EXKCN 
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. SK+4 RECOVERY CREAM 
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Suncare 
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3.2. Avene - Extreme Sunblock 60 

COUNTRY : FRANCE 
BRAND : AVENE 
PRODUCER : PIERRE FABRE 

Active ingredients 

Ethylhexyl Methoxycinnamate 
(Octinoxate) 10.0% 
Bis-Ethylhexyloxyphenol 
Methoxyphenyl Triazine 
[TINOSORB@ S] 
(Bemotrizinol) 6.0% 
Methylene Bis-benzotriazolyl 
tetramethylbutylphenol 
[TINOSORB@ M] 
(Bisoctrizole) 2.9% 
Titanium Dioxide 0.2% 
Zinc Oxide 0.1% 

Other ingredients 

See followina paaes 

See followina paoes See followina paoes 
for Higher Definitiong for Higher Definition 

Dosage form Extreme Sunblock Emulsion 
Route of administration Dermal via topical application 
Intended use SPF 60 UVB, 60 UVA 

Water-resistant 
Sensitive Skin, Oil free, Provides a matte finish 

Directions for use Apply evenly on the skin before sun exposure 
Pharmacological class of active Not applicable; UV filters allowed in EU are listed in 76/768/EEC 
ingredients (European Economic Community) directive, Annex VII 
Applicable US FDA OTC Drug OTC Sunscreen Monograph 
Monograph 3 

Packaging Text Translatioln 

iTTube &x Information leaflet 



Other ingredients 

Avh-te Aqua 
Glycerin 
Aqua (Water) 
Cyclomethicone 
Glyceryl Stearate 
Cl 2-15 Alkyl Benzoate 
Ethylhexyl Palmitate 
Potasium Cetyl Phosphate 
Cetyl Alcohol 
PVP/Eicosene Copolymer 
Stearyl Alcohol 
Butylparaben 
Cucurbita Pepo 
Decyl Glucosrde 
Dimethicone 
Disodium EDTA 
Ethylparaben 
Par-turn (Perfume) 
lsobutylparaben 
Magnesium Aluminium Silicate 
Methylparaben 
o-Cymen-5-01 
Phenoxyethanol 
Propylparaben 
Tocopheryl Glucoside 
Tribehenin 
Trimethoxycaprylylsilane 
Xanthan Gum 
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0 Tube 





Box Text Translation 

Extreme Sunblock Emulsion 60B 60A Avene Thermal Water The Avene Spa, in France, have 
Oil Free specialized for 2 centuries In 

Provides a matte finish (/NC/ list) 60 dermatological treatment of 
Indications: 60B 60A sensitive skin. Thanks to Avene 

Sun protection for sensitive skin, oily and pimple prone skin Thermal Water’s soothing and antt- 
Protection under extreme sun condition Oil Free irritating properties, confirmed by 
Helps prevent photodermatosis (sun allergies) and pregnancy flew texture *, lrnnl-~, IC rr;n..+;Gr. .~rrr-r^L. . ..^_#.^ I I”IIIL,I”U.J JVICCI 11111b I G3GalLl I “VU, h3, 

mask Avene Dermatological Laboratories 
Extreme Sunblock created a complete range of 

(graph: Absorbed Wrays as a function of protection factor) Emulsion dermocosmetic products intended 
to treat the most sensitive skin. 

Properties Sensitive Skin 
UVA rays are as dangerous for the skin as UVB: excessive sun Quality Warranty: 
exposure can provoke erythema and, in long the term, cellular Provides a matte finish - Rigorously selected raw materials 
alteration and cutaneous aging. - Products manufactured and 
The new UVA and UVB photopretector complex (TINOSORB M+S), Hypoallergenic Non controlled conformrng to strict 
photostable and with excellent tolerance, associated with MPI* Comedogenic conditions Tests realized by 
patented mineral sunscreens, permitted the creation of MPI-Sorb “new dermatologists on sensitive skin - 
generation”, exclusive innovative system. Thanks to Cucurbita Pepo Hypoallergenic and non 
that regulates sebum secretions, this emulsion is adapted for sensitive comedogenic products - A 
and slightly oily skin. cosmetovigilance committee 
Extreme Sunblock Emulsion 60B 60A preserves the skin from sun’s 
noxious effects and ensures protection: 

extreme, and for the IS’ time equivalent against UVA and UVB 
long lasting 

Rich in Avene Thermal Water (40%) with soothing properties, it is very 
well tolerated by sensitive skin. Its invisible and oil free texture 
facilitates the application. 

(Address) 
Directions: Before any sun exposure, apply evenly on the skin. Using 
this product must not encourage longer exposure. Reapply 
frequently, in particular after long exposures and after bathing. Avoid 
sun exposure between 12 & 16 o’clock. Sunburn is dangerous, 
especially for children. 

* Mineral Protector Ingredients: Pierre FABRE Dermo-cosmetic patent 



Information Leaflet 

Skin care br m&ant skin 
. EXTREMELY GENTLE CLEANSE? 

n*nnre, h,,ueoH hn”lO 
l SKtN RECOVERY CREAM 

Gmtb makeup mmovd br smwtfve skm 
. GENTLE MtiK CLEANSER 
l GENTLE PROTECWE TONfR 
. RINSE-OFF GENTLE GEL CLFANFP i 

Skin care hx satdive *m 
. WDRANCE RlC,, and LIGIIT 

la dehydrated ,k,n 
. REBAL4NCING MOISTURE LOTiON 

for normal to combmotvan rk,n 
. CITY SUNSCREEN BASE SRiS WA 10 

for 011 !yp.x cf seena~twe ,km 
. RICH COMPENSATING CREAM 

for dry and dewtdwsd skin 
. ikSWNT SOOTHNG MOISTLJRE MA% 
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Soins solaires 
dux sensibii 

Suncare 
Sensitive skin 
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3.3. B i o d e r m a  - P h o toderm M a x  1 0 0  

C O U N T R Y  : F R A N C E  
B R A N D  :P H O T O D E R M  
P R O D U C E R  : B IO D E R M A  (DIPTA)  

S e e  fo l lowins o a o e s  
for H igher  Def in i t ion 

S e e  fo l lowino p a o e s  
for H igher  Def in i t ion 

Act ive ingred ients  

M e thy lene Bis-benzotr iazoly l  
te t ramethy lbuty lphenol  
[TINO S O R B @  M ] 
(Biooctr izo le))  
B u tyl M e thoxyd ibenzoy lmethane  
( A v o b e n z o n e  
E thylhexyl  T r iazone  
(Octyl  T r iazone)  

5 .5%  

( E n z a c a m e n e )  

T  

4 .5%  

4.5%  
4-Methy lbenzy l idene C a m p h o r  

4 .0%  

O ther  ingred ients  

S e e  fo l lowino oases  

D o s a g e  form 
Rou te  of admin is t ra t ion 
In tended use  

Direct ions for use  

M a x i m u m  S u n  Protect ion C r e a m  
Derma l  v ia topical  app l icat ion 
S P F  1 0 0  
W a ter a n d  sweat  resistant; pe r fume  f ree 
App ly  even ly  
Reapp l y  regu lar ly  

Pharmaco log ica l  c lass of act ive 
ingred ients  
App l i cab le  U S  F D A  O T C  D r u g  
M o n o g r a p h  

Not  app l icab le ;  U V  filters a l l owed  in  E U  a re  l isted in  76 /768 /EEC 
( E u r o p e a n  Econom ic  Commun i t y )  direct ive, A n n e x  
O T C  Sunsc reen  M o n o g r a p h  

Packag ing  Text Trans la t ion 



Other ingredients 

Aqua 
Dicaprylyl Carbonate 
Diisopropyl Sebacate 
Cyclomethlcone 
Dimethiconol Behenate 
Potassium Cetyl Phosphate 
Acrylates/ Octylacrylamrde Copolymer 
Glyceryl Stearate 
PEG-l 00 Stearate 
Decyl Glucosrde 
Tocopheryl Acetate 
Ammonium Acyloyldimethyllaurate/ VP Copolymer 
Xanthan Gum 
PEG-4 Dilaurate 
PEG-4 Laurate 
Sodium Hydroxide 
Trilinolein 
Propylene Glycol 
Citric Acid 
lodopropynyl Butylcarbamate 
PEG-4 
Trilinolenin 
Triolein 
Triarachidin 
Tripalmitin 
Tristearin 
Disodium EDTA 
BHT 
Butylparaben 
Methylparaben 
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Tube Front & Back 
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Box 

MAX 
CrGme 
Cream 

Sun ------- 
PROGRAMME 

Solalra 

E30- 

F 

dXRMA 

C&me 
Cream 

PHOGRAMA 
§ ” I a r 

Photoderm Max Crema 
Fotoprotecci6n maxima 
PWC?. 
* pwlcs normales y secas 

lntolerantes al sol 

* ::i;:zs:t;, 1) y 
somebdas a exposiclnn 
mlar maxima (glaclarec, 
troplcos). 

Aplirar unifonnemente 
sobre la piel. Renovar la 
aplicacldn con la mayor 
regularidad yen taco dr 
eliminaclon (secad” con 
toalla, en,uague frotado...) 
Resistente al agua y al sudor 
Sin perfume 

Ipi-GiGg 

___ 

I SPF 100-l 
\ Protection UVA-WE?? 

phofostabte 
Ptbntoprotection madmale 
Muimum sun pmtection 

i 

Peaux normales et seches 
intokrantes au soleil 

Norm/ to dry skin 
sensitive to the sun 
---- 

Resiste a I’eau 
et a la transpiration 

Water and sweat resistant 
Sam parfum 
Perfume free 

PROGRAMA ..I --. “~- 
S 0 I a r 

Photoderm Max Creme 
Fot”pr”tcc~d” ultra para: 
* p&s normals e seca, 

intolerantes a” sol 
* p&s IeitosaS pontuadas 

de manchas ruiva, 
tfototipos 1) e submetldm 
a insolacao intensa 
@wares, ttipicos). 

Aolicar umformemente na 
p&e. Renovar a aphca~ao 
corn frequ&xia em cas” 
de el imma@o (fnccao, 
enxugamento...). Resiste a 
*a e a transpira@o 
km perfume 

A 
4 

Photopmtectton ma 

. paw ““rmale~ et seches 
mtolerdntes au soluil 

. peaux ldlteuses ponctu&s de 
tathe\ de rousseur (phot”tyQes 
et soumfses a un ensoleillement 
maxxlmurn (glaciers, troplqurs). 

Appliqurr umform@ment sur Id 
Renouvrlrr iapplication t&s re 
rcment ct en CBS d’6limination 
menh, r,w)‘ages. .). 

Udxixlmum sun proteal”” for: 

. normal tn dly skin sensitive to the sun 

. pale, heck+ sbns (phototyjx 1) during 
strong wnshme (glaciers, tmplcsl 

Apply uniformly over the skm Renew 
the apphration re 
(ruhbmg,wping.. P  

llarly or lf rhmwatcd 

Sonnenschutz _-- -.- 
PROGRAMM 

Phvtoderm ~a.x Creme 
Maxxlmalrr Sonnenhlocker fur 

* normale his trockene sehr 
sonnenempfindliche Haut 

* hlaDe, schr lichtempfindlirhe Ham 
(Phototyp 1) wshrend starker 
Sonnene,nstrahlung (LB. Cletschcr, 
Tropen, Extremsrtuationen) 

c.leichm%ig auf der Haut verteden 
KegelmiiRtg das Auftragen wiederhnlen, 
btionders falls durch Abreiben odcr 
Abwischen vorzeitig entfemt wurdr 
Wasser- und schweigfet 

rlhne Pxli im 



3.4. E. Carreras - SPF 50 

COUNTRY : PORTUGAL 
BRAND : E: CARRERAS 
PRODUCER : NOVARTIS 

Active ingredients 

vritanium 
Methylene Bis-benzotriazolyl 

Other ingredients 

See followinq oases 

See followinq paqes 
for Higher Definition 

See followinn paqes 
for Higher Definition 

Extreme Sunblock Protection 
Dermal via topical application 
SPF 50, UVA, UVB, UVC, IR, 

Pharmacological class of active Not applicable; UV filters allowed in EU are listed in 76/768/EEC 

Packaging Text Translation 

Original 
Language 

Tube Box 

Spanish / Portuguese Spanish / Portuguese 

See followinq paqes -’ See followino oaqes 

Information leaflet 

Spanish I Portuguese 

See followina paqes 



Other ingredients 

Aqua (Water) 
Cyclomethicone 
Caprylrcl CapricTnglyceride 
Mineral Oil 
lsohexadecane 
Urea 
Cetyl Dimethrcone Copolyol 
Glycerin 
Cyclopentaslloxane 
Polyglyceryl-4 lsostearate 
Tocopheryl Acetate 
Paraffin 
Polyhydroxystearic Acid 
Candellila Cera 
Magnesium Stearate 
Sorbitan Oleate 
Bifida Ferment Lysate 
Bisabolol 
Soy Bean Extract 
Citric Acid 
Disodium Calcium EDTA 
Whey Protein 
Glyceryl Linoleate 
Glyceryl Linolenate 
Sodium Chloride 
Decylglucoside 
Dimethiconol 
Aluminum Oxide 
Aluminium Stearate 
Butylparaben 
Ethylparaben 
Methylparaben 
Propylparaben 
Phenoxyethanol 
Sodium Hydroxide 
BHT 
Propylene Glycol 
Xanthan Gum 
Parfum (Perfume) 
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Tube Text Translation 

I- Ll UVB - UVA 
UVC - IR 

Front 1 
Physical Filter 

Back 
E. Carreras 

Scientific Cosmetic 
Moisturizing Filter 

Total Sunblock 
SPF 50 

High water and sweat resistance 

Indications 
Extreme Sun Protection Extreme physical sun protection for 

Extra UVA hypersensitive skin 

Hypersensitive Skin 
Hypoallergenic 

Directions 
Apply evenly on the skin 30 min before sun 
exposure. Avoid contact with eyes 

NOVARTIS 

Box Text Translation 

E. Carreras 
FH SPF 

Physical filter 50 
Properties 
iigh water and sweat resistance. 
does not clog pores. 
Moisturizing. With anti-radical and 
photoinduced damage repair properties. 
Prevents photoaging. 
Protects against erythema (and photo- 
immunosuppression. Repairs damages of 
noxious sun rays on skin. 

Indications: 
Extreme physical solar protection for 
hypersensitive skin 

Directions: 
Apply on skin 30 min before sun exposure. 
Avoid contact with eyes 

Novartis Consumer Health SA 
(Address Spain) 

(Same text in portuguese) 

Novartis Consumer Health Lda 
(Address Portugal) 

100 ml 

(Same text in 
portuguese) 

Novartis 
Consumer 
Health Lda 
(Address 
Portugal) 

Physical Filter 

Moisturizing Filter 
Total Sunblock 

SPF 50 

Extreme Sun 
Protection 
Extra UVA 

Hypersensitive Skin 
* Hypoallergenic 

7 

/ (/NC/ list) 

* Formulated to 
minimize risks of 
allergic reactions 

Novartis 
Consumer Health 

SA 
(Address Spain) 



Information leaflet 
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Information leaflet Text Translation 

E. Carreras 
Scientific Cosmetic 

Sun and Photoprotection 
Even if solar radiation produces unquestionable benefits for our bodies, it is not without risks since solar 
rays cause important lesions to the skin, especially on sun sensitive skin. Actual scientific knowledge 
shows without doubt that sun exposure without adapted protection increases cancer probability and other 
skin degenerative processes. 

UVB cause skrn aging, sunburn and processes initiating photo-immunosuppression; UVA penetrate the 
skin in more depth and are responsible for direct pigmentation or tanning, but they also generate aging 
processes and cutaneous degradation, photosensitization problems, and to a lesser extent, participate in 
photo-immunosuppression; UVC burn more easily and their effects are much more important than UVB’s 
even though they are normally stopped by the atmospheric ozone layer; the progressive reduction of the 
ozone layer, not only at the poles but also under our latitudes, constitutes an additional danger; IR have an 
important calorific energy and are responsible for cutaneous water loss. It is proven that IR reinforce 
carcinogen and degenerative effects of UV rays. 

The immunosuppressive effect of UV radiation occurs with lower energy radiation compared to the ones 
producing skin reddening. This effect initiates the processes that could end in a photoinduced skin cancer. 
From all this we can conclude that to protect from immunosuppression and decrease skin cancer 
probability avoiding only erllthema is not sufficient and it is essential that filters also protect from 
immunosuppression. For this reason E. Carreras introduced a new generation of filter with better and 
larger protection potential not only against erythema, with higher protection factors, but also against photo- 
immunosuppression. The new filters all provide an extreme protection from UVB, UVA, UVC & IR radiation 
and have a high moisturizing power. They include anti radical active principles and agents to repair 
photoinduced alterations th.at favor recovery and prevent skin aging by protection against photo- 
Immunosuppression. 

Easy to apply on the whole body surface they leave a protective film on the skin. Their excipients allow a 
higher persistence on the skin even after bathing and intense sweating. It has been experimentally 
demonstrated that they can be qualified as highly water resistant. Cutaneous sensitivity testing 
demonstrates that they are well tolerated and non comedogenic. 

Indications 
All filters have to be applied evenly and generously on the skin 30 min before sun exposure. Avoid contact 
with eyes. 

FH Physical filter SPF 50 
Fluid emulsion for extreme physical solar protection of hypersensitive skin with low phototype or requiring 
special protection against solar radiation (very fair skin, chloasma (melasma) , vitiligo, scars,. ). Protects 
against photo-induced skin aging and photo-induced immunosuppression. Especially recommended for 
people suffering from allergies to chemical filters. 

(/NC/ list) 



3.5. E. Carreras - SPF 70 

COUNTRY : PORTUGAL 
BRAND : E: CARRERAS 
PRODUCER : NOVARTIS 

See followino paqes 
for Higher Definition 

See followino paaes 
for Higher Definition 

1 Active ingredients 

Titanium Dioxide I 8.4% 
I lsoamyl p-Methoxycinnamate ( 

Methylene Bis-benzotriazolyl E::: 
Other ingredients 

See followino paaes 

1 Dosage form 1 Extreme Sunblock 
Route of administration 
Intended use 

1 Dermal via topical application 
4. UVB. UVC. IR. 

Directions for use 
Pharmacological class of active 
ingredients 
Applicable US FDA OTC Dlrug 
Monoaraoh 

SPF 50, UVI 
Water-resistant 
Apply 30 min before sun exposure 
Not applicable; UV filters allowed in EU are listed in 
(European Economic Community) directive, Annex 
OTC Sunscreen Monograph 

Packaging Text Translation 

Original 
Language 

Tube 

Spanish/ Portuguese 

See followina paoes 

Box Information leaflet 

Spanish/ Portuguese Spanish/ Portuguese 

See followina paqes See followina paoes 



Other ingredients 

Aqua (Water) 
Cyclomethicone 
Urea 
Caprylicl CapricTriglyceride 
Mineral Oil 
Cetyl Dimethrcone Copolyol 
lsohexadecane 
Glycerin 
Cyclopentasiloxane 
Polyglyceryl-4 lsostearate 
Tocopheryl Acetate 
Paraffin 
Candellila Cera 
Magnesium Stearate 
Sorbitan Oleate 
Glyceryl Linoleate 
Polyhydroxystearic Acid 
Sodium Chloride 
Decylglucoside 
Bifida Ferment Lysate 
Bisabolol 
Borago Officinalis 
Soy Bean Extract 
Whey Protein 
Dimethiconol 
Propylene Glycol 
BHT 
Ascorbyl Palmitate 
Glyceryl Stearate 
Glyceryl Oleate 
Citric Acid 
Butylparaben 
Ethylparaben 
Methylparaben 
Phenoxyethanol 
Propylparaben 
Aluminum Oxide 
Aluminium Stearate 
Glyceryl Linolenate 
Sodium Hydroxide 
Disodium Calcium EDTA 
Xanthan Gum 
Parfum (Perfume) 







Tube Text Translation 

Front 

l ~uvc-IR UVB - UVA 

r 

Dry Skin 

Moisturizing Filter 
Total Sunblock 

SPF 70 

Extrerne Sun Protection 
Extra UVA 

Sensitive Skin 
Hypoallergenic 

Box Text Translation 

E. Carrer’as 
FH SPF 

Dry Skin 7o - 
Properties 
High water and sweat resislance. 
Does not clog pores. 
Moisturizing. With anti-radical and 
photoinduced damage repair properties. 
Prevents photoaging. 
Protects against erythema and photo- 
immunosuppression. Repairs damages of 
noxious sun rays on skin. 

Indications: 
Fluid emulsion for an extreme solar protection 
of low phototype skin or skin requiring special 
protection against solar radiation (very fair skin, 
chloasma (melasma), vitiligo, scars,. _. ) 

Directions: 
Apply on skin 30 min before sun exposure. 
Avoid contact with eyes 

Back 
E. Carreras 

Scientific Cosmetic 

High water and Sweat resistance 

Indications 
Fluid emulsion for extreme solar protection of 
low phototype skin or skin requiring special 
protection against solar radiation (very fair skin, 
chloasma (melasma), vitiligo, scars.. ) 

Directions 
Apply evenly on the skin 30 min before sun 
exposure. Avoid contact with eyes 

Novartrs Consumer Health SA 
(Address Spain) 

(Same text in Portuguese) 

Novartis Consumer Health Lda 
(Address Portugal) 

100 ml 

(Same text in 
Portuguese) 

Novartis 
Consumer Health 

Lda 
(Address 
Portugal) 

Dry Skin (/NC/ list) 

Moisturizing Filter 
Total Sunblock 

SPF 70 
* Formulated to 
mrnimize risks of 
allergic reactions 

Extreme Sun 
Protection 
Extra UVA 

Sensitive Skin 
* Hypoallergenic 

Novartis 
Consumer Health 

(Addrezt S pain) 



Information leaflet 
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Information leaflet Text Translation 

E. Carreras 
Scientific Cosmetic 

Sun and Photoprotectionl 
Even if solar radiation produces unquestronable benefits for our bodies, it is not without risks since solar 
rays cause important lesions to the skin, especially on sun sensitive skin. Actual scientific knowledge 
shows without doubt that sun exposure without adapted protection increases cancer probability and other 
skin degenerative processes. 

UVB cause skin aging, sunburn and processes initiating photo-immunosuppression; UVA penetrate the 
skin in more depth and are responsible for direct pigmentation or tanning, but they also generate aging 
processes and cutaneous degradation, photosensitization problems, and to a lesser extent, participate in 
photo-immunosuppressron. UVC burn more easily and their effects are much more important than UVB’s 
even though they are normally stopped by the atmospheric ozone layer; the progressive reduction of the 
ozone layer, not only at the poles but also under our latitudes, constitutes an additional danger; IR have an 
important calorific energy and are responsible for cutaneous water loss. It is proven that IR reinforce 
carcinogen and degenerative effects of UV rays. 

The immunosuppressive effect of UV radiation occurs with lower energy radiation compared to the ones 
producing skin reddening. This effect initiates the processes that could end in a photoinduced skin cancer. 
From all this we can conclude that to protect from immunosuppression and decrease skin cancer 
probability avoiding only erythema is not sufficient and it is essential that filters also protect from 
immunosuppression. For this reason E. Carreras introduced a new generation of filter with better and 
larger protection potential not only against erythema, with higher protection factors but also against photo- 
Immunosuppression. The new filters all provide an extreme protection from UVB, UVA, UVC & IR radiation 
and have a high moisturizirlg power. They include anti radical active principles and agents to repair 
photoinduced alterations that favor recovery and prevent skin aging by protection against photo- 
immunosuppression. 

Easy to apply on the whole body surface they leave a protective film on the skin. Their excipients allow a 
hrgher persistence on the skin even after bathing and intense sweating. It has been experimentally 
demonstrated that they can be qualified as highly water resistant. Cutaneous sensitivity testing 
demonstrates that they are well tolerated and non comedogenic. 

indications 
All filters have to be applied evenly and generously on the skin 30 min before sun exposure. Avoid contact 
with eyes. 

FH Physical filter SPF 50 
Fluid emulsion for extreme Iphysical solar protection of hypersensitive skin with low phototype or requiring 
special protection against solar radiation (very fair skin, chloasma (melasma), vitiligo, scars,. ). Protects 
against photo-induced skin aging and photo-induced immunosuppression. Especially recommended for 
people suffering from allergies 
to chemical filters. 

(INCI list) 



0 3.6. Galenic - Cream SPF 60 

COUNTRY : FIRANCE 
BRAND : GALENIC 
PRODUCER : PIERRE FABRE 

benzotriazolyl 
tetramethylbutylphenol 
ITINOSORB@ M] I ! 

Other ingredients 

See followina paaes 

See following paaes 
for Higher Definition 

See followinn paaes 
for Higher Definition 

Dosage form 
Route of administration 
Intended use 

Extreme Protection Cream 
Dermal via topical application 
SPF 60 UVB, 30 UVA 
Water-resistant 
Sun Sensitive Skin 

Directions for use 
Pharmacological class of active 
ingredients 
Applicable US FDA OTC Drug 
Monograph 

Reapply every 2h and always after swimming 
Not applicable; UV filters allowed in EU are listed in 
(European Economic Community) directive, Annex VII 
OTC Sunscreen Monograph 

Packaging Text Translatioln 

Original 
Language 

Tube 

French/ English 

See followina paaes 

Box 

French 

See followina paaes 

Information leaflet 

French 

See followina D~Q~S 



Other ingredients 

Aqua 
Glycerin 
Cyclomethicone 
lsododecane 
Dimethicone 
C12-15 Alkyl Benzoate 
PEG-30 Dipolyhydroxystearate 
Hydrogenated Castor Oil 
Decyl Glucoside 
PEG 45 / Dodecyl Glycol Copolymer 
Butylparaben 
Disodium EDTA 
Disteardimonium Hectorite 
Ethylparaben 
Parfum 
Hesperidin Methyl Chalcone 
lsobutylparaben 
Magnesium Ascorbyl Phosphate 
Methylparaben 
Octyldodecanol 
o-Cymen-5-01 
o-Phenylphenol 
Phenoxyethanol 
PPG-12/SMDI Copolymer 
Propylparaben 
Silica Dimethyl Silylate 
Sodium Myristoyl Glutamate 
Glutamate 
Tetrasodium EDTA 
Tocopheryl Acetate 
Tribehenin 
Trimethoxycaprylylsilane 
Xanthan Gum 



1.. ‘..A ::‘.:.‘. . .x t.: 2. . .;.:. ..:*: .*.. :.* . . . . . . ..-.-. 

0 Tube Front & Back 



Box 

>. . 
.:R, . es* 
,.:. ‘< 

.:::. . . . .x . .._ 
_:_. :...- 5.. ._ ‘.‘... 

Ciba 
::&&:.::y:. 

qu’ll est indispensable dc se protcger des rayons 
wlaircs afin de ne profitcr quc da bitnfalts du YIICII 

Pawn8 ks radtatlons UV. qul sont ks plus actwcs blo- 
logiquemcnt, on dlstmguc IO IJVB des WA. qw aqis~ 
sent dWcmmcnt WI la prau 
Lcs WB, trir incrgtttquts, ont un effet direct WI la 
peau A fortes dm. 11s provoqucnt Ic coup de &I ei 
da a!tCra!ions du patnmom: gi&irju: ti X!~U!O 
les UVA. momsincrg~t~qua, agwrnt de faqon cndl- 
rcctc cn declenchant la formatjon dc radwaux hbres 
Ccux-CI vont SC multiplltr ct w propager En vkita- 
blcs agresseurs, 11s dtsorganircnt ICF structures 
cutan& ct cntraintnt uric accil(ratlon du YICIIIIW- 
mcnt cutani 
La WA et WE dImwent k systcmc lmmunltalrc de 
la pcau, c’cst pour cela qw certame5 alteratwns ccl- 
lulaircs pcwcnt dwcmr graws. 



Box Text Translation 

Galhic Sun Specific: 

Protecting skincare to enjoy 
sun benefits and protect the 
skin against maltreatment. 
An active, extra-large, new 
generation protection against 
UVB/UVA rays. 
Innovation: a long lasting 
antiradical efficacy. The 
Complexe Protect LP, a 
Pierre FABRE exclusivity, is 
able to auto generate itself l 

and to diffuse progressively 
its actives to hinder the 
formation and propagation of 
radicals, true aging 
enhancers, and to preserve 
the skin’s defense capacity. 

*Vitamin E / Vitamin C 

(/NC/ list) 

Galenic 

Sun Specific 
60 

UVBXIUVA 

Extreme Protection 

Specially for Face 

Extreme Sun 
Conditions 

Sun sensitive skin 

Complexe Protect LP Non comedogenic, formulated to 
Water resistant reduce allergy risks 

Indications: 
Extreme Protection Specrally for 
Face - Extreme Sun Conditions, 
Sun sensitive skin 

With its smoothing texture, 
Extreme ProtPction cream !PVPS 
a comforting and moisturizing 
sensation. It is invisible after 
application. 

Directions: 
Apply evenly before Sun 
exposure; reapply every 2 hours 
and after each bath. 

Protecting skincare efficacy 
SUN SPECIFIC 
kmph) 

Extra large protection to limit 
aggressive effects of the sun 
Extended antiradical protection for 
an anti aging action 
Fundamental Protection 
to protect the defense capacity of 
your skin 

Skin is not able to face sudden and extended sun 
exposures. Therefore, it is necessary to use a 
protection against solar rays in order to take advantage 
only from the sun benefits. 

From UV radiation, which are the most biologically 
a.ti\,cl \A,P ,-QrT Aiff(nmnti~t~ I I\IP -..A I l\lA a.-1 -..L .““.I.“, ..” “USI “III~It.IIUcaL.z “VU QII” “VT\, IIIQL dbl 
differently on the skin. 

The high-energy UVB rays have a direct effect on the 
skin. Highly concentrated, they provoke sunburn and 
an alteration of the genetic inheritance of the cells. 

The lower energy UVA, act Indirectly by triggering the 
formation of free radicals. These will proliferate and 
spread. As reactants, they disorganize cutaneous 
structures and accelerate skin aging. 

UVA and UVB degrade the skrn’s immune system, for 
that reason some cellular alterations can become 
serious. 

Biological effects of UVA and UVB on the skin 

UVB UVA 
Minutes Immediate 

Pigmentation 
Hours Sunburn 
Days Epidermis thickenrng 

Delayed pigmentation 
Months Immuno-suppression 
Years 



Information Leaflet 
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Information Leaflet Text Translation 

Hypoallergemc 

Galenic 

Sun Specific 

Always innovative and performing, Gal6nic The lower energy UVA, act indirectly by triggering the formation 
Laboratories fulfill the expectations of every single of free radicals. These will proliferate and spread. As reactants, 
woman for her beauty and good shape. they disorganize cutaneous structures and accelerate skin 
Face Care and Body Care, Galenic products are the aging. 
result of medical and dermatological research. 

UVA and UVB degrade the skin’s immune system, for that 
Integrated laboratories with access !n st.ate nf the art ,-PPEA~ c~,,,cL PPIII ,lc,r ~Itnr-.tir.n h.r h----L. ---:-. .- * VUY”l I ““I II” ““ll”lUl CIllcIl clU”l I uy “cTb”,I ,c acz, ,““D, 
technology are dedicated respectively to natural Skin is not able to face sudden and extended sun exposures. 
actives research. mainly exclusive and patented, to Therefore, it is necessary to use a protection against solar rays 
Gal6nic development and clinical evaluation. in order to take advantage only from the sun benefits. 
Product textures are defined to optimize the 
performance of the actives and to be extremely Biological effects of UVA and UVB on the skin 
compatible with skin; furthermore, these textures UVB UVA 
undergo sensory tests that evaluate their effects, odor, Min Immediate Pigment 
color, feeling, so that the product is simultaneously Hours Sunburn 
efficient and a source of cosmetic pleasure. 
Galenrc, the scientific expertise that reveals the unique 

Days Epidermis thickening 

beauty of every woman at every stage of her life. 
Delayed pigmentation 

Months Immuno-suppression 

Understand the effects of UVA and UVB rays on the 
Years Skin Aging 

skin 
Skin cancers 

From UV radiation, which are the most biologically 
The Complexe Protect LP*: an anti-radicals long lasting 

active, we can differentiate UVB and UVA, that act 
efficacy 

differently on the skin. 
The Complexe Protect LP, a Prerre FABRE exclusivity, is able to 
auto generate itself ** and to diffuse progressively its actives to 

The high-energy UVB rays have a direct effect on the 
hinder the formation and propagation of radicals, true aging 

skin. Highly concentrated, they provoke sunburn and an 
enhancers, and to preserve the skin’s defense caprtal 

alteration of the genetic inheritance of the cells. *Not present in self tanning products ** Vrtamin E / Vitamin C 



3.7. Galenic - Spray !SPF 25 

COUNTRY : FRANCE 
BRAND : GALENIC 
PRODUCER : PIERRE FABRE 

Active ingredients 

Ethylhexyl Methoxycinnamate 

tetramethylbutylphenol 
[TINOSORBB M] 

Other ingredients 

See followinq paqes 

See followina paaes See followinq paoes 
for Higher Definition &or Higher Definition 

Directions for use 
Water-resistant 
Shake well before use 
Reapply every 2 hours 

Pharmacological class of active 
ingredients 
Applicable US FDA OTC Dlrug 
Monoaraoh 

Not applicable; UV filters allowed in EU are listed in 76/768/EEC 
(European Economic Community) directive, Annex 
OTC Sunscreen Monograph 

Packaging Text Translation 

Original 
Language 

Bottle 

French/ English 

See followina paoes 

No Box 

- 

No Information leaflet 



Other ingredients 

Aqua (Water) 
Glycerin 
lsododecane 
Polydecene 
Cl 2-l 5 Alkyl Benzoate 
Dimethicone 
Sorbitan Trioleate 
Acrylates/ ClO-30 alkyl acrylate Crosspolymer 
Butylparaben 
Decyl Glucoside 
Disodium EDTA 
Pat-turn (Perfume) 
Hesperidin Methyl Chalcone 
Magnesium Aluminium Silicate 
Magnesium Ascorbyl Phosphate 
Methylparaben 
o-Cymen-5-01 
o-Phenylphenol 
Phenoxyethanol 
PPG-12/SMDI Copolymer 
Propylparaben 
Sodium Hydroxide 
Tetrasodium EDTA 
Tocopheryl Acetate 
Xanthan Gum 
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Bottle Text Translation 

Front 1 Back 
Hypoallergenic 

GALENIC 
u-wo) 

Sun Specific 
25 

UVB * 12 UVA 
Spray 

High Protection 
Face and Body 

Fair skin 

Complexe Protect LP 
Water relsistant 

GALENIC Sun SPECIFIC: protecting skincare to 
enjoy sun benefits and protect the skin against 
maltreatment. 
- An extra-large UVB/UVA protection 
- Innovation: a long lasting antiradical efficacy. The 
Complexe Protect LP, a Pierre FABRE exclusivity, 
is able to auto generate itself * and to diffuse 
progressively its actives to hinder the formation 
and propagation of radicals, true aging enhancers, 
and to preserve the skrn’s defense capacity. 
Light and oil-free, this spray provides a sensation 
of freshness and suppleness. Shake before use. 
Re-apply every 2 hours and after bathing. 
Non comedogenic and formulated to minimize 
allergy risks. 

*Vitamin E / Vitamin C 

(/NC/ list) 
(Logo) (Address) 



3.8. ISDIN Bottle 

COUNTRY : SPAIN 
BRAND : ISDIN 
PRODUCER : A. PUIG 

GiGem 
ISDIN UVA 

See followina paaes See followina pages 
for Higher Definition for Higher Definition 

Active ingredients 

Ethylhexyl Methoxycinnamate 
(Octinoxate) 8.8% 
Methylene Bis-benzotriazolyl 
tetramethylbutylphenol 
[TINOSORB@ M] 
(Bisoctrizole) 3.0% 
4-Methylbenzylidene Camphor 
(Enzacamene) 3.9% 
Titanium Dioxide 1.7% 

Other ingredients 

See followino paqes 

Dosage form 
Route of administration 
Intended use 

Directions for use 

Pharmacological class of active 
ingredients 
Applicable US FDA OTC Drug 
Monograph 

Total Sun Block 
Dermal via topical application 
Strengthen UVA filter (UVA, UVB & IR protection) 
Waterproof; for solar allergies 
Apply generously 30 min before sun exposure 
Reapply regularly 
Not applicable; UV filters allowed in EU are listed in 76/768/EEC 
(European Economic Community) directive, Annex VII 
OTC Sunscreen Monograph 

Packaging Text Translation 

Original 
Language 

Bottle 

Spanish/ English 

See followinq paaes 

No Box No Information leaflet 

ri - 



Other ingredients 

Aqua (Water) 
Cetearyl Octanoate 
PEG-40 Stearate 
lsostearic Acid 
Glycerin 
Mica 
Stearyl Alcohol 
Titanium Dioxide 
PVP/ Eicosene Copolymer 
Dimethicone 
Panthenol 
Tocopheryl Acetate 
Retinyl Palmitate 
Decyl Glucoside 
Propylene Glycol 
Xanthan Gum 
Phenoxyethanol 
Sodium Carbomer 
Cellulose Gum 
Parfum (Perfume) 
Propylparaben 
Methylparaben 
Ethylparaben 
2-bromo-2-nitropropane-1 J-diol 



Product Front & Back 

ISDIN UVA 

hlMEINSF&iN - 
hf 664203 CN 283367 



3.9. ISDIN Tube 

COUNTRY : SPAIN 
BRAND : ISDIN 
PRODUCER : A. PUIG 

See followina paaes 
for Higher Definition 

See followina oases 
for Higher Definition 

Active ingredients 

Ethylhexyl Methoxycinnamate 
(Octinoxate) 
Methylene Bis-benzotriazolyl 
tetramethylbutylphenol 
[TINOSORBB M] 
(Bisoctrizole) 
4-Methylbenzylidene Camphor 
(Enzacamene) 
Titanium Dioxide 
Diethylhexyl Butamido Triazone 
(No Drugname) 

9.4% 

3.2% 

4.0% 
2.2% 

2.6% 

Other ingredients 

See followina paaes 

Dosage form 
Route of administration 
Intended use 

Directions for use 

Total Sun Block 
Dermal via topical application 
Strengthen UVA filter (UVA, UVB & IR protection) 
Waterproof; for solar allergies 
Apply generously 30 min before sun exposure 
Reapply regularly 
Not applicable; UV filters allowed in EU are listed in 76/768/EEC 
(European Economic Community) directive, Annex VII 
OTC Sunscreen Monograph 

Pharmacological class of active 
ingredients 
Applicable US FDA OTC Drug 
Monograph 

Packaging Text Translation 

Original 
Language 

Bottle Box 

Spalnishl’ English Spanish 

See followina paaes See followina oases 

Information leaflet 

Spanish/ English 

See followinqpaaes 



Other ingredients 

Aqua (Water) 
Cl 2-15 Alkyl Benzoate 
Cyclomethicone 
Cetearyl Octanoate 
Cetyl Alcohol 
Mica 
Octyl Dodecyl Neopentano(ate 
PVP/ Eicosene Copolymer 
PEG-l 00 Stearate 
Glyceryl Stearate 
PEG-40 Stearate 
Sodium Carbomer 
Panthenol 
Tocopheryl Acetate 
Retinyl Palmitate 
Decyl Glucoside 
Xanthan Gum 
Propylene Glycol 
Phenoxyethanol 
2-bromo-2-nitropropane-l J-diol 
Polyquaternium-10 
Methylparaben 
Propylparaben 
Ethylparaben 
Par-turn (Perfume) 
Cellulose Gum 
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ISDIN UVA 

- - 
Crema - - - 
Especial alergias solares 
Reslstente al ague 

Film ~0” efecto potenclaoo 4 

z - - 

Waterproof Moisturizing - 
Sunscreen Cream I~ ~_ zz= 
. .._.- -. 
en la zona UV-A.‘ 
Pantalla total. Hidratante 

IR. ‘Crema particlJ(awent@ it-&&a para aquel 
pen-onas qw tiwen transtOmOs cut6ne0s especialmente 
sen!;ibies a le rad,acibn solar Os~meti&s atratamient~s 
COn farmacos fotoscnsibilizantes. Aitamente hidratante, 
e&a ia secruedad, fragili&d y enve’edmiento prematUr0 
de la piel. IEr. p,etcs altamente sensi b tes es recomendable 
su LSO dur,3nte lodo Ed ano. 

.Labii 

Mode de cmpleo: 
Apllcar generosamente sobre la pie1 bier! SW. 
al menos rnedla hors antes de la expc+lbn 
sOlar. Para mayor segurldad. en expomones 
Drolon 

i. 08 
adas, es convenienfe reaplicar 

Pr ucto. Evitar ei contact0 Con 10s ojos 
m Permanece despuk de1 bafio- r 



Tube Text Translation 

Permits sun exposure in extreme conditions: navigation, high (mm list) 
mountain, skiing. Acts by blocking UVA, UVB and IR damaging 
rays. Specially indicated for people with sun sensitive skin or (Address) 
under photosensitizing medical treatment. Highly moisturizing, it 
avoids the skin dryness, fraigility and aging. For highly sensitive Made in Spain 
skin, use is recommended (all year long. 

Direction of use: 
Apply liberally over a dry skin, 30 min before exposure to the sun. 
In prolonged sun exposure and for a maximum safety reapply 
regularly the product. Avoid the eyes and mucous membrane 
contact. Water resistant. 



INGREDIENTS AQUA (WATER). ETHYLHEXYL MET~~OXYCINNAMATE,  
METtlYLENt BIS-BENZOTRIAZOLYLTETRAMNYLBUTYLPHENOL, ClZ-1SALKYl 
BENZOATE. CMETHYLBENZYLIDENE CAMPHOR, CYCLOMETHICONE, CETEARYL 
OCTANOATI  , CETYL ALCOHOL MlC4 TlTANlUM DIOXIDE, OcTYL DOCECYL 
NEOPENTANOATE.  PWEICOSENE COPOLYMER,  PEG 100 STEAAATE, GLYCERYL 
STEARATE. DIETHYLHEXYL BUTAMIDOTRIAZONE. 
PEG 40 STEPBATE. SODIUM CARBOMER.  PANTHENOL. 
TOCOPHERYL ACETATE, RE’llNYL PALMlTATE, 
DECn GLU(.OSlDE. XANTHAN GUM, PROPYLENE GLYCOL. 
PHENOXYETHANOL,  ZBROMO-2.NITROPROPANE-1~~010~ 
FOLYQUATERNIUM-10,  METHYLPAJ7ABEN. PRCWLPARABEN.  
FHYLPARABEN, PAWUM (FRAGRANCE),  CELLULOSE GUM 

iC!iZ iiem 
ISDIN WA 
Fact@ dspmtwi6m s&w-Sun protection factor 
C&o n-&w *ea et FF5 ma atta yer& la proteccibr frente al sol. 
PQr eje+p@o y dependiendo de su tipo de pie& si Ud. es capaz de 
permanecer el primer dla de 

“r” 
l&n 20 minutor bajo el sol 

sin’presentw eritema solar, un 
durante 28 horas 40 minutes. 

actor 8 le protegeti sin riesgo 

t9 
. . - _ 

Crema 
Especial alergias solares 
Special for solar allergies 
Resistente al agua 
Waterproof Moisturizing Sunscreen Cream 
Flltro con efecto potenclado en la zona UV-A. 
Pantalla total. Hidratante 
Strengthened UV-A filter. Total sun-block. 
Moisturizing 

e50ml 

I t 

rkgo de erltema rokr 

SIN PROTEccloN 20 mlnutos 

FACTOR 8 2 horas 40 m m ”tos 

The higherthe SPF the batter the protection against the effects 
of the sun? For exam@e, and depending on your skin type. if on 
yqurfimt day you can stay under the fuq fol up to 20 minute 
aham etting burnt, then a Factor 8 wll gwe you a protecbon 
of 2 hours and 40 minutes. 

Ill ISDIN WA 
Crema 
Resistante al agw 
Waterproof Moistwizing Sumcfeen Cream 

Modode ampleo: Aplicar generosammte sotie la piel b&en seca. al 
rnmxs media hora mta de la expwcidn z&r. Para mayorsqxidad 
en expmcner prolcqadar, er mnvemente reaplicar etpfuducto. 
Eviwelcwtactoc~nlosoiorymucmar PermanecedeqwSsdelb 
Toleranoa y eficacia expeiimentadas dwmatc4dqi iamcMe y en lar 
condkioner de us0 m6s extremas 
Mrrcllom: Apply liberally over a dfy &in. thirty minutes before 
expaue to th? run. I” piolonged N” exposure and far a ma!dmum 
safety reapply regularly the product. Awd the eyes and mucous 
contact ltemelns on skin after swimrnll?g. 
Tolerance and efficacy dennatolog~caliy tested m  exbem condmom 
of use. 





3.10. Photoscreen - Ciream 30 

COUNTRY : FRANCE 
BRAND : DlJCRAY (Photoscreen) 
PRODUCER : PIERRE FABRE 

Active ingredients 

Ethylhexyl Methoxycinnamate 
(Octinoxate) 10.0% 
Methylene Bis-benzotriazolyl 
tetramethylbutylphenol 
[TINOSORB@ M] I- 
(Bisoctrizole) 
Octocrylene 
Titanium Dioxide 

Other ingredients 

See followino oaqes 

Dosage form 
Route of administration 
Intended use 

Directions for use 

Pharmacological class of active 
ingredients 
Applicable US FDA OTC Drug 
Monograph 

Very High Protection 
Dermal via topical application 
SPF 30 UVA; 30 UVB; High Photostability 
Oily Skin 
Apply evenly on the skin before sun exposure 
Reapply frequently, in particular after every bath and during long 
exposure 
Not applicable; UV filters allowed in EU are listed in 76/768/EEC 
(European Economic Community) directive, Annex VII 
OTC Sunscreen Monograph 

Packaging Text Translation 

Original 
Language 

Tube Box No Information leaflet 

French/ English French/ English - 

See followina paqes See followinq paqes 



Other ingredients 

Aqua 
Cyclomethicone 
Ethylhexyl Palmitate 
Cl 2-l 5 Alkyl Benzoate 
Glyceryl Stearate 
Potasium Cetyl Phosphate 
Butylparaben 
Cl 3-l 4 lsoparrafin 
Decyl Glucoside 
Disodium EDTA 
Ethylparaben 
lsobutylparaben 
Laureth-7 
Magnesium Aluminium Silicate 
Methylparaben 
o-Cymen-5-01 
Phenoxyethanol 
Polyacrylamide 
Propylparaben 
Tribehenin 
Trimethoxycaprylylsilane 
Xanthan Gum 

Tube (back) Text Translation 

indications: Very high sun protection especially intended for oily or blemish prone skin and in case of 
intense sun exposure conditions. 

Directions for use: Apply Photoscreen 30 evenly 30 min before sun exposure. Reapply regularly in 
sufficient quantity, in particular for long sun exposures and conditions when product can be removed 
(bathing, dressing, toweling ..). Avoid exposure between 12 and 4 pm. 



l Tube Back 

W-crema schermo 
dl free 

$Mtbslma pfmwone 
GdCmrmecran 

oil free 
atta prutec~o 

hireme oil free 
Ic ho@0 beischemllng 

604792 



Box 

PhotoScreen 

sunscreen cream-gel 
oil free 

very high protection 
high photostability 

UVA refnfbrced protection 
fragrance free 

OILY 5KINS 1 
I~~Omlt: kEi /1\'1 7 5 CZ (LSI 
IABORATOIRES DUCRAY - PARIS 

. 

.  

i 

PhotoScreen 

gel-cri?me Ccran 
oil free 

tres haute protection 
haute photostabilitC 

protection UVA renfircke 

msparfum 

1007!le VT127 3 5CZlL,Sj 
LABORATOIRES DUCRAY - PARIS 



3.11. Photoscreen Cream 60 

COUNTRY 
BRAND 
PRODUCER 

: FFWNCE 
: DtJCRAY (Photoscreen) 
: PIERRE FABRE 

lalt &ran 
SIotoprotectlon extremr 

haute photostabiUt~ 
PxtrPmP 

sunblock milk 
Iv@ phokstabilfty 

See followins paqes 
for Higher Definition 

/ Active ingredients 1 

Ethylhexyl Methoxycinnamate 

, 

/z$t&d~~ Methylene Bis-benzotriazolyl 

Other ingredients 

See followins paaes 

Dosage form 
Route of administration 
Intended use 

Directions for use 

Pharmacological class of active 
ingredients 
Applicable US FDA OTC Dlrug 

Extreme Sunblock Milk 
Dermal via topical application 
SPF 60 UVA, 60 UVB; High Photostability 
Sun Intolerant Skin; Hypoallergenic; Fragrance free 
Apply evenly on the skin before sun exposure 
Reapply frequently, in particular after every bath and during long 
exposure 
Not applicable; UV filters allowed in EU are listed in 76/768/EEC 
(European Economic Community) directive, Annex VII 
OTC Sunscreen Monograph 

Monograph --.--L 

Packaging Text Translation 



Other ingredients 

Aqua 
Glycerin 
Cyclomethicone 
lsododecane 
Dimethicone 
Cl 2-l 5 Alkyl Benzoate 
PEG-30 Dipolyhydroxystearate 
Hydrogenated Castor Oil 
Decyl Glucoside 
PEG-451 Dodecyl Glycol Copolymer 
Butylparaben 
Distearmonium Hectorite 
Ethylparaben 
lsobutylparaben 
Methylparaben 
o-Cymen-5-01 
Phenoxyethanol 
Propylparaben 
Silica Dtmethyl Sillylate 
Tocopheryl Acetate 
Tribehenin 
Trimethoxycaprylylsilane 
Xanthan Gum 

Tube (back) Text Translation 

Indications: Protection for sun intolerant skin (dermatosis, photosensitization due to medicaments, sun 
hyper-reactive skin. ) and in case of intense sun exposure conditions. 

Directions for use: Apply Photoscreen 60 evenly before sun exposure. Reapply regularly tn sufficient 
quantity, in particular for long sun exposures and conditions when product can be removed (bathing, 
dressing, toweling.. .). Avoid exposure between 12 and 4 pm. 



0 Tube Back 
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3.12. Piz Buin - Sun Alllergy Lotion 30 

COUNTRY : SWITZERLAND 
BRAND : PIZ BUIN 
PRODUCER : JOHNSON & JOHNSON 

See followins paqes 
for Higher Definition 

Active ingredients 

Ethylhexyl Methoxycinnamate 

4-Methylbenzylidene Camphor 

(Ott inoxat e, ) 

(Enzacamene 
Bis-Ethylhexyloxyphenol 
Methoxyphenyl Triazine 
[TINOSORB@ S] 
(Bemotrizinol) 
Methylene Bis-Benzotriazolyl 
Tetramethylbutylphenol 
[TINOSORB@ M] 
(Bisoctrizole) 
Titanium Dioxide 1 1.0% 1 

Other ingredients 

See followins paaes 

Dosage form 
Route of administration 
Intended use 

Directions for use 

Allergy Lotion - Very High Protection 
Dermal via topical application 
SPF 30 
Water-resistant 
Apply 20 min before going outdoors 
Reapply frequently 
Not applicable; UV filters allowed in Switzerland are listed in 
Appendix 2 of Regulation on Cosmetic Products (VKos) 
OTC Sunscreen Monograph 

Pharmacological class of active 
ingredients 
Applicable US FDA OTC Drug 
Monograph 

Packaging Text Translatialn 

Original 
Language 

Bottle 

English/ Italian/ German 

See followinn paqes 

No Box 

- 

No Information leaflet 

- 



Other ingredients 

Aqua (Water) 
Cl 2-15 Alkyl Benzoate 
Butylene Glycol 
Ethylhexyl Stearate 
Cyclopentasiloxane 
PVP/ Eicosene Copolymer 
Dimethicone 
Glycerin 
Glyceryl Stearate 
PEG-l 00 Stearate 
Potassium Cetyl Phosphate 
Glyceryl Myristate 
Stearyl Dimethicone 
Aluminum Starch Octenylsuccinate 
Tocopheryl Acetate 
Panthenol 
Butyrospermum Parkii 
Prunus Amygdalus Dulcis 
Caprylyl Glycol 
Cetearyl Alcohol 
Ammonium Polyacrylate 
Aluminium Stearate 
Aluminum Hydroxide 
lsohexadecane 
PEG-40 Castor Oil 
Decyl Glucoside 
Xanthan Gum 
Disodium EDTA 
Phenoxyethanol 
Methylparaben 
Propylparaben 
Ethylparaben 
Butylparaben 
lsobutylparaben 
lodopropynyl Butylcarbama1.e 
Parfum (Perfume) 





3.13. Piz Buin - In Sun Lotion (8 +) 15 

COUNTRY SWITZERLAND 
BRAND : PIZ BUIN 
PRODUCER : JOHNSON &JOHNSON 

Active ingredients (SPF 15) 

Ethylhexyl 
Methoxycinnamate 
(Octinoxate) T 4.0% 
4-Methylbenzylidene 
Camphor 
(Enzacamene) 
Bis-Ethylhexyloxyphenol 
Methoxyphenyl Triazine 
[TINOSORBQ S] 
(Bemotrizinol) 
Methylene Bis- 
Benzotriazolyl 
Tetramethylbutylphenol 
[TINOSORB@ M] 
(Bisoctrizole) 

Other ingredients 

See followina paaes 

See followinn paqes 
for Higher Definition 

Dosage form 
Route of administration 
Intended use 

Directions for use 

Pharmacoloaical class of active 

Sunscreen Lotion - (Medium &) High Protection 
Dermal via topical application 
SPF(8&)15 
Water-resistant 
Apply 20 min before going outdoors 
Reapply frequently 
Not apolicable; UV filters allowed in Switzerland are listed in 

ingredients Appendix 2 of ‘Regulation on Cosmetic Products (VKos) 
Applicable US FDA OTC Drug OTC Sunscreen Monograph 

1 Monograph ---I 

Packaging Text Translation 

Original 
Language 

Box No No Information leaflet 
English/ French/ Italian/ 

German - - 

See followina paqes 



Other ingredients 

Aqua (Water) 
Cl 2-l 5 Alkyl Benzoate 
Butylene Glycol 
PVP/ Eicosene Copolymer 
Drmethicone 
Glycerin 
Glyceryl Stearate 
PEG-l 00 Stearate 
Potassium Cetyl Phosphate 
Tocopheryl Acetate 
Caprylyl Glycol 
Cetearyl Alcohol 
Decyl Glucoside 
Xanthan Gum 
PEG-40 Castor Oil 
lsohexadecane 
Ammonium Polyacrylate 
Disodium EDTA 
Phenoxyethanol 
Methylparaben 
Patfum (Perfume) 



0 Bottle Back 



3.14. Piz Buin - Moumain Sun Cream 15 

COUNTRY : SW ITZE:RLAND 
BRAND : PIZ BUIN 
PRODUCER : JOHNSON 8, JOHNSON 

Active ingredients 

Ethylhexyl Methoxycinnamate 
(Octinoxate) 
4-Methylbenzylidene Camphor 
(Enzacamene) 
Methylene Bis-benzotriazolyl 
tetramethylbutylphenol 
[TINOSORB@ M] 
(Bisoctrizole) 
Bis-Ethylhexyloxyphenol 
Methoxyphenyl Triazine 
(TINOSORB@ S] 
(Bemotrizinol) 

Other ingredients 

See followina paaes 

I 

5.0% 

3.5% 

1 .O% 

1 .O% 

See followinq paaes 
for Higher Definition 

Dosage form 
Route of administration 
Intended use 

Directions for use 

Sun Cream 
Dermal via topical application 
SPF 15 
Water and sweat resistant 
Apply 20 min before going outdoors 
Reapply frequently 
Not applicable; UV filters allowed in Switzerland are listed in 
Appendix 2 of Regulation on Cosmetic Products (VKos) 
OTC Sunscreen Monograph 

Pharmacological class of active 
ingredients 
Applicable US FDA OTC Drug 
Monograph 

Packaging Text Translation 

Original 
Language 

Bottle 

English/ French/ Italian 

See followina paaes 

,No Box No Information leaflet 

- - 



Other ingredients 

Aqua (Water) 
Cl 2-l 5 Alkyl Benzoate 
Butylene Glycol 
Ethylhexyl Stearate 
Cyclopentasiloxane 
PVPl Eicosene Copolymer 
Dimethicone 
Glycerin 
Glyceryl Stearate 
PEG-l 00 Stearate 
Glyceryl Myristate 
Potasium Cetyl Phosphate 
Stearyl Dimethicone 
Aluminum Starch Octenylsuccinate 
Tocopheryl Acetate 
Panthenol 
Butyrospermum Parkii Butter 
Hydrolyzed Sweet Almond IProtein 
Caprylyl Glycol 
Cetearyl Alcohol 
Ammonium Polyacrylate 
lsohexadecane 
PEG-40 Castor Oil 
Xanthan Gum 
Disodium EDTA 
Phenoxyethanol 
lodopropynyl Butylcarbama te 
Parfum (Pefume) 





3.15. Piz Buin - Mountain Sun Cream 30 

COUNTRY : SWlTZERiLAND 
BRAND : PIZ BUIN 
PRODUCER : JOHNSON &JOHNSON 

See following oases 
for Higher Definition 

Active ingredients 

Ethylhexyl Methoxycinnamate 
(Octinoxate) 5.0% 
4-Methylbenzylidene 
Camphor 
(Enracamene) 4.0% 
Bis-Ethylhexyloxyphenol 
Methoxyphenyl Triazine 
[TINOSORBB S] 
(Bemotrizinol) 2.0% 
Methylene Bis-benzotriazolyl 
tetramethylbutylphenol 
[TINOSORBB M] 
(Bisoctrizole) 1 .O% 
Titanium Dioxide 1 .O% 

Other ingredients 

See followino paaes 

Dosage form 1 Sunscreen cream 
Route of administration 
intended use 

Directions for use 

Dermal via topical application 
SPF 30 
Water & sweat resistant 
Apply 20 min before going outdoors 
Reapply frequently 

Pharmacological class of active Not applicable; UV filters allowed in Switzerland are 
ingredients 
Applicable US FDA OTC Drug 
Monograph 

Appendix 2 of Regulation on Cosmetic Products (VKos) 
OTC Sunscreen Monograph 

Packaging Text Translation 

Original 
Language 

Bottle 

English/ French/ Italian 

See followino Daoes 

No Box 

- 

No Information leaflet 

- 



Other ingredients 

Aqua 
Cl 2-l 5 Alkyl Benzoater 
Butylene Glycol 
Ethylhexyl Stearate 
Cyclopentasiloxane 
PVP/ Eicosene Copolymer 
Dimethicone 
Glycerin 
Glyceryl Stearate 
PEG-l 00 Stearate 
Potasium Cetyl Phosphate 
Glyceryl Myristate 
Stearyl Dimethicone 
Aluminum Starch Octenylsuccinate 
Tocopheryl Acetate 
Panthenol 
Butyrospermum Parkii 
Hydrolyzed Sweet Almond Protein 
Caprylyl Glycol 
Cetearyl Alcohol 
Ammonium Polyacrylate 
Aluminium Stearate 
Aluminum Hydroxyde 
lsohexadecane 
PEG-40 Castor Oil 
Xanthan Gum 
Disodium EDTA 
Phenoxyethanol 
lodopropynyl Butylcarbamate 
Par-turn 
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3.16. Rot - Sun Lotion 20 

COUNTRY : FRANCE 
BRAND : ROC 
PRODUCER : JOHNSON &JOHNSON 

- ___ 
See followina panes 

for Higher Definition for Higher Definition 

Active ingredients 

Ethylhexyl Methoxycinnamate 
(Octinoxate) 
4-Methylbenzylidene Camphor 
(Enzacamene) 
Bis-Ethylhexyloxyphenol 
Methoxyphenyl Triazine 
[TINOSORB@ S] 
(Bemotrizinol) 
Methylene Bis-benzotriazolyl 
tetramethylbutylphenol 
[TINOSORB@ M] 
(Bisoctrizole) 

5.0% 

3.5% 

1 .O% 

1 .O% 

Other ingredients 

See followinq paqes 

Dosage form 
Route of administration 
Intended use 

Directions for use 

Sunscreen milk 
Dermal via topical application 
SPF 20 
Hydrating 
Apply evenly on the skin 
Reapply frequently 
Not applicable; UV filters allowed in EU are listed in 76/768/EEC 
(European Economic Community) directive, Annex VII 
OTC Sunscreen Monograph 

Pharmacological class of active 
ingredients 
Applicable US FDA OTC Drug 
Monograph 

Packaging Text Translation 

No B2 No Information leaflet 



Other ingredients 

Aqua (Water) 
Butylene Glycol 
PVPl Hexadecene Copolymer 
Cl 2-l 5 Alkyl Benzoate 
Cyclomethicone 
Dimethicone 
Glycerin 
Potasium Cetyl Phosphate 
Cetyl Alcohol 
Glyceryl Stearate 
PEG-l 00 Stearate 
Tocopheryl Acetate 
Methylparaben 
Propylparaben 
Decyl Glucoside 
Dimethicone Copolyol Polyacrylate 
Xanthan Gum 
Disodium EDTA 
Carbomer 
Sodium Hydroxide 
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Bottle Front & Back 
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WE KEEP OUR PROMISES’ 
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LAIT SOLAIRE 

HAUTE PROTECTlON 
HIGH PROTECTION 

SUN LOTION 

btks to tit efficacy ofTlNOSORB”‘- IlIters. MINESOL I” 20 rpny of&r-s 
4 stryon sun prolcction for ~mort safely prorecud rkin. Mc&uriziq 
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3.17. Rot - Sun Cream 30 

COUNTRY : FRANCE 
BRAND : ROC 
PRODUCER : JOHNSON &JOHNSON 

Active ingredients 

IIINEIOL’ 1D Ethylhexyl Methoxycinnamate 
(Octinoxate) 5.1% 
4-Methylbenzylidene Camphor TEclOI 511, - il (Enzacamene) 4.0% 
Bis-Ethylhexyloxyphenol 
Methoxyphenyl Triazine 
[TINOSORBB S] 
(Bemotrizinol) 2.0% 
Methylene Bis-benzotriazolyl 
tetramethylbutylphenol 
[TINOSORBQ M] 
(Bisoctrizole) 1 .O% 
Titanium Dioxide 0.9% 

Other ingredients 

See followina paaes 

See followina paaes 
for Higher Definition 

See followina paaes 
for Higher Definition 

Dosage form 
Route of administration 
Intended use 

Directions for use 

Pharmacological class of active 
ingredients 
Applicable US FDA OTC Drug 
Monograph 

Sunscreen milk 
Dermal via topical application 
SPF 30 
Ultra Hydrating 
Apply evenly on the skin 
Reapply frequently 
Not applicable; UV filters allowed in EU are listed in 76/768/EEC 
(European Economic Community) directive, Annex 
OTC Sunscreen Monograph 

Packaging Text Translation 
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Other ingredients 

Aqua (Water) 
Cl 2-l 5 Alkyl Benzoate 
Octyl Stearate 
Butylene Glycol 
Cyclomethicone 
PVP/ Eicosene Copolymer 
Glycerin 
Dimethicone 
Glyceryl Stearate 
PEG-l 00 Stearate 
Aluminium Starch Octenylsuccinate 
Potassium Cetyl Phosphate 
Glyceryl Myristate 
Stearyl Dimethicone 
Phenoxyethanol 
Cetearyl Alcohol 
Capryl Glycol 
Butyrospermum Parkii 
Tocopheryl Acetate 
Ammonium Polyacrylate 
Xanthan Gum 
lsohexadecane 
Decyl Glucoside 
Dimethicone Copolyol Polyacrylate 
Disodium EDTA 
Aluminium Stearate 
Aluminum Hydroxide 
PEG-40 Castor Oil 
lodopropynyl Butylcarbama te 
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3.18. Rot - Sunblock Lotion 40 

COUNTRY : FRANCE 
BRAND : ROC 
PRODUCER : JOHNSON &JOHNSON 

See followinq paaes 
ior Higher Definition 

Active ingredients 

Ethylhexyl Methoxycinnamate 
(Octinoxate) 
4-Methylbenzylidene Camphor 
(Enzacamene) 
Titanium Dioxide 
Bis-Ethylhexyloxyphenol 
Methoxyphenyl Triazine 
[TINOSORB@ S] 
(Bemotrizinol) 
Methylene Bis-benzotriazolyl 
tetramethylbutylphenol 
[TINOSORBB M] 
(Bisoctrizolej 

Other ingredients 

6.5% 

4.0% 
2.0% 

2.0% 

1 .O% 

Dosage form 
Route of administration 
Intended use 

Sunblock Lotion - Very High Protection 
Dermal via topical application 
SPF 40 
For children 

Directions for use Apply evenly on the skin 
Reapply frequently 

Pharmacological class of active 
ingredients 
Applicable US FDA OTC Dlrug 
Monograph 

Not applicable; UV filters allowed in EU are listed in 76/768/EEC 
(European Economic Community) directive, Annex 
OTC Sunscreen Monograph 

Packaging Text Translation 



Other ingredients 

Aqua (Water) 
Cl 2-l 5 Alkyl Benzoate 
Butylene Glycol 
Cyclomethicone 
Hydrogenated Polyisobutene 
PVP/ Eicosene Copolymer 
Glycerin 
Dimethicone 
Glyceryl Stearate 
PEG-l 00 Stearate 
Potasium Cetyl Phosphate 
Aluminum Starch Octenylsuccinate 
Phenoxyethanol 
Capryl Glycol 
Tocopheryl Acetate 
Dimethicone Copolyol Polyacrylate 
Aluminium Stearate 
Cetearyl Alcohol 
Steardimonium Hydroxypropyl PEG-7 Dimethicone Copolyol Phosphate 
Ammonium Polyacrylate 
Aluminum Hydroxide 
lsohexadecane 
Xanthan Gum 
Decyl Glucoside 
Disodium EDTA 
PEG-40 Castor Oil 
lodopropynyl Butylcarbama’te 
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3.19. Rot - Sunblock Cream 60 

COUNTRY : FRANCE 
BRAND ROC 
PRODUCER : JOHNSON &JOHNSON 

Active ingredients 

Ethylhexyl Methoxycinnamate 
(Octinoxate) 
4-Methylbenzylidene Camphor 
(Enzacamene) 
Methylene Bis-benzotriazolyl 
tetramethylbutylphenol 
[TINOSORB@ M] 
(Bisoctrizole) 
Titanium Dioxide 
Bis-Ethylhexyloxyphenol 
Methoxyphenyl Triazine 
[TINOSORBB S] 
(Bemotrizinol) 

Other ingredients 

See followina paaes 

8.8% 

4.0% 

3.0% 
2.0% 

2.0% 

See followina paaes See tollowrna paaes 
for Higher Definition for Higher Definition 

Dosage form 
Route of administration 
Intended use 

Extreme Protection Sunblock Cream 
Dermal via topical application 
SPF 60 
Sun Intolerant Skin 

Directions for use Apply evenly on the skin 
Reapply frequently 

Pharmacological class of active 
ingredients 
Applicable US FDA OTC Drug 

Not applicable; UV filters allowed in EU are listed in 76/768/EEC 
(European Economic Community) directive, Annex 
OTC Sunscreen Monograph 

1 Monograph 

Packaging Text Translation 



Other ingredients 

Aqua (Water) 
Butylene Glycol 
Cl 2-15 Alkyl Benzoate 
Hydrogenated Polyisobutene 
Cyclomethicone 
PVP/ Eicosene Copolymer 
Glycerin 
Dimethicone 
Glyceryl Stearate 
PEG-l 00 Stearate 
Potasium Cetyl Phosphate 
Aluminum Starch Octenylsuccinate 
Phenoxyethanol 
Capryl Glycol 
Butyrospermum Parkii 
Tocopheryl Acetate 
Glyceryl Myristate 
Decyl Glucosrde 
Steardimonium Hydroxypropyl PEG-7 Dimethicone Phosphate 
Cetearyl Alcohol 
Ammonium Polyacrylate 
Aluminium Stearate 
Aluminum Hydroxide 
Dimethicone Copolyol Poly~acrylate 
lsohexadecane 
Xanthan Gum 
Disodium EDTA 
PEG-40 Castor Oil 
lodopropynyl Butylcarbamate 
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3.20. Sun Look - Milk !;PF 30 

COUNTRY : SWITZERLAND 
BRAND : SUN LOOK 
PRODUCER : MIBELLE 

See followina naaes 
for Higher Definition 

See followinn paaes 
for Higher Definition 

Active ingredients 

Ethylhexyl Methoxycinnamate 
(Octinoxate) 
4-Methylbenzylidene Camphor 
(Enzacamene) 
Ethylhexyl Salicylate 
(Octisalate) - 
Methylene Bis-benzotriazolyl 
tetramethylbutylphenol 
[TINOSORBB M] 
(Bisoctrizole) 
Butyl Methoxydibenzoylmethane 
(Avobenzone) 
Octocrylene 

Other ingredients 

See followina paqes 

5.0% 

3.0% 

3.0% 

2.5% 

1.5% 
0.5% 

Dosage form 
Route of administration 
Intended use 

Directions for use 

Pharmacological class of active 

Sun Milk 
Dermal via topical application 
SPF 30 
Water-resistant, Australian standard 
Apply 30 min before sun exposure 
Reapply frequently 
Not applicable; UV filters allowed in Switzerland are listed in 

ingredients - Appendix 2 of Regulation on Cosmetic Products (VKos) 
Applicable US FDA OTC Drug OTC Sunscreen Monograph 
Monograph 

Packaging Text Translation 
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Other ingredients 

Aqua (Water) 
Caprylic/ CapricTriglycerides 
Decyl Oleate 
Stearyl Phosphate 
Cetyl Alcohol 
lsononyl lsononanoate 
Panthenol 
Dimethicone 
Parfum (Perfume) 
Tocopheryl Acetate 
Triethanolamine 
Decyl Glucoside 
Methylparaben 
Propylparaben 
Carbomer 
Aloe Bardensts 
Propylene Glycol 
Sodium Chitosan Methylene Phosphonate 
Xanthan Gum 


