BALANCE DYNAMICS BALANCING SPF 15- octisalate oxybenzone octinoxate lotion
JAFRA COSMETICS INTERNATIONAL

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

BALANCE DYNAMICS BALANCING LOTION SPF-15

SUNSCREEN ACTIVE INGREDIENT (SPF 15):
OCTINOXATE, OCTISALATE, OXYBENZONE/BENZOPHENONE-3

PURPOSE: SUNSCREEN

OTHER INGREDIENTS: WATER/AQUA, TRIBEHENIN PEG-20 ESTERS, IPOMOEA DIGITATA
(FINGERLEAF MORNING GLORY) EXTRACT, CENTELLA ASIATICA EXTRACT, WITHANIA
SOMNIFERIA EXTRACT, BUTYLENE GLYCOL, DIMETHICONE, DIMETHICONE
CROSSPOLYMER, XYLITOL, XYLITAN, XYLITYL POLYGLUCOSIDE, GLYCERYL
STEARATE, BIS-DIGLYCERYL POLYACRYLADIPATE-2, IRIS FLORENTINA ROOT
EXTRACT, RETINYL PALMITATE, ZINC SULFATE, ALCOHOL, PROPYLENE GLYCOL,
BIOSACCHARIDE GUM-1, LAMINARIA SACCHARINA EXTRACT, GLYCERIN,
BUTYROSPERMUM PARKII (SHEA BUTTER) FRUIT, DIAZOLIDINYL UREA, IODOPROPYNYL
BUTYLCARBAMATE, SILANEDIOL SALICYLATE, ACRYLATES COPOLYMER,
CYCLOMETHICONE, TRIETHANOLAMINE, CHONDRUS CRISPUS (CARRAGEENAN)
EXTRACT, BIOSACCHARIDE GUM-4, PANTHENOL, TOCOPHERYL ACETATE, CARBOMER,
XANTHAN GUM, FRAGRANCE/PARFUM, TRISODIUM EDTA, PENTYLENE GLYCOL,
PROPAMIDOBENZOIC ACID, ZINGIBER OFFICINALE (GINGER) EXTRACT, BISABOLOL,
YELLOW 6/CI 15985, RED 33/CI 17200 [FRAGRANCE/PARFUM CONTAINS: AMYL
CINNAMAL, BENZYL ALCOHOL, BENZYL BENZOATE, LIMONENE, LINALOOL,
BUTYLCHEMYL METHYLPROPIONAL (LILLIAL)].

BALANCING LOTION SPF 15

TO USE: IN THE MORNING AFTER CLEANSING, SMOOTH OVER FACE AND THROAT.
DISCONTINUE USE IF IRRITATION OCCURS.

KEEP OUT OF REACH OF CHILDREN.
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BALANC|NG LOTION SPF 15

LOCION FACIAL HIDRATANTE
EGQUILIBRANTE CON FPS 15

WITH INTELLISHIELD

50 ml € 1.7 FL OZ (US)

Ausgleichende Lotion fiir den Tag SPF 15

Lozione da Giorno ad Azione
Bilanciata SPF15

To use: In the moring after cleansing, smooth owvar
faca and throat. Clinically, allergy, irritancy and
dermatologist tested. Discontinue use if initation
occurs. Keep out of reach of children,

Instrucciones de uso; Utlizar por k2 mafana
después de la impieza, aplicar seavemeante sobre
rostro y cuello, Probada contra alergia e irritacicn,
Suspenda sa us0 en caso de irritacion, Mo se deje al
alcance de los nifos, FPS=Factor de Proteccion
Selar.

Anwendung: Taglich morgans nach Relnigung und
Gesichtswasser in kreisanden Aufwartsbewegungen
auf Gasicht und Hals auftragen.fuf Allergien und
Irritationen Kinisch und dermatologisch petestet.
Wso: ogni matting, dopo Detergente & Tonico,
applcere su viso a collo,Clinicamente testato
contra allergia e irritazione.

Containg INTELLISHIELD, a techrokogical
masterpiece that acls |lke an imisitle film that
mimics real skin,

Contiena INTELLISHIELD, um avarce tecnolbgico
que actia como una segunda piel & coma una
pelicuda invisible que imita las funciones da la pial
protegigndola,

Beinhaltet INTELLISHIELD, ein technologrsches
Kunsbwark, das der Haut und ibren natidichen
Funktionen nachempiunden (s,

Coptlena INTELLISHIELD, ure speciale complesso
ad alta tecnojogia che agisce come una pellicola
invisilile, imitando la vera pelle.

JAFRA

Founded by Jan and Frank Day
SINCE 1956
Made in Mexico for:
JAFRA Cosmetics International, Inc,
Westlake Villzpa, CA 31361

Distributed fn EU: JAFRA Cosmaetics D-B0636 Munich

www.JAFRA.com
Hecho en México para:
istribuidora Comercial JAFRA, 5.A. de GV,
Blvd, Adolfe Lapez Matess 515,
Col Tlacopae, Méxica, D F., 01040 @
JAFRA es Marca Registrada
LOS ANGELES - ZURICH - MUNICH

MEXICO CITY - MILAN

Far normal/combination skin,
Lightweight lotien that provides hydration
while regulating surface olls, Protects
skin wilth sunscreens and antioxidants.
Contains oil absorbing microspheras and
an axchusive "Equalsmart” complex
designed to moisturize and reduce the
effects of excess il in Garpeted anias,
leaving skin balanced, healthy and with a
welvety finish.

Para condiciones de piel normal a mixta.
Crema de textura kgera que ayuda a
ragular los niveles de grasa de ka piel, al
mismo tiempa que la hidrata y protege
gracias a su faclor de probeccién solar 15
¥ @ sus anlioxidantes, Contiene
rmicroesferas que durante ef dia abeoroen
la grasa y un exclusivo complejo
“Equalsmart” disefado pera humectar la
piel, asi como para reducir Jas efectos

del exceso de grasa en areas especificas
de la piel, dejandala balanceada, radiante
¥ oon un acabado aterciopelado.

Filr Haut mit normalem bis erhdhtem
Olgehalt und niedrigem bis normalen
Feuchtighaitsgehalt. Die leichte Lotion
spandet Feuchtighelt und reguliert den
Ogehalt der Haut. Schiitzt die Haut mit
Sonnenschutzfilter und Anti-Oxidantien,
Bainhaltet dlabsorbigrenda Inhaltsstoffe
und den exslusiven “Equalsmart”
Korplex, der sowohl tiockenen Partien
Feuchtigheil spendet, als awsch den
erhihten Olgehalt glénzender Partien
reduziert, Die Haut flhiL sich
ausgaglichen, gesund und samtig an.

Per pelli da normali a miste.

Leggera kazione che apporta idratazione
mientre controlla il seba in superficie,
Protegee ba pelle con filtri solari e
antiossidantl, Contlena micrasfene con
azione assorbente del sebo, e Desclusivo
complasso “Equalsmart”, studiato per
idratare & ridurra gi effietti del sabo in
BEERsS0 in 2004 specilichs; lascia la pelle
con una gradevole sersazions &
equilibric & salute & con una finitura
vellutata,



SUNSCREEM ALTIVE INGREDIENTS (SPF 15):
Detiranate, Detisalate, Ouybinmne/Bensophentad.3
OTHER MCREDIENTS: Waterfqua, Trieheain
PEG=20 Estars, lbomaea Digitate (Fingariaal Memning
Clhary) Extract, Centalls Asintice Extract, Withania
Somaieria Extract, Butylane Glycel, Dimathicons,
Dimethicone Crosspalymar, Xglitol, tylitas, Sylitid
Pelyghucnside, Glyceryl Stearale, Siz-Digheeryd
Folyacyladipali=2, I Flarentsaa Rool Exiract,
Retinyd Falmilate, fiec Sulfale, Aleshol, Proplens
hyeol, Biosaceharda Gum-1, Laminatia Sacchaning
Extract, Glycerin, Butyrespermum Parkd (Shea
Bugtar) Fruit, Diazeliding Uree, lodopropymd
Butylcarbamale, Slanadial Salicylate. Acrykales
Copolymer, Cyclematiicone, Tristhanalaming,
Chondruz Crispus (Carmgaanan) Entract,
Binsaccharide Geme=4, Panthend, Tecopbanil
hcatate, Garbomer, Kanthes Gum, Fragrance/Parfum,
Trisodies EOTA, Panlylera Glyeol, PropamidabenTsic
hoid, Zingibes Officinabe (Ginger] Exiract, Bisabole,
Yollaw B/C] 15985, Red 33,01 17200 [Fragranca/
Parfum cantainz: Ayl Cinnasal, Banzg Aleohal,
Baniyl Benzoabe, Limanene, Lisalool. Butylzhomd
Wt prapiosal (Lilliall]

INGREDIENTES: Agua, Metsdcisamats de Octils,
Salizilelo de Ot Trivehesing PEG-20 fsteras,
EBanzofensna-3, Extracty de pomeaa Digitate,
Estracto de Hideocalil [Centella asiatica), Extracta
de Withania Semnifaria, Butilenglicel, Dimeticana,
Crospolimers de Dimaticona, Sllital, Glitéa, Xiltil
Pebgluctsic, Estearato d¢ Glcesilo. Bis-Dighcesil
Pelaciladipato=2, Exraclo de Raix de kis Floreatina,
Palmeaty oo Ratinik, Sul3to da Cing, Mleokal
Prepleaghes|, Biosachrido Gome.l, Extracts de
Lamsinaria Sacchanea, Chcering, Mantaca do Kanmd
[Bubyraapermum parki), Diazolidinil wree,
Yodzeeoginil Butdcarbamate, Salicilato da Slanedicl
Copolman de Acrilales, Ciclometicana,
Trietanshiming, Extracta de Camagznina {Chandrus
crispus), Bioratarido Goma=£, Pantencl, Acetaln de
Tocalrila, Carbomar, Goma Xastdn, Fraganca, EDTA
Tristidiza, Pentilenglicol, Aelda propamidebenzdico,
Extract de Jengitua {Zingiber officinale), Hizsdalol
Amarillo Mo.6, Aojs Ne.33 [Frapeacia contiene:
Ciname] amilico, Alcohol bancllica, Banzoeto da
bencile, d-limenana, Linalal, 2-[(4-lec-butibeacil)
propisnaldeside)

Cantaing: dxybesrene f Enlhalt Cuybenzon
Conteng: duybesring,
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BALANCING LOTION 5PF 15

LOCION FACIAL HIDRATANTE
EQUILIBRAMTE CON FPS 15

WITH INTELLISHIELD

EICRER on Tur den fag

Lozione da Giorno ad Azione
Bilanciata SPF 15

To mse: a the mersing after desnsing, smaoth over
Tacw and throal, Clinically, sllargy, initancy and
dermatalogist tasbed.

Testrecciones do wae: Uiilizar por s mafiana
despady da b Fmpiaza, aphicer vsavemante sabre
mstroy cuclle. Probada centra akrgia e inritaciin,

JAFRA

Founded by Jan and Framk Doy
EMCE 1956
Pacie o Masdco foe WFRA Cosvetics [sberratorad, Ing.
Wesileios Wiliage, TR SL36]
Digtritaried in L) JGFER Conredcs D-205:06 Menich
wwm JAFRA.cam
Hegha en México pars:
Dt tirn Comercal JARRA, 58, 48 GV,
Sl Adolo LEge Wateos 515, @
Col, Thscopes, Méxizo, O F, 02040
JAFHA e Marcs Registes
LOS ANGELES = ZURJCH = MUKICH

MEXNCO CITY - MILAN

90 ml € 1.7 FL OZ (US)




JAFRA

BALANCING LOTION SPF 15

LOCION FACIAL HIDRATANTE
EQUILIBRANTE CON FPS 15

75m €

7.5ml .25 FL 0Z (US)J

Ausgleichende Lotion
fiir den Tag SPF 15
Lozione da Giorno

ad Azione Bilanciata SPF 15
FPS=Factor de Proteccion Solar.

JAFRA
Founded by Jan and Frank Day
SINCE 1956

Made in Mexico for:
Jafra Cosmetics International, Inc.
‘Westlake Village, CA 91361

www JAFRA.com

Hecho en México para:
listribuidora Comercial Jafra, 5.A. de CJ
Blvd. Adolfo Lopez Mateos 515,
Col. Tlacopac, México, D. F., 01040
Jafra &5 Marca Registrada
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JAFRA BALANCE DYNAMICS

BALANCING LOTION SPF 15/ LOCION FACIAL HIDRATANTE EQUILIBRANTE CON FPS 15 / AUSGLEICHENDE LOTION FUR DEN TAG SPF 15/ LOZIONE DA GIORNO AD AZIONE 'ﬁ'
BILANCIATA SPF15

To use: In the morning after cleansing, smooth over face and throat. Clinically, allergy, irritancy and dermatologist tested. Discontinue use if irritation occurs. Keep out of reach of children,
Instrucciones de Uso: Utilizar por la manana después de la limpieza, aplicar suavemente sobre rostro y cuello, Clinica y dermatalégicamente probada en alergia e irritacion, Suspenda su uso en caso
de irritacion. No se deje al alcance de los ninos. FPS=Factor de Proteccion Solar.

Anwendung:Téglich morgens nach Reinigung und Gesichiswasser in kreisenden Aufwartsbewegungen auf Gesicht und Hals auftragen. Auf Allergien und lrritationen klinisch und dermatologisch
getestet,

Uso: ogni matting, dopo Detergente & Tonico, applicare su viso e collo.Clinicamente testato

contro allergia e irritazione.

Contains INTELLISHIELD, a technological masterpiece that acts like an invisibla film that mimics real skin.

Contiene INTELLISHIELD, un avance tecnoldgico que actia como una segunda piel 6 como una pelicula invisible que se mimetiza con la piel para protegerla.

Beinhaltet INTELLISHIELD, ein technologisches Kunstwerk, das der Haut und ihren natirlichen Funktionen nachempfunden ist.

Contiene INTELLISHIELD, uno speciale complesso ad aka tecnologia che agisce come una pellicola invisibile, imitando la vera pelle.

SUNSCREEN ACTIVE INGREDIENTS (SPF 15): Octinoxate, Cctisalate, Duybenzong /Benzophencng-3 OTHER INGREDIENTS: Water/gua, Tribehenin PEG=20 Esters, loomoea Digitala (Fingerlzal Morning Glory) Extract, Centella Asiatica Extract, Withania
Somniferia Extract, Butylene Glycol, Dimethicone, Dimathicane Crosspolymer, Xylitol, Xylitan, Xylitiyl Palyglucoside, Glyceryl Stearate, Bis-Diglyceryl Polyacyladipate-2, Iris Florentina Root Extract, Retingl Palmitate, Zinc Sulfate, Alcahol, Propylena Glyeal,
Sinszcchanide Gum-1, Laminaria Saccharina Extract, Glycerin, Butyrospermum Parkii (Shea Butter) Fruit, Diazolicingl Urea, lndopropyng Butylearhamate, Silanediol Salicylate, Acrylates Copolymer, Cyclomethicone, Triethanclaming, Chondrus Crispus
(Carrageenan) Extract, Biosaccharide Gum=-4, Panthenal, Tocopheryl Acetate, Carbomer, Xanthan Gum, Fragrance/Parfum, Trisodium EDTA, Pentylene Glycol, Fropamidobenzoic Acid, Zingiber Officinale (Ginger} Extract, Bisabalol, Yellow 6/C1 13355, Red
33/C1 17200 [Fragrance/ Parfum contains: Amyl Cinnamal, Benzyl Alcohol, Benzyl Banzoate, Limonene, Linalool, Butylphenyl Methylpropional (Lillial)]

INGREDIENTES: Agua, Metaxicinamato de Octilo, Salicilzto de Octilo, Tribehenina PEG=20 ésteres, Benzofenana-3, Extracto de lpomoea Digitata, Extracto ce Hidrocotils (Centella asiatica), Extracto de Withznia Somniferia, Butilenglicol, Dimeticona,
Crospolimere de Dimeticona, Xilitol, Xilitén, Xilitil Poliglucdside, Estearato de Glicerik, Bis-Digliceril Plizciladipato-2, Extracto de Raiz de Iris Florentina, Palmitato de Retinilo, Sulfato de Cinc, Alcohol, Propilenglicol, Biosacarido Goma-1, Extracto de
Laminaria Saccharina, Glicerina, Manteca de Karité (Butyrospermum parkii}, Diazolidinil urea, Yodapropinil Butilcarbamato, Salicilato de Silanediol, Copolimera de Acrilatos, Ciclometicona, Trigtanclamina, Extracto de Carragenina (Chandrus crispus)
Binsacdndo Goma-4, Pantencl, Acetato de Tocoterilo, Carbomer, Goma Xantén, Fragancia, EDTA Trisodico, Pentilenglical, Acido propamidobenzdico, Extracto de Jengibre (Zingiber officinale), Biszbolol, Amarillo No.G, Rajo No.33 (Fragancia contiene:
Cinzmal amilico, Alcohol bencilico, Benzoata de bencilo, dlimanene, Linalol, 2-(4-terc-autilbencil) propianz|dehida]

Contains: Oxybenzone / Contiene: Oxybenzone

Enthilt Oxybenzan

BALANCING NIGHT CREAM / CREMA FACIAL EQUILIBRANTE DE NOCHE / AUSGLEICHENDE NACHTCREME / CREMA DA NOTTE AD AZIONE BILANCIATA (I

To use: At night after cleansing, smooth over face and throat.

Clinically, allergy, irritancy and dermatologist tested.

Instrucciones de Uso: Utilizar por la noche después de la Impieza, aplicar suavemente sobre rostro v cuello, Probada clinica y dermatoldgicamente en alergia e irmtacion. Precauciones: Solo para uso
externo. Suspenda su uso en caso de irritacion.

Anwendung: Taglich abends nach Reinigung und Gesichtswasser in kreisenden Aufwértsbewegungen auf Gesicht und Hals auftragen, Auf Allergien und Irritationen klinisch und dermatologisch
getestet,

Uso: ogni sera, dopo Detergente e Tonico, applicare su viso e collo. Clinicamente testato contro allergia e irritazione.

INGREDIENTS: Water/Agua, C12-13 Alkyl Benzoate, Phyllznthes Emblica Extract, Ipomoea Digitata (Fingerlzal Morning Glory) Extract, Centellz Asiatica Extract, Withania Somniferia Extract, Moringa Oliefera Extract, Eutylene Glycol, Glycerin,
geta-Glucan, Sodivm Polyacrylate, Xylital, Xylitan, Xylitiyl Palyglucoside, Decamethyleyclopentasiloxane, Progylene Glyeol, Diazolidingl Urea, lodopropynyl Butylcarbamate, Benzophenone-9, Fragrance/Parfum, Panthenol, Tecopheryl Acetate, Trisadium
EOTA, Rhodochrosite Extract, Malachite Extract, Smithsonite Extract, Pentylene Glycol, Prapamidabenzeic Acid, Zingiber Officinale (Ginger) Extract, Bisabolol, Blue 1/C1 42090, Red 33/C1 17200 [Fragrance/Parfum contains: Amyl Cinnamal, Amise
Alohol, Benzyl Salicylate, Citransllol, Geraniol, Hexyl Cinnamal, Linalool]

INGREDIENTES: Agua, C12-15 Alquil Benzoate, Extracto de PryBanthus Emblica, Extracta de lpomoea Digitata, Extracto de Hidrocotll (Centella asiatica), Extracte de Withania Somniferia, Extracto de Moringa Oleifera, Butilenglicel, Glicerina,
Beta=Glucdn, Poliacrilato de Sodie, Xilitel, ¥ilitan, Xilitil Poliglucdside, Decamatileiclopentasiloxano, Propilenglicol, Diazolidinil urea, Yodoproginil Butilcarbamato, Benzofenona=9, Fragancia, Pantencl, Acetato de Tocoferilo, EDTA Trisddico, Extractn de
Rhodocrosita (Carbonate de Manganesa), Extracto de Malaguita, Extracto de Smithsonita (Carbonato de Zinc), Pentilen Glicol, Acido propamidobenzdico, Extracto de Jengibre (Zingiber officinale), Eisabolol, Azul No.l, Rejo N33 [Fragancia contigne:
Cinamal amilica, Mleanol 4-metaxibencilico, Salicilato bencllica, Citronelal, Geraniol, a-haxilinamaldehido, Linalol]

BALANCE DYNAMICS BALANCING SPF 15

octisalate oxybenzone octinoxate lotion

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:68828-150

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
OCTISALATE (UNIL: 4X49Y0596 W) (OCTISALATE - UNI:4X49 Y0596 W) OCTISALATE 4 ¢ in 100 mL
OXYBENZONE (UNI: 9500S7VEQY) (OXYBENZONE - UNI:9500S7VEQY) OXYBENZONE 2 g in 100 mL
OCTINO XATE (UNIL: 4Y5P7MUDS51) (OCTINOXATE - UNIL:4Y5P7MUDS1) OCTINOXATE 7 g in 100 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIL: 059QF0KOOR)

TRIBEHENIN PEG-20 ESTERS (UNIl: 84K9EH29Y9)
IPOMO EA MAURITIANA TUBER (UNII: K6 7Y2SGX79)
CENTELLA ASIATICA LEAF (UNIL: 6810070TYD)
WITHANIA SO MNIFERA FLO WER (UNIL: 2HZ95R7082)
BUTYLENE GLYCOL (UNII: 3XUS85K0RA)
DIMETHICO NE (UNI: 92RU3N3Y10)

XYLITOL (UNII: VCQO006KQ1E)



XYLITYLGLUCO SIDE (UNI: O0IEZ166FB)

GLYCERYL MONOSTEARATE (UNIL: 230 0U9 XXE4)

DIGLYCERIN (UNIE: 3YC120743U)

IRIS GERMANICA VAR. FLORENTINA ROOT (UNII: M30 XO5X4XD)
VITAMIN A PALMITATE (UNI: 1DIKONOVVC)

ZINC SULFATE (UNI: 89DS0H96TB)

ALCOHOL (UNIE: 3K9958 V90 M)

PROPYLENE GLYCOL (UNI: 6DC9Q167V3)

BIO SACCHARIDE GUM-1 (UNI: BB4PU4V09H)

SACCHARINA LATISSIMA THALLUS (UNIL: 68 CMP2MB55)

SHEA BUTTER (UNI: K49 155WL9Y)

DIAZOLIDINYL UREA (UNII: H5SRIZ3MPW4)

IODOPROPYNYL BUTYLCARBAMATE (UNIL: 603P14DHEB)
SILANETRIOL (UNIE: E52D0J3TS5)

CARBOMER COPOLYMER TYPE A (ALLYL PENTAERYTHRITOL CRO SSLINKED) (UNI: 71DD5V995L)
CYCLOMETHICO NE (UNII: NMQ3479947)

TROLAMINE (UNI: 903K93S3TK)

CHONDRUS CRISPUS (UNI: 0QS23HUAIX)

PANTHENOL (UNI: WV9CM00672)

.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
CARBOMER HOMOPOLYMER (ALLYL SUCROSE CROSSLINKED) (UNII: Z135WT9208)
XANTHAN GUM (UNIL: TTV12P4NEE)

EDETATE TRISODIUM (UNIL 4201P921MB)

PENTYLENE GLYCOL (UNIE: 50C1307PZG)

BENZOIC ACID (UNIE: 8 SKNO B0 MIM)

GINGER (UNIE: C5529 G5JPQ)

LEVOMENOL (UNI: 24WE03BX2T)

FD&C YELLOW NO. 6 (UNI: H77VEI93A8)

D&C RED NO. 33 (UNI: 9DBAOSBBOL)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:68828-150-17 7 mL in 1 TUBE

2 NDC:68828-150-12 1in 1BOX

2 NDC:68828-150-62 50 mL in 1 BOTTLE

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 04/24/2012

Labeler - JAFRA COSMETICS INTERNATIONAL (041676479)
Registrant - JAFRA COSMETICS INTERNATIONAL (041676479)

Establishment



Name Address ID/FEI Business Operations
Jafra Manufacturing, S.A. de C.V. 814732061 manufacture

Revised: 5/2012 JAFRA COSMETICS INTERNATIONAL
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