BALANCING DYNAMICS KIT JAFRA- balancing dynamics
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.

Balancing Dynamics Kit
Active ingredients Purpose
Avobenzone 2.5% Suncreen
Octinoxate 7% Sunscreen
Octisalate 4% Sunscreen
Oxybenzone 2% Sunscreen
Uses

helps prevent sunburn

If used as directed with other sun protection measures (see directions), decreases the risk of skin
cancer and early skin aging caused by the sun.

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right
away

Stop use and ask a doctor if rash occurs.

Directions

- Apply liberally 15 minutes before sun exposure

- Use a water resistant sunscreen, if swimming or sweating
- Reapply at least every 2 hours

- Children under 6 months: ask a doctor

Sun Protection measures.

Spending time in the sun increases risk of skin cancer and early skin aging. To decrease this risk,
regulalrly use a sunscreen with a Broad Spectrum SPF value of 15 or higher and other sun protection
measures including:

- limit time in the sun, especially from 10 a.m. to 2 p.m.
- Wear long sleeve shirts, pants, hats, and sunglasses

Water/Aqua, Tribehenin PEG-20 Esters, Dimethicone, Dimethicone Crosspolymer, [pomoea Digitata
(Fingerleaf Morning Glory) Extract, Centella Asiatica Extract, Withania Somniferia Extract, Butylene
Glycol, Glyceryl Stearate, Bis-Diglyceryl Polyacyladipate-2, Iris Florentina Root Extract, Retinyl
Palmitate, Zinc Sulfate, Alcohol, Propylene Glycol, Biosaccharide Gum-1, Phenoxyethanol, Hexylene
Glycol, Caprylyl Glycol, Potassium Sorbate, Xylitol, Xylitan, Xylitiyl Polyglucoside, Glycerin,
Butyrospermum Parkii (Shea Butter) Fruit, Acrylates Copolymer, Cyclomethicone, Laminaria
Saccharina Extract, Silanediol Salicylate, Chondrus Crispus (Carrageenan) Extract, Biosaccharide Gum-
4, Triethanolamine, Panthenol, Tocopheryl Acetate, Carbomer, Xanthan Gum, Fragrance/Parfum,
Trisodium EDTA, Yellow 6/CI 15985, Red 33/CI 17200, Pentylene Glycol, Propamidobenzoic Acid,
Zingiber Officinale (Ginger) Extract, Bisabolol.
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Drug Facts

Active Ingredients Purpose
Avobenzone 2.5%

Octinoxate 7.0% Sunscreen

ey

Octisalate 4.0 %
Oxybenzone 2.0 %

BALANCING NIGHT CREAM

To use: At night after cleansing, smooth over face and
throat. Clinically, allergy, irritancy and dermatologist
tested.

INGREDIENTS: Water/Aqua, C12-15 Alkyl Benzoate, Phyllanthus
Emblica Extract, Ipomoea Digitata (Fingerleaf Morning Glory) Extract,
Centella Asiatica Extract, Withania Somniferia Extract, Moringa Oliefera
Extract, Butylene Glycol, Glycerin, Beta-Glucan, Sodium Polyacrylate,
Jylitol, Xylitan, Xylitiyl Polyglucoside, Decamethylcyclopentasiloxane,
Propylene Glycol, Diazolidinyl Urea, lodopropynyl Butylcarbamate,

Uses

* helps prevent sunburn

= if used as directed with other sun protection measures (see Directions), decreases the risk of skin cancer and early
skin aging caused by the sun

Warnings
For external use only
Do not use on damaged or broken skin

Stop use and ask a doctor if rash occurs

When using this product keep out of eyes. Rinse with water to remove.

Benzophenone-9, Fragrance/Parfum, Panthenol, Tocopheryl Acetate,
Trisodium EDTA, Rhodochrosite Extract, Malachite Extract, Smithsonite
Extract, Pentylene Glycol, Propamidobenzoic Acid, Zingiber Officinale
(Ginger) Extract, Bisabolal, Blue 1/Cl 42090, Red 33/CI 17200
[Fragrance/Parfum contains: Amyl Cinnamal, Anise Alcohol, Benzyl
Salicylate, Gitronellol, Geraniol, Hexyl Ginnamal, Linalooll.

BALANCING CLEANSING GEL b (

For normal/combination skin.

To use: Morning and night, massage over wet face and
throat. Rinse well. Clinically, allergy, irritancy and
dermatologist tested.

INGREDIENTS: Water/Aqua, TEA-Lauryl Sulfate, Cocamidopropyl

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right away.

Directions

* apply liberally 15 minutes befare sun exposure

* use a water resistant sunscreen if swimming or sweating

= reapply at least every 2 hours

= children under &6 months: Ask a doctor

* Sun Protection Measures. Spending time in the sun increases your risk of skin cancer and early skin aging. To
decrease this risk, regularly use a sunscreen with a Broad Spectrum SPF value of 15 or higher and other sun
protection measures including:
= limit time in the sun, especially from 10 a.m. - 2 p.m.
* wear long-sleeve shirts, pants, hats, and sunglasses
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Other information
= protect this product from excessive heat and direct sun

Founded by Jan and Frank Day Hecho en México para
SINCE 1956 Distribuidora Comercial JAFRA, S.A. de C.V.

Made in Mexico for. JAFRA Cosmetics Intarnational, Inc.
Westlake Village, CA 91361
Distributed in EU: JAFRA Cosmetics D-80636 Munich
www.JAFRA.com

Blvd. Adolfo Lépez Mateos 515,
Col. Tlacopac, Méxice, D. F., 01040
JAFRA es Marca Registrada
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Betaine, Potassium Cocoate, PPG-2 Hydroxyethyl Coco/ Isostearamide,
Methylpropanedial, PEG-150 Distearate, PPG-2 Hydroxyethyl Cocamide;
Sorbitol, Glycereth-26, Glycol Stearate, Propylene Glycol Alginate,
Ipomoea Digitata (Fingerleaf Morning Glory) Exiract, Centella Asiatica
Extract, Withania Somniferia Extract, Butylene Glycal, Propylene Glycol,
Diazolidinyl Urea, lodopropynyl Butylcarbamate, Allantoin, Gitric Acid,
Fragrance/Parfum, Tetrasodium EDTA, Panthenol, Polyglycol Ether,
Sultonated Benzotriazole, Pentylene Glycol, Propamidobenzaic Acid,
Laminaria Saccharina Extract, Iris Florentina Root Extract, Retinyl
Palmitate, Zinc Sulfate, Alcohol, Yellow 5/C1 13140, Red 4/Cl 14700
[Fragrance/Parfum contains: Amyl Cinnamal, Benzyl Alcohol, Benzyl
Benzoate, Limonene, Linalool, Butylphenyl Methylpropional (Lillial}]l.

A
BALANCING TONER Q @
To use: Use morning and night after cleansing. Sweep on
with a cotton pad over face and throat. Follow with
treatment and/or moisturizer. Clinically, allergy, irritancy
and dermatologist tested.

INGREDIENTS: Water/Aqua, Sodium PCA, Butylene Glycol, Hamamelis
Virginiana (Witch Hazel) Extract, Ipomoea Digitata (Fingerleaf Morning
Glory) Extract, Centella Asiatica Extract, Withania Somniferia Extract,
Propylene Glycol, Diazolidiny] Urea, lodopropynyl Butylcarbamate,
Panthenol, Allantoin, Polysorbate 20, Trisodium EDTA, Pentylene Glycol,
Propamidobenzoic Acid, Fragrance/Parfum, Iris Florentina Root Extract,
Retinyl Palmitate, Zinc Sulfate, Alcohol, Laminaria Saccharina Extract,
Citric Acid, Red 4/C1 14700, Yellow 5/CI 13140 [Fragrance/Parfum
contains: Amyl Cinnamal, Benzyl Alcohol, Benzyl Benzoate, Limonene,

Linalool, Butylphenyl Methylpropional (Lillial}].
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JAFRA

DYNAMICS

TESTER
Contains: 4 Samples

1 BALANCING NIGHT CREAM / 1 BALANCING CLEANSING GEL
1 BALANCING TONER/ 1 BALANCING LOTION BROAD SPECTRUM SPF 15

CONT. NET. 60 ml €2 FL OZ (US)

A
Y

Jafra

Balancing Dynamics
Tester

Contains: 4 Samples

1 Balancing Night Crean/ 1 Balancing Cleansing Gel/ 1 Balancing toner/ 1 Balancing lotion Broad
Spectrum SPF 15

Cont. Net. 60 ml 2 fl oz

BALANCING DYNAMICS KIT JAFRA

balancing dynamics kit

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:68828-154



Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:68828-154-01 1in 1 KIT; Type 1: Convenience Kit of Co-Package 11/16/2012

Quantity of Parts

Part # Package Quantity Total Product Quantity
Part1 30 BOTTLE 7.39 mL

Part2 1TUBE 7.39 mL

Part3 1TUBE 7.3 mL

Part4 1TUBE 7.39 mL

Part 1 of 4

BALANCING BROAD SPECTRUM JAFRA

avobenzone, octinoxate, octisalate, oxybezone lotion

Product Information
Item Code (Source) NDC:68828-157

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AVOBENZONE (UNI: G63QQF2NOX) (AVOBENZONE - UNI:G63QQF2NOX) AVOBENZONE 2.5g in 100 mL
O CTINO XATE (UNII: 4Y5P7MUDS51) (OCTINOXATE - UNI:4Y5P7MUD51) OCTINOXATE 7.0 g in 100 mL
OCTISALATE (UNIL: 4X49Y0596 W) (OCTISALATE - UNI:4X49 Y0596 W) OCTISALATE 4.0 g in 100 mL
OXYBENZONE (UNII: 9500S7VE0Y) (OXYBENZONE - UNI:9500S7VE0Y) OXYBENZONE 2.0 g in 100 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIE: 059 QFOKOOR)

TRIBEHENIN PEG-20 ESTERS (UNIL: 84K9EH29Y9)
DIMETHICO NE (UNI: 92RU3N3Y10)

CENTELLA ASIATICA (UNI: 7M867G6T1U)
BUTYLENE GLYCOL (UNIE: 3XUS85KO0RA)
GLYCERYL MONOSTEARATE (UNIL: 230 0U9 XXE4)
IRIS GERMANICA VAR. FLORENTINA ROOT (UNII: M30 XO5X4XD)
VITAMIN A PALMITATE (UNI: 1DIKONOVVC)

ZINC SULFATE (UNI: 89 DS0H96TB)

ALCOHOL (UNIE: 3K9958 V90 M)

PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
HEXYLENE GLYCOL (UNI: KEH0 A3F75J)



CAPRYLYL GLYCOL (UNI: 00YIU5438U)
POTASSIUM SORBATE (UNIL: 1VPU26JZZ4)
XYLITOL (UNI: VCQO006KQ1E)

XYLITAN (UNI: 5KQLOCX6R6)

GLYCERIN (UNI: PDC6A3C00X)

SHEA BUTTER (UNIE: K49 155WL9Y)
CYCLOMETHICONE (UNI: NMQ3479947)
SACCHARINA LATISSIMA (UNIL: 68 CMP2MB55)
SILANEDIOL SALICYLATE (UNIE: C054DF30KO0)
CHONDRUS CRISPUS (UNI: 0QS23HUA1X)
TROLAMINE (UNIL: 903K93S3TK)

PANTHENOL (UNI: WV9CMOO67Z)

.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
CARBOMER 934 (UNIL: Z135WT9208)

XANTHAN GUM (UNI: TTV12P4NEE)

EDETATE TRISO DIUM (UNIE: 4201P921MB)
FD&C YELLOW NO. 6 (UNI: H77VEI93A8)

D&C RED NO. 33 (UNI: 9DBAOSBBOL)
PENTYLENE GLYCOL (UNI: 50 C1307PZG)
HYDRO XYPHENYL PROPAMIDOBENZOIC ACID (UNI: 25KRT26 H77)
GINGER (UNIEL: C5529 G5JPQ)

LEVOMENOL (UNIL: 24WE03BX2T)

Packaging
# Item Code Package Description

NDC:68828-157- .25 mL in 1 BOTTLE; Type 1: Convenience Kitof Co-

1 01 Package

Marketing Information

Marketing Category Application Number or Monograph Citation
OTC monograph not final part352

Part 2 of 4
BALANCING NIGHT CREAM JAFRA

face and neck (excluding shaving preparations)

Product Information

Other Ingredients

Marketing Start
Date

Marketing Start Date
11/16/2012

Ingredient Kind Ingredient Name

INGR WATER (UNII: 059QF0KOOR)

Marketing End
Date

Marketing End Date

Quantity



INGR ALKYL (C12-15) BENZOATE (UNIL: ASEJ3J61HQ)

INGR CENTELLA ASIATICA (UNIL: 7M867G6 T1U)

INGR BUTYLENE GLYCOL (UNIL: 3XUS85K0RA)

INGR GLYCERIN (UNII: PDC6A3C00X)

INGR SODIUM POLYACRYLATE (8000 MW) (UNIL: 285CY0O341L)
INGR XYLITOL (UNI: VCQ006KQ1E)

INGR XYLITAN (UNIL: 5KQLOCX6R6)

INGR CYCLOMETHICONE 5 (UNIL: 0 THT5PCIOR)

INGR PROPYLENE GLYCOL (UNI: 6DC9Q167V3)

INGR DIAZOLIDINYL UREA (UNII: HSRIZ3MPW4)

INGR IODOPROPYNYL BUTYLCARBAMATE (UNII: 603P14DHEB)
INGR BENZOPHENONE-9 (UNIL: 7925W14T4L)

INGR PANTHENOL (UNI: WW9CMO00O67Z)

INGR .ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8X80D2L0)
INGR EDETATE TRISODIUM (UNIL: 4201P921MB)

INGR MANGANESE CARBONATE (UNI: 92V57512ZM)

INGR PENTYLENE GLYCOL (UNI: 50C1307PZG)

INGR GINGER (UNIL: C5529G5JPQ)

INGR LEVOMENOL (UNIL: 24WE03BX2T)

INGR FD&C BLUE NO. 1 (UNI: H3R47K3TBD)

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

Packaging

# Item Code Package Description Marketing Start Date
1 7.3 mL in 1 TUBE; Type 1: Convenience Kit of Co-Package

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date
Cosmetic 11/19/2012

Part 3 of 4
BALANCING CLEANSING GEL JAFRA

face and neck (excluding shaving preparations)

Product Information

Other Ingredients

Ingredient Kind Ingredient Name
INGR WATER (UNI: 059QF0KOOR)
INGR TRIETHANO LAMINE LAURYL SULFATE (UNI: EB458 C1KAA)
INGR COCAMIDOPROPYL BETAINE (UNII: 50CF3011KX)

INGR POTASSIUM COCOATE (UNIL: F8U72V8ZXP)

Marketing End Date

Marketing End Date

Quantity



INGR SORBITOL (UNI: 506 T60A25R)

INGR GLYCERETH-26 (UNIl: NNE56F2N14)

INGR GLYCOL STEARATE (UNIL: 0324G66D0OE)

INGR PROPYLENE GLYCOL ALGINATE (UNIL: 26 CD3J2R0C)
INGR CENTELLA ASIATICA (UNII: 7M86 7G6 T1U)

INGR WITHANIA SO MNIFERA FLOWER (UNIL: 2HZ95R7082)
INGR BUTYLENE GLYCOL (UNII: 3XUS85K0RA)

INGR PROPYLENE GLYCOL (UNI: 6DC9Q167V3)

INGR DIAZOLIDINYL UREA (UNI: HSRIZ3MPW4)

INGR IODOPROPYNYL BUTYLCARBAMATE (UNIL: 603P14DHEB)
INGR ALLANTOIN (UNIL: 344S277G0Z)

INGR CITRIC ACID MONOHYDRATE (UNII: 296 8PHW8QP)

INGR EDETATE SODIUM (UNI: MP1J8420LU)

INGR PANTHENOL (UNI: WV9CM0067Z7)

INGR PENTYLENE GLYCOL (UNIL: 50C1307PZG)

INGR SACCHARINA LATISSIMA (UNIL: 68 CMP2MB55)

INGR IRIS GERMANICA VAR. FLORENTINA ROOT (UNI: M30 XO5X4XD)
INGR VITAMIN A PALMITATE (UNIL: 1IDIKONOVVC)

INGR ZINC SULFATE (UNII: 89DSO0OH96TB)

INGR ALCOHOL (UNIL: 3K9958V90M)

INGR FD&C YELLOW NO. 5 (UNII: [753WB2F1M)

INGR FD&C RED NO. 4 (UNIl: X3W0AM1JLX)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 7.39 mL in 1 TUBE; Type 1: Convenience Kit of Co-Package

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
Cosmetic 11/19/2012

Part 4 of 4
BALANCING TONER JAFRA

face and neck (excluding shaving preparations)

Product Information

Other Ingredients

Ingredient Kind Ingredient Name Quantity
INGR WATER (UNI: 059QF0KOOR)
INGR SODIUM PYRROLIDONE CARBOXYLATE (UNIl: 4690TG57A2)



INGR BUTYLENE GLYCOL (UNII: 3XUS85K0RA)

INGR HAMAMELIS VIRGINIANA TOP (UNIL: UDA30A2JJY)

INGR CENTELLA ASIATICA (UNII: 7M867G6 T1U)

INGR WITHANIA SOMNIFERA FLOWER (UNIL: 2HZ95R7082)
INGR PROPYLENE GLYCOL (UNI: 6DC9Q167V3)

INGR DIAZOLIDINYL UREA (UNIL: HSRIZ3MPW4)

INGR IODOPROPYNYL BUTYLCARBAMATE (UNII: 603P14DHEB)
INGR PANTHENOL (UNI: WW9CMO00O67Z)

INGR ALLANTOIN (UNIL: 344S277G0Z)

INGR POLYSORBATE 20 (UNIL: 7T1F30 V5YH)

INGR EDETATE TRISO DIUM (UNIIL: 4201P921MB)

INGR PENTYLENE GLYCOL (UNII: 50C1307PZG)

INGR IRIS GERMANICA VAR. FLORENTINA ROOT (UNI: M30XO5X4XD)
INGR VITAMIN A PALMITATE (UNIL: 1DIKONOVVC)

INGR ZINC SULFATE (UNIl: 89DS0H96TB)

INGR ALCOHOL (UNIL: 3K9958V90M)

INGR SACCHARINA LATISSIMA (UNI: 68 CMP2MB55)

INGR CITRIC ACID MONOHYDRATE (UNII: 296 8PHW8QP)

INGR FD&C RED NO. 4 (UNI: X3W0AM1JLX)

INGR FD&C YELLOW NO. 5 (UNII: [753WB2F1M)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 7.39 mL in 1 TUBE; Type 1: Convenience Kit of Co-Package

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
Cosmetic 11/20/2012

Marketing Information

Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part352 11/16/2012

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(68828-154, 68828-157)

Revised: 1/2019 JAFRA COSMETICS INTERNATIONAL
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