REVLON MITCHUM CLINICAL STRENGTH SOFT SOLID- aluminum zirconium
tetrachlorohydrex gly liquid
Revlon Consumer Products Corp

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.

Revlon Mitchum Clinical Strength Soft Solid
Aluminum Zirconium Tetrachlorohydrex Gly 20%

Purpose

Antiperspirant

Warnings:

For external use only.

Do not use on broken skin

Ask a doctor before use if you have kidney disease

Stop use if rash or irriation occurs

Keep Out of Reach of Children
If swallowed, get medical help or contact a Poison Control Center right away.
Inactive Ingredients

CYCLOPENTASILOXANE, TRIBEHENIN, DIMETHICONE, PETROLATUM, TRISILOXANE,
C18-36 ACID TRIGLYCERIDE, AQUA (WATER) EAU), PARFUM (FRAGRANCE), SODIUM
STARCH OCTENYLSUCCINATE, SILICA DIMETHICONE SILYLATE, ISOPROPYL
MYRISTATE, ETHYLENE BRASSYLATE, BENZYL ALCOHOL, HYDROGEN PEROXIDE,
TOCOPHERYL ACETATE, ALOE BARBADENSIS LEAF EXTRACT, HYDROXYISOHEXYL 3-
CYCLOHEXENE CARBOXALDEHYDE, HYDROXYCITRONELLAL, CITRONELLOL, ALPHA-
ISOMETHYL IONONE, MANNITOL, SILICA, GERANIOL, BHT, SODIUM ASCORBATE, CITRIC
ACID, CALCIUM DISODIUM EDTA

Reduces underarm wetness
Revlon Mitchum Clinical Strength Soft Solid
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ENLARGED 200%
FOR PROOFREADING.

Drug Facts

Active ingredient Purpose
Aluminum Zirconium Tetrachlorohydrex GLY 20.0%.. Anti-Perspirant

Uses e Reduces undsrarm wetness

Warnings

@ For external use only.

@ Do not use on broken skin

@ sk a doctor hefore use if you have kidney disease

@ Stop use if rash oriritation ocours,

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

Directions pply to underarms only

Tnactive imyredients: cyopmtasiomne, Trbehenin, Dimelhicons, Patun
%Fvagvanre)‘ Petrolatum, Trisiloxane, 618-36 Acid Tnglyceride, Hydrogen Peroxide,
ouophryl Asetate, o Dartaenss Lea B, Sodium Sarch Octenyleinae, Agua
maw) Eau), Mannitol, Silica Dimethicone Siate, Caloium Disodium EDTA, Hydrated Silia,
T, Sodium Ascorhate, Limonene, Linalool, Citronellol, Hydroxyeitronelll, Geraniol, Hexy
Ginamal, Ginamel, G, Benzyl Benzoate, Eugenol, Hydroxyisohenyl 3Cyclohexene

Calboxaldehxde‘ Benzyl Sawme‘ Mmhx\ Z—Umxnoale‘ Coumarin, Ayl Ginnamal, 23304

Questions? 1-888-8-MITCHUM
© 2014 REVLON CONS. PROD. CORP, NY., NY 10017 MADE INU S A
216943-05 6017-12
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Revlon Mitchum Clinical Strength Soft Solid

ENLARGED 200%
FOR PROOFREADING.

Drug Facts

Active ingredient Purpose
Aluminum Zirconium Tetrachlorohydrex GLY 20.0%.. Anti-Perspirant

Uses e Reduces undsrarm wetness

Warnings

@ For external use only.

@ Do not use on broken skin

@ sk a doctor hefore use if you have kidney disease

@ Stop use if rash oriritation ocours,

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

Directions pply to underarms only

Inactive IHETEIIIEMS.' Gyclopentasilosane, Tribehenin, Dimethicone,
Partum (Fragrance), Petrolaturn, Trisiloxane, C18-36 Awid Trighceride, Hydrogen
Peroxide, Tocopheryl Acetate, Aloe Barbadensis Leaf Extract, Sodium Starch
Octenylsucanate, Agia Sﬁﬁ/a\e\) Eau), Silea Dimethicone Siylte, Siea, Hel
Ginnamal, Limonene, Alpha-lsomethyl lonone, Cournarin, Citronellol, Benzyl
Benzoate, Citral, Geraniol, Linalool. 23302

Questions? 1-888-8-MITCHUM
© 2014 REVI S PROD. CORP, NY., NY 10017 MADE INU S A
216943-08 6017-16
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Drug Facts

Active ingredient Purpose
Aluminum Zirconium Tetrachlorohydrex GLY 20.0%...Anti-Perspirant

Uses «Reducss underarm wetness

Warnings

* For external use only.

Do nol use on broken skin

 Ask a doctor before use if you have kidney disease

* Slop use if rash or irritation occurs.

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

Directions ipply to underarms only
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T h \ 2 mdmm

, Aloe Barbadensis Leaf Evm

ate,
Calcium Dlsnmum EETM Silica, BHT, Sodium Ascorbate U\t
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Questions? 1-888-8-MITCHUM

© 2014 REYLON CONS. PROD. CORP,
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Drug Facls

Active ingredient Purpose
Aluminum Zirconium Tetrachlorohydrex GLY 20.0%..Anti-Perspirant
Uses < Reduces underarm wetness
Warnings
« For external use only.
Do nol use on broken skin
= Ask a doctor before use if you have kidney disease
© Stop use if rash or irritation occurs
© Keep out of reach of children. If swallowed, get medical
help or contact a Poison Control Center right away.

Directions Apply to underarms only

DE IN USA.

REVLON MITCHUM CLINICAL STRENGTH SOFT SOLID

aluminum zirconium tetrachlorohydrex gly liquid




Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:10967-624

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

ALUMINUM ZIRCO NIUM TETRACHLOROHYDREX GLY (UNIL: 80386558JE)
(ALUMINUM ZIRCONIUM TETRACHLOROHYDREX GLY - UNI:80386558JE)

Inactive Ingredients

Ingredient Name
CYCLOMETHICONE 5 (UNI: 0 THTSPCIOR)
.ALPHA.-TO COPHEROL ACETATE (UNIL: 9E8 X80D2L0)
ALOE VERA LEAF (UNIE: ZY81Z83H0 X)
MANNITOL (UNI: 30WL53L36A)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT964K)
GERANIOL (UNT: 1837108 USY)
SILICON DIO XIDE (UNIE: ETJ7Z6 XBU4)
HYDRO GEN PERO XIDE (UNII: BBX060AN9V)
EDETATE CALCIUM DISO DIUM ANHYDRO US (UNIL: 8 U5D034955)
SODIUM ASCORBATE (UNI: S033EH8359)
CITRIC ACID MONOHYDRATE (UNIE: 2968 PHW8 QP)
TRIBEHENIN (UNII: 80C9U7TQZ0)
DIMETHICO NE (UNIE: 92RU3N3Y10)
PETROLATUM (UNIL: 4T6 HI2BN9 U)
TRISILO XANE (UNI: 9G1ZW13R0G)
C18-36 ACID TRIGLYCERIDE (UNI: ZRA72DR3R?7)
ISOPROPYL MYRISTATE (UNIL: 0RE8K4LNJS)
ETHYLENE BRASSYLATE (UNI: 9 A8 7HC7ROD)
BENZYL ALCOHOL (UNI: LKG8494WBH)

Basis of Strength Strength

ALUMINUM ZIRCONIUM 0.2g
TETRACHLOROHYDREX GLY in 1 mL

Strength

HYDRO XYISOHEXYL 3-CYCLOHEXENE CARBO XALDEHYDE (UNII: QUE43B972Q)

HYDRO XYCITRONELLAL (UNII: 8SQ0VA4YUR)
ISOMETHYL-.ALPHA.-IONONE (UNII: 9XP4LC555B)
BUTYLATED HYDRO XYTO LUENE (UNII: 1P9D0Z171K)

Packaging
# Item Code Package Description

70 mL in 1 CONTAINER; Type 0: Nota Combination
Product

47 mL in 1 CONTAINER; Type 0: Not a Combination
Product

NDC:10967-624- 14 mL in 1 CONTAINER; Type 0: Not a Combination
50 Product

1 NDC:10967-624-24

2 NDC:10967-624-16

3

Marketing Start

Date Marketing End Date

01/01/2014
01/01/2014

01/01/2014



Marketing Information

Marketing Category Application Number or Monograph Citation
OTC monograph final part350

Marketing Start Date  Marketing End Date
01/01/2014

REVLON MITCHUM CLINICAL STRENGTH SOFT SOLID

aluminum zirconium tetrachlorohydrex gly liquid liquid

Product Information

Product Type HUMAN OTC DRUG Item Co

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

ALUMINUM ZIRCO NIUM TETRACHLOROHYDREX GLY (UNIL: 80386558JE)
(ALUMINUM ZIRCONIUM TETRACHLOROHYDREX GLY - UNI:8 0386 558JE)

Inactive Ingredients

Ingredient Name
CYCLOMETHICONE 5 (UNIE: 0 THTSPCIOR)
.ALPHA.-TO COPHEROL ACETATE (UNIL: 9E8 X80D2L0)
ALOE VERA LEAF (UNIL: ZY81Z83H0 X)
MANNITOL (UNIE: 30WL53L36 A)
.BETA.-CITRONELLOL, (R)- (UNI:: PO 10UT964K)
GERANIOL (UNI: L837108USY)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
HYDRO GEN PERO XIDE (UNIE: BBX060AN9 V)
EDETATE CAL CIUM DISO DIUM ANHYDRO US (UNIE: 8 USD034955)
SODIUM ASCORBATE (UNII: S033EH8359)
CITRIC ACID MO NO HYDRATE (UNIL: 2968 PHW8 QP)
TRIBEHENIN (UNIE: 80C9U7TQZ0)
DIMETHICO NE (UNIE: 92RU3N3Y10)
PETROLATUM (UNIE: 4T6 HI2BN9 U)
TRISILO XANE (UNIL: 9 G1IZW13R0G)
C18-36 ACID TRIGLYCERIDE (UNI:: ZRA72DR3R7)
ISOPROPYL MYRISTATE (UNI: 0RESKA4LNJS)
ETHYLENE BRASSYLATE (UNIE: 9 A8 7HC7ROD)
BENZYL ALCOHOL (UNIL: LKG8494WBH)

de (Source) NDC:10967-626

Basis of Strength Strength

ALUMINUM ZIRCONIUM 0.2g
TETRACHLOROHYDREX GLY in 1 mL

Strength

HYDRO XYISOHEXYL 3-CYCLOHEXENE CARBO XALDEHYDE (UNI: QUE43B9Z72Q)

HYDRO XYCITRONELLAL (UNII: 8SQ0VA4YUR)
ISOMETHYL-.ALPHA.-IONONE (UNII: 9XP4LC555B)
BUTYLATED HYDRO XYTOLUENE (UNII: 1P9D0Z171K)

Packaging

VA N O (L,



lvidrKeunng sudri

# Item Code Package Description
Date

1 NDC:10967-626- 70 mL in 1 CONTAINER; Type 0: Not a Combination 01/01/2014

24 Product
> NDC:10967-626- 47 mL in 1 CONTAINER; Type 0: Not a Combination 01/01/20 14

16 Product
3 NDC:10967-626- 14 mL in 1 CONTAINER; Type 0: Not a Combination 01/01/20 14

50 Product

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date
OTC monograph final part350 01/01/2014

REVLON MITCHUM CLINICAL STRENGTH SOFT SOLID

aluminum zirconium tetrachlorohydrex gly liquid liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Marketing End Date

Marketing End Date

NDC:10967-627

Ingredient Name Basis of Strength Strength
ALUMINUM ZIRCONIUM TETRACHLOROHYDREX GLY (UNI: 80386558JE) ALUMINUM ZIRCONIUM 0.2g
(ALUMINUM ZIRCONIUM TETRACHLOROHYDREX GLY - UNI:8 0386 558JE) TETRACHLOROHYDREX GLY in 1mL

Inactive Ingredients
Ingredient Name
CYCLOMETHICONE 5 (UNIE: 0 THTSPCIOR)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
ALOE VERA LEAF (UNIE: ZY81Z83H0 X)
MANNITOL (UNIE: 30 WL53L36A)
.BETA.-CITRONELLOL, (R)- (UNI:: PO 10UT964K)
GERANIOL (UNIE: L837108USY)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
HYDRO GEN PERO XIDE (UNI:: BBX060AN9 V)
EDETATE CAL CIUM DISO DIUM ANHYDRO US (UNIE: 8 USD034955)
SODIUM ASCORBATE (UNII: S033EH8359)
CITRIC ACID MONOHYDRATE (UNIL: 2968 PHW8 QP)
TRIBEHENIN (UNIL: 80C9U7TQZ0)
DIMETHICO NE (UNIE: 92RU3N3Y10)
PETROLATUM (UNIE: 4T6 HI2BN9 U)
TRISILO XANE (UNI: 9G1ZW13R0G)
C18-36 ACID TRIGLYCERIDE (UNI:: ZRA72DR3R7)
ISOPROPYL MYRISTATE (UNII: 0RE8K4LNJS)
ETHYLENE BRASSYLATE (UNIE: 9 A8 7HC7ROD)

Strength



BENZYL ALCOHOL (UNI: LKG8494WBH)

HYDRO XYISOHEXYL 3-CYCLOHEXENE CARBO XALDEHYDE (UNI: QUE43B9Z72Q)
HYDRO XYCITRONELLAL (UNII: 8SQ0VA4YUR)

ISOMETHYL-.ALPHA.-IONONE (UNIL: 9XP4LC555B)

BUTYLATED HYDRO XYTO LUENE (UNII: 1P9D0Z171K)

Packaging
# Item Code Package Description R S
Date
1 NDC:10967-627-24 70 mL in 1 CONTAINER; Type 0: Nota Combination 01/01/20 14
Product
2 NDC:10967-627-16 47 mL in 1 CONTAINER; Type 0: Not a Combination 01/01/20 14
Product
3 NDC:10967-627- 14 mL in 1 CONTAINER; Type 0: Not a Combination 01/01/2014
50 Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph final part350 01/01/2014

REVLON MITCHUM CLINICAL STRENGTH SOFT SOLID

aluminum zirconium tetrachlorohydrex gly liquid liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Marketing End Date

Marketing End Date

NDC:10967-646

Ingredient Name Basis of Strength Strength
ALUMINUM ZIRCONIUM TETRACHL O RO HYDREX GLY (UNI: 80386558JE) ALUMINUM ZIRCONIUM 02g
(ALUMINUM ZIRCONIUM TETRACHLOROHYDREX GLY - UNI:80386558JE) TETRACHLOROHYDREX GLY in 1 mL

Inactive Ingredients
Ingredient Name
CYCLOMETHICONE 5 (UNIL: 0 THTSPCIOR)
.ALPHA.-TO COPHEROL ACETATE (UNIL: 9E8 X80D2L0)
ALOE VERA LEAF (UNIE: ZY81Z83H0 X)
MANNITOL (UNIE: 30WL53L36 A)
.BETA.-CITRONELLOL, (R)- (UNI:: PO 10UT964K)
GERANIOL (UNI: L837108USY)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
HYDRO GEN PERO XIDE (UNIE: BBX060AN9 V)
EDETATE CAL CIUM DISO DIUM ANHYDRO US (UNIE: 8USD034955)

Strength



SODIUM ASCORBATE (UNII: SO33EH8359)

CITRIC ACID MONOHYDRATE (UNII: 296 8 PHW8 QP)
TRIBEHENIN (UNII: 80C9U7TQZ0)

DIMETHICO NE (UNII: 92RU3N3Y10)

PETROLATUM (UNIL: 4T6 HI2ZBN9 U)

TRISILO XANE (UNIL: 9G1ZW13R0 G)

C18-36 ACID TRIGLYCERIDE (UNI: ZRA72DR3R?7)
ISOPROPYL MYRISTATE (UNIL: 0RESK4LNJS)
ETHYLENE BRASSYLATE (UNII: 9A8 7HC7ROD)
BENZYL ALCOHOL (UNII: LKG8494WBH)

HYDRO XYISOHEXYL 3-CYCLOHEXENE CARBO XALDEHYDE (UNIl: QUE43B9Z72Q)
HYDRO XYCITRONELLAL (UNII: 8SQ0VA4YUR)
ISOMETHYL-.ALPHA.-IONONE (UNII: 9 XP4LC555B)
BUTYLATED HYDRO XYTO LUENE (UNII: 1P9D0Z171K)

Packaging
. .. rketin r
# Item Code Package Description Marketing Start
Date

1 NDC:10967-646- 70 mL in 1 CONTAINER; Type 0: Nota Combination 01/01/2014

24 Product
2 NDC:10967-646- 47 mL in 1 CONTAINER; Type 0: Not a Combination 01/01/2014

16 Product
3 NDC:10967-646- 14 mL in 1 CONTAINER; Type 0: Not a Combination 01/01/20 14

50 Product

Marketing Information
Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date
OTC monograph final part350 01/01/2014

REVLON MITCHUM CLINICAL STRENGTH SOFT SOLID

aluminum zirconium tetrachlorohydrex gly liquid liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Marketing End Date

Marketing End Date

NDC:10967-625

Ingredient Name Basis of Strength Strength
ALUMINUM ZIRCONIUM TETRACHLOROHYDREX GLY (UNI: 80386558JE) ALUMINUM ZIRCONIUM 0.2g
(ALUMINUM ZIRCONIUM TETRACHLOROHYDREX GLY - UNII:8 0386 558JE) TETRACHLOROHYDREX GLY in 1 mL

Inactive Ingredients

Ingredient Name

Strength



CYCLOMETHICONE 5 (UNI: 0 THT5PCIOR)

.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
ALOE VERA LEAF (UNIL: ZY8 178 3H0 X)

MANNITOL (UNIE: 30WL53L36 A)
.BETA.-CITRONELLOL, (R)- (UNI: PO 10UT964K)
GERANIOL (UNIE: L837108USY)

SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)

HYDRO GEN PERO XIDE (UNI: BBX060AN9 V)

EDETATE CALCIUM DISODIUM ANHYDRO US (UNIE: 8 USD0 349 55)
SODIUM ASCORBATE (UNIE: S033EH8359)

CITRIC ACID MONOHYDRATE (UNII: 2968 PHW8 QP)
TRIBEHENIN (UNI: 80C9U7TQZ0)

DIMETHICO NE (UNI: 92RU3N3Y10)

PETROLATUM (UNIL: 4T6 HI2BN9 U)

TRISILO XANE (UNI: 9G1ZW13R0G)

C18-36 ACID TRIGLYCERIDE (UNI: ZRA72DR3R7)
ISOPROPYL MYRISTATE (UNI: 0RE8K4LNJS)
ETHYLENE BRASSYLATE (UNIL: 9 A8 7HC7ROD)
BENZYL ALCOHOL (UNI: LKG8494WBH)

HYDRO XYISOHEXYL 3-CYCLOHEXENE CARBO XALDEHYDE (UNI: QUE43B9Z72Q)
HYDRO XYCITRONELLAL (UNI: 8SQ0VA4YUR)
ISOMETHYL-.ALPHA.-IONO NE (UNIE: 9 XP4LC555B)
BUTYLATED HYDRO XYTOLUENE (UNIE: 1P9D0Z171K)

Packaging

# Item Code Package Description Marketing Start
Date

1 NDC:10967-625- 47 mL in 1 CONTAINER; Type 0: Not a Combination 01/01/2014

16 Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date
OTC monograph final part350 01/01/2014

REVLON MITCHUM CLINICAL STRENGTH SOFT SOLID

aluminum zirconium tetrachlorohydrex gly liquid liquid

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Marketing End Date

Marketing End Date

NDC:10967-641

Ingredient Name Basis of Strength Strength
ALUMINUM ZIRCONIUM TETRACHLORO HYDREX GLY (UNI: 80386558JE) ALUMINUM ZIRCONIUM 02g



(ALUMINUM ZIRCONIUM TETRACHLOROHYDREX GLY - UNI:8 0386 558JE)

Inactive Ingredients

Ingredient Name
CYCLOMETHICONE 5 (UNIE: 0 THTSPCIOR)
.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
ALOE VERA LEAF (UNIE: ZY81Z83H0 X)
MANNITOL (UNIE: 30 WL53L36A)
.BETA.-CITRONELLOL, (R)- (UNI:: PO 10UT964K)
GERANIOL (UNIL: L837108USY)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
HYDRO GEN PERO XIDE (UNI:: BBX060AN9 V)
EDETATE CAL CIUM DISO DIUM ANHYDRO US (UNIE: 8 USD034955)
SODIUM ASCORBATE (UNII: S033EH8359)
CITRIC ACID MONOHYDRATE (UNIL: 2968 PHW8 QP)
TRIBEHENIN (UNII: 80C9U7TQZ0)
DIMETHICO NE (UNIE: 92RU3N3Y10)
PETROLATUM (UNIE: 4T6 HI2BN9 U)
TRISILO XANE (UNI: 9G1ZW13R0G)
C18-36 ACID TRIGLYCERIDE (UNI: ZRA72DR3R7)
ISOPROPYL MYRISTATE (UNI: 0RE8KA4LNJS)
ETHYLENE BRASSYLATE (UNIE: 9 A8 7HC7ROD)
BENZYL ALCOHOL (UNI: LKG8494WBH)

TETRACHLOROHYDREX GLY in 1mL

Strength

HYDRO XYISOHEXYL 3-CYCLOHEXENE CARBO XALDEHYDE (UNIl: QUE43B9Z72Q)

HYDRO XYCITRONELLAL (UNIL: 8SQ0VA4YUR)
ISOMETHYL-.ALPHA.-IONONE (UNII: 9 XP4LC555B)
BUTYLATED HYDRO XYTO LUENE (UNII: 1P9D0Z171K)

Packaging
# Item Code Package Description

NDC:10967-641- 47 mL in 1 CONTAINER; Type 0: Nota Combination

1 16 Product

Marketing Information

Marketing Category Application Number or Monograph Citation
OTC monograph final part350

Labeler - Revion Consumer Products Corp (788820165)

Marketing Start Date Marketing End Date

01/01/2014

Marketing Start Date Marketing End Date
01/01/2014

Establishment
Name Address ID/FEI Business Operations
DMI 076693183 manufacture(10967-624, 10967-626, 10967-627, 10967-646, 10967-625, 10967-641)

Revised: 12/2016

Revlon Consumer Products Corp
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