
LIP BALM SPF 15 - octinoxate oxybenzone ointment  
Fercy Personal Care Products  Co Limited
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.

----------

Fercy Personal Care Products  Lip Balm SPF 15 Drug Facts

Active Ingredient
Octinoxate  7.5%
Oxybenzone 3%

PURPOSE
sunscreen

USE
helps protect against sunbum and chapped lips

Warning
For external use only
keep out of eyes.
stop use if skin rash occurs.
keep out of reach of children.

Directions
Apply to lips prior to sun exposure.
apply to lips when dry or chapped.

Keep out of reach of children
Keep out of reach of children
not recommended for children under six months of age

Inactive Ingredient
Mineral Oil,Paraffin,Beeswax,Ethylhexyl Palmitate,Ricinus
Communis,ALOE,Tocopherol,Propylparaben,Methylparaben



LIP BALM SPF 15  
octinoxate oxybenzone ointment

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:50 26 0 -8 0 0

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength



Fercy Personal Care Products Co Limited

O XYBENZO NE (UNII: 9 5OOS7VE0 Y) (OXYBENZONE - UNII:9 5OOS7VE0 Y) OXYBENZONE 3 g  in 10 0  g

O ctino xa te  (UNII: 4Y5P7MUD51) (Octino xate  - UNII:4Y5P7MUD51) Octino xate 7.5 g  in 10 0  g

Inactive Ingredients
Ingredient Name Strength

Minera l O il  (UNII: T5L8 T28 FGP) 27.5 g  in 10 0  g

Pa ra ffin  (UNII: I9 O0 E3H2ZE) 26  g  in 10 0  g

White  Wa x (UNII: 7G1J5DA9 7F) 23 g  in 10 0  g

Ethylhexyl Pa lmita te  (UNII: 28 6 59 9 330 9 ) 6  g  in 10 0  g

Ricinus Co mmunis Seed  (UNII: 7EK4SFN1TX) 4 g  in 10 0  g

ALO E (UNII: V5VD430 YW9 ) 1 g  in 10 0  g

ALPHA-To co phero l  (UNII: H4N8 55PNZ1) 1 g  in 10 0  g

Pro pylpa ra ben  (UNII: Z8 IX2SC1OH) 0 .5 g  in 10 0  g

Methylpa ra ben  (UNII: A2I8 C7HI9 T) 0 .5 g  in 10 0  g

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:50 26 0 -8 0 0 -0 1 2.8  g in 1 TUBE

2 NDC:50 26 0 -8 0 0 -0 2 3 g in 1 TUBE

3 NDC:50 26 0 -8 0 0 -0 3 4 g in 1 TUBE

4 NDC:50 26 0 -8 0 0 -0 4 4.2 g in 1 TUBE

5 NDC:50 26 0 -8 0 0 -0 5 4.8  g in 1 TUBE

6 NDC:50 26 0 -8 0 0 -0 6 5 g in 1 TUBE

7 NDC:50 26 0 -8 0 0 -0 7 6  g in 1 TUBE

8 NDC:50 26 0 -8 0 0 -0 8 8  g in 1 TUBE

9 NDC:50 26 0 -8 0 0 -0 9 9  g in 1 TUBE

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph fina l part352 12/0 9 /20 10

Labeler - Fercy Personal Care Products  Co Limited (529623870)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

Fercy Perso nal Care  Pro ducts Co  Limited 529 6 238 70 manufacture
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