
KERACTIL PLUS- antifungal gel  
POLIMEROS Y SERVICIOS S.A.
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.

----------

Submiss ion for KERACTIL Plus  Topical Antifungal Gel
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General view of box content of labeling
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Detail showing Active Ingredient from package
Information shown both on container label and package
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Detail showing Inctive Ingredient from package

Infiomaion shown both on content of label and package
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Detail showing Purpose within Active Ingredients from package

Information shown both on container label and package
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Detail showing  Instructions for use and named Uses from package

Ibformation shown both on container label and package
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Deta il  sho wing  Do sa g e a nd Administra tio n within Directio ns fro m pa cka g e

Information shown both on container label and package
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Detail showing Warnings from package

Information shown both on cintainer label and package
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Detail showing Keep Out of Reach of Children within Warnings from package

Information shown both on cobtainer label and package
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Detail showing Questions from package

Information shown both on container label and package
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Detail showing Other Safety Information from package

Ibformation shown both on container label and package
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KERACTIL  PLUS 
antifungal gel

Product Information



POLIMEROS Y SERVICIOS S.A.

Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:6 9 49 2-0 14

Route  of Adminis tration TOPICAL

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

TO LNAFTATE (UNII: 0 6 KB6 29 TKV) (TOLNAFTATE - UNII:0 6 KB6 29 TKV) TOLNAFTATE 10  mg  in 1 g

Inactive Ingredients
Ingredient Name Strength

CARBO XYPO LYMETHYLENE (UNII: 0 A5MM30 7FC)  

CETO STEARYL ALCO HO L (UNII: 2DMT128 M1S)  

HYDRO GEN PERO XIDE (UNII: BBX0 6 0 AN9 V)  

METHYLPARABEN (UNII: A2I8 C7HI9 T)  

O RTHO SILICIC ACID (UNII: 6 23B9 3YABH)  

PO LYO XYL 2 0  CETO STEARYL ETHER (UNII: YRC528 SWUY)  

PRO PYLPARABEN (UNII: Z8 IX2SC1OH)  

SO DIUM PHO SPHATE, DIBASIC (UNII: GR6 8 6 LBA74)  

WATER (UNII: 0 59 QF0 KO0 R)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:6 9 49 2-0 14-0 6 1 in 1 BOX 0 3/0 4/20 19

1 10  g in 1 TUBE; Type 0 : No t a  Co mbinatio n Pro duct

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 part333C 0 3/0 9 /20 16

Labeler - POLIMEROS Y SERVICIOS S.A. (815740251)

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

POLIMEROS Y SERVICIOS S.A. 8 15740 251 manufacture(6 9 49 2-0 14)
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