
ROCKSAUCE ICE- menthol cream  
Ningbo Pulis i Daily Chemical Products  Co.,Ltd.
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.

----------

ICY COLD PAIN RELIEF CREAM SOOTHES SORE MUSCLES AND JOINTS

Active ingredients
Menthol     6%

Purpose
Topical Analgesic

Uses:
For temporary relief minor muscular discomfort

Warnings:
For external use only.

Avoid contact with eyes, mucous membrane or broken skin

Keep out of reach of children.
if accidentally ingested, getmedical help or contact a Poison Control Center immediately.

Directions:
For the temporary relief of minor muscular discomfort. See important warnings under "When using this
product". Not for use on children 5 years or younger. Apply liberally to painful area and massage until
lotion is absorbed into the skin. Repeat 3-4 times daily. Store at 68 to 77F (20 to 25 C)

When us ing this  product
do not heat, microwave, and to hot water or any container where heating water may cause splattering and
result in burns, use in eyes or directly on mucus membrans, take by mouth or place in nostrill, apply to
wounds or damaged skin. Do not use otherwise than as directed

Consult a doctor and discontinus  use.
if conditions persist for more than 1 week or reocur.

Inactive ingredients :
2-amino-2-methyl-1-propanol, Aloe barbadensis (aloe vera) Leaf Extract, Arnica Montana Extract,
Carbomer, Cetearyl Alcohol, Ethylhexylglycerin, Ethylhexyl, Palmitate, Glycerin,
Methylisothiazolinone, Propylene Glycol, Tocopheryl Acetate, Water



Principal Display Panel

ROCKSAUCE ICE  
menthol cream

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:40 10 4-38 1

Route  of Adminis tration TOPICAL



Ningbo Pulisi Daily Chemical Products Co.,Ltd.

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

MENTHO L (UNII: L7T10 EIP3A) (MENTHOL - UNII:L7T10 EIP3A) MENTHOL 6  mg  in 10 0  mL

Inactive Ingredients
Ingredient Name Strength

CARBO MER 9 4 0  (UNII: 4Q9 3RCW27E)  

ISO PRO PYL ALCO HO L (UNII: ND2M416 30 2)  

ISO PRO PYL MYRISTATE (UNII: 0 RE8 K4LNJS)  

SILICO N DIO XIDE (UNII: ETJ7Z6 XBU4)  

GLYCERIN (UNII: PDC6 A3C0 OX)  

ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)  

PRO PYLENE GLYCO L (UNII: 6 DC9 Q16 7V3)  

METHYLISO THIAZO LINO NE (UNII: 229 D0 E1QFA)  

WATER (UNII: 0 59 QF0 KO0 R)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:40 10 4-38 1-0 1 1 in 1 PACKAGE 12/0 5/20 17

1 8 8 .7 mL in 1 BOTTLE; Type 0 : No t a  Co mbinatio n Pro duct

2 NDC:40 10 4-38 1-0 2 1 in 1 PACKAGE 12/0 5/20 17

2 355 mL in 1 BOTTLE; 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 no t fina l part348 12/0 5/20 17

Labeler - Ningbo Pulis i Daily Chemical Products  Co.,Ltd. (529047265)

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

Ningbo  Pulisi Daily Chemical Pro ducts Co .,Ltd. 529 0 4726 5 manufacture(40 10 4-38 1)
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