COOL HEAT- menthol and methyl salicylate cream
Dolgencorp Inc

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.

Cool Heat

Active ingredients
Menthol 10%
Methyl salicylate 30%
Purpose

Topical analgesic

Uses

temporarily relieves minor pain associated with:
® arthritis

simple backache

muscle strains

sprains

bruises

cramps

Warnings
For external use only
Allergy alert: If prone to allergic reaction from aspirin or salicylates, consult a doctor before use.

When using this product
® use only as directed
do not bandage tightly or use with a heating pad
avoid contact with eyes or mucous membranes
do not apply to wounds or damaged, broken or irritated skin

When using this product
= use only as directed
do not bandage tightly or use with a heating pad
avoid contact with eyes or mucous membranes
do not apply to wounds or damaged, broken or irritated skin

If pregnant or breast-feeding, ask a health care professional before use.

Keep out of reach of children.

If case of accidental ingestion, get medical help or contact a Poison Control Center right away.
Directions

Adults and Children over 12 years:
= apply generously to affected area
® massage into painful area until thoroughly absorbed into skin
® repeat as necessary, but not more than 4 times daily



Children 12 years or younger: ask a doctor
Inactive ingredients
carbomer, cetyl esters, emulsifying wax, oleth-3 phosphate, stearic acid, triethanolamine, water.

PRINCIPAL DISPLAY PANEL
EXTRA STRENGTH

COOL HEAT PAIN RELIEVING CREAM
NET WT 1.25 OZ (35 g)



Extra Strength

Extra Strength

DG | health

Extra Strength
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100% DISTRIBUTED BY DOLGENCORP, LLC
100 MISSION RIDGE
Satisfaction
Guaranteed! GOODLETTSVILLE, TN 37072
(888) 309-9030 MADE IN INDIA
0 4 5

“sl0H AJ| Yewwapes) pasRisiBal gl Jo JBUMO U] WRIEY) AQ PRINGUISIP J0 paUnpejnuew jou S| pnpodd siyl,

“Jajem ‘sUIWeoUBLIaLY) ‘IS JUea)s ‘aleydsoud € wiajo 'xem Buiiyisinua ‘sieise 1380 Jawoased SpUaIpalbiul anfoeu)|
Jojoop e yse abunok Jo sieaf 2| uaiplyg

“Ajiep sawp ¢ uewy alow ou Ing ‘Iessadau Se Jeadsim uMS o)

paguosge AjyBnosoyy inun ease njuied ojur abiessewm ease pajoaye o) Aisnosauab Addem sseak | Jano uaippyg pue synpy
suoisaiiq

“feme b Jauag 10:3u0D UOSIO B J983U03 J0 diay [eaipaw Jab ‘uonsabul [ejuaprage Jo BSED U] “UBIPIYD JO YIEA JO In0 daay
"asn ai0jaq [euoissajoud yeay e yse Buipas)-)sealq Jo Jueubasd ji

'sdojanap uone)LL|m Juasaid s ssaupalm sfep maj

B Uiy urefie anaoo pue dn Jeapn Jo sAep 2 Uew) aiow Joj 1s1siad swoydwAs 10 SUSSIOM LORIPUCD JI JOJI0P B ¥SE pue asn dojs

“UD|S Paje)L] 10 Ua0Jq ‘PabeLuep 10 Sspunom o idde J0U Opm SaUBIqLIALLI SNDINL 10 Saka UM JOEjU0D PIOAEE

ped Buneay e yym asn Jo Apybi abepueq 10u opm pajoaup se Ajuo asn jonpoud sig Buisn uaum
"38N 8J0}2q J0J00P E J|NSU0D ‘SajejAoi[es J0 ULIGSE W01} UOfoEal Jj0Jaj[e 0} 8uoid J) Haje ABJajy
Kjuo asn [ewayxa 104

supuiem

SOWEIIM SSINIQM SUBIISM SUIENS A|2SNWM SUIBYIE] BidwiSm SHULMEM :Ljim PajeIo0sse ued Joui sanaijal Alueldws) Sasf)

OISBBIRUE [ROIp] "~ %0€ aAeHKueS AU1aW
arsableue jeaidoy %01 [ouUaW
Spuaipaibu) aroy

—— sjoe4 brug

COOL HEAT

menthol and methyl salicylate cream



Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:55910-405

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
MENTHOL (UNI: L7T10EIP3A) (MENTHOL - UNIEL7T10EIP3A) MENTHOL 10 g in 100 g
METHYL SALICYLATE (UNIl: LAV5U5022Y) (SALICYLIC ACID - UNI:0414PZ4LPZ) METHYL SALICYLATE 30 g in100 g
Inactive Ingredients
Ingredient Name Strength

CARBOXYPOLYMETHYLENE (UNIL: 0 A5MM307EC)
CETYL ESTERS WAX (UNIL: DO 72FFP9 GU)
OLETH-3 PHOSPHATE (UNI: 8Q0Z18J1VL)
STEARIC ACID (UNII: 4ELV7Z65AP)

TROLAMINE (UNI: 903K93S3TK)

WATER (UNIL 059QF0KOOR)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:55910-405-35 35 gin 1 TUBE; Type 0: Nota Combination Product 06/29/2016

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part348 06/29/2016

Labeler - Dolgencorp Inc (068331990)

Registrant - Anicare Pharmaceuticals Pvt. Ltd (916837425)

Establishment
Name Address ID/FEI Business Operations
Anicare Pharmaceuticals Pvt. Ltd 916837425 manufacture(55910-405)

Revised: 7/2016 Dolgencorp Inc
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