LEADER ULTRA STRENGTH MUSCLE RUB- camphor, menthol, and methyl
salicylate cream
Cardinal Health, 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.

Active ingredients Purpose
Camphor 4%......cceeevvveeerieeneieeennne Topical analgesic
Menthol 10%......cccceeeeevveeecieeeninennn. Topical analgesic
Methyl salicylate 30%.......c...cceuuee.... Topical analgesic
Uses temporarily relieves the minor aches and pains of muscles and joints associated with:
® simple backache

e arthritis

® strains

® bruises

® sprains
Warnings

For external use only

Do notuse
e onwounds or damaged skin
e with a heating pad
¢ ona child under 12 years of age with arthritis-like conditions

Ask a doctor before use if you
e have aredness over the affected area

When using this product
¢ avoid contact with eyes or mucous membranes
® do not bandage tightly

Stop use and ask a doctor if
e condition worsens or symptoms persist for more than 7 days
e symptoms clear up and occur again within a few days
® excessive skinirritation occurs

Keep out of reach of children to avoid accidental inges tion.
If swallowed, get medical help or contact a Poison Control Center (1-800-222-1222) right away.

Directions
e use only as directed
® adults and children 12 years of age and older: apply to affected area not more than 3 to 4 times daily
e childrenunder 12 years of age: ask a doctor

Other information
® store between 20° to 25°C (68° to 77°F)
¢ lotno. & exp. date: see carton or see crimp of tube



Inactive ingredients

glycerin, isopropyl myristate, lanolin, methylparaben, petrolatum, polysorbate 60, potassium cetyl
phosphate, propylparaben, sorbitan monostearate, stearyl alcohol, water

DISTRIBUTED BY
CARDINAL HEALTH
DUBLIN, OHIO 43017
www.myleader.com
1-800-200-6313

Essential to care™since 1979

Made in Korea
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LEADER?

COMPARE TO BENGAY*
ULTRA STRENGTH
active ingredients*
Deep Penetrating Relief of Muscle and Arthritis Pain 100% Money Back Guarantee
Non-Greasy Cream

Topical Analgesic Pain Relief Cream
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ULTRA STRENGTH

NETWT 2 0Z (57 g)

B3.0) Ul 3pey

| U
| s LZLE L S6C96) ) © § |
6L61 DUIS , 1) 0] RIS =
! Ss9-0020081 € |
| "PalsIzes 10U 41 3seU2Ind Jo d3e]d 03 LNy oY apea| AL M |
29juelenn yoeg Asuop %00L L10¥ 0IHO ‘NIgna
| W/ 9ABH s1onpoid pueld . H3aval v HIY3H WNIQYY) |
| PELETNING |
| £1/90 AF¥  ZOTZIES NID _ALllIEQHI?U!PJ% |
| N |

“UlfeaH [eulpie) o Siiewiaped) paialsifial 10 sylewaper) ale 091 Jpea aly pue QY1 0907 UIEDH [UIPIe) 3L} HLTYIH TYNIGHYD aniasay SIUBLY 1Y “UlfeaH [eupIe) £107 6

* BB UBg YIBwWPEI] Pa1}SIBal AU} J0 JBLMO “2U] JBUINSUO) LOSUOf B UOSUYof Ad paINgLASIp 10 paImpenuewl jou S| pnpoid sty

8208-/18-008- | 1120 £ SJUSWILWIOI 10 Suoisanp | Rpubn abepueq jou op m
saueIqUIBLI SNOONW J0 Safa LYIM J0B}U0D ploAe m

5 Ja1em ‘loyooe |A1ea)s ‘aereajsouow ueyios ‘uagesedifdoid

3 ‘ayeydsoyd |0 wnisselod 09 apecuoshjod ‘wnyejonad ‘usqeed s 1onpoud sty Buisn uaym
o ‘uljoue] ‘epeisuu |Adosdos! ‘uiieolp SpuBIpaIBUN annyoeuy B3JE Pa]oayJe 8l Jano SSAUPAl ARy W
B nof J1 asn a10jaq 10300 € HsY

aqm} 4o duwid 88 10 UOLIED B8s :ajep ‘dXa '3 "o jo| W

(Ho2 0 489) 0552 0} ;02 UoEM2( BI0}S W SUOIPUOD B¥||-SHUULIE i aB. 0 SIeak | 1apun PO e Lo

uoneuriojul 18y ped Buneay e ym m upjs pabewep 1o spunom uo

10]00p B ¥jse :abe J0 SIeak g | lepun Ualpfijo m gsnjouiog

Ajiep saLl} p 0} € UBLY 810U JOU IR fuo esn |;u1a1xa e

pejoayje o} Adde :iapjo pue abe Jo S1eak Z| UaIp|IYD pUE Synpe | Sbuuiepm

pejoallp se AUo esn ® SUORIAN(Q Suleids m sasiniq W SUIEA)S W SIULE W ayoByoeq ojduWis W

- - - YJIM pajeloosse spulof pue

e WBL (2221-222-008-1) | seposnw jo sured pue sayoe Jouiw sy} saraljel Ajeiodwa) sas)
181U8Y) [011U0Q) UOSIO B 198102 J0 d[ay [B1paLl 186 ‘pamol[ems i

‘uonsabul |EJuapI29L PIOAR 0} UAIP|IYD Jo Yoeal Jo jno daay | 2sebjeue jeaidol %0¢ yeifoles Kua

$IN290 UOREJLLII UIYS aAIsSaoxa m | 2000l feaidog %01 1SN

sfiep May e Ul UreBe oo pue dn Jeap swopdwis m | 2iseBreue [eadol % Joydwey

sfep / ueyy aiow Joj 3sisiad swoydwAs Jo SUSSIOM UORIPUOD m asad,lnd s;ug!palﬁu_l aniay

1 10)90p e yse pue asn dojg
sjae4 bnig

(panunuos) spoe4 Gniq
“NOLIYWHOINI SLOWH 9nt0 3131dW0J HO4 NOLHYD VS 9NISSIN HO N3¥0Y8 S1Tv3S 1104 HO N3dO

SI NOLHYD 41 35N LON 00 :INJQIAT HIdWYL

LEADER ULTRA STRENGTH MUSCLE RUB

camphor, menthol, and methyl salicylate cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:70000-0238

Route of Administration TOPICAL




Active Ingredient/Active Moiety
Ingredient Name

CAMPHOR (SYNTHETIC) (UNI: 5TJD82A1ET) (CAMPHOR (S YNTHETIC) -
UNILSTID82A1ET)

MENTHOL (UNIL: L7T10EIP3A) (MENTHOL - UNILL7T10EIP3A)

METHYL SALICYLATE (UNIL: LAV5U5022Y) (SALICYLIC ACID - UNI:0414PZ4LPZ)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIE: PDC6A3C00X)
ISOPROPYL MYRISTATE (UNIL: 0RE8 K4LNJS)
LANOLIN (UNI: 7EV65EAW6 H)
METHYLPARABEN (UNIL: A218 C7HI9T)
PETROLATUM (UNIE: 4T6 HI2BN9 U)
POLYSORBATE 60 (UNIE: CAL22UVI4M)
POTASSIUM CETYL PHO SPHATE (UNIE: 03KCY6P7UT)
PROPYLPARABEN (UNII: Z81X2SC10H)
SORBITAN MONO STEARATE (UNIL: NVZ4I0 H58 X)
STEARYL ALCOHOL (UNIL: 2KR8914H1Y)
WATER (UNIL 059 QFOKOOR)

Packaging

Basis of Strength  Strength

CAMPHOR
(SYNTHETIC)

MENTHOL 100 mg inlg

300 mg
inlg

40 mg inlg

METHYL SALICYLATE

Strength

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:70000-0238-1 1in1BOX 08/16/2017

1 57 g in 1 TUBE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date

OTC monograph not final part348 08/16/2017

Labeler - cardinal Health, Inc. (097537435)

Revised: 8/2017

Cardinal Health, Inc.



