LEADER MEDICATED RELIEF PATCH- camphor (synthetic) levomenthol salicylic
acid patch
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.

LEADER Relief Patch No-Mess Topical Analgesic

ACTIVE INGREDIENT

Active Ingredient Purpose
DL-Camphor 1.2% Topical Analgesic
L-Menthol 5.7% Topical Analgesic

Methyl Salicylate 6.3%  Topical Analgesic

INACTIVE INGREDIENT

Glyceryl Hydrogenated Rosinate, Styrene/lsoprene Copolymer, Hydrated Silica, Mineral
Oil, Polyisobutylene (1300 MW), PEG-400, Zinc Oxide, Ys Resin.

KEEP OUT OF REACH OF CHILDREN

If swallowed, get medical help or contact a Poison Control Center right away.

INDICATIONS & USAGE

Temporary relief of aches and pains associated with arthritis, simple backache, strains,
sprains, bruises.

WARNINGS
For External Use Only

DOSAGE & ADMINISTRATION

Adults and children over 12 years: clean and dry affected area. Carefully remove backing
from patch. Apply sticky side of patch to affected area.

Wear one patch up to 8 hours. Repeat as necessary, no more than 4 times daily, no
more than 7 consecutive days.

Children 12 years or younger, consult a physician.



PURPOSE

Topical Analgesic

When using this product:
e Use only as directed
e Avoid contact with eyes, mucous membranes or skin rashes.

Do not use

e On wounds or damaged skin

e If you are allergic to aspirin or salicylates or with other external analgesic products
e With a heating pad

e If you are allergic to any ingredients in this product.

top use and consult a doctor

e If rash, itching or excessive skin irritation develops

e If condition worsens

e |f symptoms last more than 7 days or clear up and occur again.

Storage and Care

Store in a clean, dry place outside of direct sunlight. Protect from excessive moisture.

Medicated Relief



T rm—— LEADER”? mrr

Storage and Care Stom na cean, dry
place oufside ol direcl sunlighl Frolec
from excessive moishun.

WO T3 351

Imactive Ingredients Glycaryl
Hydrogeraled Rosinale, Strens/lsopmne
Copedymer, Hydrated Silica, Mineral Dil,
Polyisobutylens | 1300 MW). PEG-400,

Medicated

Acire Ingredient............. Furpose
[L-Camphar

Usas Temporary reliel of aches and
pains aasocisted with arfiliz, simple
hackache, sirains, speains. bruises.

18% Topeeal Aralges
T%.......Topical Analgesic
4% Topeeal Aralgesac

D Omide, s Resin

Relief

Warnimge For External Lea Ony

Patch

Do nod wse: W 0n wiinds or damaged
zkin m W you are alleqic to aspirin o
sabeylates or with clher @xlemal anslgesic
pecducts W & Pealing ped mIF you g
allergic to any ingredients in this product.

Mo-Mess Topical Analgesic

When using this product; m s only
a5 cireched W Ao conlact wilh eyes,
micouz membranes or ekin rashes

CIN 5298765 REY.12/16

Al LEADER" Brand Prociucts Hva &
MO Money Back Guaranteo

Rrrtum b place of purcdhase H not satidladl

Stop wee and conzult a doctor: m i

rash, ikching or excessave skin iriation

. devalops m ¥ condifion warsens m H

8 Hours of Relief sympinms last mom than 7 days or der

up and ocour again.

Temporary Relief of &ches & Pains

Keep oait of reach of children. m i

a Mesoc with £ le Eppat COMPARE TO sarabiowed, get madical halp or contact a
Feardinalieat Covaine Butegs TS SIAS S ONPAST  RETIEAEN
BASTRIBUTER B CARDIMNAL HEALTH ackive Ir'lgn;q:ﬂ@nts* Directions Adults and children cver 12

[CUBLIK, DHID G507
wen myleaderom 1-800-200-6518
[Essemtial b Care™ since 1979

Made in China
BO2-73023 1X&

(CARDIMAL HERLTS, the Cendinal Health LDED, LEACER,
il e Lesader LIV are trademiarks of Cardinal Health,

years: clean and dry allecied asa,
2 PATCHES 100% Money Caralully ramove backing fiom patch.
2.56 In. X 1.65 In. Back Guarantes Apply stcky side of patch b0 allected ara
Wigar one patch up fo B hours, Aepeal a5
recazsary, no mare than 4 times daily, no
mare than T corsecutive days. Children 12
years or younges, consull a physcian

LEADER MEDICATED RELIEF PATCH

camphor (synthetic) levomenthol salicylic acid patch

Product Information

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
CAMPHOR (SYNTHETIC) (UNII: 5TJD82ALET) (CAMPHOR (SYNTHETIC) -
UNII:5TJD82ALET)
LEVOMENTHOL (UNIl: BZ1R15MTK7) (LEVOMENTHOL - UNII:BZ 1R15MTK7)
METHYL SALICYLATE (UNIl: LAV5U5022Y) (SALICYLIC ACID - UNIl:0414PZ4LPZ)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
STYRENE (UNII: 44LJ2U959V)
HYDRATED SILICA (UNIl: Y6O7T4G8P9)
MINERAL OIL (UNII: T5L8T28FGP)
POLYISOBUTYLENE (1100000 MW) (UNII: FLT10CH37X)
POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)

Product Type HUMAN OTC DRUG Item Code (Source)

Basis of

NDC:70000-0206

Strength Strength
CAMPHOR 12
(SYNTHETIC)

LEVOMENTHOL 5.7
METHYL SALICYLATE 6.3
Strength




ZINC OXIDE (UNII: SOI2LOH54Z)
NATURAL LATEX RUBBER (UNIl: 2LQOUUWSIN)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:70000- :
1 0206-1 20 in 1 BOX 12/01/2016
1 1 in 1 POUCH; Type 0: Not a Combination
Product
NDC:70000- -
2 0206-2 40 in 1 BOX 12/01/2016
2 1in 1 POUCH; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
]EI’nT; monograph not 14349 12/01/2016
Labeler - cArRDINAL HEALTH, INC (063997360)
Establishment
Name Address ID/FEI Business Operations
Foshan Aqua Gel Biotech Co., Ltd., 529128763 manufacture(70000-0206)

Revised: 1/2022
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