MEIJER EXTRA STRENGTH COLD AND HOT THERAPYPAIN RELIEVING TOPICAL
ANALGESIC- menthol, unspecified form and methyl salicylate cream
Meijer Distribution, 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.

Meijere Extra Strength Cold & Hot TherapyPain Relieving Cream
Topical Analgesic

Drug Facts

Active ingredients Purpose
Menthol 10% Topical analgesic
Methyl Salicylate 30% Topical analgesic
Uses

temporarily relieves minor pain associated with:
e muscle sprains

muscle strains

simple backache

bruises

arthritis

Warnings
For external use only

Test on a small patch before applying generously.

Allergy alert

If prone to allergic reaction from aspirin or salicylates, consult a doctor before use.

When using this product

e use only as directed. Read and follow all directions and warnings on this label

e do not bandage tightly or apply local heat (such as heating pads) to the area of use
or use with a medicated patch

e avoid contact with eyes or mucous membranes

e do not apply to wounds or damaged, broken or irritated skin

e atransient burning sensation may occur upon application but generally disappears in
seven days

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



days

e irritation develops

e you experience signs of skin injury, such as pain, swelling, or blistering where the
product was applied

If pregnant or breastfeeding, ask a health professional before use.

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

Directions

Adults and children over 12 years:

e apply to affected area

e massage into painful area until thoroughly absorbed into skin

e repeat as necessary, but no more than 4 times daily

e AFTER APPLYING, WASH HANDS WITH SOAP AND WATER.

Children 12 years or younger: ask a doctor

Other information

Keep tightly closed. Store at room temperature.

Inactive ingredients

acrylates/C10-30 alkyl acrylate crosspolymer, carbomer, ceteareth-20, cetearyl alcohol,
oleth-3 phosphate, phenoxyethanol, polysorbate 60, sodium hydroxide, stearic acid,
water.

Questions or comments?
1-866-567-8600

DIST. BY MEIJER
DISTRIBUTION, INC.
GRAND RAPIDS, MI 49544

PRINCIPAL DISPLAY PANEL - 35.4 g Tube Carton

Compare to
lcy Hot®Active
Ingredients*

meijer g

EXTRA STRENGTH
cold & hot therapy

Menthol 10% (Topical Anangesic)



Methyl Salicylate 30% (Topical Anangesic)

Pain Relieving Cream

Body & Backache | Bruises | Arthritis | Sore Muscles
NET WT 1.25 OZ (35.4 g)

NDG H260-378-01

EXTRA STRENGTH

cold & hot therapy

Menthol 10% (Topical Anangesic)
Methyl Salicylate 302 (Topical Anangesic)

Pain Relieving Cream

Body & Backache | Bruises | Arthriti

Compare to
lcy Hot® Active
Ingredients™

EXTRASTRENGTH

cold & hot therapy

Menthol 10% (Topical Anangesic)
Methyl Salicylate 30% (Topical Anangesic)

eaido])
nes 1few

(misebueuy jesidoy)

K0T 19 3usly

Pain Relieving Cream

Body & Backache | Bruises | Arthritis |

HLONIYLS VHLX3

(218

*0E 2%

Adesayy oy g pjoa

NETWT1.250Z (35.40)

*This product is not manufactured or D 458084
distributed by Chattern, Inc., owmer of the |

registered trademark ICY HOT 2, OUR QUALITY
DIST. BY MEWER ST
GRAND RAPIDS, MI 49544 N st L

DISTRIBUTION, INC. v ad

www.meijer.com WWHMELIER,COM, SATISFACTION .

0 096-L95-098 -1 JSIUSUNLOD J0 mﬁﬂﬂﬂi
JaM PIe JUBa)s' apioiphy Wnipes ‘g ajed) oek|od

' pueyakouayd' apyd soyd cyiap ‘joypae | e gZ-yared a0 punges' B wkods s apglie e g0 0 seEIE iy any;
“auneedwa wow je aio)g pesojoApybndesy wogeuow LYo
AT
Jopope yse 2abunod 1o sieak ZLus.p M HILWA ANV dVOS HLIM SONVH H S8 ‘DI ddV HEL4Y » AIEp sau) puey aow oujng ‘lessoau
e jealal » LE 0JU1 paquosqe ffnaioy pun eae njued ou afes2iw « @iepapaje o) fddes sealz] BAD U N pue SyNpY  SUORIENT
Heme Wby (Z221-Z22-008- W 4218 Q1000 ) U0SIDd B 509 Jodjay (2o w ja6'pamoyen s ) Uamm2 40 1p @4 jojnodaay
s angaq [euoksapad yyesy ey Bup 1 so e ufiasd §)
payddesesompeoud auyy auaym Bunagsyg o ‘Guyaas ‘wed seyans Kanfuiupge p sube ssuaede mie sojanap
L0 VBN« SAEpMALE U UEE Jmm pue dnlesp 0 s ep Jusy aow o)) seied auopdulss SIsSIoMUniIpuc « J§ 3050 pe yse pueasn dojg
shepuanss u seaddesip feiaab nguogendde wdn noo feu wiyesuss Dung YaIUELE « UME [RIG W0 Eyoug pabauep
10 spunom o} fddepu @ « SSURNQUAW S0 0 5243 YUM] B0 PoARs Y3ed RIENpALW B UM EEn Josn o eaeay g (smed Gyeay = pns)
yeay (e o) fidde o fpyby abepueq jou op « pqe| siyjuo sipem e suoyIaip|E Mooy pUE pEay ‘pajsl|pse fuoesn « janpo.d spp Gugsn usym
* 867 A0 P 0P B Ynsuco ‘sae faes o umd s woljuopea niis e ol auwud ) uspe Ay
“Ajsnosa e B Bu A pdde asopaq yoe d jewse uo ysaq
Apoasn e majxa 04
SOUNLIEN
e
SULLE » 53RIMUG » 31 BYE] a|dWE « SUBLSAPSIU « SUBXS SN « s Eeoos = uied ouwsasaia Queiodus) sasp
JEAD|EE Eodo) " "~ Sh0E 8| AIES MUEN
SABIBIE [BI ] - e s e e SRR O A
asoding SuaipaLiu) sAgay
sjoed Bnig

isefseuy teapd oLl sos namones 1A ew () unEuuop ) s3E4 Grug gadwo oo uope o ey

[ mfuruy iEsH o) 30T 1oL W

Adeisayy oy g pjo>

H1DNI LS vdlX3
LS




MEIJER EXTRA STRENGTH COLD AND HOT THERAPYPAIN RELIEVING
TOPICAL ANALGESIC

menthol, unspecified form and methyl salicylate cream

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:41250-378
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Menthol, Unspecified Form (UNIl: L7T10EIP3A) (Menthol, Unspecified Form - Menthol, Unspecified 100 mg
UNII:L7T10EIP3A) Form inlg
Methyl Salicylate (UNII: LAV5U5022Y) (Salicylic Acid - UNII:0414PZ 4LPZ) Methyl Salicylate 3;201”;9
Inactive Ingredients
Ingredient Name Strength

Carbomer Interpolymer Type A (Allyl Sucrose Crosslinked) (UNIl: 59TL3WG5CO)
Carbomer Homopolymer, Unspecified Type (UNIl: 0OASMM307FC)

Polyoxyl 20 Cetostearyl Ether (UNIl: YRC528SWUY)

Cetostearyl Alcohol (UNIl: 2DMT128M1S)

Oleth-3 Phosphate (UNIl: 8Q0Z18J1VL)

Phenoxyethanol (UNII: HIE492ZZ 3T)

Polysorbate 60 (UNIl: CAL22UVI4M)

Sodium Hydroxide (UNII: 55X04QC32l)

Stearic Acid (UNIl: 4ELV7Z65AP)

Water (UNIl: 059QFOKOOR)

Product Characteristics

Color WHITE Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Marketing End
Date Date

1 g'lDC:4125°'378‘ 1in 1 CARTON 11/30/2020

1 35.4 g in 1 TUBE; Type 0: Not a Combination

Product



Marketing Information

Marketing Category Application Ng:?:;;:r Monograph

OTC MONOGRAPH NOT
FINAL part348

Labeler - meijer Distribution, INC (006959555)

Registrant - Garcoa, Inc. (036464697)

Establishment
Name Address ID/FEI
Sigan Industries INC. 255106239

Revised: 1/2022

Marketing Start Marketing End
Date Date

11/30/2020

Business Operations
MANUFACTURE(41250-378)

Meijer Distribution, INC
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