HARRIS TEETER ANTI-ITCH- diphenhydramine hydrochloride, and zinc acetate cream
Harris Teeter

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
Diphenhydramine hydrochloride 2%......... Topical analgesic
Zinc acetate 0.1%....cccceeeeeeeiiveeeiinnneennn. Skin protectant

Uses

Jtemporarily relieves pain and itching associated with:

insect bites

minor burns

sunburn

minor skin irritations

minor cuts

scrapes

rashes due to poisonivy, poison oak, and poison sumac

dries the oozing and weeping of poisonivy, poison oak, and poison sumac

Warnings
[For external use only.

Do notuse
e onlarge areas of the body
e with any other product containing diphenhydramine, even one take by mouth

Ask a doctor before use
¢ onchicken pox
® onmeasles

When using this product
avoid contact with eyes

Stop use and ask a doctor if
e conditions worsens or does not improve within 7 days
e symptoms persist for more than 7 days or clear up and occur again within a few days

Keep out of reach of children.
If swallowed, get medical help or contact a Poison Control Center right away.

Directions
¢ do not use more than directed
® adults and children 2 years of age and older: apply to affected area not more than 3 to 4 times daily
e childrenunder 2 years of age: ask a doctor

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



Inactive ingredients

cetyl alcohol, methylparaben, polyoxyl 40 stearate, propylene glycol, propylparaben, stearyl alcohol,
water

(PROUDLY DISTRIBUTED BY:
HARRIS TEETER, LLC
MATTHEWS, NC 28105

MADE IN KOREA



Extra
Strength

Anti-ltch Cream

Drug Facts

Drug Facts (continued)

Stop use and ask a doctor if

w temporarily relieves pain and itching associated with:
m insect bites m minor burns  w sunburn
m minor skin irritations  m minor cuts m Scrapes
m rashes due to poison ivy, poison oak, and poison sumac

poison sumac

m dries the 0ozing and weeping of poison ivy, poison oak, and

Active ingredients Purpose | w condition worsens or does not improve within 7 days
Diphenhydramine hydrochloride 2%................. Topical analgesic m symptoms persist for more than 7 days or clear up and occur
Zinc acetate 0.1% Skin p again within a few days

Uses Keep out of reach of children. If swallowed, get medical help

or contact a Poison Control Center right away.

Directions

m do not use more than directed

m adults and children 2 years of age and older: apply to
affected area not more than 3 to 4 times daily

]J

dx3® 101

Warnings m children under 2 years of age: ask a doctor
For external use only. Other information
Do not use m store at 20° to 25°C (68° to 77°F)
m on large areas of the body m lot no. & exp. date: see box or see crimp of tube
= with any other product p amine, even one — =

taken by mouth Inactive ingredients

cetyl alcohol, methylparaben, polyoxyl 40 stearate, propylene

:ﬁ&ﬁ;ﬁg ::: ore : s;] fieasles glycol, propylparaben, stearyl alcohol, water
When using this product avoid contact with eyes > Questions or comments? call 1-800-814-8028

Extra Strength Itch Stopping Cream.

*This product is not manufactured or distributed by Johnson & Johnson Consumer Inc., owner of the registered trademark Benadryl®

0vc/y9€0¢ 0

0T ToYIaYSTIeY 10 T9j99]
suuey Aue je ajqejiene sjiejap
weibiosd uoeanp3 vy Jayyahiol

*$|00y3s [e20] JnoA poddng

-NOLLYINa3 50182 IN ‘SMIHLLYIN
5 NI 43H13901 / 971 ‘431331 SIHYVH
3 "} ‘A9 031N4141810 A1N0Yd

991u1212n8sn]dm01(q'3$ﬂ\

oY 1)a9)siiiey 10 |119-2€h-008- 1

V340N NI 3aYIN

fsa (682020 | LM 1IN

‘“l

uinquns pue ‘sewns eQ % AA| uosiod
/., ‘sadeuds 1 sIND JOUlN ‘Sa}g O}NDSO ‘Sa}g 109sU| (woi- Ja19y Atesodwa)l

%1'0 91e182Y dUlZ | %Z IDH 2ulweipAyuaydiq

wDaid Yo3-ijuv

UINCUNS puB 'oewing »eQ % AA| UosIod
‘sadelds @ SIND Joully ‘Sa3lg 03INbSO ‘S911g 109sU| (WoI4 JaI119Yy Alesodwa)

%10 91€192Y dUIZ | %Z IDH dulweipAyuaydiq

W31 Y23I-Ruy

NOILYINa3
NI ¥3H13901

(6820 L Lm 13N

‘el

LSiuaipaibur aaoe wealq buiddols yoy
y16uang enxg lfipeuag o} asedwo)

%10 918322V dUIZ | %Z IDH dulwelpAyusydiq

WwDaJd Yo}-RuUY

ypuails el

uinquns pue ‘oewns
eQ 8 AA| uosiod ‘sadelds @ sInD Joull ‘sa}ig 03INbSO| ‘Sd3ig 309suU| (W04 Ja1|9y Ateiodwal

HARRIS TEETER ANTI-ITCH



diphenhydramine hydrochloride, and zinc acetate cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:72036-402

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
DIPHENHYDRAMINE HYDRO CHLORIDE (UNII: TC2D6JAD40) (DIPHENHYDRAMINE - DIPHENHYDRAMINE 20 mg
UNIE8 GTS82S83M) HYDROCHLORIDE inlg
ZINC ACETATE (UNI: FM5526K07A) (ZINC CATION - UNI:13S1S8 SF37) ZINC ACETATE Img inlg
Inactive Ingredients
Ingredient Name Strength

CETYL ALCOHOL (UNIL: 936JST6JCN)
METHYLPARABEN (UNII: A2I8C7HIST)
POLYOXYL 40 STEARATE (UNIL: 13A4J4NH9I)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
PROPYLPARABEN (UNIL: Z8IX2SC10H)
STEARYL ALCOHOL (UNIL: 2KR8914H1Y)
WATER (UNIL: 059QF0KOOR)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:72036-402-28 1in 1 CARTON 04/21/2017

1 28 g in 1 TUBE; Type 0: Nota Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part348 04/21/2017

Labeler - Harris Teeter (047279351)

Revised: 4/2017 Harris Teeter



