ZINC OXIDE 20%- zinc oxide ointment
GERITREX LLC

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.

Zinc Oxide 20% Ointment

Drug Facts

Active Ingredient
Zinc Oxide 20%

Purpose

Skin Protectant

Uses
¢ helps treat and prevent diaper rash. Protects chafed skin due to diaper rash and helps seal out
wetness.
® dries the oozing and weeping of, poisonivy, poison oak and poison sumac

Warnings

For external use only
When using this product avoid contact with the eyes

Stop use and ask a doctor if condition worsens or does not improve within 7 days

Keep out of reach of children.

If swallowed, get medical help or contact a poison control center right away.

Directions

apply liberally as often as necessary

For diaper rash:
e change wet or soiled diapers promptly
® cleanse the diaper area and allow to dry

e apply ointment liberally, as often as necessary, with each diaper change and especially at bedtime or
anytime when exposure to wet diapers may be prolonged

Other information

Store at controlled room temperature 20°-25°C (68°-77°F).

Inactive ingredients

mineral oil, petrolatum
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Ointment
Skin Protectant
FOR EXTERNAL USE ONLY

NET WT. 10z (28g)

: ﬂ._mmzosmm 3

Distributed by

Geritrex, LLC
— 40 Cormmer il Ave
ricldletooam MY 10941
Genirex
et

1-800-736-3437
W Qe ritren. com

Drug Facls |
Active ingredlient Purposel
Ainc Cade 20 Skin Profectant

Uses mhelps treatand pravent diaper
rash. Protects chated skin dus to diaper
rashand helps sealout weiness.

Wdnies the oozing and weeping of poison
Iy, poison cak and poison sume.

warnmgs

For extemal use only BWhe n using this
procuct, avoid contact with the eyes B
Stop wse and aska doctor if concition
WOrsens or doss not inrproive within 7 ckys
BKeep ou of reach of chikie n. If
swallowed, get medical help or contact a
poison cortrol center right away.

Diractions mapply berally asofen as regessang
For diaper rashc Bchiange wet or soiled
cliapers prorptly Beleanse the diaper area
and allow to dry Bapphyointment lberaly,
as oftenas necessary, with sach dia per
change and especially at bedtime or
anytire: when exposure o wet diapers may
e prolanged

Other information Storeat controlled
foomtemperatiure 20°-25°C (B8°-17°F).

Inactive ingredients minetal ol and
white: pefrolatiim
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Drug Facts
Active Ingredient ; Piirpose
ZNCOnide 20 ] oo I Protectant

Usesn helps treat and prevent diaper rash. Protects chafed skin
due to diaper rash and helps seal bt wretness.

Wdnigs the oozing and weeping of poison vy, poison oak and poison
sumac. ;

Warnings l

For extemal useonly :

When using this product, avoid ¢ortact withthe eyes

Stop use and ask a doctor if coridition worsens or does not

improve within 7 days |

1
I
I
1
1
1
1
I
|
1
1
1
1
I
1
1
1
1
I
1
1
I
1
1
I
1
|
:
Z P o i . _
Inc OXI e : Keep out of reach of children. If swallowed, get medical help or
| confact a poison contral center right away.
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Directions a apphy liberally asoften as nece ssary
For diaper rash: Bchange wet or:soiled digpers promptly Bcleanse
the diaper area and allowto dry Bapply cintment [berally, a5 often
as necessary, wih each diaper change and especially af bedtime or
anylime when expasure to wet diapers may be prolonged

Other information Store atcontroled room termperature
0P S5 (86°-TTF) :

Inactive ingredients minetal oil and white petrolatum
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zinc oxide ointment
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:54162-040
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ZINC OXIDE (UNII: SORRLOH54Z) (ZINC CATION - UNI:13S1S8SF37 ZINC CATION 2ginl
g g




Inactive Ingredients

Ingredient Name Strength
MINERAL OIL (UNI: TSL8 T28 FGP)
PETRO LATUM (UNIE: 4T6 HI2BN9 U)

Product Characteristics

Color white Score

Shape Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:54162-040-28 28 gin 1 TUBE; Type 0: Nota Combination Product 09/17/2018

2 NDC:54162-040-56 56 gin 1 TUBE; Type 0: Nota Combination Product 09/17/2018

3 NDC:54162-040-16 454 gin 1JAR; Type 0: Not a Combination Product 09/17/2018

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part347 09/17/2018

Labeler - GERITREX LLC (112796248)

Establishment
Name Address ID/FEI Business Operations
GERITREX LLC 112796248 manufacture(54162-040)

Revised: 9/2018 GERITREXLLC
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