REPARA- lanolin ointment
PSS World Medical, 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 Ingredient Purpose
Lanolin USP 50% .................. Skin Protectant
Repara Advanced Skincare

Skin Protectant w/ Lanolin

IMulti-Purpose
e Contains 50% Lanolin USP
e Skin Barrier for Incontinence Diaper Rash
e Protects chafed or ulcer prone skin

0Light Scent

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

[Directions
¢ Gently cleanse and dry area.
e Apply liberally to affected area as needed.

Warnings

For external use only

When using this product

do not get into eyes.

[Do not apply to Ideep or puncture wounds.

[Stop use and ask a doctor if

condition worsens

symptoms last more than 7 days or clear up and occur again within a few days.

[Indications: [Intended to help protect chafed skin or minor skin irritations, as well as to prevent diaper
dermatitis.

(Precautions: FOR EXTERNAL USE ONLY. Discontinue use should irritation occur. Do not use on
deep puncture wounds, animal bites, and serious burns.

UFrequency: [Daily.

0Uses

e Helps prevent diaper dermatitis.

e Protects chafed skin or minor skin irritations due to incontinence and helps seal out wetness.

UInactive Ingredients

beeswax (yellow wax), fragrance, HEEDT A, lanolin alcohol, mineral oil, oxyquinolone, petrolatum,
purified water, sodium borate, sorbitan sesquioleate.

Manufactured for PSS World Medical, Inc.
4345 Southpoint Blvd., Jacksonville, FL. 32216
Comments or Questions? 800-777-4908



Made in the USA
0Other Information
Store at 200C - 250C (680F - 770F).

NDC 68345-500-34

ADVANCSCETD S KI1INGARE

Multi-Purpose

» Contains 50% Lanolin USP

* Protects Chafed or Ulcer Prone Skin

Manufactured for PS5 World Medical, Inc.
4345 Southpoint Bivd, Jacksonville, FL 32216
Comments or Questions? BO0-777-4908
Made in the USA

NET CONTENTS 5gm (0.18 oz.)

SKIN PROTECTANT W/LANOLIN

+ Skin Barrier for Incontinence Diaper Rash

./’

SKIN PROTECTANT W/LANOLIN
Multi-Purpose

Intended to help protect chafed skin or minor
skin irritations, as well as to prevent diaper dermatitis.
FOR EXTERNAL USE OMLY. Discontinue use

should irritation occur. Do not use on deep puncture wounds,
animal bites and serious burns.
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Drug Facts
Active Ingredient Purpose
Lanclin USP 50% .......cccceceeunes Skin Protectant

Uses m Helps prevent diaper dermatitis.
m Protects chafed skin or minor skin irritations
due to incontinence and helps seal out wetness.

Warnings m For external use only.

B When using this product ® do not get
into eyes. m Do not apply to deep or
puncture wounds. ® Stop use and ask a
doctor if m condition worsens | safmptoms
last more than 7 days or clear up and occur
again within a few days. m Keep out of reach
of children. m_If swallowed, get medical help
or contact a Poison Control Center right away.

Directions m Gently cleanse
and dry area. m Apply liberally
to affeCted area as neéded.

Other information
Store at 20°C - 25°C (68°F - 77°F).

Inactive ingredients
Beeswax (yellow wax), Fragrance,
HEEDTA, Lanolin Alcohol, Mineral
O|I,|ng%nnollne, F’_etrolatum,
Purified Water, Sodium Borate,

Sorbitan Sesquicleate.

REV 00 O4/11

+M34046133




. R i N
_______________ ol ol i e, | R et S TR o i (y Sl B
NDC 68345-900-24
SKIN PROTECTANT W/LANOLIN
Multi-Purpose
Intended to help protect chafed skin or minor skin Irritations, as well as
PREENCBNN SERD B N ReARCE to prevent diaper dermatitls.
FOR EXTERNAL USE ONLY. Discontinue use should Irritation occur.
Do not use on deep puncture wounds, animal bites and serlous burns. <
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SKIN PROTECTANT W/LANOLIN o
. REPARA® Advanced Skin Care products have been formulated to <
Mufti-Purpose reflect the needs of the clinical nursing environment. Look to REPARA® e
AAAAAA R AL Advanced Skin Care for innovation, quality care and value. Z
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* Protects Chafed or Ulcer Prone Skin Active Ingredient Purpose O
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Uses m Helps prevent diaper dermatitis. m Protects chafed skin or o
minor skin irritations due to incontinence and helps seal out wetness. o]
Manufactured for PSS World Medical, Inc. = = . =
4345 Southpoint Blvd, Jacksonwille, FL 32216 Warnings = For external use only. ® When using this product O
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MadeintheUsry last more than 7 days or clear up and occur again within a few days.
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NET CONTENTS medical help or contact a Poison Control Center E—
right away. [E—
4 oz. (’ 13 g) Directions m Gently cleanse and dry area. —_—
m Apply liberally to affected area as needed. —
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lanolin ointment
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:68345-818(NDC:12090-0019)
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
LANOLIN (UNI: 7EV65EAW6H) (LANOLIN - UNIL7EV6 5EAWG6 H) LANOLIN 5ginl0g
Inactive Ingredients
Ingredient Name Strength

YELLOW WAX (UNI: 2ZZA36H0S2V)

HYDRO XYETHYLETHYLENEDIAMINETRIACETIC ACID (UNI: R79J91U341)
LANOLIN ALCOHOLS (UNII: 884C3FA9HE)

MINERAL OIL (UNI: TSL8T28 FGP)

OXYQUINOLINE (UNI: 5UTX56 35HP)

PETROLATUM (UNI: 4T6 HI2ZBN9 U)

WATER (UNII: 059QF0KOOR)

SODIUM BORATE (UNII: 91IMBZ8H3QO)



SORBITAN SESQUIOLEATE (UNII: 0OW8 RRISW5A)

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:68345-818-25 144 in 1 CARTON

1 5 gin 1 PACKAGE

2 NDC:68345-818-26 114 g in 1 TUBE

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part347 08/06/2014

Labeler - pss world Medical, Inc. (101822682)

Establishment
Name Address ID/FEI Business Operations
Summit Industries Inc. 003279189 manufacture(68345-818)

Revised: 8/2014 PSS World Medical, Inc.



