ALRA THERAPY- allantoin lotion
NEUE COSMETIC COMPANY 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 INGREDIENTS
ALLANTOIN 0.5%

PURPOSE
SKIN PROTECTANT

USES

HELPS PREVENT AND RELIEVE SKIN IRRITATION, REDNESS AND PAIN, SUCH AS
SYMPTOMS CAUSED BY RADIATION THERAPY OR DERMATOLOGICAL PROCEDURES.

WARNINGS
FOR EXTERNAL USE ONLY

WHEN USING THIS PRODUCT
e DO NOT GET INTO EYES

STOP USE AND ASK A DOCTOR IF
e CONDITIONS WORSEN
e SYMPTOMS LAST MORE THAN 7 DAYS OR CLEAR UP AND OCCUR AGAIN WITHIN A
FEW DAYS

DO NOT USE ON
e DEEP OR PUNCTURE WOUNDS
e ANIMAL BITES
e SERIOUS BURNS

KEEP OUT OF REACH OF CHILDREN. IF SWALLOWED, GET MEDICAL HELP OR CONTACT
A POISON CONTROL CENTER RIGHT AWAY.

DIRECTIONS

APPLY A SMALL AMOUNT OF ALRA THERAPY LOTION TO THE AFFECTED AREA TWICE
DAILY OR AS DIRECTED BY PHYSICIAN.

INACTIVE INGREDIENTS

100% ALOE VERA (NO WATER), LANOLIN OIL, ACETYLATED LANOLIN, ISOPROPYL
LANOLATE, GLYCEROL STEARATE, PEG-100 STEARATE, SOLUBLE COLLAGEN, STEARIC
ACID, CETYL ALCOHOL, STEARYL ALCOHOL, TOCOPHERYL ACETATE,
METHYLPROPANEDIOL, TETRASODIUM EDTA, CAPRYLYL GLYCOL, POTASSIUM
SORBATE, PHENYLPROPANOL, TRIETHANOLAMINE



QUESTIONS OR COMMENTS?
CALL 1-877-265-9092
WWW.ALRA.COM
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THERAPY
LOTION

Skin Protectant

Physician Recommended

Helps prevent and relleve skin Iritatfion,
redness and pailn, such as symptoms
caused by radlction therapy or
dematologlcal procedures

3.41l.0z/100 ml

Drug Facts

Active Ingredient Purpose
Allantoin 0.5% —mF8-———— Skin Protectant
Uses

Helpe prevent and relicve gkin irritation, redness and pain,
smhusymphmmudbymiaﬂmﬂuupym

Warnings

For external asc only

‘When weing this product
= donot get Into eyes

Siop use and mk o doctor if

+ condition worsens

* gympioms last more than 7 days o clear up and oconr again
within a few days

Do not use on

= deep or puncture wounds

+ animal bites

* serious burna

Keep ont of reach of children, Hrwallowed, get medical
help or contact a Poison Control Center dight awsy.

Directi
Apply a amall amowmnt of ALRA Therapy Lotion to the
affected ares twice deily or as directed by physician.

Tnactive I

100%% Aloa Vera Gel (no water), Lanolin Oil, Acetylated
Lanolin, Iropropyl Lanolate, Glycerol Stesrate, PEQ-100
Stearate, Soluble Collagen, Stestic Aoid, Cetyl Aleobol,
Stearyl Alcolwl, Tocophetyl Acetate, Msthylpropaaediol,
Tetrasodimm EDTA, Caprylyl Glycol, Potaseinm Sorhats,
Phenylpropanol, Tricthsnolamine

Questions or Commenis? Call 1-877-265-9092

www.alra.com
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ALRA THERAPY

allantoin lotion

Product Information

Product Type

Route of Administration

HUMAN OTC DRUG

TOPICAL

Item Code (Source)

NDC:58894-101




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALLANTOIN (UNII: 344S277G0Z) (ALLANTOIN - UNII:344S277G0Z) ALLANTOIN 0.5g in 100 mL
Inactive Ingredients
Ingredient Name Strength

ALOE VERA LEAF (UNIL: ZY8 178 3H0 X)

LANOLIN OIL (UNI: OVV5IJ58F)

ACETYLATED LANOLIN (UNI: 2X654GD19 H)
ISOPROPYL LINOLEATE (UNI: 4MWIE9 AT4H)
GLYCERYL MO NOSTEARATE (UNIE: 230 0U9 XXE4)
PEG-100 STEARATE (UNI: YDO IN1999R)

MARINE COLLAGEN, SOLUBLE (UNIE: 8JC99 XGU4W)
STEARIC ACID (UNIL: 4ELV7Z65AP)

CETYL ALCOHOL (UNIE: 936JST6JCN)

STEARYL ALCOHOL (UNI: 2KR8914H1Y)

.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)
METHYLPRO PANEDIOL (UNI: N8 F53B3R4R)
EDETATE SODIUM (UNI: MP1J8420LU)

CAPRYLYL GLYCOL (UNIL: 00YIU5438U)
POTASSIUM SORBATE (UNIL: 1VPU26JZZ4)
PHENYLPROPANOL (UNIL: 0F8970304M)
TROLAMINE (UNIL: 903K93S3TK)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58894-101-11 100 mL in 1 BOTTLE; Type 0: Nota Combination Product 06/14/2016

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
OTC monograph final part347 06/14/2016

Labeler - NEUE COSMETIC COMPANY INC (012392107)

Revised: 6/2016 NEUE COSMETIC COMPANY INC
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