FIRST AID- lidocaine hcl and phenol cream
Universal Distribution Center 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.

First Aid Cream
Active Ingredients
Lidocaine HCI 0.5%
Phenol 0.5%
Purpose

Topical Anesthetic
Antiseptic

Uses
e first aid to help prevent the risk of skin infection in minor cuts, scrapes, or burns.

Warnings
For external use only

Do not use in eyes, do not apply over large areas of the body. In case of deep
puncture wounds or serious burns, consult a doctor.

Stop use and ask a doctor if redness, irritation, swelling, or pain persists or
increases or if infection develops.

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

Directions

e Clean the affected area. Apply a small amount of this product (an amount equal to
the surface area of the tip of a finger) on the area 1 to 3 times daily. May be covered
with sterile bandage.

Other Information

e Store at controlled room temperature 15°C to 30°C (59°F to 8629F).
e Lot No. & Exp. Date: see crimp of tube.

Inactive Ingredients

Purified Water, Mineral Oil, Petrolatum, Cetearyl Alcohol, Glyceryl Stearate, Propylene
Glycol, Stearic Acid, Methylparaben, Sorbitan Stearate, Polysorbate 60, Propylparaben.

PRINCIPAL DISPLAY PANEL

First Aid Cream
NETWT 1 OZ (28 g)



Compare to the active ingredients of

/@ & White Crose Tabae
FIRSTAIDCREANM

Anti-Bacterial / Antiseptic Cream 10z (28g)

For minor burns, cuts, small wounds, scratches and abrasions

@ FIRSTAIDCREAN JED)

Anti-Bacterial /f Antiseptic Cream 1oz (28g)

Cormpore to the active ingredients of

For minor burns, cuts, small wounds, scrotches & abrasions White Cross Labs®

FIRSTAID(CREAM

Anti-Bacterial / Antiseptic Cream 1oz (28g)

D

FIRSTAID

CREAM
Anti-Bacterial { Antiseptic Gream

For minor burns, cuts, smoll wounds, scrotches and obrasions

&) FIRSTAIDCREA

Anti-Bacterial / Antiseptic Cream 1oz (28g)

Made in India

W
arv 1544
e

SS0UD) BUUM HIBWSPRI) BY) JO JBUMO “SS0I0 SIUAY UBDUSWY AQ PRINGUISIP JO peunoRjnuBwW jou S1 janposd sy

seaieemionnmemes T HOSIRT elUS0) UCHNGQIO=IC [ESIBAIUN ‘Aq painquisia

‘uaqesed|fdosg 00 81eqI0SH|04 ‘aleIeS UBNDIOS ‘UBqEsed) iyl

‘Pl aeals ‘|oak|9 ausifdodd ‘ateeans a0l ‘oualy (Keaiag Wniel0iad ‘110 [BI2UIN SEM PayLINg Spu8ipalliuf aajaeu)
00 Jo dud 935 1ajeq "0x3 g ON 107 = (3,98-1566) D.08-0.G 1 &NjeIadusa) WO0J Pajjonud JE 310} M UOJBWLOJU] J3Y)0
“aliepurq aj118)s € Y passnod ag Aeyy fiep sawn £ o) | ease

auy uo (Jabuiy e Jo dy ay) o eaue 33euNs 2y o) [enb2 Junowe ue) anposd S Jo Junowe [ews e Addy “eae paaye au vea |
Suonaallq

“Reme Bl 13jua7) |01UDY) UOSID B JOEJU0D JO djay [e3paw 180 ‘pamoj[ems §| “uaip|iyd jo yaeal jo jno daay

“sdofanap uonaajul i 10 saseasaun o spsisiad uied Jo Gulams ‘UoREL) ‘SSaUpal J| 10)20p € ¥SE pue asn doig

“JOJ20P B JINSU02 ‘SUING SNOWES J0 spunom sumpund daap jo 9sea u) Apog au) Jo sease abue) sano fdde jou op ‘safka u) asn jou og
“Kiuo asn jewsapxa 104 SGusIe

*SUING J0 '$ad.Ia% 'SIND J0UIW Ui UORIBJU) UNS J0 15U Ay Juanaid diay o) pie 1S m

sasn

T T g 0 O
aayisauy jeado) %G°0 124 3ureaop]
asoding sjuaipaifiv) annay
sjae4 bnig

wesu) oppdasnuy / |eusioeg-uy

W3 )
_aivisdlsd

FIRST AID

lidocaine hcland phenol cream

Product Information




Product Type HUMAN OTC DRUG Item Code (Source) NDC:52000-027

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LIDOCAINE HYDROCHLORIDE (UNII: V13007Z41A) (LIDOCAINE - LIDOCAINE HYDROCHLORIDE 0.005 g
UNII:98PI200987) ANHYDROUS inlg
PHENOL (UNII: 339NCG44TV) (PHENOL - UNII:339NCG44TV) PHENOL Oi'nO(1)5gg

Inactive Ingredients

Ingredient Name Strength
WATER (UNIl: 059QFOKOOR)
MINERAL OIL (UNII: T5L8T28FGP)
PETROLATUM (UNII: 4T6H12BN9U)
CETOSTEARYL ALCOHOL (UNII: 2DMT128ML1S)
GLYCERYL MONOSTEARATE (UNII: 2300U9XXE4)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
STEARIC ACID (UNII: 4ELV7Z65AP)
METHYLPARABEN (UNII: A2I8C7HI9T)
SORBITAN MONOSTEARATE (UNII: NVZ 410H58X)
POLYSORBATE 60 (UNIl: CAL22UVI4M)
PROPYLPARABEN (UNII: Z8IX2SC10H)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:52000-027 4 4 1 carTON 08/04/2016
1 NDC:52000-027- 28 g in 1 TUBE; Type 0: Not a Combination
39 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph not 13,9 08/04/2016

final

Labeler - universal Distribution Center LLC (019180459)
Registrant = Anicare Pharmaceuticals Pvt. Ltd (916837425)

Establishment

Name Address ID/FEI Business Operations



Anicare Pharmaceuticals Pvt. Ltd 916837425 manufacture(52000-027)

Revised: 2/2022 Universal Distribution Center LLC
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