ROYAL ALCOHOL CLEANSING- isopropyl alcohol patch
Filo America

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.

Royal Alcohol Cleansing pads

Drug Facts

Active Ingredient

Isopropyl Alcohol, 70% v/v

Purpose

Antiseptic

Use

for the preparation of skin prior to an injection to decrease germs in minor cuts and
scrapes.

Warning:

For external use only

Keep out of reach of children.
If swallowed, get medical help or contact a poison control center immediately.

Caution do not apply to irritated skin.

Do not ues

in the eyes or on mucous membranes. In case of deep cuts or puncture wounds,
consult a doctor.

Directions

wipe injection site vigorously.

Other information

store at room temperature.



Inactive ingredient

water.

Package Labeling:

Alcohol
Prep Pad

| unless individual wrapper
| is openad or damaged.

| FOR PROFESSIONAL AND HOSPITAL USE

| For External Use Only

|

|GONTENTS: One pad saturated
\with 70% Isopropyl Alcohol. |
| DIRECTIONS: Apply topically as |
ineeded to cleanse intended area,|
\discard after single use. |

| Lot: 6605 Exp. Date: 12/2020 |

€ A ®
-l = — — - TEAR HERE - — — — 4

P TEETE] mo e

mavie O O

foyaohy Floudas] % -
padresm o) AEnpema] s

35N AVOAHIAI HOd
|"I S3dIM O3NILSI0N-3Hd |

SAvd 9NISNYITI TOHOD TV

Pl EMED
T ELGOHUL
"| PADS

| ALCOHOL ELEANSI&G FADS !

urnl

PRE-MOISTENED WIPES FOR EVERYDAY USE PRE-MOISTENED WIPES FOR EVERYDAY USE

e e g e

« Inciviciually foll wreapped « 70% Isoprop Alcohod = Individuslly foll wrapped = 70% kopropyl Aleohol JE

Flat Trbn Size:
159" [w] x 3.78° (h)

BT et e v 1 e
B 01,1511 AME 3F PREFSIT FRIVAL 51140 ALLOHOL CLEAREING RADE 10841
BRAM: DEMEND: FuLaste FILE A AT AL EORLELEAYS NGPAD 183: ekl
S EUNT INTATIVE B nd Bl UL BT V=50 BN 143

SR L | oo

[ S0 ™

i s

AT AR FEPAERINIT APFRERNDNIE FOCEY DRLT




ROYAL ALCOHOL CLEANSING
isopropyl alcohol patch

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:50435-200

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

ISOPROPYL ALCOHOL (UNIl: ND2M416302) (ISOPROPYL ALCOHOL -
UNII:ND2M416302)

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QFOKOOR)

Packaging
Item i e
# Package Description
Code 9 P
NDC:50435- ;
1 200-00 100 in 1 BOX
1 5 g in 1 PATCH; Type 2: Prefilled Drug Delivery

Device/System (syringe, patch, etc.)

Marketing Information

Marketing Application Number or Monograph
Category Citation

QTC monograph not part333A

final

Labeler - Filo America (943873703)

Revised: 3/2023

Basis of

Strength Strength

ISOPROPYL ALCOHOL 799
in 100 g

Strength

Marketing Marketing End
Start Date Date

11/13/2017

Marketing Start Marketing End
Date Date

11/11/2017

Filo America
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