SANITIZE 70C- isopropyl alcohol gel
Manufacturers Chemicals

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.

Manufacturers Chemicals - Sanitize 70C

This is a hand sanitizer manufactured according to the Temporary Policy for Preparation of Certain
Alcohol-Based Hand Sanitizer Products During the Public Health Emergency (CoViD-19); Guidance
for Industry.

The hand sanitizer is manufactured using only the following United States Pharmacopoeia (USP) grade

ingredients in the preparation of the product (percentage in final product formulation) consistent with

World Health Organization (WHO) recommendations:

a. Isopropyl Alcohol (70%, v/v) in an aqueous solution denatured according to Alcohol and Tobacco
Tax and Trade Bureau regulations in 27 CFR part 20.

b. Glycerol (0.725% v/v).

c. Copolymers (0.4% v/v).

d. Sterile distilled water or boiled cold water.

The firm does not add other active or inactive ingredients. Different or additional ingredients may
impact the quality and potency of the product.

Active Ingredient(s)
Isopropyl Alcohol 70% v/v. Purpose: Antiseptic

Purpose

Antiseptic, Hand Sanitizer

Use

Hand Sanitizer to help reduce bacteria that potentially can cause disease. For use when soap and water
are not available.

Warnings

For external use only. Flammable. Keep away from heat or flame

Do notuse
¢ inchildrenless than 2 months of age
¢ onopenskin wounds

When using this product keep out of eyes, ears, and mouth. In case of contact with eyes, rinse eyes
thoroughly with water.

Stop use and ask a doctor if irritation or rash occurs. These may be signs of a serious condition.

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

Stop use and ask a doctor if irritation or rash occurs. These may be signs of a serious condition.



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

away.

Directions
¢ Place enough product on hands to cover all surfaces. Rub hands together until dry.

e Supervise children under 6 years of age when using this product to avoid swallowing.

Other information
e Store between 15-30C (59-86F)
e Avoid freezing and excessive heat above 40C (104F)

Inactive ingredients

glycerin, copolymers, purified water USP
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WARNING! NDC#76747-0570 DOT  UN1993 FLAMMABLE LIQUID, N.O.S. (CONTAINS g
ISOPROPANOL), 3, PG I, ERG# 128 F:H:.
Hazard Statements:
Physical
Flammable liquid and vapor. Health
Causes serious eye irritation. May cause drowsiness or dizziness
Precautionary Statements:
Prevention
Keep away from heat/hot surfaces/sparks/open flames and other ignition sources. - No smoking Keep container tightly closed. Ground
and bond container and receiving equipment. Use cxploslcn -proof {:lecmcalhen(ﬂalmgy’hghtmzf 4| equipment. Use non- sparking tools.
Take action to prevent static discharges. Wear protecir 1 Ve p n/face protection. Wash hands
thoroughly after handling. Avoid breathing dust/fume/, zasfuns{h zpoms/spny Response
IF ON SKIN (or hair): Take off immediately all contaminated clothing Rinse skin with water [or shower]. In case of fire: Use water
spray, CO2, foam, dry chemical for extinction IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if
present and easy to do so. Continue rinsing. If eye irritation persists: Get medical advice/attention. IF INHAT ED: Remove victim to fresh
air and keep comfortable for breathing. Call a POISON CENTER or doctor if you feel unwell.
Storage
Store n a well-ventilated place. Keep cool. Store i a well-ventilated place. Keep container tightly closed. Store locked up. Disposal
Dispose of contents/container to an appropriate treatment and disposal facility in accordance with applicable laws and regulations, and
product characteristics at time of disposal.
+ Store beween 13-20¢ (59:86F)
+ i freezing snd xcessiee hest shove 40C (104F)
[iactive ngrediens: FOSC Buel e
Product# Manutacturers Chemicals 4325 Old Tasso Rd Cleveland, TN 37312 Emergency
Batch# Phone Number: CHEMTREC 800-424-9300
isopropyl alcohol gel
.
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:76747-0570

Route of Administration TOPICAL
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Active Ingredient/Active Moiety
Ingredient Name

ISOPROPYL ALCOHOL (UNII: ND2M416302) (ISOPROPYL ALCOHOL -
UNIEND2M416 30 2)

Inactive Ingredients

Ingredient Name
AMINOMETHYLPROPANOL (UNI: LU49E6626Q)
GLYCERIN (UNIL: PDC6 A3C00X)

CARBOMER INTERPOLYMER TYPE A (55000 CPS) (UNIL: 59TL3WG5CO)

WATER (UNII: 059QF0KOOR)

Basis of Strength Strength

ISOPROPYL 70 mL
ALCOHOL in 100 mL
Strength

0.2 mL in 100 mL
0.725 mL in 100 mL
0.2 mL in 100 mL

Packaging
.. Marketin Marketing En
# Item Code Package Description eting ity Lal
Start Date Date
NDC:76747- 1022000 mL in 1 CONTAINER, FLEXIBLE INTERMEDIATE BULK; Type 0:
1 L 03/30/2020
0570-2 Not a Combination Product
2 181?7%:_716 747= 504412 mL in 1 DRUM; Type 0: Nota Combination Product 03/30/2020
3 ON]5)7%:_736 ks 18921 mL in 1 PAIL; Type 0: Not a Combination Product 03/30/2020

Marketing Information

Marketing Category  Application Number or Monograph Citation

OTC monograph not final part333A

Labeler - manufacturers Chemicals (968260323)

Establishment
Name Address ID/FEI
Manufacturers Chemicals 968260323

Revised: 7/2020

Marketing Start Date Marketing End Date
03/30/2020

Business Operations
manufacture(76747-0570)

Manufacturers Chemicals
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