STRATAMEDI HAND SANITIZER ANTIBACTERIAL GEL- hand sanitizer gel
Strata USA 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.

STRATAMEDI Ethyl Alcohol Sanitizer

Hand Sanitizer. Kills over 99.99% of most common germs within seconds. Our Sanitizer allows you to
wash your hands whenever conventional soap and water are not avialble. Use as an aid to reduce
exposure to infectious germs and to supplement daily handwashing..Meet US Government standards by
protecting against exposure to bloodborne diseases

Ethyl Alcohol 70%.......cccccevueenneenee. Antimicrobial
Water, Glycerin, Propylene Glycol, Carbomer

Flammable. Keep away from flame. Keep out of eyes. In case of eye contact immediately flush eyes
with water then contact physician. If swallowed, contact physician. Keep out of reach of children. Do
not store above 110°F

Keep out of reach of children

Children under 6 years of age should be supervised when using our products
Hand Sanitizer

250 mL NDC 77004-20141
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STRATAMEDI

Advanced

HAND SANITIZER

Kills over 89.98% of most common germs within seconds. Our hand
sanitizer allows you to wash your hands whenever conventional soap and
water use are not available. Use as an aid to reduce exposure to infectious
germs and to supplement daily handwashing. Meet U.S. Government
standards by protecting against exposure to bloedberne diseases.

Nontoxic = For External Use Only.
Keep bottle of STRATA-MEDI in

= Kitchen = Medical Office = Nurseries
=School =Bathrooms = Workplace

Drug Facts

Inactive Ingredients:

Ethyf Alcohol 70% Antimi
Inactive Ingredients: Water Glycerin, Propylene Glycal, Carbomer
Directions: Children under 6 years of age should be supervised
when using our prodtcts,

Warning: Flammabls. Keep away from flame. Keep out of eyes.

In case of eye contact immediately flush eyes with water then
contact physician. If swallowed, contact physician. Keep out

of reach of children. Do not store above 110°F

Distributed by Strata-USA
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STRATAMEDI

Advanced
HAND SANITIZER

Kills over 99.99% of most common germs within seconds. Our hand
sanitizer allows you to wash your hands whenever conventional soap and
water use are not available. Use as an aid to reduce exposure to infectious
germs and to supplement daily handwashing. Meet U.S. Government
standards by protecting against exposure to bloedborne diseases.

Nontoxic = For External Use Only.
Keep bottle of STRATA-MEDI in

= Kitchen = Medical Office = Nurseries
= School =Bathrooms = Workplace

Drug Facts

Inactive Ingredients:

Ethyf Alcahol 70% Antimi
Inactive Ingredients: Water Glycerin, Propylene Glycol, Carbomer
Directions: Children under 6 years of age should be supervised
when using our prodtcts,

Warning: Fiammable. Keep away from flame. Keep cut of eyes.

In case of eye contact immediately flush eyes with water then
contact physician. If swallowed, contact physician. Keep out

of reach of chidren. Do not store above 110°F

Distributed by Strata-USA
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Made in USA

-~
Made in USA

§‘STRATAMEDI®‘

Advanced

HAND SANITIZER

Moisturizing Antibacterial Gel

Ethyl Alcohol 70%
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Advanced

HAND SANITIZER
Moisturizing Antibacterial Gel

Ethyl Alcohol 70%




Hand Sanitizer |V

Kills over 99.99% of most common germs within Advanced
seconds. Our hand sanitizer allows you to wash your
hands whenaver conventional soap and water use are
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not available. Use as an aid to reduce exposure to @ o
infecticus germs and to supplement daily handwashing. n nl lz r
Meel U.S. Government standards by protecting against

exposure 1o bloodborne diseases.
Nontoxic - For External Use Only.
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DRUG FACTS Ethyl Alcohol 70% I
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Inacive Ingredients: Witer Ghoern, Propylene Gl carbomer Diecions
Chichen unier 6 years of ape shoukd be supenised mhen using our prodcts
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JHRIIN

.. 71506009 1400054
3885 ml NDC 77004-2014-3

+X

1 Gal (128 fl. oz)

STRATAMEDI HAND SANITIZER ANTIBACTERIAL GEL

hand sanitizer gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration TOPICAL

Active Ingredient/Active Moiety

ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNIL:3K9958 V90 M) ALCOHOL

Inactive Ingredients
Ingredient Name
WATER (UNIL 059 QFOKOOR)
GLYCERIN (UNIL: PDC6A3C00X)
CARBOMER 940 (UNI: 4Q93RCW27E)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
AMINO METHYLPROPANOL (UNIL: LU49E6626Q)

NDC:77004-202

Ingredient Name Basis of Strength Strength

70 mL in 100 mL

Strength

0.7 mL in 100 mL
0.2 mL in 100 mL
0.4 mL in 100 mL
0.1mL in 100 mL




Packaging
# Item Code
NDC:77004-202-

41

NDC:77004-202-
42

NDC:77004-202-
43

Package Description

250 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

472 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

3785 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination
Product

Marketing Information
Marketing Category Application Number or Monograph Citation

OTC monograph not final part333A

Labeler - strata USA LLC (079851683)

Establishment
Name Address ID/FEI
Strata USA LLC 079851683

Revised: 5/2020

Marketing Start Marketing End
Date Date

03/25/2020
03/25/2020

03/25/2020

Marketing Start Date Marketing End Date
03/25/2020

Business Operations
relabel(77004-202)

Strata USA LLC
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