COVAGUARD MASK- antimicrobial s anitizer with benzalkonium chloride spray
Covalon Technologies Ltd.

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.

COVAGUARD MASK - Antimicrobial Sanitizer with Benzalkonium Chloride

Covaguard Mask - Antimicrobial Sanitizer with Benzalkonium Chloride
Benzalkonium Chloride 0.13% w/w

Antimicrobial Sanitizer

For external use only.

When using this product, avoid contact with eyes. If it comes in contact with eyes, rinse thoroughly with
water.

Stop using and consult a healthcare practitioner if irritation develops.
Keep out of reach of children.

If swallowed, call a poison control center or get medical help right away.
Keep out of reach of children.

For up to 24h of increased protection against a wide range of microbes, fungi and viruses: Spray
liberally and allow to dry.

Store between 15°C/59°F to 30°C/86°F.

Ethanol, Soy Phosphatidylcholine, Myristyl Alcohol, Didecyldimethylammonium Chloride, Orange
Essential Oil, Sodium Bicarbonate, Disodium EDTA

1-877-711-6055
Spray liberally and allow to dry.
Antiseptic Sanitizer and Hand Rub.
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Active Ingredients:
Berzalkoniurm Chlorde 0.13% why

Inactive Ingredients:

Ethanol, Soy Phosphatichicholine, hyristd Alcobal,
Cidecyldimettrdarmmonium Chlonde, Orange
Essential Cil, sodium Bicarbonate, Disodium EDTA,

For external use only. When using this product,

awviid contact with eyes Ifitcomes in contact with eyes rinse
thioroughly with water. Stop using and consult a heatthcare
practiioner if imitation develops. Keep out of reach of
children If swallow ed, call a poison control center or get
rnedical help right sz,

Instructions:

Forupto 24h of increased protection against a

wicle range of microbes, fungi and vinuses: Spray liberally and
Al 1o clry.

REF: 64M02375 | LOT: CGXOOO0OX
EXP :¥YYYY-MM-DD | NDC:75054-093-02
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Active Ingredients: Benzalkonium Chiloride 0.1 3% why

Inactive Ingredients: Ethanol, Soy Phosphatidylcholing, by ristyl
Alcohol, Didecyldimethylammoniom Chlaride, Orange Essential Oil,
Sodium Bicathonate, Disodiurm EDTA

For extemnal use only. ¥When using this product, avoid

I L. . . contact with eyes IFit comes in contact with eyes, rinse thoroughby
Antimicrobial Sanitizer with water Stop using and consult a heatthcare practitioner it
Wlth Benzalkonium Chloride (BAC) irrtation develops. Keep out of reach of children. If swallowed,
I call a poison control center or get medical help nght sy,
Instructions: Forupto 24h ofincreased protection against awide
I range of microbes, fungi andviruses: Spray liberally and allow to dry.
Other Information: Store betweaen 15°C055°F to 30°Cr86°F
8.450z/250ml
I REF: 64M02505 | LOT: CGXOOOO0OOC
I EXP :YYYY-MM-DD | NDC:75054-093-03
I TECHFMNOLOGIES LTD.
mManufactured by Covalon Technologies Lid. 1660 Tech Averue, Unit 8
I Missizsauga, O ntario Canada, LAY 557 @ 2020 Covalon Technologies
1 (87T T11-6055 | wwew covalon.com | LS-1036-0 z s43x9llo1s39% 3
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2in X 4in (2.2in x 4.2in with bleed)
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COVAGUARD"MASK

Antimicrobial Sanitizer
with Benzalkonium Chloride (BAC) |




80z/237ml

covalon

TECHNOLOGIES LTD.

Manufactured by Covalon Technolgoies Ltd.
1660 Tech Avenue, Unit 5 Mississauga, Ontario Canada,
L4W 5S7 © 2020 Covalon Technologies
1 (877) 711-6055 | www.covalon.com | LS-1035-0
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covalon

TECHMOLOGIES LT

Manufactured by Covalon Technologies Ltd. 1660 Tech Avenue, Unit 5
I Mizzissauga, Ontario Canada, L4WY 57 @ 2020 Covalon Technologies

Active Ingredients: Berzalkonium Chloride 0.1 3% vy I
Inactive Ingredients: Ethanol, Soy Phosphatidylcholine, Wy risty
Alcohol, Didecyldimetty lammonium Chioride, Orange Essential i,
Sodium Bicarbonate, Disadium EDTA I
For externa use onhy \When using this product, & oid
L. i . contact with eves. If it comes in contact with eyes, Anse thoroughly I
Antimicrobial Sanitizer withwater Stop using and consult a healthcare practitioner if
Wiﬂ'l Benzalkonium Chloride (BAC) irtitation !:Iwelops. Keep out ufre:ach_uf cl'lildn_an. It ewvall oo, I
call a poison control center or get medical help right awary.
Instructions: Forupto 24h of increased protection against a wide
range of microbes, fungi and viruses: Sporay liberaly and allowto dry. I

3 3892/100"1 L Other Information: Store betweaen 15°Cr59°F to 30°CragtF

REF: 64M01005 | LOT: CGXICOOOMKK
EXP:¥YYY-MM-DD | NDC:75054-093-01
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1 (877 T11-6055 | wwaw covalon.com | LS-1034-0 9
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COVAGUARD MASK
antimicrobial sanitizer with benzalkonium chloride spray
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:75054-093
Route of Administration TOPICAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
BENZALKONIUM CHL O RIDE (UNI: FSUM2KM3W?7) (BENZALKONIUM - BENZALKONIUM 0.13 g
UNIL7N6JUD5X6Y) CHLORIDE in 100 mL
Inactive Ingredients
Ingredient Name Strength

ALCOHOL (UNII: 3K9958V90M)

LECITHIN, SOYBEAN (UNIL: 1DI56 QDM62)

MYRISTYL ALCOHOL (UNII: V4203409PU)

SODIUM BICARBONATE (UNI: 8MDF5V39QO)
DIDECYLDIMO NIUM CHLORIDE (UNII: JXN400O9Y9B)
EDETATE DISODIUM ANHYDRO US (UNII: 8 NLQ36 F6 MM)
CITRUS SINENSIS LEAF (UNIL: VF01D90MZI)

Packaging

2mL in 100 mL
0.2 g in 100 mL
0.05¢g in 100 mL
0.02 g in 100 mL
0.05¢g in 100 mL
0.01g in 100 mL
0.05mL in 100 mL
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# Item Code Package Description IVIACKE UG Dldrt IVIACKE ULE LU
Date Date
1 NDC:75054-093- 100 mL in 1 BOTTLE, SPRAY; Type 0: Not a Combination 04/30/2020
01 Product
2 NDC:75054-093- 237 mL in 1 BOTTLE, SPRAY; Type 0: Nota Combination 04/30/2020
02 Product
3 NDC:75054-093- 250 mL in 1 BOTTLE, SPRAY; Type 0: Not a Combination 04/30/2020
03 Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 04/30/2020

Labeler - covalon Technologies Ltd. (206936101)

Registrant - Covalon Technologies Ltd. (206936101)

Establishment
Name Address ID/FEI Business Operations
Covalon Technologies Ltd. 206936101 manufacture(75054-09 3)

Revised: 4/2020 Covalon Technologies Ltd.
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