BIOGERM SANITIZER- benzalkonium chloride spray
QUIMICA ROSMAR S.A. DE C.V.

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.

77251-005 Benzalkonium chloride 0.13%

Active Ingredient(s)

Benzalkonium Chloride 0.13% v/v. Purpose: Antiseptic

Purpose

Antiseptic, full body Sanitizer

Use

Full body 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 not use
¢ in children less than 2 months of age
e on open skin 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
e 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

Propylene glycol, glycerin, aloe vera leaf, water, metylparaben

Package Label - Principal Display Panel

60 g NDC: 77251-005-01

Drugs Facts
Active ingredient purpose
Benzalkonium chloride 0.13% (W/W)............ Antiseptic

Uses

*Hand antibacterial to help reduce bacteria
that potentially can cause disease.

*For use when soap and water are not available.

Warnings
For external use only.
Flamable: keep away from fire or flame.

When using this product

Do not use

«on children less than 2 months of age.
*on open skin wounds.

Stop use and contact a doctor if irritation or redness
persists for more than 72 hours.

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

Directions

#Shake the can and hold it upright 6” to 8” from hands.
«Spray 3 to 4 seconds until covered with mist.

*Rub hands together until dry.

*Allow hands to air dry.

*No rinse required.

*No towels needed

Other information
«Store at temperature below 110 °F (43°C)
*Do not puncture or incinerate container.

Inactive ingredients purified water USP, propylene glycol,
glycerin, Aloe Vera Leaf, metylparaben.

MADE IN MEXICO

Quimica Rosmar, SA de CV.
Camino de los Viveros No. 49,
Mexico City.

NDC 77251 - 005 - 01
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CONSUMER LINE

Questions? Comments?
Call 1{833) &-ROSMAR
Or check www.rosmar-usa.com

7 503030 502238

190 g NDC: 77251-005-02
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All Rights Reserved.

*Etiquetado para uso
fuera de territorio mexicano.

Labeled for use outside
Mexican Territory.

ROSMAR

NET CONTENTS: 1009(3.52 02)




Drugs Facts

Active ingredient purpose
Benzalkonium chloride 0.13% (w/w)..... .. Antiseptic

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

Warnings
For external use only.
Flamable: keep away from fire or flame.

‘When using this product

Do not use

*on children less than 2 months of age.
«on open skin wounds.

Stop use and contact a doctor if irritation or redness
persists for more than 72 hours.

Keep out of reach or children unless under adult supervision.

If swallowed, get medical help or contact
a Poison Control Center right away.

Directions

*Shake the can and hold it upright 6” to 8” from hands.
*Spray 3 to 4 seconds until covered with mist.

*Rub hands together until dry.

*Allow hands to air dry.

*No rinse required.

*No towels needed

Other information
«Store at temperature below 110 °F (43°C)
Do not puncture or incinerate container.

Inactive ingredients purified water USP, propylene glycol,

glycerin, Aloe Vera Leaf, metylparaben.

MADE IN MEXICO

Quimica Rosmar, SA de CV.
Camino de los Viveros No. 49,
Mexico City.

NDC 77251 - 005 - 02

CONSUMER LINE

503030 502221

Questions? Comments?
Call 1-(833) 4-ROSMAR
Or check www.rosmar-usa.com

300 g NDC: 77251-005-03
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Labeled for use outside
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NET CONTENTS: 1909 (6.70 02)




Drugs Facts

Active ingredient purpose
Benzalkonium chloride 0.13% (w/w) Antiseptic

Uses
*Hand antibacterial to help reduce bacteria
that potentially can cause disease.
eFor use when soap and water are not available.

Warnings
For external use only.
Flamable: keep away from fire or flame.

When using this product

Do not use

eon children less than 2 months of age.
son open skin wounds.

Stop use and contact a doctor if irritation or redness
persists for more than 72 hours.

Keep out of reach or children unless under adult supervision.

If swallowed, get medical help or contact
a Poison Control Center right away.

Directions

*Shake the can and hold it upright 6” to 8” from hands.
*Spray 3 to 4 seconds until covered with mist.

*Rub hands together until dry.

sAllow hands to air dry.

*No rinse required.

*No towels needed

Other information
#Store at temperature below 110 °F (43°C)
*Do not puncture or incinerate container.

Inactive ingredients purified water USP, propylene glycol,
glycerin, Aloe Vera Leaf, metylparaben.

MADE IN MEXICO
Quimica Rosmar, SA de CV.
Camino de los Viveros

No. 49, Mexico City.

NDC 77251 - 005 - 03
[

rosn?ar‘us

CONSUMER LINE

7 503030 502214

Questions? Comments?
Call 1(833) 4-ROSMAR
Or check www.rosmar-usa.com

430 g NDC: 77251-005-04
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Drugs Facts

Active ingredient purpose
Benzalkonium chloride 0.13% (W/W)............ Antiseptic

Uses

*Hand antibacterial to help reduce bacteria
that potentially can cause disease.

«For use when soap and water are not available.

Warnings
For external use only.
Flamable: keep away from fire or flame.

When using this product

Do not use

+on children less than 2 months of age.
«on open skin wounds.

Stop use and contact a doctor if irritation or redness
persists for more than 72 hours.

Keep out of reach or children unless under adult supervision.

If swallowed, get medical help or contact
a Poison Control Center right away.

Directions

*Shake the can and hold it upright 6” to 8” from hands.
«Spray 3 to 4 seconds until covered with mist.

Rub hands together until dry.

*Allow hands to air dry.

No rinse required.

*No towels needed

Other information
eStore at temperature below 110 °F (43°C)
Do not puncture or incinerate container.

Inactive ingredients purified water USP, propylene glycol,
glycerin, Aloe Vera Leaf, metylparaben.

BIOGERM

Antibacterial Hand
& Body Wash
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Quimica Rosmar®. All Rights Reserved.
MADE IN MEXICO .
Quimica Rosmar, SA de CV. Etiquetado para uso

Camino de los Viveros fuera de territorio mexicano.
No. 49, Mexico City.

NDC 77251 - 005 - 04

Labeled for use
outside Mexican Teritory.

ROSMAR
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CONSUMER LINE

I

7 503030 50220

Questions? Comments?
Call 1-(833) 4-ROSMAR
Or check www.rosmar-usa.com

NET CONTENTS: 4309 (15.16 02)

BIOGERM SANITIZER

benzalkonium chloride spray

Product Information

Product Type HUMAN OTC DRUG

Item Code (Source) NDC:77251-005

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

BENZALKONIUM CHLORIDE (UNII: FSUM2KM3W?7) (BENZ ALKONIUM - BENZ ALKONIUM 0.13 g
UNII: 7N6JUD5X6Y) CHLORIDE in 100 g

Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00X)

PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)

WATER (UNIl: 059QFOKOOR)

ALOE VERA LEAF (UNII: ZY81Z83H0X)

METHYLPARABEN (UNII: A2I8C7HIOT)



Packaging
Marketing Start Marketing End

# Item Code Package Description Date Date
1 NDC:77251-005- 60 g in 1 BOTTLE; Type 0: Not a Combination 10/26/2020
01 Product
2 NDC:77251-005- 190 g in 1 BOTTLE; Type 0: Not a Combination 10/26/2020
02 Product
3 NDC:77251-005- 300 g in 1 BOTTLE; Type 0: Not a Combination 10/26/2020
03 Product
a NDC:77251-005- 430 g in 1 BOTTLE; Type 0: Not a Combination 10/26/2020
04 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph not 4333 10/26/2020

final

Labeler - QuiMICA ROSMAR S.A. DE C.V. (814223475)

Establishment
Name Address ID/FEI Business Operations
QUIMICA ROSMAR S.A. DE C.V. 814223475 manufacture(77251-005) , label(77251-005) , pack(77251-005)

Revised: 10/2021 QUIMICA ROSMAR S.A. DE C.V.
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