FALCON HAND SANITIZER- alcohol solution
Falcon Distributors

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.

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 (75%, v/v) in an aqueous solution denatured according to Alcohol and Tobacco
Tax and Trade Bureau regulations in 27 CFR part 20.

b. Glycerol (1.45% v/v).

c. Hydrogen peroxide (0.125% 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 75% 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
e 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
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)
® Avoid freezing and excessive heat above 40C (104F)

Inactive ingredients

glycerin, hydrogen peroxide, purified water USP

Package Label - Principal Dis play Panel
40z (118 mL) NDC: 75545-700-01
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320z (946 mL) NDC: 75545-700-05

FALCON
HAND SANITIZER

ISOPROPYL ALCOHOL ANTISEPTIC 75% TOPICAL SOLUTION
NON-STERILE SOLUTION
NDC: 75545-700-05

FALCON DISTRIBUTORS
{719) 550-1551
Colorado Speings, CO 80920
www FalsonDistributors com

FOR 24 HOUR EMERGENCY INFORMATION
CALL CHEMTREG: (800} 424-9300

NET WEIGHT 32 OZ (046.5 mL)

DRUG FACTS
ACTIVE INGREDIENTIS] PURPOSE
Esoprogyd soohol T5% v, <o ANTSPIC

USEfS]
Hand sanitirer o help reduce bacleria that polentially can cause
dissaze. Fod use whin soap and wale a0e not svaitabls

WARNINGS
For griemal e only. Flarmmabie. Kesp awiry from heat of Same
Donot rse

= in childngn ks than 2 months of age

* o open skin wounds
When using this product keep cut of eyes, ears, and mouth
I case of contact with eyes, rinse eyes Bhoroughly with waler,
Stop use and ask a doctor # britation o rash oocurs
Thise iy bir $igns of & serious condition
Keep out of reach of children. H swallowed, gt medical help
of contact & Pokson Control Canter right away.

DIRECTIONS

= Place enough product on hands 1o cover 2l suriaces.
Fub hands logether unti dey,

= Superving children undir & years of age whenusing
this peoduct ko avold swalowing

OTHER INFORMATION

* Store between 15-30C (59-86F)

» Ackd feieting and excissine haat sbove 40C (104F)

INACTIVE INGREDIENTS  giycerin, hydeogun percide,
prified wialer USP



FALCON
HAND SANITIZER

ISOPROPYL ALCOHOL ANTISEPTIC 75% TOPICAL SOLUTION

NON-STERILE SOLUTION
NDC: 75545-700-05

FALCON DISTRIBUTORS
{719) 550-1551
Colorado Speings, CO 80920
www.FalconDistributors com

FOR 24 HOUR EMERGENCY INFORMATION
CALL CHEMTREC: (BD0) 424-9300

MET WEIGHT 32 OZ (046.5 mL}

1280z (3785 mL) NDC: 75545-700-06

DRUG FACTS
ACTIVE INGREDIENTIS] PURPOSE
Esoprogyl alcohol T5% vy, «ue AN ESRPLC

USEfS]
Hand sanitizer b help reduce bacteria thal polentially can cause
disease. For usa whin soap and water ace not availabie

WARNINGS
For gxtemal s only. Flammabie, Kibp awtry trom hiat of Bamé
LT

* in children less than 2 monifs of age

* (0 G 8K WoUnds
WWhen using this prodisct keep out of eyes, #ars, snd mouth
I case of conlact wilh eyes, rinse eyes thoaaughily with waler.
Stop use and ask a doctor § britation or rash cccurs
Thviehar ey Do 850008 O & e ioUs CondRion
Kiep cul of reach of ehildren. M gwalowed, pet medical help
of contact & Pekson Control Center right away.

DIRECTIONS

= Pisca @nough product on hands 1o cover sl suraces.
Fuub hands together until dey.

» Sopervise chiliren undie & years of 3¢ when using
this penduct to avoid swaliowing

OTHER INFORMATION
* Store betwinen 15-30C (59-86F)
# dovoid Trizing and wxcassive hast sbove 40C (104F)

INACTIVE INGREDIENTS  giycerin, hpdeogen percxide,
posified wialer USP

FALCON
HAND SANITIZER

ISOPROPYL ALCOHOL ANTISEPTIC 75% TOPICAL SOLUTION

NON-STERILE SOLUTION
NDC: 75545-700-06

FALCON DISTRIBUTORS
{14} 550-1551
Colorade Springs. CO 80920
i, ks on DIStriButons com

FOR 24 HOUR EMERGENCY INFORMATION
CALL CHEMTREC: (804) 424-9200

MNET WEIGHT 1 GALLON (128 OZ.)

DRUG FACTS
ACTIVE INGREDIENT]S] PURPOSE
Esopropey] alcehol TS5 wiv...... -« T [ FTS

USE[S]
Hand sanitizer 10 belp reduce Bacteria Sl potendinly can causs
disease, For use when soap and watr W not svallabis.

WARNINGS
For external wse coly. Flammable. Keep away fromheat of Bame
Do ol e

= i chib on less Biin 2 monthe of age

* 00 GPEN SN Wounds
Whan using this produsel keep oul of eyes, ears, and moulh
Iy case of contact wilh eyes, rinse eyes thoroughly with water
Stop use wnd ask @ doctor If ivitation of rash oo s
Thiisa iy b S4006OF 5arlous Condiisn,
Kovinp oul o resarch o chilldnen, I gwaliowed, got medical help
of contat!  Poison Contrel Center right away,

DIRECTIONS

» Place encugh product en hands I cover 38 surfaces.
Rty hands Sogether until dry

* SUparviss chideen Undes 6 yeads of a0k whia ing
this product 1o aveld swaloning

OTHER INFORMATION
« Sooew betwen 15-300.(59-85F)
& o Troaring and wncesshn hest above 40C [104F)

INACTIVE INGREDIENTS ghcerin, ydrogen percuida,
purified water USP



DRUG FACTS
ACTIVE INGREDYENT]S] FURPOSE
Bsogopry| alcohol 155 wiv Anligaptic

USE[S]
Hand sanitine 10 bl reduce Bacteria Bl potentialy can caukd
diiseasa. For use when soap and water arenol availabls

WARNINGS
For daternal usa only. Flammsbie, Keep ey Brombhaat of Eamg
Do mol se

= in childen lss Ban 2 months of 808

* 0 OpeN SN wounds
Whan using this product keep out of epes, aars, and miuth
I casar of contact wilh aes, rinse wyes thoreughy with water,

ISOPROPYL ALCOHOL ANTISEPTIC 75% TOPICAL SOLUTION e o e s
NON-STERILE SOLUTION e A Aael ot wiea
o condact a Poison Contred Center right away,
NDC: 75545-700-06 DIRECTIONS

= Piace entugh product on hands to cover a8 surfaces.
P hrands Scgether unti dey
= Supervise childen under G yeans of ape when psing

FALCON DISTRIBUTORS this product 10 2vold swaBowing
719} 5501551
Cobq{l!GSDrmgs CO 80020 OTHER INFORMATION
wiww.FaloonCistributors.com » S0 betwaen 1530 (53-86F)
= Jvoid Troering and wocesshn heal above $0C [104F)
FOR 24 HOUR EMERGENCY INFORMATION
CALL CHEMTREC: (800] 424-9300 INACTIVE INGREDIENTS ghycerin, hydrogen peronide,
purified water ISP

HET WEIGHT 1 GALLON (128 OZ.)

FALCON HAND SANITIZER

alcohol solution

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:75545-700

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength  Strength
ISOPROPYL ALCOHOL (UNI: ND2M416302) (ISOPROPYL ALCOHOL - UNIEND2M416302) ISOPROPYL ALCOHOL 75 L in 100 L

Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00X) 145L in 100 L
HYDRO GEN PERO XIDE (UNII: BBX060AN9V) 0.125L in 100 L
WATER (UNI: 059QF0KOOR) 18.425L in 100 L
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:75545-700-01 .118 L in 1 BOTTLE; Type 0: Nota Combination Product 04/21/2020
2 NDC:75545-700-02 .236 L in 1 BOTTLE; Type 0: Nota Combination Product 04/21/2020
3 NDC:75545-700-03 .473 L in 1 BOTTLE; Type 0: Nota Combination Product 04/21/2020
4 NDC:75545-700-04 .680 L in 1 BOTTLE; Type 0: Nota Combination Product 04/21/2020



5 NDC:75545-700-05 .946 L in 1 BOTTLE; Type 0: Nota Combination Product 04/21/2020
6 NDC:75545-700-06 3.785 L in 1 BOTTLE; Type 0: Not a Combination Product 04/21/2020

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 04/21/2020

Labeler - Falcon Distributors (161361548)

Establishment
Name Address ID/FEI Business Operations
Falcon Distributors 161361548 manufacture(75545-700)

Revised: 4/2020 Falcon Distributors
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