SHIELDFORCE AFS GEL- hand s anitizer gel
Force Fluids L1.C

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:

Benzalklonium Chloride (.11% v/v)

Glycerin (.64% v/v).

Lactic Acid (3% v/v)

Sterile distilled water or boiled cold water.

Carbopol (.2% v/v)

Fragrance (.75% v/v)

LS N

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)
Benzalklonium Chloride .11% 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. Non flammable.

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)

® Avoid freezing and excessive heat above 40C (104F)

Inactive ingredients

glycerin, carbopol, lactic acid, fragrance, purified water USP

Package Label - Principal Dis play Panel

AFS Gel 20z NDC: 80743-120-02
AFS Gel 40z NDC: 80743-120-04
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Shield Force AFS
Alcahol-Free Hand Sanitizer

Shisld Force AFS
Alcohol-Free Hand Sanitizer

Drug Focts

vt bagradiane
B i Bieed e S isiabe 501 3H e

Surpane
oL nns sabsial

v
e L e D T O

[Fr——
For satarmal urs oy B0 NGL ulE N Spes. in o of Coreacs
i s b harmogis with i, Btmg am s mh n te b

[T T e pp————

muk af rmank of abildvee.

Hamp o p— o
IR 57 CONTACE § MG Conre: CAnGar ng it Bt

sl

Cirwadfums
AcOly LD RO LParau oy, iy
e

i s o s el
s nf th i peakak

S rhEriren 0 e
i

e R
Frackive

| wter cwbome girarin, ieciicacid, fregeeecs

Drug Factx

Ardiun inpraslane Fupasy
i Bnidues aSlaslie D01 T i s D kel

iwm
L BB IR D oSl P Lros SuhC0E 1 B £ T @il

Hmmp muh ol reach of sl e (1 v llsse el
RiD oF CONERE § Baan Cantre: CANCar Ngne By

e wndiums
Aoy thlﬂmlrar\a- o, LY -tul-:-lln-:mlu el
Suparvism rhistan In o use nf bk

Sveali] maie e L gl e

Traetive lgndeats
| St colomer gycorin boglcpriiagemey 0

" L




e
©)
N
e

Alcohol Free
Hand Sanitizer Gel

Fresh Clean Fragrance
Skin Conditioners
Natural Ingrediesnts
Mon Toxic Mon Flammable

MET WT B A azf237 mL
Marufachred

Foroe Fluids 54371 Hwy S0 E Hn:.-umrd,LATﬂHB
337-354-2350

AFS Gel 1gal NDC: 80743-120-17
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Fresh Clean Fragrance
Skin Conditioners
Natural Ingrediesnts
Mon Toxic Mon Flammable

HET WT 1gal/1280x
Marufachured by

Foroe Fluids 5431 Hwy 59 E Broussard, LA 70518
3373542350

SHIELDFORCE AFS GEL

hand sanitizer gel

Product Information

Product Type HUMAN OTC DRUG

Shield Force AFS
Alcohol-Fres Hand Sanitizer
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Shield Force AFS
Alcohol-Fres Hand Sanitizer
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Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
BENZALKONIUM (UNI: 7N6JUD5X6Y) (BENZALKONIUM - UNIL:7N6JUD5X6Y)

Inactive Ingredients

Ingredient Name

GLYCERIN (UNII: PDC6A3C00X)
WATER (UNIL: 059QF0KOOR)
LACTIC ACID (UNI: 33X04XA5AT)

FRAGRANCE CLEAN ORC0600327 (UNII: 329LCV5BTF)

Item Code (Source) NDC:80743-120

Basis of Strength Strength
BENZALKONIUM 1g in 100 mL

Strength
1.45 mL in 100 mL



FRAGRANCE ORANGE ORC2000765 (UNII: GX5JI7UXQ7)

Packaging
Item e Marketing Marketing
Package Description
Code g P Start Date End Date
1 NDC:80743- 60 mL in 1 BOTTLE, PLASTIC; Type 9: Other Type of Part 3 Combination Product 03/30/2020
120-02 (e.g., Drug/Device/Biolo gical Product)
2 NDC:80743- 118 mL in 1 BOTTLE, PLASTIC; Type 9: Other Type of Part 3 Combination Product 03/30/2020
120-04 (e.g., Drug/Device/Biological Product)
3 NDC:80743- 237 mL in 1 BOTTLE, PLASTIC; Type 9: Other Type of Part 3 Combination Product 03/30/2020
120-08 (e.g., Drug/Device/Biolo gical Product)
4 NDC:80743- 3785.41mL in 1 BOTTLE, PLASTIC; Type 9: Other Type of Part 3 Combination 03/30/2020
120-17 Product (e.g., Drug/Device/Biological Product)
Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
Multi-Market Approved Product 03/30/2020
Labeler - Force Fluids LLC (099027352)
Establishment
Name Address ID/FEI Business Operations
Force Fluids LLC 099027352 manufacture(80743-120)

Revised: 11/2020 Force Fluids LLC
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