4129 FIRST AID KIT- 4129 first aid kit
Honeywell Safety Products USA, INC

Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

4129 First Aid Kit (alcohol wipes, HC cr, BZK wipe, Pyrocaine Sp, PVP wipe, amm. Inh, Sting
relief- SF00004226)

Ammonia
Active ingredient

Ammonia 15%

Ammonia
Purpose

Respiratory stimulant

Ammonia
Uses
® to prevent or treat fainting

Ammonia
Warnings

For external use only

Do notuse
¢ if you have breathing problems such as asthma or emphysema

Stop use and ask a doctor if
e condition persists

Keep out of reach of children
¢ If swallowed get medical help or contact a Poison Control Center right away.

Ammonia
Directions

¢ hold inhalant away from face and crush ampoule between thumb and forefinger at position indicated
onsleeve.
¢ hold near nostrils for inhalation of volatile vapor

Ammonia
Other information

e store at room temperature away from light

Ammonia
Inactive ingredient



alcohol USP, FD&C red #40, lavender oil, lemon oil fcc, nutmeg oil, purified water

Ammonia
Questions or Comments?

1-800-430-5490

Pyrocaine
Active ingredient

Benzocaine 20%

Benzethonium chloride 0.2%

Pyrocaine
Purpose

Topical anesthetic

Topical antiseptic

Pyrocaine
Uses

For the temporary relief of pain and itching, and to help protect against skin infection in:
minor burns

minor skin irritations

minor cuts and scrapes

insect bites

sunburns

Do notuse

in or near the eyes or over large portions of the body
in case of deep or puncture wounds or on:

raw surfaces

blistered areas

animal bites

serious burns

Keep out of reach of children
¢ If swallowed, get medical help or contact a Poison Control Center right away

Pyrocaine
Warnings

For external use only

Flammable
e keep away from fire or flame
e contents under pressure
¢ do not puncture, incinerate or expose container to temperatures above 120 o F

Stop use and ask a doctor if
e If condition persists or worsens, or if symptoms persist for more than 7 days or clear up and occur



again within a few days

Pyrocaine

Directions

clean the affected area

shake can well before using

hold can 6 to 12 inches away from the affected area and spray liberally
apply to affected area not more than 3 times daily

for adult institutional use only

not intended for use on children

Pyrocaine
Other information
¢ avoid inhaling
e use only as directed
¢ intentional misuse by deliberately concentrating and inhaling the contents may be harmful or fatal

Pyrocaine
Inactive ingredients

butane,dipropylene glycol, isobutane, propane

PVP
Active ingredient

Povidone-iodine 10%

(equivalent to 1% titratable iodine)

PVP
Purpose

First aid antiseptic

PVP
Uses
e firstaid antiseptic to help prevent infection in minor cuts, scrapes and burns

PVP
Warnings

For external use only.

Ask a doctor before use if you have
e deep or puncture wounds
® animal bites
® serious burns

Stop use and ask a doctor if
e condition worsens or persists for more than 72 hours



e irritation and redness develops

Keep out of reach of children.

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

PVP

Directions

clean the affected area

apply1 to 3 times daily

may be covered with a sterile bandage
if bandaged, let dry first

discard wipe after single use

PVP

Other information
¢ do notuse onindividuals who are allergic or sensitive to iodine
e store at controlled temperature 59-86°F (15-30°C)
¢ do notuse if pouch is open or torn

PVP
Inactive ingredients

nonoxynol 9, water

PVP
Questions

1-800-430-5490

Sting Relief
Active ingredient (in each wipe)

Ethyl alcohol 50.0%
Lidocaine HCI 2.0%

Sting Relief
Purpose

Antiseptic

Topical painrelief

Sting Relef
Uses
e prevent infection in minor scrapes, and temporary relief of itching of insect bites

Sting Relief
Warnings

For external use only



Flammable, keep away from open fire or flame

Do notuse
e over large areas of the body
® ineyes
e over raw or blistered areas

Stop use and ask a doctor
e if conditions worsen or persist for more than 7 days or clear up and occur again within a few days
Keep out of reach of children.

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

Sting Relief

Directions
® adults and children 2 years and older: Apply to cleaned affected area not more than 3 times daily.
e childrenunder 2 years of age: consult a doctor.

Sting Relief
Inactive ingredients

benzalkonium chloride, menthol, and purified water

Sting Relief
Questions or Comments?

1-800-430-5490

alcohol
Active ingredient

Isopropyl alcohol 70%

Alcohol
Purpose

First aid antiseptic

Alcohol
Uses
e firstaid to help prevent infection in minor cuts, scrapes, and burnsv

Alcohol
Warnings

For external use only
Flammable, keep away from fire and flame
Ask a doctor before use if you have

e deep or puncture wounds
e animal bites



® serious burns

When using this product
® do notuse longer than 1 week unless directed by a doctor

Stop use and consult a doctor if
e condition persists or gets worse

Keep out of the reach of children
e [f swallowed, get medical help or contact a Poison Control center right away

Alcohol

Directions

clean the affected area

may be covered with a sterile bandage
apply wipe to affeted are 1 to 3 times daily
discard wipe after single use

Alcohol

Other information
e store at roomtemperature 159%t0 259 C (59 9to 779 F)
¢ do notuse if packet is torn or opened

Alcohol
Inactive ingredient

water

Alcojol
Questions

1-800-430-5490

Hydrocortisone
Active ingredient (in each gram)

Hydrocortisone acetate (equivalent to Hydrocortisone 1%)

Hydrocortisone
Purpose

Anti-itch cream

Hydrocortisone
Uses
e for the temporary relief of itching associated with minor skin irritations and rashes

Hydrocortisone
Warnings

For external use only



Ask a doctor before use
e if you are using any other hydrocortisone product

When using the product
¢ avoid contact with eyes
¢ do notbegin use of any other hydrocortisone product unless you have consulted a doctor
¢ do not use for the treatment of diaper rash

Stop use and ask a doctor if
¢ condition worsens
e condition persists for more than 7 days
e condition clears up and recurs within a few days

Keep out of reach of children

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

Hydrocortisone

Directions

adults and children 2 years and older:

clean the affected area

apply to the area not more than 3 to 4 times daily
children under 2 years of age: consult a doctor

Hydrocortisone
Other information
e store at room temperature (do not freeze)

Hydrocortisone
Inactive ingredients

cetyl alcohol, citric acid, diazolidinyl urea, edetate disodium, glycerin, glyceryl monostearate,
methylparaben, mineral oil, polyethylene glycol, propylene glycol, propylparaben, purified water,
stearic acid, trolamine

Hydrocortisone
Questions or comments?

1-800-430-5490

BZK
Active ingredient

Benzalkonium chloride 0.13% w/v

BZK
Purpose

First aid antiseptic



BZK
Uses

Antiseptic cleansing of face, hands, and body without soap and water

BZK
Warnings

For external use only

Do notuse

inthe eyes or over large areas of the body

on mucous membranes

onirritated skin

in case of deep puncture wounds, animal bites or serious burns, consult a doctor
longer than 1 week unless directed by a doctor

Stop use and ask a doctor if
e if irritation, redness or other symptoms develop
e the condition persists or gets worse

Keep out of reach of children

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

BZK
Directions

e tear open packet and use as a washcloth

BZK

Other information

e store at room temperature 159 to 30 9 C (59 0 - 86 O F)
® do notreuse towelette

BZK
Inactive ingredient

water

BZK
Questions

1-800-430-5490

4129
SF00004226 Kit Contents

1 AMMONIA INHALANTS 10 PER
1 EYE DRESS PKT W/4 ADH STRIPS
1 TRIANGULAR BDG, NON-STERILE



1 INSTANT COLD PACK 4" X 6"

1 ALCOHOL PREP PADS 10P

1 HYDROCORTISON,1.0%,1/32 OZ,10P
1 RESPONSE KIT BLOODBORNE PATHOG
1 SCISSOR BDGE 4" RED PLS HDL

1 BANDAGE COMP 2" W/TELFA PAD 4
1 BANDAGE COMP 4" W/TELFA PAD 1
LBL STOCK 6-3/8"X4"

LBL STOCK 4"X2-7/8"

1 LBL STOCK 3"x1-7/8"

1 PR LRG NITRILE GLVES ZIP BAG
11" X 3" PLASTIC BANDS 16/BAG

1 KIT STL 24 UN WHITE 01

1 PVP IODINE SWABS 10

1 STING Relief SWAB 10

1 PYRO-CAINE AERO 2/BX

1 RED BIO BAGS 2/BX

1 FACE MASK/EYE SHIELD

1 LIQD TRTMNT SYS 1 EA

1 DISP. TOWEL/WIPES 2EA

1 IMPERVIOUS GOWN 1 EA

Ammonia
Principal Display Panel
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Drug Facts

Active ingredient (in each ampoule)

Purpose
Ammaonia 15%. ... ........... Respiratory stimulant

Use toprevent or treat fainting

Wamings
For external useonly

Do notuse if you have breathing problems such as asthma or emphysema

Stop use and aska doctorif condition persists.

Keep out of reach of children. If swallowed, get medical help or contact a Poison Contral Center right
away.

Directions

+ hold inhalant away from face and crush ampoule between thumb and forefinger
at position indicated on sleeve.

+ hold near nostrils forinhalation of wolatile vapor

Other information store at rom tem perature away from light

Inactive ingredients alcohol USP, FD&C red #40, lavender oil, lemon oil, nutmeg oil, purified water

Questions or comments?  1-800-430-5490

1-7/8"
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PVP
Principal Display Panel

Active ingredient (in eachswa

b)
Pavidone-iodine 10% (equivalent to 1% titratable indine)

Purpose
First aid antiseptic

Use first aid to help prevent infection in minor cuts, scrapes and burms

Donotuse -inor nearthe eyes - over large areasof thebody « on indvidualswha are alergic or serslive o loding
Ask a doctor before useif youhave - deep or puncture wounds

-+ animal bites

« serious burns

saturate tip and apply solution to injury.

+ may be covered with a sterile bandage

- do not use if package is torn or open

When using this product do not use longer than one week unless directed by a doctor

Stop useand ask adoctorif - condition persists or gets worse - irritation or redness develops

Keep out of reach of children. T swal Dﬁ get medical help orcontacta Poison Control Center night away.
Directions  Reverse cardboard sleeve, then crush atdot between thumb and forefinger. Allow solution to

-cleanthe affectedares - apply to affected area 1to 3 times daily

- discard swab after single use

Other information - store at room temperature away from light - keep from freezing or excessive heat

Inactiveingredients citric acid, disodium phosphate, nonoxynol 9, sodium hydroxide, water.

Sting Relief
Principal Display Panel
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Drug Facts (continued) i i [Drug Facts
Directions

“dean e affectecares  applyto afected area T to3 times dlly ALCOHOL PREPS e i -
*may be covered with a sterile bandage - discard wipe after single e Isopropyl Alcohol — s

I 0 )| Uses first aid to help prevent infection in m\nur(uts. scrapes, and burns,
Other information First Aid Antiseptic
- store at room temperature 15° to 25° C(59° to 77°F)
« donot use if package is torn or open
Distributed by T Inactive ingredient __ water

Honeywell Safety Questions? _1-800-430-5490 Honeywe“

Products USA, Inc. = 7 :
Smithfield, RI 02817 gvgizi\"’g:!r’::ss Available i Shop vesand consalt 3 doctar I condion e et o gt waree
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Warnings

Forextenaluseon

Flammable, keepawayfmmﬁremﬂame

Donotuse -inor neartheeyes - over large areas of the body
Aska doctor before useif youhave

- deep or puncture wounds - animal bites - serious burns i S
When using this product o not use longerthan one week unless drecied
by adoctor o fct
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Itching and Rashes

Hydrocortisone 1%

144 Packets
Net Wt 1/32 oz (0.9 g) each
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Drug Facts
Active Ingradient Purpase
Brnmbmnium chinrids 013 3% why First aid antizeptic
Uses @ antiseptic cleaning of face, hands and body without soap and waler.  ® airdriesin seconds
:&m s anly

‘When using this product  ® do notusein the svesor apply overlamge ares of {he body

Agk a docher balera use  ® |ncaseof deep or puncium wounds. animal bibes, orserious bums

Stop use and consult a dector i
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Dometuse  ®longer than L week unkes directed by doclor
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Questions or comments 1-800-4 30-5480

4129 Kit Label
SF00004226




First Aid =

Distributed by Honeywell Safety Products USA, Inc Smithfield, RI 02917

4129 FIRST AID KIT
4129 first aid kit kit

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:0498-4129
Packaging

# Item Code Package Description Marketing Start Date =~ Marketing End Date
1 NDC:0498-4129-01 1in 1KIT; Type 0: Not a Combination Product 10/18/2018

Quantity of Parts

Part # Package Quantity Total Product Quantity
Part1l 10 PACKET 9¢g

Part2 10 AMPULE 3 mL

Part3 2 CAN 28.4¢g

Part4 10 POUCH 4 mL

Part5 10 POUCH 3 mL

Part6 4 PACKET 5.6 mL

Part7 10 POUCH 4 mL

Part8 10 PACKET 9¢g



Part 1 of 8
HYDROCORTISONE

anti-itch cream

Product Information
Item Code (Source) NDC:0498-0801

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
HYDRO CORTISONE ACETATE (UNI: 3X7931PO74) (HYDROCORTISONE - HYDROCORTISONE 1g
UNILEWI4X0 X7BPJ) ACETATE in 100 g
Inactive Ingredients
Ingredient Name Strength

LIGHT MINERAL OIL (UNII: N6 K5787QVP)

CETYL ALCOHOL (UNIL: 936JST6JCN)
METHYLPARABEN (UNII: A2I8 C7HI9T)

EDETATE DISODIUM (UNII: 7FLD9 1C86K)
GLYCERYL MONOSTEARATE (UNII: 2300U9 XXE4)
TROLAMINE (UNI: 903K93S3TK)
PROPYLPARABEN (UNIL: Z81X2SC10H)

WATER (UNII: 059QF0KOOR)

POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQ0SDW1A)
PROPYLENE GLYCOL (UNI: 6DC9Q167V3)
STEARIC ACID (UNIL: 4ELV7Z65AP)

DIAZOLIDINYL UREA (UNI: HSRIZ3MPW4)

CITRIC ACID MONOHYDRATE (UNII: 296 8 PHW8 QP)
GLYCERIN (UNII: PDC6A3C00X)

Packaging
# Item Code Package Description Marketing Start Date  Marketing End Date
1 0.9 gin 1 PACKET; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part348 03/06/2013



Part2 of 8
AMMONIA INHALENT

ammonia inhalent inhalant

Product Information
Item Code (Source) NDC:0498-3334

Route of Administration RESPIRATORY (INHALATION)

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AMMO NIA (UNIL: 5138Q19F1X) (AMMONIA - UNII:5138 Q19 F1X) AMMONIA 0.045¢g in 0.3 mL
Inactive Ingredients
Ingredient Name Strength

ALCOHOL (UNIL: 3K9958V90M)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:0498-3334-00 0.3 mL in 1 AMPULE; Type 0: Nota Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date
unapproved drug other 09/18/2018

Part 3 of 8
PYROCAINE BURN

benzocaine, benzethonium chloride aerosol, spray

Product Information
Item Code (Source) NDC:0498-0011

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
BENZ O CAINE (UNIL U3RS Y48JW5) (BENZOCAINE - UNILU3RS Y48JW5) BENZOCAINE 20 g in100 g



BENZETHO NIUM CHL O RIDE (UNII: PH41D05744) (BENZETHONIUM - BENZETHONIUM 0.2g
UNIL:1VU15B70BP) CHLORIDE in 100 g

Inactive Ingredients

Ingredient Name Strength
1,1,3-TRI(3-TERT-BUTYL-4-HYDRO XY-6-METHYLPHENYL) BUTANE (UNI: BE6E9 OO0 XJN)
ISOBUTANE (UNII: BXR49TP611)
1,1,3-TRIS(2-CHLORO ETHO XY) PROPANE (UNII: 4FEX9N888E)
DIPROPYLENE GLYCOL (UNII: EI07L85C40)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:0498-0011-77 14.2 gin 1 CAN; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part348 01/01/2018

Part 4 of 8
STING RELIEF PAD

ethyl alcohol, lidocaine swab

Product Information
Item Code (Source) NDC:0498-0733

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNI:3K9958V90M) ALCOHOL 0151?111
LIDO CAINE HYDRO CHLORIDE (UNII: V13007Z41A) (LIDOCAINE - LIDOCAINE HYDROCHLORIDE 20 mg
UNII:98P1200987) ANHYDROUS in 1mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIE: 059 QFOKOOR)
MENTHOL (UNI: L7T10EIP3A)
BENZALKO NIUM CHL O RIDE (UNT: F5SUM2KM3W?7)



Packaging
# Item Code Package Description

1 NDC:0498-0733-00 0.4 mL in 1 POUCH; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation

OTC monograph not final part348

Part 5 of 8
PVP IODINE WIPE

povidone-iodine 10% swab

Product Information
Item Code (Source) NDC:0498-0121

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
PO VIDO NE-IODINE (UNIL: 85 HOHZU99 M) (IODINE - UNI:96 79TC07X4)

Inactive Ingredients

Ingredient Name
NONOXYNOL-9 (UNIL: 48Q180SHST)
WATER (UNIL: 059QF0KOOR)

Packaging
# Item Code Package Description

1 NDC:0498-0121-00 0.3 mL in 1 POUCH; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation

unapproved drug other

Part 6 of 8
ANTISEPTIC TOWELETTE

Marketing Start Date Marketing End Date

Marketing Start Date Marketing End Date
12/23/2017

Basis of Strength Strength
IODINE 10 mg in 1 mL
Strength

Marketing Start Date Marketing End Date

Marketing Start Date  Marketing End Date

09/18/2018



benzalkonium chloride liquid

Product Information
Item Code (Source) NDC:0498-0501

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

BENZALKO NIUM CHLORIDE (UNI: FSUM2KM3W?7) (BENZALKONIUM -
UNIL:7N6JUD5X6Y)

Inactive Ingredients
Ingredient Name
WATER (UNIE: 059 QFOKOOR)

Packaging
# Item Code Package Description
1 NDC:0498-0501-00 1.4 mL in 1 PACKET; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation
OTC monograph not final part333E

Part 7 of 8
ALCOHOL WIPE

isopropyl alcohol swab

Product Information
Item Code (Source) NDC:0498-0143

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

ISOPROPYL ALCOHOL (UNI: ND2M416302) (ISOPROPYL ALCOHOL -
UNIEND2M416302)

Basis of Strength Strength
BENZALKONIUM 1.3 mg
CHLORIDE in 1 mL

Strength

Marketing Start Date Marketing End Date

Marketing Start Date

12/21/2017

Basis of Strength

ISOPROPYL
ALCOHOL

Marketing End Date

Strength

0.7 mL in 1 mL



Inactive Ingredients

Ingredient Name
WATER (UNIL: 059QF0KOOR)

Packaging
# Item Code Package Description
1 NDC:0498-0143-04 0.4 mL in 1 POUCH; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation
OTC monograph not final part333A

Part 8 of 8
HYDROCORTISONE

anti-itch cream ointment

Product Information
Item Code (Source) NDC:0498-0800

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name

HYDRO CORTISONE ACETATE (UNII: 3X7931PO74) (HYDROCORTISONE -
UNIEWI4X0 X7BPJ)

Inactive Ingredients
Ingredient Name
LIGHT MINERAL OIL (UNIE: N6K5787QVP)
CETYL ALCOHOL (UNIE: 936JST6JCN)
METHYLPARABEN (UNIL: A218 C7HI9T)
EDETATE DISO DIUM (UNII: 7FLD9 1C86K)
GLYCERYL MONOSTEARATE (UNII: 230 0U9 XXE4)
TROLAMINE (UNIE: 9O3K93S3TK)
PROPYLPARABEN (UNII: Z81X2SC10H)
WATER (UNIE 059 QFOKOOR)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQ0SDW1A)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
STEARIC ACID (UNIE: 4ELV7Z65AP)
DIAZOLIDINYL UREA (UNI: HSRIZ3MPW4)

Strength

Marketing Start Date Marketing End Date

Marketing Start Date Marketing End Date

09/18/2018

Basis of Strength

HYDROCORTISONE
ACETATE

Strength

lg
in 100 g

Strength



CITRIC ACID MONOHYDRATE (UNII: 2968 PHW8 QP)
GLYCERIN (UNIl: PDC6A3C00X)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:0498-0800-34 0.9 gin 1 PACKET; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part348 03/06/2013 10/15/2019

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
unapproved drug other 10/18/2018

Labeler - Honeywell Safety Products USA, INC (079287321)

Establishment
Name Address ID/FEI Business Operations
James Alexander 040756421 manufacture(0498-3334)
Establishment
Name Address ID/FEI Business Operations
Honeywell Safety Products USA, INC 079287321 pack(0498-4129)
Establishment
Name Address ID/FEI Business Operations
Dixon Investments 115315822 manufacture(0498-0011)
Establishment
Name Address ID/FEI Business Operations
Water-Jel Technologies 155522589 manufacture(0498-0800, 0498-0801)
Establishment
Name Address ID/FEI Business Operations
Chanzhou Maokang Medical 421317073 manufacture(0498-0143, 0498-0501)
Establishment
Name Address ID/FEI Business Operations

Sion Medical Biotext 532775194 manufacture(0498-0121)



Safetec of America Inc 874965262 manufacture(0498-0733)

Revised: 10/2019 Honeywell Safety Products USA, INC
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