JUSTHUMAN 24 HOUR PROTECTION FOAM HAND SANITIZER- benzalkonium
chloride solution
Swanrose Inc.

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.

ACTIVE INGREDIENT
Benzalkonium Chloride 0.13%.........cccovevveninnnnen. Antiseptic

Purpose

Antiseptic

USES:
For handwashing to decrease bacteria on the skin that can potentially cause disease.

Recommended for repeated use.

WARNINGS
e FOR EXTERNAL USE ONLY
e DO NOT USE IN THE EYES

WHEN USING THS PRODUCT:
e Avoid contact with the eyes. In case of eye contact, flush eyes with water.

STOP USE AND ASK A DOCTOR IF:
e Rash or irritation develops and lasts more than 24 hrs.

KEEP OUT OF REACH OF CHILDREN:
e |f swallowed, get medical help or contact a Poison Control Center immediately.

DIRECTIONS:

e Apply liberally to the hands and gently rub until dry. Just Human Hand Sanitizer will
remain active on hands up to 24 hours - even after normal activity and washing
hands.

INACTIVE INGREDIENTS:

Fragrance, Silica Complex 3-(Trimethoxysilyl) Propyl Dimethyl Octadecyl Ammonium



Chloride, W ater

OTHER INFORMATION:
Store at temperature 68°F to 86°F (20° to 30°C)
Advanced Antiseptic \ Skin Freindly \ Alcohol-Free Hand Sanitizer

FOR QUESTIONS:
Call +1(323-868-3394

24 Hour
Protection
IFoam Hand
Sanitizer.

Kills 99,9% of germs
and viruses

Stay protected with just
one use per day
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JUSTHUMAN HAND SANITIZER

DRUG FACTS

ACTIVE INGREDIENT Purpose
Benzalkonium Chioride 0.13% Antiseptic
USES:

For handwashing to decrease bacteria on the skin that can potentially
cause diseases, Recommended for repeated use,

WARNINGS | FOR EXTERNAL USE ONLY | DO NOT USE IN THE EYES

'WHEN USING THIS PRODUCT;

Avoid contact with the eyes, In case of eye contact, flush eyes with water,
STOP USE AND ASK A DOCTOR IF:

Rash or iritation develops and lasts more than 24 hrs,

KEEP OUT OF REACH OF CHILDREN:

If swellowed, get medical help or contact a Poison Contro| Center immediately,

DIRECTIONS:
Apply Biberally w0 the hands and gently rub unfil dry Just Human Hand Sanitizer will
remain active on hands up to 24 hours - even after normal activity and washing hands.

INACTIVE INGREDIENTS:
Fragrance, Silica Complex 3 - (Trimethoxysilyl) Propyl Dimethyl Octadecyl
Ammanium Chioride, Water

OTHER INFORMATION: Store at room temperature 68°F to 86°F (20° 10 30°C),
Advanced Antiseptic | Skin Friendly | AlcohoMFree Hand Sanitizer,

FOR QUESTIONS: Call +1{323)-868-3394

MANUFACTURED AND DISTRIBUTED BY:
SwanRose Inc. 751 M. Spaulding Avenue,
Los Angeles, CA 80046

MADE
IN USA
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JUSTHUMAN HAND SANITIZER

ACTIVE INGREDIENT Purpose
Benzalkonium Chioride 0.13% Antiseptic

USES:
For handwashing to decrease bacteria on the skin that can potentially
cause diseases, Recommended for repeated use,

WARNINGS | FOR EXTERNAL USE ONLY | DO NOT USE IN THE EYES

WHEN USING THIS PRODUCT:

Avoid contact with the eyes. In case of eye contact, flush eyes with water,
STOP USE AND ASK A DOCTOR IF:

Rash or irritation develops and lasts more than 24 hrs,

KEEP OUT OF REACH OF CHILDREN:

I swallowed, get medical help or contact a Poison Control Center immediately,

DIRECTIONS:
Apply liberally o the hands and gently rub until dry. Just Human Hand Sanitizer will
remain active on hands up o 24 hours - even after normal activity and washing hands.

INACTIVE INGREDIENTS:
Fragrance, Silica Complex 3 - (Trimethoxysilyl) Propyl Dimethyl Octadecyl
Ammonium Chloride, Water,

OTHER INFORMATIOM: Store at room temperature 68°F to 86°F (20° to 30°C).
Advanced Antiseptic | Skin Friendly | AlcoholFree Hand Sanitizer,

FOR QUESTIONS: Call +1(323)-868-3394

MANUFACTURED AND DISTRIBUTED BY: e
SwanRose Inc. 751 M. Spaulding Avenue, IN USA
Los Angeles, CA 90046




: 24 Hour
@ Protection
@ FFoam Hand
u Sanitizer.
Kills 99.9% of germs
and viruses

Stay protected with just
one use per day

40z

JUSTHUMAN HAND SANITIZER

DRUG FACTS

ACTIVE INGREDIENT Purpose
Benzalkonium Chloride 0.13% Antiseptic
USES:

For handwashing to decrease bacteria on the skin that can potentially
cause diseases. Recommended for repeated use.

WARNINGS | FOR EXTERNAL USE ONLY | DO NOT USE IN THE EYES

WHEN USING THIS PRODUCT:

Avoid contact with the eyes, In case of eye contact, flush eyes with water,
STOP USE AND ASK A DOCTOR IF:

Rash or irritation develops and lasts more than 24 hrs.

KEEP OUT OF REACH OF CHILDREN:

If swallowed, get medical help or contact a Poisen Control Center immediately.

DIRECTIONS:
Apply liberally to the hands and gently rub until dry, Just Human Hand Sanitizer will
remain active on hands up to 24 hours- even after normal activity and washing hands.

INACTIVE INGREDIENTS:
Fragrance, Silica Complex 3 - (Trimethoxysilyl) Propyl Dimethyl Octadecyl
Ammeonium Chloride, Water,

OTHER INFORMATION: Store at room temperature 68°F to 86°F (20 to 30°C).
Advanced Antiseptic | Skin Friendly | Alcohok-Free Hand Sanitizer,

FOR QUESTIONS: Call +1{323)-868-3354

MANUFACTURED AND DISTRIBUTED BY:
SwanRose Inc, 751 N, Spaulding Avenue,
Los Angeles, CA 90046

MADE
IN USA
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JUSTHUMAN HAND SANITIZER

ACTIVE INGREDIENT Purpose
Benzalkonium Chioride 0.13% Antiseptic

USES:
For handwashing to decrease bacteria on the skin that can potentially
cause diseases. Recommended for repeated use.

WARNINGS | FOR EXTERNAL USE ONLY | DO NOT USE IN THE EYES

WHEN USING THIS PRODUCT:

Avoid contact with the eyes. In case of eye contact, flush eyes with water.
STOP USE AND ASK A DOCTOR IF:

Rash or imritation develops and lasts more than 24 hrs.

KEEP OUT OF REACH OF CHILDREN:

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

DIRECTIONS:
Apply liberally to the hands and gently rub until dry, Just Human Hand Sanitizer wil
remain active on hands up to 24 hours - even after normal activity and washing hands.

INACTIVE INGREDIENTS:
Fragrance, Silica Complex 3 - (Trimethoxysilyl) Propyl Dimethyl Octadecyl
Ammonium Chloride, Water,

OTHER INFORMATION: Store at room temperature 68°F to 86°F (20° to 30°C).
Advanced Antiseptic | Skin Friendly | Alcohol-Free Hand Sanitizer.

FOR QUESTIONS: Call +1(323)-866-3394

MANUFACTURED AND DISTRIBUTED BY:

: MADE
SwanRose Inc. 751 N, Spaulding Avenue, IN USA
Los Angeles, CA 90046
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JUSTHUMAN HAND SANITIZER

DRUG FACTS

ACTIVE INGREDIENT Purpose
Benzatkonium Chionde 0125% Antiseplic
USES:

For handwashing to decrease bacterla on the skin that can potentially
cause diseases, Recommended for repeated use.

WARNINGS | FOR EXTERNAL USE ONLY | DO NOT USE IN THE EYES

'WHEN USING THIS PRODUCT:

Awoid contact with the eyes, [n case of eye contact, flush eyes with water,
STOP USE AND ASK A DOCTOR IF:

Rash or iftation develops and lasts mors than 24 s,

KEEP OUT OF REACH OF CHELDREN:

I sweljewad, get medical helo or contact 2 Paisen Control Center immediately,

DHRECTIONS:
Apoly Faerally 1o the hands and gerdy rub until éog Just Human Hared Sanitzer will
seermiai e o Fands upto 24 howrs - even afer nomal activity and washing hands.

IKACTIVE INGREDIENTS:
Fragrance, Silica Complex 3 - {Temethoeysibd) Propd Dimethy| Detadecd
Ammonium Chlodde, Water,

OTHER INFORMATION: Stare &t reom temperatins 88°F to B6°F (207 to 30°C)
Advanced Antiseptic | Skin Friendly | AloshoMree Hand Sanitizer.

FOR QUESTIONS: Call - 1{323)-868-3124

MANUFACTURED AND DISTRIBUTED BY:
SwanRose Inc. 751 W Spaubding Avenue,
Los Angeles, CA 80046

MADE IN USA
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JUSTHUMAN HAND SANITIZER

DAUG FACTS

ACTIVE INGREDIENT Purpose
Benzatkoniom Chiaride 013% Antizegtic

USES:
For handwashing to decrease bacteria on the skin that can potentially
cause diseases, Recommended for repeated use,

WARNINGS | FOR EXTERNAL USE ONLY | DO NOT USE IN THE EYES

WHEN USING THIS PRODUCT;

#void contact with the eyes, (n case of eye contact, flush eyes with water,
STOP USE AND ASK A DOCTOR IF:

Rash or imitation develops and lasts more than 24 hrs.

KEEP OUT DF REACH OF CHILDREN:

I swallowed, get madical help or contact a Poison Conlrol Canter immediately.

DERECTIONS:
Apply Bbarally o the hands and pently rab umtil drg lust Human Hand Sanitizer will
remain aciive om hands up to 24 hours -even afier nomal activity and washing hands.

INACTIVE INGREDIENTS:
Fragrance, Silica Complex 3 - {Trimethoxysild) Propyl Dimethyl Octadecyl
Ammonium Chlosida, Water,

OTHER |NFORMATION: Store et roam temperatuns 68°F to 88°F (20 to 30°T),
Advanced Antiseptic | Skin Friendly | Alcohol-Fres Hand Sanitizer.

FOR QUESTIONS: Call +1(323}-868-3304

MANUFACTURED AND DISTRIBUTED BY:
SwanRose Inc. 751 W Spaulding Avenus,
Los Angeles, CA 30046

MADE IN USA
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24 Hour Protection Foam Hand Sanitizer.
Kills 99.9% of germs and viruses | Stay protected with just one use per day
JUSTHUMAN HAND SANITIZER

USES: For handwashing to decrease bacteria on the skin that can potentially cause diseases, Recommended for repeated use. WHEN USING THIS PRODUCT: Avoid
contact with the eyes, In case of eye contact, flush eyes with water, STOP USE AND ASK A DOCTOR IF: Rash or irtitation develops and lasts more than 24 hrs,
KEEP OUT OF REACH OF CHILDREN: If swallowed, get medical help or contact a Poison Control Center immediately. DIRECTIONS: Apply liberally to the hands and
gently rub until dry. Just Human Hand Sanitizer will remain active on hands up to 24 hours - even after normal activity and washing hands, INACTIVE INGREDIENTS:
Fragrance, Silica Complex 3 - (Trimethoxysilyl) Propyl Dimethyl Octadecyl Ammonium Chloride, Water, OTHER INFORMATION: Store at room temperature 68°F to B6°F
(20° to 30°C). FOR QUESTIONS: Call +1(323)-868-3394
Advanced Antiseptic | Skin Friendly | Alcohol-Free Hand Sanitizer. WARNINGS | FOR EXTERNAL USE ONLY | DO NOT USE IN THE EYES DO NOT USE IN THE EYES

MANUFACTURED AND DISTRIBUTED BY:
SwanRose Inc. 751 N, Spaulding Avenue,
Los Angeles, CA 90046

Active Ingredient Purpose
Benzalkonium Chlaride 013% Antiseptic

MADE
IN USA

human

24 Hour Protection Foam Hand Sanitizer.

Kills 99.9% of germs and viruses | Stay protected with just one use per day

JUSTHUMAN HAND SANITIZER

USES: For handwashing to decrease bacteria on the skin that can potentially cause diseases. Recommended for repeated use. WHEN USING THIS PRODUCT: Avoid
contact with the eyes. In case of eye contact, flush eyes with water, STOP USE AND ASK A DOCTOR IF: Rash or irritation develops and lasts more than 24 hrs.
KEEP OUT OF REACH OF CHILDREN: If swallowed, get medical help or contact a Poison Control Center immediately. DIRECTIONS: Apply liberally to the hands and
gently rub until dry. Just Human Hand Sanitizer will remain active on hands up to 24 hours - even after normal activity and washing hands. INACTIVE INGRED|ENTS:
Fragrance, Silica Complex 3 - (Trimethoxysilyl) Propyl Dimethyl Octadecyl Ammonium Chloride, Water. OTHER INFORMATION: Store at room temperature 68°F to 86°F
{20° 10 30°C). FOR QUESTIONS: Call +1{323)-868-3394
Advanced Antiseptic | Skin Friendly | Alcohol-Free Hand Sanitizer. WARNINGS | FOR EXTERNAL USE ONLY | DO NOT USE IN THE EYES DO NOT USE IN THE EYES

: : MANUFACTURED AND DISTRIBUTED BY:
el el onlasi SwanRose Inc. 751 N, Spaulding Avenue
Benzalkonium Chloride 013% Antiseptic L g '

Los Angeles, CA 90046
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JUST HUMAN HAND SANITIZER
24 Hour s 24 Hour
7 . 5 .
4 Protection e waneoEn Pucs ® Protection
b Benzalkonfum Chioride 0.13% Antiseptic A
® Foam Hand — ® Foam Hand
3 e . : e
8 For handwashing to decrease bacteria an the skin that can potentially cause a n
Sanltlz"r' diseases. Recommended fo repeated use. S‘lnltlz"r'
Kills 99.9% of germs WARNINGS | FOR EXTERNAL USE ONLY | DO NOT USE IN THE EYES Kills 99.9% of germs
and viruses WHEN USING THIS PRODUCT: and viruses
Stay protected with just STOP USEAND ASKA DOCTOR IF: Stay protected with just
one use per day Rash o initation develops and lasts mare than 24 hrs. one use per day
—_— KEEP OUT OF REACH OF CHILDREN: _—————
OneGallon I swallowed, get medical help or contact a Poison Control Center immediatey, OneGallon
DIRECTIONS:
ol iberally m iz vil
INACTIVE INGREDIENTS:
Fragrance Slica Complex3- (Fmethorys i A
Chloride, Water.
'OTHER INFORMATION: Store at room temperature 68°F to 86°F (20° to 30°C).
Advanced Antiseptic | Skin Friendly | Alcohol-Free Hand Sanitizer,
FOR QUESTIONS: Call +1(323)-866-3394

MANUFACTURED AND DISTRIBUTED BY:
‘SwanRose Inc. 751 N. Spaulding Avenue,
Los Angeles, CA 90046

MADE IN USA

JUST HUMAN HAND SANITIZER
24 Hour s 214 Hour
Protection Protection
Foam IHand
anitizer.

OneGallon ¢ ‘ o1 imme OneGallon

MANUFACTURED AND DISTRIBUTED.
1 . Spaulding Avent




JUSTHUMAN 24 HOUR PROTECTION FOAM HAND SANITIZER

benzalkonium chloride solution

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:78287-250
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BENZALKONIUM CHLORIDE (UNII: FSUM2KM3W7) (BENZ ALKONIUM - BENZ ALKONIUM 0.13 kg
UNII: 7N6JUD5X6Y) CHLORIDE in 1 kg

Inactive Ingredients

Ingredient Name Strength
DIMETHYLOCTADECYL(3-(TRIMETHOXYSILYL)PROPYL)AMMONIUM CHLORIDE (UNIl: 1IQ36085WQ4)
WATER (UNII: 059QF0OKOO0R)

Packaging
# Item Code Package Description Marketing| Start,  Marketing/ End
Date Date
NDC:78287- 0.06 kg in 1 BOTTLE, PUMP; Type 0: Not a
1 250-01 Combination Product 2EE 2020
NDC:78287- 0.120 kg in 1 BOTTLE, PUMP; Type 0: Not a
2 250-02 Combination Product 12/18/2020
NDC:78287- 0.240 kg in 1 BOTTLE, PUMP; Type 0: Not a
3 25003 Combination Product AAEERAY
NDC:78287- 0.01 kg in 1 PACKET; Type 0: Not a Combination
4 250-04 Product 12/18/2020
NDC:78287- 0.240 kg in 1 BOTTLE; Type 0: Not a Combination
3 250-05 Product DAL AV
NDC:78287- 3.785 kg in 1 JUG; Type 0: Not a Combination
® 250-06 Product 02/18/2021
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ngaCI monograph not 43334 12/18/2020
Labeler - swanrose Inc. (117523391)
Establishment
Name Address ID/FEI Business Operations

SmartScience Laboratories, Inc 035907919 manufacture(78287-250)
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