HAND SANITIZER GEL- ethyl alcohol gel
SPIRIT PHARMACEUTICALS LLC

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.

HAND SANITIZER gel

Drug Facts

Active ingredient
Ethyl alcohol 70%

Purpose

Antiseptic

Uses

* hand sanitizer to help reduce bacteria on the skin that potentially can cause disease
* recommend for repeated use

Warnings

For external use only. Flammable. Keep away from heat and flame.
Do not use ¢ in children less than 2 months of age
* 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 appears and lasts. 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

o Place enough product on hands to cover all surfaces. Rub hands together until
dry.

e Children under 6 years of age should be supervised when using this product



Other Information

* Store between 15°-30°C (59°86°F)
* Avoid freezing and excessive heat above 40°C (104°F)
* may discolor certain fabrics or surfaces

Inactive ingredients

carbomer, fragrance, glycerin, hydrogen peroxide, propylene glycol, tocopheryl acetate,
triethanolamine, water

Questions or comments?
1-888-333-9792

PRINCIPAL DISPLAY PANEL
HAND-SANITIZER GEL
EFFECTIVELY KILLS 99.9% OF THE
MOST COMMON GERMS/ BACTERIA
70%

ALCOHOL CONTENT

WITH

VITAMIN E & MOISTURIZERS
PLEASANT FRAGRANCE

STAY PROTECTED

65 ml/ 75 ml/ 150 ml/ 250 ml/ 500 ml/ 1000 ml (REFILL PACK) / 2000 ml (REFILL
PACK) / 4000 ml (REFILL PACK)
MODD



Active ingredient Purpose
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Uses m hand sanitizer to help reduce bacteria on the skin that potentially
can cause disease m recommend for repeated use

Warnings

For external use only. Flammable. Keep away from heat and flame.

Do notuse min children less than 2 months of age

m on open skin wounds

When using this product m 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 appears and lasts. 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 w Place enough product on hands to cover all surfaces.
Rub hands together until dry. m Children under 6 years of age should be
supervised when using this product

Other information w Store between 15>-30°C (59°-86°F)

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

m may discolor certain fabrics or surfaces

Inactive fngredienrs carbomer, fragrance, glycerin, hydrogen
10 Cameron Road, Seven Kings

peroxide, propyleng glycol, tocopheryl acetate, frigthanolamine, water
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HAND SANITIZER GEL

EFFECTIVELY KILLS 99.9% OF THE
MOST COMMON GERMS / BACTERIA

70%
ALCOHOL CONTENT

WITH
VITAMIN E & MOISTURIZERS

PLEASANT FRAGRANCE

STAY PROTECTED
2.19FL.0Z. (65 ml)
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HAND SANITIZER GEL
EFFECTIVELY KILLS 99.9% OF THE

MOST COMMON GERMS / BACTERIA

70%
ALCOHOL CONTENT

WITH
VITAMIN E & MOISTURIZERS

PLEASANT FRAGRANCE
STAY PROTECTED
2.53 FL.OZ. (75ml)
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HAND SANITIZER GEL

Retve ingrecien
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Uses  mtand sanitizur to help raduce Bacharia on the skin that potentially

rﬁma diseass W recommend for nepeated use

For external use only. Flammatile, Keep away from heai and flame.
Dw not uge W in children less fhan 2 monéh of age
Won apen skin wounds
Whan using this product W keep ot of gyes, e3rs and mouth. In case of
eontuct with ees, rinse eyes toroughly with water.
‘Stop use and ask a docker If irvitafion o rash appears and hsts, These may
be signs of 3 serious condition
Keep oul of reach of children, M swalowes, get medical halp or confact 2
Puison Control Canter right away.

(S W Flace enough product on hands 1o cover all surlaces
Posks hands sogether until dry. B Children urder 6 years of age should be
supenisad when using this produet

information mSuee setwesn 15°-30°C (59°-26°F)
W Ao freezing and enctssive et abowe 407G [104°
W mey diseclor certzin fabrics or sufaces
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Questions or comments? 1-ssk-333-4792
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HAND SANITIZER GEL

EFFECTIVELY KILLS 99.9%
OF THE MOST COMMON

GERMS / BACTERIA

70%

ALCOHOL CONTENT
WITH
VITAMIN E & MOISTURIZERS

PLEASANT FRAGRANCE

STAY PROTECTED |
5.07 FL.OZ. (150 ml) |

MOD@ |

Active ingredie nt Fumase\.

Ethoy| Aleonol TOU WV, v sns s e AT ISR

Uses  mhand sanitizer to help raducs bacteria on the |

skinthat potentially can cause dissase

mrecommend for repeated use |
]

For el usanly. Flammable. Kospawe o et |

and flame. |

Donotuse winchildren less than 2 months of age

mon open skin wounds |
When using this product  mkeep out of eves, sars and
maouth, In case of contact with ayes, rinse ayes |
tharoughly with water, |
Stop use and ask a doctor if imitation or rash appears

and lasts. Thesa may ba signs of a serious conditian, |
Keep out of reach of children. § swallowed, et medical

help or contact 3 Polsan Cortrol Camter right awsy.

Directions mFlace snough product on hands to |
cover all surfaces, Rub hands together until dry.

mChildren under 6 years of age should be suparvised |
when using this product

Other information |
m Store between 15°-30°C (58°-96°F) |
'3"5” freezing and excessive heat above 40°C |
[ | rrsayF] discolor cartain fabrics or surfaces |
Inactive ingredients carbomer, fragrance, |
alycarin, hydragen peroxide, propylens ghycol,
tocnphﬂry acetate, tristhanclamine, water |
Questions or comments?

1-888-133-0702 !

Manufaciured by: APL |

P.OBax TTT1, Ajman, UAE
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HAND SANITIZER GEL

EFFECTIVELY KILLS 99.9% OF THE
MOST COMMON GERMS / BACTERIA

ALCOHOL CONTENT
| WITH
. VITAMIN E & MOISTURIZERS

| PLEASANT FRAGRANCE

| STAY PROTECTED
| 8.45FL.0Z (250 m

MODG

Drug Facts

Active ingredient Pumase
Ethyl Alcohol 70% W....oo.oooveereseenr e ADISBPHE

Uses whand sanitizer to help reduce bacteria on the

skin that potentially can cause disease  m recommend for
repeated Lse

Warnings
For external use only. Flammable. Keep away from heat
and flame.

Do not use min children less than 2 months of age
m on open skin wounds

When using this product m keep out of eyes, ears and
mouth. In case of contact with eyes, nnseeyesmnmughl],r
with water.

Stop use and ask a doctor if irritation or rash appears and
lasts. These may be signs of & serious condition.

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

Directions w Place enough product on hands to cover

all surfaces. Rub hands together unil dlg.
m Children under 6 years of age should be supervised when
using this product

Other information  w Store batween 15°-30°C

(59°-86°F) m Avoid freezing and excessive heat above
40°C (104°F) - m may discolor certain fabrics or surfaces

Inactive ingredients cubomer, fragrance, glycerin,
hydrogen percxide, propylene glycal, tompher]d acetate,
triethanalamine, water

Questions or comments ? 1-888-333-9792

Manufactured by: APL Distributed By: |

F.0O.Box 7771, Ajman, UAE Spirit Pharmaceuticals, LLC I
Under License From Renkenkoma, NY 11779 |
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@

10 Cameron Read, Seven Kings
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Drug Facts

Active ingredient Purpose
Ethyl Bloohol 0% V. ..ore oo et s Antiseptic

Uses  whand sanitizer to help reduce bacteria on the skin
that potentially can cause disease  m recommend for repeated
use

Warmnings
Fm external use only. Flammable. Keep away from heat and
flame.

Donot use min children less than 2 months of age
W 0N open skin wounds

When using this product m keep out of eyes, sars and mouth.
In case of contact with eyes, rinse eyes thoroughly with water.
Stop use and ask a doctor if irritation or rash appears and lasts.
These may be signs of a serious condition.

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

-I’H'EEHDHS m Place enough product on hands to cover all

surfaces. Rub hands together until dry.
m Children under 6 years of age should be supervised when
using this product

Other information  wStore between 15°-30°C

59°-86°F) m Avoid freezing and excessive heat above 40°C
104°F) mmay discolor certain fabrics or surfaces

Inactive iﬂgrediem‘s carbomer, fragrance, glycerin,
hydrogen peroxide, propylena glycol, tocopheryl acetate,

triethanolamine, water

Questions or comments? 1-888-333-9792

Manufactured by: APL 2

F.0.Box 7771, Ajman, UAE Dls.I.ﬂhmm By ;

Under License From Spirit Pharmaceuticals, LLC
MODD PERFUMES & COSMETICS Ronkonkoma, NY 11779

10 Cameron Road, Seven Kings
London, 153 8LA

United Kingdom  pAa07.6 @ [H[
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91036 6 MADE IN U.A.E.
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HAND SANITIZER GEL
EFFECTIVELY KILLS 99.9% OF THE

MOST COMMON GERMS / BACTERIA

70%

ALCOHOL CONTENT
WITH
VITAMIN E & MOISTURIZERS

PLEASANT FRAGRANCE

STAY PROTECTED
16.9 FL.0Z. (500 ml)
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HAND SANITIZER GEL
EFFECTIVELY KILLS 9 OF THE

ST COMMON GERMS / BACTERIA

70%

ALCOHOL CONTENT
WITH
VITAMIN E & MOISTURIZERS

PLEASANT FRAGRANCE
STAY PROTECTED
33.8 FL.OZ. (1000 ml)

MODA@

HAND SANITIZER GEL

Drug Facls Drug Facts (continued)
Active ii mﬂ.‘m! Pumase Keep outof reach of childran. If swallowed,
Ethyl Alcohal 7084 wiv..... «.Antizaptic gﬂ medical halp or contact a Paison Contral

antar right away.

3
m hand =anitizer to help reduca bactaria on
tha skin that potantially can causa disease
m racommand Tor rapeated usa

Directions

m Placs anaugh product on hands to covar
all surfaces. Rub hands togathar until dry.

m Childran under & years of age should ba
supervised whan using this product

Wamings
For axtemal use Oll|¥i Fl ble. Keap
away from heat and flame.

Do not use
min children less than 2 months of aga
m on open skin wounds
"When using i product
m keep out of eyes, sars and mouth. In case
ofoonhmw e, rinsa ayss tharough-
Iy with watar.

Sin) ind ask a doetor i imitation ar

Other informalion

m Stora batween 15°-20°C (50°-08°F)

m Avoid fraezing and excessive heat above
40°T 51_ MR

m may discolor certain fabrics or surfacas

{F]
carbomar, fragranw Fbleenn hydragan
peroxida, propylana glycol, tacopha
avatats, tristhanolamine, water

a
raslq appaars and lasts. Thesa may be signs
Ufnsenuus condition. >

Questions or comments?
1-880-333-0702

Manufactured by: APL
P.0.Box 7771, Ajman, UAE
Under License From

MODD PERFUMES & COSMETICS
10 Cameron Road, Seven Kings
London, 1G3 BLA

United Kingdom

MADE N U,A.E.

Distributed By:

Spirit Pharmaceuticals, LLC
Ronkonkema, MY 11779
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70%
ALCOHOL CONTENT

WITH
VITAMIN E & MOISTURIZERS

PLEASANT FRAGRANCE
STAY PROTECTED
67.6 FL.OZ. (2000ml)
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HAND SANITIZER GEL
Brug Facts Drug Facts (continued)
Ethyl Kmén#?&‘l’ 5\?’ .............. sa’pii ;',‘;1'% el v?;\ﬁrn ot aison Conirl

Center right away.

Use.

] hand sanitizer to help reduce bacteria on
the skin that potentially can cause diseass

[ vscummsnd for repeated use

Directions

m Place enough product on hands to cover
all surfaces. Rub hands together until dry.

m Children under 6 years of age should be

supervised when using this product

Warnings
For external use only. F . Keep
umlrom heat and llaml

] In chl\d rsn lass than 2 months of age

W on open sk\nmun s

When using this pro

mkeep out of eyes, sars and mouth. In case
of contact with eyes, rinse eyes thorough-
Iy with water.

Other information

m Store between 15°-30°C (59°-86°F)

m Avoid freezing and excessive heat above
ACRC (104°

mmay discolor cartain fabrics or surfaces

Inactive ingredients
carbomer, fragrance, %‘ycarln hydrogen

Stop wse and ask a doctor if irritation or
rash appears and lasts. These may be signs
of a serious condition. >

peroxide, pmpy\anlg col tncnpnaryl
ate,

Questions or l:ammmrs?
1-888-333-0792

Manufactured by: APL

P.0.Box 7771, Ajman, UAE
Under Licanss Fram
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REFILL PACK REFILL PACK

HAND SANITIZER GEL

o Drug Facts Drug Faets (continued)
R e 1 ﬁ%ﬁ’?&ﬁ‘ﬁ'ﬂ"ﬂ?ﬂm &
B T T 1. - ——
mracommand for rapaated uss ncnnmnun&%‘r}?ﬁ e umt d o
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rl_ﬁm—m == 'm may discolor certaln fabrics o surfacas
o llma“%n B Bl o and mﬂf" I cam i mm lﬂ&n;m‘mgmdlmk“
70 /o 5, rinse By Hormughly mruwlau wmg& "mmrﬂr
m
ALCOHOL CONTENT Ippears and Bets. m“”"“'l”"’nﬂ'““m““l“. ﬂ'usnnns OF COMMBNE 7 14853239782

WITH
VITAMIN E & MOISTURIZERS P.0.Bow 771, Ao, UAE e EE @ # il

Lirater Licanaa From
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103605L83

Manufactured by: APL

MODa@l 135.2 FL.OZ. (4000 ml) MADEIN UAE. Pekaria A 58

HAND SANITIZER GEL
ethyl alcohol gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:68210-4075

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength

ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958V90M) ALCOHOL 70 mL in 100 mL

Inactive Ingredients
Ingredient Name Strength
CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNIl: 0ASMM307FC)
GLYCERIN (UNII: PDC6A3C00X)
HYDROGEN PEROXIDE (UNIl: BBX060AN9V)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
.ALPHA.-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)
TROLAMINE (UNIl: 903K93S3TK)



Packaging
# Item Code

NDC:68210-
4075-6

NDC:68210-
4075-3

NDC:68210-
4075-1

NDC:68210-
4075-2

NDC:68210-
4075-5

NDC:68210-
4075-8

NDC:68210-
4075-7

NDC:68210-
4075-4

Package Description

65 mL in 1 BOTTLE; Type 0: Not a Combination
Product

75 mL in 1 BOTTLE; Type 0: Not a Combination
Product

150 mL in 1 BOTTLE; Type 0: Not a Combination
Product

250 mL in 1 BOTTLE; Type 0: Not a Combination
Product

500 mL in 1 BOTTLE; Type 0: Not a Combination
Product

1000 mL in 1 PACKAGE; Type 0: Not a Combination

Product

2000 mL in 1 PACKAGE; Type 0: Not a Combination

Product

4000 mL in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Information

Marketing
Category

OTC monograph not

final

Application Number or Monograph

Citation

part333A

Labeler - spiRIT PHARMACEUTICALS LLC (179621011)

Revised: 12/2022

Marketing Start Marketing End
Date Date

06/08/2020

06/08/2020

06/08/2020

06/08/2020

06/08/2020

06/08/2020

06/08/2020

06/08/2020

Marketing Start Marketing End
Date Date

06/08/2020

SPIRIT PHARMACEUTICALS LLC
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