VITIUGEN INSTANT HAND SANITIZER- alcohol gel
PHARMEST SAGLIK URUNLERI SANAYI VE TICARET LIMITED SIRKETI

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(s)
Ethyl Alcohol 60%, Isopropyl Alcohol 10%

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
¢ 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, Carbomer, Triethanolamine, Fragrance, Lavandula Angustifolia Flower Extract
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Vitiugen Instant Hand Sanitizer
Hand Clean & Protection Gel
Rinse Free

Non Sticky
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/ VITIUGEN Hand Clean&Protection Gel cleans your hands \
Ingredients without the need for water and cares for your hands with
0 intense glycerin and natural lavender oil. Provides maximum
Ethyl Alcohol 60%, Isopropyl Alcohol 10%, Aqua,

e hygiene with plant based alcohol content.

Glycerin, Carbomer, Triethanolamine, Fragrance, Instant Hand Sanitizer D};gnot . ?
Lavandula Angustifolia Flower Extract HAND CLEAN & PROTECTION GEL - in children less than 2 months of age
- on apen skin wounds
P“’FDSF - When using this product keep out of eyes, ears, and mouth.
Antiseptic, Hand Sanitizer RINSE FREE NON STICKY 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.
Directions
- Place enough product on hands to cover all surfaces.

Rub hands together until dry.
- Supervise children under 6 years of age

when using this product to avoid swallowing.
Other information
- Store between 15-30C (59-86F)
- Avoid freezing and excessive heat above 40C (104F)
Warnings
For external use only. Flammable. Keep away from

heat or flame _//

Use
Hand Sanitizer to help reduce bacteria that potentially can
cause disease. For use when soap and water are not available.
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VITIUGEN Hand Clean&Protection Gel cleans your hands
Ingredients without the need for water and cares for your hands with
9 intense glycerin and natural lavender oil. Provides maximum
Ethyl Alcohol 60%, Isopropyl Alcohol 10%, Aqua,

hygiene with plant based alcohol content.

Glycerin, Carbomer, Triethanolamine, Fragrance, Instant Hand Sanitizer
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Directions

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

- Supervise children under 6 years of age
when using this product to avoid swallowing.

Other information
- Store between 15-30C (59-86F)
- Avoid freezing and excessive heat above 40C (104F)

Warnings
For external use only. Flammable. Keep away from

heat or flame /,
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VITIUGEN Hand Clean&Protection Gel cleans your
Ingredients hands without the need for water and cares for your

hands with intense glycerin and natural lavender oil.
Ethi" 1 Ale h°| 60% ISDP 3'" Alcohol 10%, Provides maximum hygiene with plant based

lycerin, Carbo Py
Tr:elhanolamme Fragrance Instant Hand Sanitizer anlznnh;':::mm‘
Lavandula Angustlmlaa Flower Extract HAND CLEAN & PROTECTION GEL - In children less than 2 months of age

Purpuse’ - - on open skin wounds
Antiseptic, Hand Sanitizer When using this product keep out of eyes, ears,
Use R|NSE FREE NON ST|CKY ;:Id an;ltlh. Inﬁasa of csntntacl with;yesk‘ rigs& aye?
. : oroughly with water. Stop use and ask a doctor i
Hand San't,'zer o help redug:e bacteria irritation or rash occurs. These may be signs of a
that potentially can cause disease. FU_T serious condition. Keep out of reach of children.
use when soap and water are not available. If swallowed, get medical help or contact a Poison
Control Genter right away.

= [ Directions
“ - Place enough product on hands to cover
all surfaces. Rub hands together until dry.
Pharmest - Supervise children under 6 years of age
) . 4 lowing.
info@pharmest.com when using this product to avoid swallowing

Other information

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

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

For external use only. Flammable. Keep away
from heat or flame
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VITIUGEN INSTANT HAND SANITIZER
alcohol gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:78984-001

Route of Administration TOPICAL




Active Ingredient/Active Moiety

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

ALCOHOL (UNI: 3K9958 V90 M) (ALCOHOL - UNIE3K9958 V90 M)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIL: PDC6A3C00X)
WATER (UNIL: 059 QFOKOOR)
LAVANDULA ANGUSTIFOLIA FLOWERING TOP (UNI: 9 YT4B71U8P)
CARBOMER HOMO POLYMER, UNSPECIFIED TYPE (UNI: 0 ASMM30 7FC)
TROLAMINE (UNIL: 903K93S3TK)

Product Characteristics

Color Score

Shape Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

1 NDC:78984-001-50 500 mL in 1 BOTTLE; Type 0: Nota Combination Product
2 NDC:78984-001-10 100 mL in 1 BOTTLE; Type 0: Not a Combination Product
3 NDC:78984-001-25 250 mL in 1 BOTTLE; Type 0: Not a Combination Product

Basis of Strength Strength

ISOPROPYL )
ALCOHOL 10 mL in 100 mL
60 mL
ALCOHOL 100 L.
Strength

Marketing Start Date Marketing End Date
03/30/2020
03/30/2020
03/30/2020
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Antiseptic, Hand Sanitizer

Use
Hand Sanitizer to help reduce bacteria
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use when soap and water are not available.

VITIUGEN
Ethyl Alg hglegiﬁl%&sﬁn%mpy Alcohel 10%,

Instant Hand Sanitizer

HAND CLEAN & PROTECTION GEL

VITIUGEN Hand Cleand Protection Gel cleans 3‘|!Il.ll'-‘\|I
hands without the need Tor water and cares for your
hands with intensa ghycarin and natural lavender ofl.
Provides maximum hygiane with plant based
alcehol content.

Do not usa
- ir childiren less than 2 months of age
- on open skin waunds
'When using this product keep out of eyes, ears,
and mauth. In case of contact with eyes, rinse eyes
thorgughly with wates. Slop wse and ask a docior if
irritatian of rash acours, These may be signg of a
serfous conditian, Keep cut of reach of children,
If swalllowed. et medical help or contact a Poison
Controd Centes right away.
Directions
- Place encugh product on hands o cover

all surfaces. Rub hands together wnlil dry
- Supervise children uniar & years of age

when using this praduct ta avoid swallowing.
Other inlermation
- Store between 15-300 (50-86F)
- Aoidl freezing and excessive heat above A0C (104F)
Warnings
For extarnal usa only, Flanmabls, Keap dwly
from heat ar flame
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Ingredients

Ethyl Alechal 505, Isopropyd Alcobol 10%, Aqua,
latycanin, Carbomer, Iriethanotaming, Fragrance,
Lawandula Angussifialia Flower Extract

Purposz
Antiseptic, Hand Sanitizer

Use
Hand Sanitizer to help reduce hacterla that potentially can
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VITIUGEN

Instant Hand Sanitizer
HAND CLEAM & PROTECTION GEL
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VITIUGEN Hand Cleand Prodection Gel cheans your hands _\"

wilhout the nesd for waber and cares for your hands vith

imense ghecerin and natural lavender oil, Provides maximuemn
yrgiene with plant based alcohaol conlent

Do not use
= in children liss |.h3I!- 2 monihs of age
= 0l DpEn Skin Wl
When using this ﬁlrtll]u[:t kiep aul of eyes, ears, and mouth,
In case of contacl with eves, rinse eyes thoroughly with
viaber. Stop use and ask a doctor il irdtation oF rash ocours.
These may be signs of a
serious condition, Keep cut of raach of chifdren, If
swallovsed, get medical help or contact a Palson Contred
Center right away.
Direclions
= Place encugh product on hands to cover all surfaces.
Rub hards logpether undil dry.
- Supervise children uncer 8 vears of age
when using this praduct to avaid swallawsng.
Other information
- Stare betwarn 15-300 (50-B&F
- Awoid freezing and excessive heat
‘Warnings
Far axtarnal use only. Flammabbe. Keep away from
heat or ame

ove 40C {104F)
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Ingredients

Ethy' &lcohal &0%., lscpropyl Alcohal 109, Aqua,
Glycerin, Carbomaer, Triethanalamine, Fragrance,
Lavandula Anqustifalia Flower Extract

Purpose
Antiseptic, Hand Sanitizer

Use
Hand Sandtizer o help reduce bacteria that potertially can
cause disssd Foruse when soap and waler are not availabii.
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RINSE FREE

VITIUGEN

Instant Hand Sanitizer
HAND CLEAM & PROTECTION GEL

NON STIC

WITIUGEM Hard Clean&Pretection Gel cleans your hands
wilhaut the need for waler and cares for your hands with
Intznsg ghycerin and natural lavender all. Provides masmium
hygeene with plant bizzed alcohol comtert.

Do nol use

- in childsgn 1855 fan 2 manths ol ags

- O DOEN 400 wiounds

Whean using this product keep oul of eves. ears, and mouth,
I s of eoakact with eyes, rinse gvec thoroughly with
watar. Stop usa and ask a doctar if (rritation or rash oocurs,
These may be signs of a

serians canditian KQE? out of reach af chiliren, i
gwallawed. get medical halp or contact a Poisan Cantrel
Genter right away.

Direciione

= Place enouah praduct on hands fo cowver all surfaces.
Aud hands egethes unlil dry,

- Superviza children under & years of age
‘when using this product to avaic swallowing.

Oither informalion
- Store batwean 15-300 {59-BEF
- Beaid freczing and eecessve heat

Warnings
For external use only, Flammable, Keap avway from
heat or flame |

ve: 400 [104F)
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Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 03/30/2020

Labeler - PHARMEST SAGLIK URUNLERISANAYIVE TICARET LIMIT ED SIRKETI(519827126)

Registrant - HARDAL GLOBAL CONSULTING LLC (123584960)

Establishment

Name Address ID/FEI Business Operations
PHARMEST SAGLIK URUNLERI SANAYI VE TICARET LIMITED SIRKETIT 519827126 manufacture(78984-001)

Revised: 6/2020 PHARMEST SAGLIK URUNLERI SANAYI VE TICARET LIMITED SIRKETI
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