BIOTIPO PHARMA MEDICAL BIOGEL- alcohol gel
Unibeleza Industria e Comercio de Cosmeticos Ltda

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.

Biotipo Pharma Medical Biogel

Drug Facts

Active Ingredient
Ethyl Alcohol 70% v/v

Purpose

Antiseptic

Uses

Hand Sanitizer to Help reduce Bacteria on the skin. The [ Biotipo Pharma Medical BioGel Alcohol
Gel 70% Antiseptic Aloe Vera lHand Sanitizer is used as a complement to routine hand cleaning.
Without rinising, it leaves no fragrance residue and eliminates 99.99% of germs in the region.

WARNINGS:

Flammable Product. Keep away from source of heat, fire or flame. FLammable product Ican
cause burns.

For External Use Only.

When using this product

Javoid direct contact with eyes and mucous membranes. If contactlll occurs. Rinse with water. Do not
ingest the product.

Stop use and ask a doctor if

irritation or redness develops and lasts

Keep out of reach of children

Keep out of reach of children, in case of accidental ingestion, get medical help or contact a Poison
control center or Health Services immediately.

DIRECTIONS:

-Apply a small amount of [Biotipo Pharma Medical BioGel Alcohol Gel 70 % Antiseptic Aloe Vera
on the palm of the hand and rub until dry. No water or towel is required.

-Children under 6 years should be supervised when using this product.

- DO NOT SWALLON - [containes denaturant. THe product contains VEGETABLE GLYCERINE
as a denturant



Inactive Ingredients

Aqua(Water), Vegetable Glycerin, Carbomer, Triethanolamine, Parfum, Benzyl Salicylate, Linalool,
Limonene, Hidroxycitronellal, Coumarin, Tocophrryl Acetate, Aloe Babarbadensis Leaf Juice,
Cinnamomun Camphora Leaf oil.

Other Information.

Store at a temperature below 110°F (43%).
May discolor certain fabrics of surfaces.
Keep the product inits original packing.
IQuestions or Comments:1617-710-8020

Package Lableing 5000ml
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- Uses Hand Sanitizer to Help reduce Bacteria on the skin. The Biotipo Pharma Medical
BioGel Alcohol Gel 70% Anliseplic Aloe Vera Hand Sanitizer is used as a complement to
routine hand cleaning. Without rinsing, it leaves no fragrance residue and eliminates 99.99%
of germs in the region.

WARNINGS:
Flammable Product. Keep away from source of heat, fire or flame.Flammable product can

70% Alcohol Gel -

For External Use Only.
When using this product avoid direct contact with eyes and mucous membranes. If contact
occurs. Rinse with water. Do not ingest the producl.

ALOE VERA ANT]SEPTIC Stop use and ask a doclor if iritation or redness develops and lasts

Keep out of reach of children Keep out of reach of children, in case of accidental ingastion,
get medical help or contact a Poison Confrol Center or Health Services immediately,

DIRECTIONS:

H AN D s AN ITIZER - Apply a small amount of Biolipo Pharma Medical BioGel Alcohol Gel 70% Antiseplic Aloe
Vera on the palm of the hand and rub until dry. No water or lowel is required.

- Children under 6 years should be supervised when using this product.

- DO NOT SWALLON - containes denaturant, The product contains VEGETABLE GLYCERINE

Antibacterial action 25 & denaturant
Inactive Ingredients Aqua (Water}, Viegetable Glycerin, Carbomer, Triethanolamine, Parfum,
Benzyl salicylate, Linalool, Limonene, Hidroxycitronellal, Coumarin, Tocopheryl Acetate, Aloe
K"_LS gg’gg% UF GEHMS Barbadensis Leaf Juice, Cinnamomun Camphora Leaf Oil.
. ) Other Information.
Contains hydrated ethyl alcohol 70° INPM Store at a tenperature below 110°F (43%).

May discolor certain fabrics of surfaces.
Keep the product in its original packing.

169-00 ﬂ.OZ (5000 ml) Questions or Comments: 1 617- 710-8020
I

PB4/IIT4L528

Made by: Unibeleza Ind. E Com. de Cosméticos Ltda / Street: Dr. Alvaro

mo& E Camargos, 2611 / Santa Ménica-Belo Horizonte / Minas Gerais - Brasil - ?‘

+55 31 3499.2020

biotipobrazil.com
info@biotipobrazil.com

H ‘ H Customer Service
'

ZIP CODE 31.565.312 [/ Anvisa Operating License 2.054292.2

08 x 10 cm, delete knife, plastic transparent bopp

Package Lableing 1000ml
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BioGel

70% Alcohol Gel

ALOE VERA ANTISEPTIC

HAND SANITIZER

Antibacterial action
KILLS 99,99% OF GERMS

Contains hydrated ethyl alcohol 70° INPM

33,80 .02 (1000 mi)

Made by: Unibeleza Ind. E Com. de Caosméticos Ltda / Street: Dr. Alvaro

m@ﬁ E Camargos, 2611 / Santa Ménica-Belo Horizonte / Minas Gerais - Brasil - Hll‘lll I|
7llgags i1

ZIP CODE 31.565.312 [/ Anvisa Operating License 2.054292.2

Drug Facts
Active Ingredient Purpose
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Uses Hand Sanitizer to Help reduce Bacteria on the skin, The Biotipo Pharma Medical
BinGel Alcohol Gel 70% Antiseplic Aloe Vera Hand Sanitizer is used as a complement to
routine hand cleaning. Without rinsing, it leaves no fragrance residue and eliminates 99.99%
of germs in the region.

WARNINGS:
Flammable Product. Keep away from source of heal, fire or flame.Flammable product can
cause burns.

For External Use Only.
When using this product avoid direct contact with eyes and mucous membranes. i contact
oceurs. Rinse with water. Do nol ingest the product.

Stop use and ask a doctor if irmitation or redness develops and lasts

Keep out of reach of children Keep out of reach of children, in case of accidental ingestion,
get medical help or contact a Poison Confrol Center or Health Services immediately.

DIRECTIONS:

- Apply a small amount of Biotipo Pharma Medical BioGel Alcohol Gel 70% Antiseplic Aloe
Vera on the palm of the hand and rub until dry. No water or towel is reguired.

- Children under & years should be supervised when using this product,

- DO NOT SWALLON - containes denaturant. The product contains VEGETABLE GLYCERINE
a5 a denalurant

Inactive Ingredients Aqua (Water), Vegetable Glycerin, Carbomer, Tristhanolamine, Parfum,
Benzyl salicylate, Linalool, Limonene, Hidroxycitronellal, Coumnarin, Tocopheryl Acetate, Aloe
Barbadensis Leaf Juice, Cinnamomun Camphaora Leaf Qil.

Other Information.

Store at a temperature below 110°F {(43%).
May discolor certain fabrics of surfaces.
Keep the product in its original packing.

Questions or Comments: 1 617- 710-8020

+55 31 3499.2020

T4522

biotipobrazil.com
info@bictipobrazil.com

H ‘ H Customer Service
2

08 x 10 cm, delete knife, plastic transparent bopp

Package Lableing 500ml
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BioGel

70% Alcohol Gel

ALOE VERA ANTISEPTIC

HAND SANITIZER

Antibacterial action
KILLS 99,99% OF GERMS

Contains hydrated ethyl alcohol 70° INPM

16.90 l0z (500 m)

Made by: Unibeleza Ind. E Com. de Cosméticos Lida / Street: Dr. Alvaro

mo& Camargos, 2611 / Santa Ménica-Belo Horizonte / Minas Gerais - Brasl| -

ZIP CODE 31.565.312 [/ Anvisa Operating License 2.054292.2 ?‘

Drug Facts
Active Ingredient Purpose
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Uses Hand Sanitizer to Help reduce Bacteria on the skin. The Biotipo Pharma Medical
BioGel Alcohol Gel 70% Anliseplic Aloe Vera Hand Sanitizer is used as a complement to
routing hand cleaning. Without rinsing, it leaves no fragrance residue and eliminates 99.99%
of germs in the region.

WARNINGS:
Flammable Product. Keep away from source of heal, fire or flame.Flammable product can
cause burns.

For External Use Only.
When using this product avoid direct contact with eyes and mucous membranes. If contact
oceurs. Rinse with water. Do nol ingest the product.

Stop use and ask a doctor if irritation or redness develops and lasts

Keep out of reach of children Keep out of reach of children, in case of accidental ingestion,
get medical help or contact a Poison Confrol Center or Health Services immediately,

DIRECTIONS:

- Apply a small amount of Biotipo Pharma Medical BioGel Alcohol Gel 70% Antiseplic Aloe
Vera on the palm of the hand and rub until dry. No water or towel is reguired.

- Children under & years should be supervised when using this product.

- DO NOT SWALLON - containes denaturant, The product contains VEGETABLE GLYCERINE
as a denaturant

Inactive Ingredients Aqua (Water}, Vegetable Glycerin, Carbomer, Triethanolamine, Parfum,
Benzyl salicylate, Linalool, Limonene, Hidroxycitronellal, Coumarin, Tocopheryl Acetate, Alog
Barbadensis Leaf Juice, Cinnamomun Camphara Leaf Qil.

Other Information.

Store at a temperature below 110°F (43%).
May discolor certain fabrics of surfaces.
Keep the product in its original packing.

Questions or Comments: 1 617- 710-8020

Customer Service
+55 31 3499.2020
8 2
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biotipobrazil.com
info@biotipobrazil.com

08 x 10 cm, delete knife, plastic transparent bopp

Package labeling 250ml
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BioGel

70% Alcohol Gel

ALOE VERA ANTISEPTIC

HAND SANITIZER

Antibacterial action
KILLS 99,99% OF GERMS

Contains hydrated ethyl alcohol 70° INPM

8.451l.0z (250 ml)

Made by: Unibeleza Ind. E Com. de Cosméticos Ltda / Street: Dr. Alvaro

mo& E Camargos, 2611 / Santa Ménica-Belo Horizonte / Minas Gerais - Brasil -

ZIP CODE 31.565.312 [/ Anvisa Operating License 2.054292.2 ?‘

Drug Facts
Active Ingredient Purpose
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Uses Hand Sanitizer fo Help reduce Bacteria on the skin, The Biotipo Pharma Medical
BioGel Alcohol Gel 70% Antiseplic Aloe Vera Hand Sanitizer is used as a complement to
routine hand cleaning. Without rinsing, it leaves no fragrance residue and eliminates 99.99%
of germs in the region.

WARNINGS:
Flammable Product. Keep away from source of heal, fire or flame.Flammable product can
cause burns.

For External Use Only.
When using this product avoid direct contact with eyes and mucous membranes. If contact
oceurs. Rinse with water. Do not ingest the product.

Stop use and ask a doctor if irritation or redness davelops and lasts

Keep out of reach of children Keep out of reach of children, in case of accidental ingestion,
get medical help or contact a Poison Control Center or Health Services immediately.

DIRECTIONS:

- Apply a small amount of Biotipo Pharma Medical BioGel Alcohol Gel 70% Antiseplic Aloe
Vera on the palm af the hand and rub until dry. No water or towel is required.
- Children under 6 years should be supervised when using this product.

- DO NOT SWALLON - containes denaturant, The product contains VEGETABLE GLYCERINE
as a denalurant

Inactive Ingredients Aqua (Water), Vegetable Glycerin, Carbomer, Triethanolamine, Parfum,
Benzyl salicylate, Linalool, Limanene, Hidraxyeitrongllal, Cournarin, Tocapheryl Acetate, Alog
Barbadensis Leaf Juice, Cinnamomun Camphora Leaf Oil.

Other Information.

Store at a temperature below 110°F (43%).
May discolor certain fabrics of surfaces.
Keep the product in its original packing.

Questions or Comments: 1 617- 710-8020

|I II‘IlIl I‘I‘ ‘H ‘ H 55313458 2020
]

+55 31 3499.2020
9B4T7

biotipobrazil.com
info@biotipobrazil.com

745383

08 x 10 cm, delete knife, plastic transparent bopp

Package labeling 200ml
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BioGel

70% Alcohol Gel

ALOE VERA ANTISEPTIC

HAND SANITIZER

Antibacterial action
KILLS 99,99% OF GERMS

Contains hydrated ethyl alcohol 70° INPM

6.760 FL.OZ (200.000ML)

Made by: Unibeleza Ind. E Com. de Cosméticos Ltda / Street: Dr. Alvaro Hll ‘III‘I"
7ligg

mo& GCamargos, 2611 / Santa Ménica-Belo Horizonte / Minas Gerais - Brasil -

ZIP CODE 31.565.312 [/ Anvisa Operating License 2.054292.2

Drug Facts
Active Ingredient Purpose
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Uses Hand Sanitizer to Help reduce Bacteria on the skin. The Biotipo Pharma Medical
BioGel Alcohol Gel 70% Antiseplic Aloe Vera Hand Sanitizer is used as a complement to
routing hand cleaning. Without rinsing, it leaves no fragrance residus and eliminates 99.99%
of germs in the region.

WARNINGS:
Flammable Product. Keep away from source of heat, fire or flame.Flammable product can
cause burns.

For External Use Only.
When using this product avoid direct contact with eyes and mucous membranes. If contact
oceurs. Rinse with water. Do nol ingest the product.

Stop use and ask a doctor if irritation or redness develops and lasts

Keep out of reach of children Keep out of reach of children, in case of accidental ingestion,
get medical help or contact a Poison Control Center or Health Services immediately.

DIRECTIONS:

- Apply a small amaount of Biotipo Pharma Medical BioGel Alcohol Gel 70% Antiseptic Aloe
Vera on the palm of the hand and rub until dry. No water or towel is required.

- Children under 6 years should be supervised when using this product.

- DO NOT SWALLON - containes denaturant. The product contains VEGETABLE GLYCERINE
as a denaturant

Inactive Ingredients Aqua (Water), Vegetable Glycerin, Carbomer, Tristhanolamine, Parfum,
Benzyl salicylate, Linalool, Limonene, Hidroxycitronellal, Coumnarin, Tocopheryl Acetate, Aloe
Barbadensis Leaf Juice, Cinnamomun Camphora Leaf Oil.

Other Information.

Store at a temperature below 110°F (43%).
May discolor certain fabrics of surfaces.
Keep the product in its ariginal packing.

Questions or Comments: 1 617- 710-8020

‘ HI ‘ I‘ +55 31 3499.2020

7453

‘I‘I m Customer Service
90

biotipobrazil.com
info@biotipobrazil.com

8471
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Package Labeling 100ml
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BioGel

70% Alcohol Gel

ALOE VERA ANTISEPTIC

HAND SANITIZER

Antibacterial action
KILLS 99,99% OF GERMS

Gontains hydrated ethyl alcohol 70° INPM

3.38 fl.oz (100 mi)

Made by: Unibeleza Ind. E Com. de Cosméticos Lida / Street: Dr. Alvaro

mo& Camargos, 2611 / Santa Ménica-Belo Horizonte / Minas Gerais - Brasil -

ZIP CODE 31.565.312 |/ Anvisa Operating License 2.054292.2 ""

Drug Facts
Active Ingredient Purpose
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Uses Hand Sanitizer to Help reduce Bacteria on the skin. The Biotipo Pharma Medical
BioGel Alcohol Gel 70% Antiseptic Aloe Vera Hand Sanitizer is used as a complement to
routine hand cleaning. Without rinsing, it leaves no fragrance residue and eliminates 99.99%
of germs in the region.

WARNINGS:
Flammable Product. Keep away from source of heat, fire or flame.Flammable product can
cause burns.

For External Use Only.
When using this product avoid direct contact with eyes and mucous membranes. If contact
oceurs. Rinse with water. Do nol ingest the product.

Stop use and ask a doctor if irritation or redness develops and lasts

Keep out of reach of children Keep out of reach of children, in case of accidental ingastion,
get medical help or contact a Poison Control Center or Health Services immediately.

DIRECTIONS:

- Apply a small amount of Biotipo Pharma Medical BioGel Alcohol Gel 70% Antiseplic Aloe
Vera on the palm of the hand and rub until dry. No water or towel is reguired.

- Children under & years should be supervised when using this product.

- DO NOT SWALLON - containes denaturant. The product contains VEGETABLE GLYCERINE
a5 a denaturant

Inactive Ingredients Aqua (Water}, Vegetable Glycerin, Carbomer, Triethanolamine, Parfum,
Benzyl salicylate, Linalool, Limonene, Hidroxycitronellal, Coumnarin, Tocopheryl Acetate, Alog
Barbadensis Leaf Juice, Cinnamomun Gamphara Leaf Qil.

Other Information.

Store at a temperature below 110°F (43%).
May discolor certain fabrics of surfaces.
Keep the product in its original packing.

Questions or Comments: 1 617-710-8020

Customer Service
+55 31 3499.2020
&
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biotipobrazil.com
info@biotipobrazil.com

08 x 10 cm, delete knife, plastic transparent bopp

Package Labeling 50ml
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Drug Facts
Active Ingredient Purpose
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- Uses Hand Sanitizer to Help reduce Bacteria an the skin, The Biotipo Pharma Medical
BioGel Alcohol Gel 70% Antiseptic Aloe Vera Hand Sanitizer is used as a complement to
routine hand cleaning. Without rinsing, it leaves no fragrance residue and eliminates 99.99%
of germs in the region.

WARNINGS:
Flammable Product. Keep away from source of heat, fire or flame.Flammable product can

70% Alcohol Gel e

For External Use Only.
When using this product avoid direct contact with eyes and mucous membranes. If contact
oceurs. Rinse with water. Do nol ingest the producl.

ALOE VERA ANT'SEPTIC Stop use and ask a doctor if irritation or redness develops and lasts

Keep out of reach of children Keep out of reach of children, in case of accidental ingestion,
get medical help or contact a Poison Confrol Center or Health Services immediately.

DIRECTIONS:

HAND SAN ITlZEH - Apply a small amaunt of Biotipo Pharma Medical BioGel Alcohol Gel 70% Antiseplic Aloe
Vera on the palm of the hand and rub until dry. No water or towel is required.

- Children under & years should be supervised when using this product,

- DO NOT SWALLON - containes denaturant. The product contains VEGETABLE GLYCERINE

Antibacterial action 25 2 denaluranl
Inactive Ingredients Aqua (Water), Vegetable Glycerin, Carbomer, Tristhanolamine, Parfum,
Benzyl salicylate, Linalool, Limonene, Hidroxycitronellal, Coumarin, Tocopheryl Acetate, Aloe
KILI_S gg,gg% OF GERMS Barbadensis Leaf Juice, Cinnamomun Camphora Leaf Oil.
Other Information.

NPM Store at a temperature below 110°F {43%).
May discolor certain fabrics of surfaces.

Keep the product in its original packing.
1.69 fl.oz 50 ml Questions or Comments: 1 617- 710-8020
Il ”I‘ HH‘ H Customer Service
376

+55 31 3499.2020
BaHI1I7 45

Contains hydrated ethyl alcohol 70°

Made by: Unibeleza Ind. E Com. de Cosméticos Ltda / Street: Dr. Alvaro Hll ‘III
g9

m@ﬁ Camargos, 2611 / Santa Ménica-Belo Horizonte / Minas Gerais - Brasil -

biotipobrazil.com
info@biotipobrazi|.com

ZIP CODE 31.565.312 |/ Anvisa Operating License 2.0542922

08 x 10 cm, delete knife, plastic transparent bopp

BIOTIPO PHARMA MEDICAL BIOGEL
alcohol gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:77457-000

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNIL:3K9958 V90 M) ALCOHOL 0.7 mL in 1 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIL: 059QF0KOOR)
GLYCERIN (UNII: PDC6A3C00X)



CARBOMER HOMO PO LYMER, UNSPECIFIED TYPE (UNIL: 0 A5SMM307FC)
TROLAMINE (UNIL: 903K93S3TK)

BENZYL SALICYLATE (UNI: WAO5MNK9TU)

LINALOOL, (+/-)- (UNIE: D8 1QY6I88E)

LIMO NENE, (+)- (UNI: GFD7C86 Q1W)

HYDRO XYCITRONELLAL (UNI: 8SQ0VA4YUR)

COUMARIN (UNI: A4VZ22KIWT)

.ALPHA.-TO COPHEROL ACETATE (UNI: 9E8 X80D2L0)

ALOE VERA LEAF (UNIL ZY8 178 3H0 X)

CAMPHOR LEAF OIL (UNI: 51DORGY52V)

Packaging
. .. rketin r rketing En
# Item Code Package Description A LTI REL MRS Ll
Date Date
1 NDC:77457-000- 5000 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 04/20/2020
07 Product
2 NDC:77457-000- 1000 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 04/20/2020
06 Product
3 NDC:77457-000- 500 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 04/20/2020
05 Product
4 NDC:77457-000- 250 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 04/20/2020
04 Product
5 NDC:77457-000- 200 mL in 1 BOTTLE, PLASTIC; Type 0: Not a Combination 04/20/2020
03 Product
6 NDC:77457-000- 100 mL in 1 BOTTLE, PLASTIC; Type 0: Nota Combination 04/20/2020
02 Product
7 1(;11)077457-000- ?)?otiiin 1 BOTTLE, PLASTIC; Type 0: Nota Combination 04/20/2020

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 04/20/2020

Labeler - unibeleza ndustria e Comercio de Cosmeticos Ltda (679072947)

Revised: 5/2020 Unibeleza Industria e Comercio de Cosmeticos Ltda
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