ENVIO 30 DAY DAILY ESSENTIALS TRIO- benzoyl peroxide and salicylic acid
Smart Skin Health, 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.

ENVIO 30 Day Daily Essentials Trio
B.P.O. Cleanser
Drug Facts

Active Ingredients

Benzoyl Peroxide 5%

Purpose

Acne Treatment Gel

Use

for the management of acne

Warnings

For external use only.

When using this product

skin irritation and dryness is more likely to occur if you use another topical acne
medication at the same time. If irritation occurs, only use one topical ache medication
at a time

avoid unnecessary sun exposure and use a sunscreen

avoid contact with the eyes, lips, and mouth

avoid contact with hair and dyed fabrics, which may be bleached by this product
skin irritation may occur, characterized by redness, burning, itching, peeling, or
possibly swelling. Irritation may be reduced by using the product less frequently or in
a lower concentration.

Do not use if you

have very sensitive skin
are sensitive to benzoyl peroxide

Stop use and ask a doctor

if irritation becomes severe

Keep out of reach of children



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

Directions

apply a small amount to dampened skin

cover the entire affected area with a thin layer and rinse thoroughly one to three
times daily

because excessive drying of the skin may occur, start with one application daily, then
gradually increase to two or three times daily if needed or as directed by a doctor

if bothersome dryness or peeling occurs, reduce application to once a day or every
other day

if going outside, apply sunscreen after using this product

if irritation or sensitivity develops, stop use of both products and ask a doctor.
Sensitivity Test for a New User: Apply product sparingly to one or two small affected
areas during the first 3 days. If no discomfort occurs, follow the directions stated
above.

Inactive Ingredients

Water, Sodium C14-16 Olefin Sulfonate, Glycerin, Acrylates Copolymer, Cocamidopropyl
Betaine, Cetearyl Alcohol, Glycol Distearate, Cetyl Alcohol, Panthenol, Aloe Barbadensis
Leaf Extract, Sodium Hyaluronate, Allantoin, Ethylhexylglycerin, Phenoxyethanol, Sodium
Hydroxide

Other Information

Protect this product from excessive heat and direct sun.

Questions or Comments
Toll Free within USA 833-93-ENVIO
Dist. By: Smart Skin Health, LLC, Naples, FL 34108

S.A. Serum

Drug Facts

Active Ingredients
Salicylic Acid 2%

Purpose

Acne Gel Treatment

Use

for the management of ache



Warnings

For external use only

When using this product

e skin irritation and dryness is more likely to occur if you use another topical acne
medication at the same time. If irritation occurs, only use one topical acne medication
at a time

avoid unnecessary sun exposure and use a sunscreen

avoid contact with the eyes, lips, and mouth

avoid contact with hair and dyed fabrics, which may be bleached by this product
skin irritation may occur, characterized by redness, burning, itching, peeling, or
possibly swelling. Irritation may be reduced by using the product less frequently or in
a lower concentration.

Do not use if you
e have very sensitive skin
e are sensitive to Salicylic Acid

Stop use and ask a doctor if irritation becomes severe

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

Directions

e apply evenly to affected area and allow to dry completely

e Can be used twice daily or as directed by a doctor

e because excessive drying of the skin may occur, start with one application daily, then
gradually increase to two or three times daily if needed or as directed by a doctor

e f bothersome dryness or peeling occurs, reduce application to once a day or every
other day

e [firritation or sensitivity develops, stop use of both products and ask a doctor.
Sensitivity Test for a New User: Apply product sparingly to one or two small affected
areas during the first 3 days. If no discomfort occurs, follow the directions stated
above.

Inactive Ingredients

W ater, Hydroxypropyl Starch Phosphate, Glycerin, Decyl Glucoside, Hamamelis
Virginiana (Witch Hazel) Bark Extract, Polyglyceryl-4 Laurate/Sebacate, Polyglyceryl-6
Caprylate/Caprate, Melaleuca Alternafolia (Tea Tree) Leaf Oil, Allantoin, Panthenol,
Xanthan Gum, Glyceryl Stearate, Glyceryl Stearate Citrate, Lavandula Hybrida (Lavender
Grosso) Oill, Salix Alba (Willow) Bark Extract, Camellia Sinensis (Green Tea) Leaf
Extract!, Ethylhexylglycerin, Phenoxyethanol

1 Certified Organic Ingredients



Other Information

Protect this product from excessive heat and direct sun.

Questions?
Toll Free within USA 833-93-ENVIO

Dist. By: Smart Skin Health, LLC
Naples, FL 34108

PRINCIPAL DISPLAY PANEL - Kit Carton

envio

PRINCIPAL DISPLAY PANEL - 44 mL Tube Label



envio™
skin

B.P.O. 5% CLEANSER
Benzoyl Peroxide Acne Treatment

1.5 fl. 0z./44 mL

Drug Facts

Active Ingredients Purpose
Benzoy] PErotide 5%.........cuuesovseeere e v sesmnser e e s e seneneeMEE TTRTETENE Gl
Use for the management of acne

Warnings

For extemal use only.

When using this product e skin initation and dryness is more likely 1o occur if you use another
topical ocne medication ot the same fime. If initation occurs, only use one fopical acne medication af
afime » ovoid unnecessary sun exposure ond use o sunscreen « avoid confoct with e eyes, lips,
and mouth » ovoid contuct with hair and dyed fbrics, which may be bleached by this product » skin
irriation may occur, characierized by redness, buming, itching, peefing, or possibly swelling. Iritafion
moy be reduced by using the product less frequently or in o lower concentration.

Do not se if you « have very sensitive skin e are sensifive to benzoyl peroxide

Stop use and ask a doctor « if iritafion becomes severe

Keep out of reach of children e If swallowed, get medical help or contuct a Paison Control
Center right awny.

Directions: «apply o smofl emount fo dompened skin » cover the entire affected area with o
hin lnyer and rinse thoroughfy one fo three fimes doily « because excessive diying of the skin
may occer, stort with one opplicfion daily, fhen grodvolly increase fo two or three times dafy if
needed or os directed by o doctor e if bothersome dryness or peeling ocaurs, reduce gpplication fo
once  day or every other day » i going oufside, apply sunsareen affer using this product » if
initation or sensitty develops, stop use f both products and ask a doctor. Sensitiiy Test fora
New User: Apply product sparingly fo one or two small affected oreas duing the first 3 doys. fno
discomfort oceurs, folow the directions siofed above.

Inactive Ingredients: Water, Sodium C14-16 Olefin Sulfonate, Glycerin, Acrylates [opolgmer,
[nmm‘ldopmpy!%emine, Cetearyl Mlcohol, Glycol Distearate, Cetyl Alcohal, Panthenal, Aloe Borbadensis
Lecf Extact, Sodium Hyaluronate, Allantoin, Edhylhexylglycerin, Phenoiyethanol, Sodium Hydrovide

Other Information: Protect this product from excessive heat and direct sun.

Questions or Comments: Toll Free within USA 833-93-ENVIO

envioskin.com
Dist. By: Smart Skin Health, LLC, Naples, FL 34108
Manufactured in the USA
Free of Fragrance, Parabens, Sulfates, Phthalates

Please Recycle é,‘:-" EN.0101

skin
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B.P.O. 5% CLEANSER

Benzoyl Peroxide Acne Treatment

1.5fl.0z./44 mL

PRINCIPAL DISPLAY PANEL - 14 g Tube Label

envio™
skin

S.A. 2% GEL SERUM
Salicylic Acid Acne Treatment

0.50z/14 g



Drug Facts

Active Ingredients Purpose
Soliclic Add 2%............ooo oo RN R Acme Gel Treatment
Use for the management of ocne

Warnings

For external use only

When using this product « skin iritafion and dryness is more likely o occur if you use anather
topical acne medication ot the same ime. If initation occurs, only use one topicol ome medicotion
ot 0 fime » ovoid unnecessary sun exposure and use o sunscreen » ovoid confact with the eyes, lips,
and mouth  avoid contact with hair and dyed fobrics, which may be bleached by this product s sEin
intitation may occur, choracterized by redness, burning, itching, peeling, or possibly swelling.
Iniibation may be reduced by using the product less frequently orin o E)WGI concentration.

Do not use if you « have very sensifive skin « are sensifive fo Salicylic Acid
Stop use and ask a doctor if initation becomes severs

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

Directions: s apply evenly fo afeced aren and allow i dry omplefelys (an be used wice daily oras
direced by o docfors becouse excessive drying of the skin may occur. star? with one appiiation daify then
grodually increase o fwo or thiee fmes dify i n&dadwa%ﬂ@émadmwl#mﬁfamedymw
ing ocurs, reduce 'mmweadnymafe{yoﬁwd?é-ffﬂrﬁﬁimm’%ﬁ.ﬁydwmsfta}
wse of boif producis and ask o doctor, Sensifviy Test fora New User: Appfy product sparingly fo one or iwo
small affected arens during e fist 3 days. ifno discomfort occus, folbw the directions stafed above.

Inactive Ingredients: Wate: H{droxypropyi Starch Phosphate, Glycerin, Decyl Glucoside,
Hamamelis Virginiana (Witch Hazel) Bark Extract, Polﬁgl (e{fﬂ-li Lourate,/Sebacate, Polyglyceryl-6
Coprylate,Caprote, Meloleuca Altemafolio (Tea Tree) Leat 0if, Allontain, ﬁumhenol Yanthan Gum,
Glyeeryl Stearote, Glyceryl Stearate Cirate, Lavandula Hybrica (Lavender Grosso) Gil*, Salix Alba
(Willow) Bark Extract, Camellin Sinensis (Green Tea) Leaf Extract™, Eth\,rlhex\,rlégl\,r(elin,
Phenoxyethanal *(ertfied Organic Ingredients

Other Information: Protect this product from excessive heat and direct sun.

Questions? Toll Fres within USA 833-93-ENVID

Diredtions:

Apply evenly to affected area and allow fo
dry complefely. Can be used twice daily or
as directed by a physician.

Active Ingredient:
2% Salicylic Acid

Warnings:

For external use only. Avoid contact

with the eyes, lips and

ask a doctor if iritofion becomes severe.

Keep out of reach

swallowed, gef medical help or confact a

poison confrol cenfer ri
drug facts information,
fadts insert.

Quesfions?

Toll Free within USA 833-93-ENVIO
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mouth. Stop use and
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envioskin.com
Dist. By: Smart Skin Health, LLC

Naples, F

L 34108

Manufactured in the USA
Free of Fragrance, Parabens, s.A. 2% GEL SERUM

Sulfates, Phthalates

Salicylic Acid Acne Treatment

Please Recycle & EN.0201 0.50z/14g

ENVIO 30 DAY DAILY ESSENTIALS TRIO

benzoyl peroxide and salicylic acid kit

Product Information

Product Type HUMAN OTC DRUG
Packaging
# Item Code Package Description

1 NDC:81252-1001-1 1 in 1 CARTON

Quantity of Parts

Part # Package Quantity
Part1 1 TUBE
Part2 1 TUBE
Part3 1 TUBE
Part4 1 TUBE

Item Code (Source) NDC:81252-1001

Marketing Start Date Marketing End Date

10/21/2021

44 mL
14 g
30 g
21 mL

Total Product Quantity




Part 1 of 4
B.P.O. CLEANSER

benzoyl peroxide gel

Product Information
Item Code (Source) NDC:81252-0101
Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name

Benzoyl Peroxide (UNIl: WOWZN9AOGM) (Benzoyl Peroxide -
UNII:WOWZ N9AOG M)

Inactive Ingredients

Ingredient Name
Water (UNIl: 059QFOKOOR)
Sodium C14-16 Olefin Sulfonate (UNIl: O9W3D3YF5U)
Glycerin (UNIl: PDC6A3C00OX)
Cocamidopropyl Betaine (UNIl: 50CF3011KX)
Cetostearyl Alcohol (UNIl: 2DMT128M1S)
Glycol Distearate (UNIl: 13W7MDN21W)
Cetyl Alcohol (UNIl: 936JST6JCN)
Panthenol (UNIl: WW9CM00O672)
Aloe Vera Leaf (UNIl: ZY81Z83HO0X)
Hyaluronate Sodium (UNIl: YSE9QPPT4TH)
Allantoin (UNII: 3445277G0Z)
Ethylhexylglycerin (UNIl: 147D247K3P)
Phenoxyethanol (UNII: HIE492ZZ 3T)
Sodium Hydroxide (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:81252- 44 mL in 1 TUBE; Type 0: Not a Combination
0101-1 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC monograph final part333D

Basis of
Strength Strength
Benzoyl Peroxide 59 in 100 mL
Strength

Marketing Start
Date

Marketing Start
Date

10/21/2021

Marketing End
Date

Marketing End
Date



Part 2 of 4
S.A. SERUM

salicylic acid gel

Product Information
Item Code (Source) NDC:81252-0201

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Salicylic Acid (UNIl: 0414PZ4LPZ) (Salicylic Acid - UNIl:0414PZ4LPZ) Salicylic Acid 29 in100g

Inactive Ingredients

Ingredient Name Strength
Water (UNIl: 059QFOKOOR)
Glycerin (UNIl: PDC6A3C00OX)
Decyl Glucoside (UNIl: Z17H97EA6Y)
Witch Hazel (UNIl: 10114J0U34)
Tea Tree Oil (UNII: VIF565UC2G)
Allantoin (UNIl: 3445277G0Z)
Panthenol (UNIl: WW9CM00O672)
Xanthan Gum (UNIl: TTV12P4NEE)
Glyceryl Monostearate (UNIl: 2300U9XXE4)
Glyceryl Stearate Citrate (UNIl: WH8T92A065)
Salix Alba Bark (UNIl: 205MXS71H7)
Green Tea Leaf (UNIl: W2ZU1RY8BO)
Ethylhexylglycerin (UNIl: 147D247K3P)
Phenoxyethanol (UNII: HIE492ZZ 3T)

Packaging
# Item Code Package Description Marketlngistant Marketing End
Date Date
1 NDC:81252- 14 g in 1 TUBE; Type 0: Not a Combination
0201-1 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

OTC monograph final part333D 10/21/2021



Part 3 of 4

CLARIFYING CLAY MASK

paste masks (mud packs) paste

Product Information

Route of Administration TOPICAL

Other Ingredients

Ingredient Kind
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR
INGR

Ingredient Name
Water (UNIl: 059QFOKOOR)
Glycerin (UNIl: PDC6A3C00X)
Bentonite (UNIl: ASN5ZCN45C)
Kaolin (UNIl: 24H4NWX5CO)
Glyceryl Ricinoleate (UNIl: ZUEOCEL420)
Medium-Chain Triglycerides (UNIl: CO9H2L21V7U)
Stearic Acid (UNII: 4ELV7Z65AP)
Alcohol (UNII: 3K9958V90M)
Cetyl Alcohol (UNII: 936)ST6JCN)
Titanium Dioxide (UNIl: 15FIX9V2JP)
Cranberry (UNIl: OMVO31Q3QS)
Salix Alba Bark (UNIl: 205MXS71H7)
Passiflora Incarnata Flower (UNIl: KBF3G29S62Z)
Chamomile (UNII: FGL3685T2X)
Calendula Officinalis Flower (UNIl: POM704Y7YD)
Rosemary Oil (UNIl: 8LGU7VM393)
Lonicera Japonica Flower (UNIl: 4465L2WS4Y)
Lonicera Caprifolium Flower (UNIl: 5N1WD9784U)
.Alpha.-Tocopherol Acetate, D- (UNIl: A7E6112E4N)
Allantoin (UNIl: 3445277G02Z)
Glycol Distearate (UNIl: 13W7MDN21W)
Glyceryl Monostearate (UNIl: 2300U9XXE4)
Cocamidopropyl Hydroxysultaine (UNIl: 62V75NI93W)
Dimethicone (UNIl: 92RU3N3Y10)
Caprylyl Glycol (UNIIl: 00YIU5438U)
Xanthan Gum (UNIl: TTV12P4NEE)
Fytic Acid (UNIl: 7IGFOS7R8I)
Maltodextrin (UNIl: 7CVR7L4A2D)
Citric Acid Monohydrate (UNIl: 2968PHW8QP)
Trisodium Ethylenediamine Disuccinate (UNIl: YA22H34H9Q)
Carbomer Homopolymer, Unspecified Type (UNIl: 0ASMM307FC)
Phenylethyl Alcohol (UNIl: MLOLGA7468)
Sodium Hydroxide (UNII: 55X04QC32I)
Potassium Sorbate (UNIl: 1VPU26JZZ4)

Quantity



Packaging

# étc?g; Package Description Marke;;ntge S
1 30 gin 1 TUBE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
Cosmetic 10/21/2021
Part 4 of 4
HYDRATOR
moisturizing gel
Product Information
Route of Administration TOPICAL
Other Ingredients
Ingredient Kind Ingredient Name
INGR Water (UNIl: 059QFOKOOR)
INGR Glycerin (UNIl: PDC6A3C00OX)
INGR Totarol (UNIl: 67NH2854WW)
INGR Aloe Vera Leaf (UNIl: ZY81Z83HO0X)
INGR Sandalwood (UNIl: 3641YW25N2)
INGR Lavender Oil (UNIl: ZBP1YXWOHS8)
INGR Camphor Oil (UNII: 7512Z8Y727)
INGR Orange Oil, Cold Pressed (UNIl: AKN3KSD11B)
INGR Rosa X Damascena Flower Oil (UNIl: 18920M3T13)
INGR Lonicera Japonica Flower (UNIl: 4465L2W54Y)
INGR Lonicera Caprifolium Flower (UNIl: 5N1WD9784U)
INGR Chlorophyll (UNIl: 00WNZ480R9)
INGR Hamamelis Virginiana Top Water (UNIl: NTOOY05A2V)
INGR Alcohol (UNII: 3K9958V90M)
INGR Citric Acid Monohydrate (UNIl: 2968PHW8QP)
INGR Maltodextrin (UNIIl: 7CVR7L4A2D)
INGR Trisodium Ethylenediamine Disuccinate (UNIl: YA22H34H9Q)
INGR Carbomer Homopolymer, Unspecified Type (UNIl: 0ASMM307FC)
INGR Sodium Hydroxide (UNII: 55X04QC32I)
INGR Sodium Metabisulfite (UNIl: 4VON5FNS3C)
INGR Acetyltributyl Citrate (UNIl: 0ZBXON59RZ)

INGR Phenylethyl Alcohol (UNIl: MLOLGA7468)

Marketing End
Date

Marketing End
Date

Quantity



INGR Caprylyl Glycol (UNII: 00YIU5438U)
INGR Potassium Sorbate (UNIl: 1VPU26)JZZ4)
Packaging

Item i -
# Code Package Description
1 21 mL in 1 TUBE; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph
Category Citation
Cosmetic

Marketing Information

Application Number or Monograph
Citation

Marketing
Category

OTC monograph final part333D

Labeler - smart skin Health, LLC (117039871)

Revised: 1/2023

Marketing Start

Marketing End

Date Date

Marketing End
Date

Marketing Start
Date

10/21/2021

Marketing End
Date

Marketing Start
Date

10/21/2021

Smart Skin Health, LLC
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