HYDRA PEARL HAND SANITIZER- antiseptic gel gel
NOVAGEL HAND SANITIZER- antiseptic gel gel
IVOGEL HAND SANITIZER- antiseptic gel gel
HYDRA PEARL LIQUID- sanitizing hand spray liquid

PlasmaDent 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.

Nova Gel
me
Em Drug Facts
o
> & Active Ingredient Purpose
c 5 Ethyl alcohol 70% v/v Antiseptic
»w T
> “g’ Use + To decrease bacteria on the skin
© Warnings
g Flammable. Keep away from fire or flame.
N

For external use only

When using this product do not use in or near the eyes.
In case of contact, rinse eyes thoroughly with water.

Stop use and ask a doctor if irritation or rash appears
and lasts.

Keep out of reach of children. If swallowed, get medical
help or contact a Poison Control Center right away.
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Directions « Wet hands thoroughly with product and allow
to drywithout wiping * For children under 6,use only under
adult supervision * Not recommended for infants
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Other information - Do not store above 110°F(43°C)=May
discolor some fabrics « Harmful to wood finishes and
plastics

S2800

Inactive ingredients Water, Glycerin,
Carbomer, Aminomethyl Propanol, Fragrance
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Advanced Hand Sanitizer
Original Scent

Leaves Hands Feeling Soft
8 FL OZ (236.6 mL)

Active Ingredient
Active Ingredient Purpose
Ethyl Alcohol 70% v/v ---------------- Antiseptic

Purpose

Use- To decrease bacteria on the skin

Use

Use-To decrease bacteria on the skin

NDC: 73893-001-02

NOWVA
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ADVANCED

HAND SANITIZER

O

Original Scent

Leaves Hands Feeling Soft
8 FL 0Z (236.6 mL)



Keep out of the reach of children

Keep out of the reach of children

Warnings

Warnings

Flammable. Keep away from fire or flame.
For external use only

When using this product do not use in or near the eyes. In case of contact, rinse eyes
thoroughly with water.

Stope use and ask a doctor if irritation or rash appears and lasts.

Keep out of reach of children. If swallowed get medical help or contact a poisen control
center right away.

Directions

Directions-wet hands thoroughly with product and allow to dry without wiping. For
children under 6 use only under adult supervision. Not recommended for infants.

Other information
Other information- Do not store above 110 °F (43 °C)
May discolor some fabrics.

Harmful to wood finishes and plastics

Inactive Ingredient Section

Inactive Ingredient- Water, Glycerin, Carbomer, Aminomethyl propanol, fragrance

Hydra Pearl

i HYDRA PEARL
z Drug facts = 2

§ Active ingredient Purpose = Made in U.S.A.

z Ethyl alcohol 70% v/ Antiseptic

m

>

Use « To decrease bacteria on the skin

Warnings
Flammable. Keep away from fire or flame.

For external use only

When using this product do not use in or near the eyes
In case of contact, rinse eyes thoroughly with water.
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Stop use and ask a doctor if irritation or rash appears and lasts.

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

Directions « Wet hands thoroughly with product and allow to dry
without wiping * For children under 6, use only under adult supervision «
Not recommended for infants

Other information « Do not store above 110°F(43°C) « May discolor
some fabrics » Harmful to wood finishes and plastics

lnactive ingredients Water, Glycerin, Carbomer
Aminomethyl Propanol Leaves Hands Feeling Soft and Clean

10 FL OZ (296 mL)
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Advanced Hand Sanitizer
Original Scent

Leaves Hands Feeling Soft
8 FL OZ (236.6 mL)

Hydra Pearl
Sanitizing Spray

« 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, 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 « Wet hands thoroughly with product and allow to dry
without wiping « For children under 6, use only under adult supervision *
Not recommended for infants

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

Inactive ingredients Glycerin, Water
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Ivogel Hand Sanitizer
Ivogel Hand Sanitizer
70% Alcohol Unscented
Moisterizing Gel

Leaves hands feeling soft
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Use « To decrease bacteria on the skin
Warnings

Flammable. Keep away from fire or flame.
For external use only
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When using this product do not use in or near the eyes.

In case of contact, rinse eyes thoroughly with water.

Stop use and ask a doctor if irritation or rash appears and lasts.

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

Directions » Wet hands thoroughly with product and allow to dry
without wiping « For children under 6, use only under adult supervision «
Not recommended for infants

Other information + Do not store above 110°F(43°C) « May discolor
some fabrics « Harmful to wood finishes and plastics

Inactive ingredients Water, Glycerin, Carbomer, Aminomethyl
Propanol

HYDRA PEARL
Made in U.S.A.

SANITIZING

Alcohol Antiseptic « Non-Sterile « Topical Solution
1 Gallon ( 3785 mL)

IVOGEL

——— 70% Alcohol - Unscented ——

HAND
SANITIZER

MOISTURIZING GEL

Leaves Hands Feeling Soft and Clean

HYDRA PEARL HAND SANITIZER

antiseptic gel gel



Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:73893-002
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
AMINOMETHYLPROPANOL (UNIl: LU49E6626Q) 0.1 g in 100 mL
GLYCERIN (UNIl: PDC6A3C00X) 2 g in 100 mL
CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNIl: 0OASMM307FC) 0.3 g in 100 mL
WATER (UNIIl: 059QF0KOO0R) 32.8 g in 100 mL

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:73893- 236.6 mL in 1 BOTTLE, DISPENSING; Type 0: Not a
1 002:02 Combination Product R
NDC:73893- 473.2 mL in 1 BOTTLE, DISPENSING; Type 0: Not a
2 00203 Combination Product 08/12/2020
NDC:73893- 295.7 mL in 1 BOTTLE, DISPENSING; Type 0: Not a
2 002-04 Combination Product et 2eAUAY
NDC:73893- 946.4 mL in 1 BOTTLE, DISPENSING; Type 0: Not a
4 002-05 Combination Product 08/12/2020
NDC:73893- 3800 mL in 1 CONTAINER; Type 0: Not a Combination
2 002-06 Product U2 At
6 335:1713893' 59.1 mL in 1 TUBE; Type 0: Not a Combination Product 08/12/2020
NDC:73893- 18900 mL in 1 CONTAINER; Type 0: Not a Combination
7 002-08 Product 10/02/2020
NDC:73893- 189000 mL in 1 DRUM; Type 0: Not a Combination
8 002-12 Product 02/28/2022
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ﬁgacl monograph not 3335 08/12/2020

NOVAGEL HAND SANITIZER

antiseptic gel gel



Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:73893-001

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958V90M)

Basis of Strength
ALCOHOL

Strength
70 mL in 100 mL

Inactive Ingredients

Ingredient Name
AMINOMETHYLPROPANOL (UNII: LU49E6626Q)
GLYCERIN (UNIl: PDC6A3COO0X)
CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNIl: 0ASMM307FC)
WATER (UNIl: 059QFOKOOR)

Strength
0.1 g in 100 mL
2 g in 100 mL
0.3 g in 100 mL
32.8 g in 100 mL

Packaging

Marketing Start Marketing End

# Item Code Package Description

Date Date
1 (I;ICI)D](_:-:()713893- g?).r:.]ginnl_ait?oi E%LU‘CE DISPENSING; Type 0: Not a 03/30/2020
2 00r02  Combination Praduct o re NS 0373072020
3 00103 Combination Product | Pe O NOEE 0410672020
4 00104 Combination Product o VPE O NOEE 041572020
5 00105 Combination Praduct o re NS 0471572020
6 g(I)DlC_:O7g>893- g?é)c(j)urcntL in 1 CONTAINER; Type 0: Not a Combination 04/15/2020
7 (l;l(l)Df_:o773893- g?(?gu?tl_ in 1 CONTAINER; Type 0: Not a Combination 04/15/2020
8 g(l))lc_:o783893- ;ES(SSC?L in 1 CONTAINER; Type 0: Not a Combination 04/15/2020
9 goch_:o793893- Fl):g,gl?cot mL in 1 DRUM; Type 0: Not a Combination 04/15/2020
10 BI(I)DlC-:17O3893_ %?(?Sl?c(:)t mL in 1 DRUM; Type 0: Not a Combination 04/15/2020
11 235:1713893- 59.1 mL in 1 TUBE; Type 0: Not a Combination Product 07/20/2020
12 00105 - Combination Product T e 08/26/2020

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC monograph not . 3334 03/30/2020

final



IVOGEL HAND SANITIZER

antiseptic gel gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:73893-004

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
AMINOMETHYLPROPANOL (UNII: LU49E6626Q) 0.1 g in 100 mL
GLYCERIN (UNII: PDC6A3CO00X) 2 g in 100 mL
CARBOMER HOMOPOLYMER, UNSPECIFIED TYPE (UNIl: 0OASMM307FC) 0.3 g in 100 mL
WATER (UNII: 059QFOKOOQR) 32.8 g in 100 mL
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:73893- 59.1 mL in 1 BOTTLE, DISPENSING; Type 0: Not a
1 004-01 Combination Product AU
NDC:73893- 236.6 mL in 1 BOTTLE, DISPENSING; Type 0: Not a
2 004-02 Combination Product 10/23/2020
NDC:73893- 473.2 mL in 1 BOTTLE, DISPENSING; Type 0: Not a
= 004-03 Combination Product LAY
NDC:73893- 295.7 mL in 1 BOTTLE, DISPENSING; Type 0: Not a
4 004-04 Combination Product 10/23/2020
NDC:73893- 946.4 mL in 1 BOTTLE, DISPENSING; Type 0: Not a
2 004-05 Combination Product PSS
NDC:73893- 3800 mL in 1 CONTAINER; Type 0: Not a Combination
6 004-06 Product 10/23/2020
NDC:73893- 9500 mL in 1 CONTAINER; Type 0: Not a Combination
7 004-07 Product LAY
NDC:73893- 18900 mL in 1 CONTAINER; Type 0: Not a Combination
8 004-08 Product 10/23/2020
NDC:73893- 113600 mL in 1 DRUM; Type 0: Not a Combination
g 004-09 Product LU ETpAedy
NDC:73893- 189300 mL in 1 DRUM; Type 0: Not a Combination
10 004-10 Product 10/23/2020
11 355:1713893- 59.1 mL in 1 TUBE; Type 0: Not a Combination Product 10/23/2020

NDC:73893- 354.9 mL in 1 BOTTLE, DISPENSING; Type 0: Not a

12 004-12 Combination Product

10/23/2020



Marketing Information

Marketing Application Number or Monograph
Category Citation
OTC monograph not

final part333A

HYDRA PEARL LIQUID

sanitizing hand spray liquid

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958V90M)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3C00X)
WATER (UNII: 059QFOKOOR)

Packaging

# Item Code Package Description

1 NDC:73893- 3785 mL in 1 BOTTLE; Type 0: Not a Combination
003-01 Product

2 NDC:73893- 946 mL in 1 BOTTLE; Type 0: Not a Combination
003-02 Product

3 NDC:73893- 473 mL in 1 BOTTLE; Type 0: Not a Combination
003-03 Product

a NDC:73893- 227304 mL in 1 DRUM; Type 0: Not a Combination
003-04 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation
OTC monograph not

final part333A

Labeler - piasmabDent Inc (053111649)

Item Code (Source)

ALCOHOL

Marketing Start
Date

Marketing End
Date

10/23/2020

NDC:73893-003

Strength
80 mL in 100 mL

Basis of Strength

Strength
1.45 mL in 100 mL
18.55 mL in 100 mL

Marketing Start
Date

Marketing End
Date

10/09/2020
11/09/2020
11/09/2020

02/28/2022

Marketing Start
Date

Marketing End
Date

10/09/2020



Revised: 2/2022 PlasmaDent Inc
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