OROXID SENSITIV- hydrogen peroxide solution
OROXID SENSITIV- hydrogen peroxide spray
Innova Medical Group

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.

Instruction For use

Use OROXID® sensitiv two to three times a day preferably during or

after brushing your teeth. Pour approximately 20 ml of liquid (content
of two cups) into a glass, gargle for about 30 seconds and spit it out

afterwards. OROXID® sensitiv is suitable for a long-term use.

OTC Active Ingredient

hydrogen peroxide

Storage and handling
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deionized water,
Actipone® PX3, fl avors, stabilizer.

Storage

Store at temperature
of 5 °Cto 25 °C

Dosage and administration
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Keep away from Children

Purpose
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[E Read the instructions
before use
fc Store at temperature
5C ofi5°Cto 25°C
P

7..1? Protect from direct sunlight

A Keep away from children

A Avoid direct contact with eyes

HOW TO USE:

Use OROXID® sensitiv two to three
times a day preferably during and
after brushing your teeth. Spray the
solution into the oral cavity with 3 to 4
pressures of the spray, gargle for about
30 seconds and spit it out. OROXID®
sensitiv is suitable for a long-term use.

OROXID® SENSITIV CONTAINS:
deionized water, hydrogen peroxide
15 g/kg, Actipone® PX3, flavors, stabilizer.

After activation of the spray the product is
recommended to be used within 3 months.
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+ Entzlindung der Mundhéhle

« Intesive Mundhygiene

« Hygiene der festen Zahnspangen,
Prostheten, Implantaten

« Verringerung der Zahnverférbung

+ Verhinderung von Zahnablagerungen

« Wiederherstellung des frischen Atems

GEEIGNET FUR

« alle Generationen

+ empfindliche Mundschleimhaute
« [angerfristige Anwendung

EE Vor Gebrauch
Beipackzettel lesen
,Fv Losung bei Temperatur
56 von 5°C bis 25 °C lagern
. o " ;
=#<. Losung vor direktem Licht
2\ schiitzen

@ Fur Kinder unzuganglich
aufbewahren

A Augenkontakt vermeiden

GEBRAUCHSANWEISUNG

OROXID® sensitiv ist zwei bis drei Mal
pro Tag, vorzugsweise bei und nach dem
Zahneputzen, anzuwenden. Die Lésung
sollte in die Mundhohle (3-4 Dosen)
gespruht werden. Mit der Losung ist ca.
30 Sekunden zu gurgeln und danach
auszuspucken. OROXID®  sensitiv st
geeignet fir die langerfristige Anwendung.

OROXID® SENSITIV BEINHALTET:
deionisiertes Wasser, Wasserstoffperoxid
15 g/kg, Actipone® PX3, Aromastoffe und
Stabilisator.

Nach dem Offnen wird empfohlen, das
Produkt innerhalb von drei Monaten zu
verbrauchen.

wl Manufacturer/Hersteller:

(Onikam

ENIKAM d.0.0.

C. Andreja Bitenca 118
1000 Ljubljana, Slovenia
info@enikam.com
www.oroxid.com

c € 1304

Package Label
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Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:81794-600

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

HYDROGEN PEROXIDE (UNII: BBX0O60AN9V) (HYDROGEN PEROXIDE -
UNII:BBXO60AN9V)

Inactive Ingredients

Ingredient Name
GINGER (UNII: C5529G5JPQ)
ECHINACEA PURPUREA WHOLE (UNIl: QI7G114Y98)
COMMIPHORA MYRRHA STEM BARK (UNII: [4FHOOW8V5)
PEG-40 CASTOR OIL (UNIl: 4ERD2076EF)
SPEARMINT (UNII: J712T6IVIN)
WATER (UNIl: 059QFOKOOR)
STEVIA EUPATORIA WHOLE (UNII: DOY0869IHX)

Packaging
# Item Code Package Description
NDC:81794-600- 500 mL in 1 BOTTLE; Type 0: Not a Combination

70 Product

NDC:81794-600- 150 mL in 1 BOTTLE; Type 0: Not a Combination
50 Product

NDC:81794-600- 30 mL in 1 BOTTLE; Type 0: Not a Combination
30 Product

NDC:81794-600- 250 mL in 1 BOTTLE; Type 0: Not a Combination
60 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

QTC monograph not part333A
final

OROXID SENSITIV

hydrogen peroxide spray

Product Information

Basis of

Strength Strength
HYDROGEN 1.5 mL
PEROXIDE in 1.5 mL

Strength

Marketing Start Marketing End
Date Date

07/12/2021
07/12/2021
07/12/2021

07/12/2021

Marketing Start Marketing End
Date Date

07/12/2021

Product Type HUMAN OTC DRUG Item Code (Source) NDC:81794-700



Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

HYDROGEN PEROXIDE (UNIl: BBX0O60AN9V) (HYDROGEN PEROXIDE -
UNII:BBXO60AN9V)

Inactive Ingredients

Ingredient Name
SPEARMINT (UNII: J712T6IVIN)
GINGER (UNIl: C5529G5)PQ)
WATER (UNIl: 059QFOKOOR)
PEG-40 CASTOR OIL (UNIl: 4ERD2076EF)
ECHINACEA PURPUREA WHOLE (UNII: QI7G114Y98)
COMMIPHORA MYRRHA STEM BARK (UNII: 4FHOOW8V5)
STEVIA EUPATORIA WHOLE (UNII: DOY0869IHX)

Packaging

# Item Code Package Description

1 NDC:81794- 100 mL in 1 BOTTLE, SPRAY; Type 0: Not a
700-30 Combination Product

> NDC:81794- 50 mL in 1 BOTTLE, SPRAY; Type 0: Not a
700-40 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation
OTC monograph not part333A

final

Labeler - innova Medical Group (117663689)

Basis of
Strength

HYDROGEN
PEROXIDE

Marketing Start
Date

07/12/2021

07/12/2021

Marketing Start
Date

07/12/2021

Strength

1.5 mL
in 1.5 mL

Strength

Marketing End
Date

Marketing End
Date

Business Operations

-700)

tions

Establishment
Name Address ID/FEI
Innova Medical Group 117663689 label(81794-600, 81794
Establishment
Name Address ID/FEI Business Opera
ENIKAM d.o.o0. 520197715 manufacture(81794-600, 81794-700)

Revised: 7/2021

Innova Medical Group
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