
LUZEN WHITENING GEL- hydrogen peroxide gel  
BIOSTECH CO., LTD.
Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

----------

hyeroge peroxide

for external use only

oral debriding

Aids in the removal of phlegm, mucus, or other secretions associated with occasional sore mouth

water, glycerin, peg400, ethanol, pvp k29/32(povidone), pvp k90(povidone), aerosil 200, flavor, etc

Keep out of children

for external use only

keep out of reach children



LUZEN WHITENING GEL  
hydrogen peroxide gel

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:70 8 12-0 10

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

HYDRO GEN PERO XIDE (UNII: BBX0 6 0 AN9 V) (HYDROGEN PEROXIDE -
UNII:BBX0 6 0 AN9 V)

HYDROGEN
PEROXIDE

2.8  g
 in 10 0  g

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 0 59 QF0 KO0 R)  

GLYCERIN (UNII: PDC6 A3C0 OX)  



BIOSTECH CO., LTD.

ALCO HO L (UNII: 3K9 9 58 V9 0 M)  

SILICO N DIO XIDE (UNII: ETJ7Z6 XBU4)  

CITRIC ACID MO NO HYDRATE (UNII: 29 6 8 PHW8 QP)  

PO LYSO RBATE 8 0  (UNII: 6 OZP39 ZG8 H)  

XYLITO L (UNII: VCQ0 0 6 KQ1E)  

ERYTHRITO L (UNII: RA9 6 B9 54X6 )  

SUCRALO SE (UNII: 9 6 K6 UQ3ZD4)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:70 8 12-0 10 -0 1 4 g in 1 BOTTLE; Type 0 : No t a  Co mbinatio n Pro duct 12/23/20 20

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

unappro ved drug o ther 12/23/20 20

Labeler - BIOST ECH CO., LT D. (687294330)

Registrant - BIOST ECH CO., LT D. (687294330)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

BIOSTECH CO., LTD. 6 8 729 4330 manufacture(70 8 12-0 10 )

 Revised: 12/2020


