BIOMEDISUN HAND SANITIZER- alcohol gel
PL COSMETIC

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.

[BIOMEDISUN] 500 ml PUMP TYPE 62:74339-3562

Lo | ARS LONGA, VITA BREVIS.
KFDA.® | BIOMEDISUN IIANDISANITIZER

Dmg Fapts -
BIOMEDISUN e s o

Uses
Hand sanitizer to help reduce bacteria that potertially can cause diseass.

HAN [) For usa when soap and water are not avalable
Warnings

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

Do not usa
w in chikdren lass than 2 menths of age w on open skin wounds
When using this product kesp cut of eyes, ears, and mauth. In case of

contact with eyes, rinse eyes thoroughly with waler.

Stop use and ask a doctor if initafion or rash occurs, These may ba signs of
a sarious condition.

Keep out of reach of children |f swallowed, get medical help or contact a
Poison Contral Center right away.

Directions

" =Iac|:e enough product en hands to cover all sirfaces. Rub hands togsther
until dry.

n Supérvise children uncler B years of age when using this protuct 10 avoid

w This pr o'h ct is ntended cnl, for hand sandizi
u To prevent contents from drying out ald[,\';ﬂl
lid complately after use.

n Keep product ir |.50mg|r'a\ coralner as storing the produet in anything
other than the original container may result in accidents or cause the integrity
of the product to diminish.

n Do not use over bandages, castings, etc. as imitation may ocour,

(Other information
m Store betwssn 15-30 °C (58-86 *F)
m Avoidl freszing and excassive heat abova 40 °C (104 °F]

Inactive ingredients Water, Glycerin, wr pomer, Triethary claw ne, Sodium
Hyaluronats, Butylena Giycol
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BIOMEDISUN HAND SANITIZER
alcohol gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:74339-3562

Route of Administration TOPICAL




Active Ingredient/Active Moiety
Ingredient Name
ALCOHOL (UNIE: 3K9958 V90 M) (ALCOHOL - UNIE:3K9958 V90 M)

Inactive Ingredients
Ingredient Name
GLYCERIN (UNI: PDC6A3C00X)
CARBOMER HO MO PO LYMER, UNSPECIFIED TYPE (UNIL: 0 ASMM30 7FC)
WATER (UNIL 059 QFOKOOR)
BUTYLENE GLYCOL (UNI: 3XUS85K0RA)
HYALURONATE SO DIUM (UNIL: YSE9 PPT4TH)
TROLAMINE (UNII: 903K93S3TK)

Packaging
# Item Code Package Description

NDC:74339-3562- 500 mL in 1 BOTTLE, PUMP; Type 0: Nota Combination

1
1 Product

Marketing Information
Marketing Category  Application Number or Monograph Citation
OTC monograph not final part333A

Labeler - pL cosMETIC (688393375)

Establishment
Name Address ID/FEI
PL COSMETIC 688393375

Revised: 4/2020

Basis of Strength
ALCOHOL

Marketing Start
Date

03/31/2020

Marketing Start Date
03/31/2020

Strength
310 mL in 500 mL

Strength

Marketing End
Date

Marketing End Date

Business Operations

manufacture(74339-3562)

PLCOSMETIC
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