BIOMIRACLE STAYSAFE HAND SANITIZER- alcohol gel

MJM SOURCING, 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.

[Manufacturer: WHITE COSPHARM CO.,LTD.]
[Labeler : MJM SOURCING, LLC]
77978-502-01

BioMiracle staysafe HAND SANITIZER

i psffeMiracle]

Staysafe

ANTIBACTERIAL

SPECIALIZED IN VIRUS INFECTION PREVENTION

) Kills 99.9% Antibacterial

y)) Germs Alcohol 70%
Soothing . For all

Aloe 4 Skin Types

500mL € /16.9 Fl. Oz.

staygafe S,

HAND SANITIZER

Drug Facts
Active ingredient Purpose
ALCOHOL 70.00% ........... SANITIZER

Uses m Disinfection of hands and skin

Warnings  For external use only

W Flammable, keep away from fire or flame. Do not use
on damaged or broken skin. When using this product
keep out of eyes. If contact with eyes occurs, rinse
promptly and thoroughly with water. Stop use and ask
adoctor if significant iitation or sensitization develops.
Keep out of reach of children. If swallowed, get medical
help or contact a Poison Control Center right away.
Store between 15-30°C (60-85°F).

Advertencia

W Inflamable. Mantener alejado del fuego
o las llamas. Almacenar entre 15-30°C
(60-85°F). Sdlo para uso externo. Cuando
use este producto no lo use en o cerca de
los ojos. En caso de contacto con los ojos,
enjuague bien con agua. Deje de usar y
consulte a un médico si aparece irritacién
o sarpullido por un tiempo. Mantener fuera
del alcance de los nifos. Si se ingiere,
obtenga ayuda médica o contacte a un
Centro de Control de Envenenamiento
inmedia-tamente. No lo use en nifios
menores de 2 meses o en heridas abiertas.

Directions M Take an appropriate amount|
on your hands and rub thoroughly to dry.

Guia de Aplicacion
B Tome una cantidad adecuada en
sus manos y frote bien para secar.

Other information m Do not store above 110°F|
(43'C) May discolor certain fabrics or surfaces.

Inactive ingredients

Water, Glycerin, Carbomer, Triethanolamine,
Butylene Glycol, Aloe Vera Gel, Grapefruit
Extract
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BIOMIRACLE STAYSAFE HAND SANITIZER
alcohol gel

Product Information

Product Type HUMAN OTC DRUG

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name
ALCOHOL (UNIE: 3K9958V90M) (ALCOHOL - UNII:3K9958 V90 M)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNI: PDC6A3C00X)
WATER (UNIE: 059 QFOKOOR)
CARBOMER HO MO PO LYMER, UNSPECIFIED TYPE (UNIL: 0 ASMM307FC)
TROLAMINE (UNIE: 9O3K93S3TK)

Item Code (Source)

Basis of Strength
ALCOHOL

NDC:77978-502

Strength
350 mL in 500 mL

Strength




BUTYLENE GLYCOL (UNII: 3XUS85K0RA)
ALOE VERA LEAF (UNII: ZY81Z8 3H0 X)
GRAPEFRUIT (UNI: 082C39RR8C)

Packaging

# Item Code Package Description Marketing Start
Date

1 NDC:77978-502- 500 mL in 1 BOTTLE, PUMP; Type 0: Not a Combination 07/13/2020

01 Product

Marketing Information

Marketing Category  Application Number or Monograph Citation Marketing Start Date
OTC monograph not final part333A 07/13/2020

Labeler - MM SOURCING, LLC (078861054)

Marketing End
Date

Marketing End Date

Establishment
Name Address ID/FEI Business Operations
WHITE COSPHARM CO.,LTD. 688442259 manufacture(77978-502)

Revised: 7/2020

MIM SOURCING, LLC
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