BIOMAA ANTISEPTIC HAND SANITIZER- alcohol gel
Mascotas y Acuariofilia, S.A. de C.V.

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.

Biomaa Antis eptic hand sanitizer gel

Drug Facts

Active ingredient
Ethyl alcohol 71.5%

Purpose

Antiseptic

Use

For hand washing to decrease bacteria on the skin

Warnings
For external use only

Flammable, keep away from fire or flame

Do notuse
in the eyes
Stop use and ask a doctor if
e [rritation and redness develop
¢ Condition persists for more than 72 hours
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

Other Information
e Store between 59-86°F (15-30°C)
e Avoid freezing and excessive heat above 104°F (40°C)
® Do not leave uncovered

Inactive ingredients

Carbomer, water



Package Labeling:
I |

Drug Facts / Informacion del Medicamento

Active ingredient/ Ingrediente Activo Purpose/ Propdsito
Etylaloonol/ AONOIEMEO T15% ..o Antisepfic / Antiséptico
Use/Uso

For hand washing f0 decrease bacteria on the skin / para Fvarse [as manos con el fin de disminuir Ias bacterias en apiel

v ANTISEPTIC HAND SANITIZER GEL
Hve, e e e st ANTISEPTICO GEL ANTIBACTERIAL

Donotuse /Mo usar inthe eyes /en os ojos

Stop use and ask a doctor if/ Detenga su uso y pregunte a un doctor si: : ETHYL ALCOHOI. 7].5% l ALCOHOL ET".'CO AI. 7].5%

I Iriafion and redness develop / se desamall iftcin y enojecimiento
I Condiion prsistsfor more han 72 hours 1a condicin persiste por més de 72 ioras
Keep out of reach of children. I swalowed, et medical elp o confacta Poison Control Centerrightawy./

' Mantenga fuera del alcance de los niias. Sies ingerido, busque aencion médica o contcieal Certro ds Control de
Envenenamiento inmedialamerle.
Directions / Instrucciones

Wet hands thoroughly wih productand allow to cry withoutwiping /

Mojesus maos completame e flizado el poducioy i secar i mpiaro Denatured Alcohol
Other Information / Otra informacidn DO NOT DRINK

I Slore beween / Almacénese entre 59-86°F (18-30°C)
I Avoid fregzing and excessive heat above / it que e congeley calr excesivo por encima de 104°F (40°C)

1 D)o ot leave Uncovered / No se defe estapado AI co h DI D esnatu ra I iza d 0
Inactive ingredients / Ingredientes inactivos NO DEBE BEBERSE

Carbomer, water./ Gerbémero, agu.

MANUFACTURED BY { EMBOHAIJD PﬂR
MASCOTAS Y ACUARIOFILIA S.A DE C.V.

CARRETERA ESPIRITU SANTO- GHILUGA 0,99, PUEBLO ESPIRITU SANTO JILOTZINGO, MEXIGO G.P. 54370
TEL: 52 55 2233 1805 E-MAIL: info@hiomaa.com

5 MADE IN MEXICO /HECHO EN MEXICO
T0 REPORT A SERIQUS ADYERSE EVENT, CONTACT / PARA REPORTAR UN EVENTO ADVERSD SERIO, 8.45 'I nz (25“ ml)

CONTACTE A: MASCOTAS Y ACUARIOFILIA S.A.OE C.V. CI0 144 RESEARCH DRIVE, HAMPTON VA 23666

005380

LOTE ¥ FEGHA DE GADUGIDAD EN EL ENVASE

77500211

SEE PACKAGE FOR BATCH AND EXPIRATION DATE /

BIOMAA ANTISEPTIC HAND SANITIZER
alcohol gel

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:77737-000

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCOHOL (UNIL: 3K9958V90M) (ALCOHOL - UNI:3K9958V90M) ALCOHOL 0.715 mL in 1 mL

Inactive Ingredients

Ingredient Name Strength
CARBOMER HOMO POLYMER, UNSPECIFIED TYPE (UNIE: 0 ASMM30 7FC)
WATER (UNIE: 059 QFOKOOR)



Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:77737-000-01 250 mL in 1 BOTTLE; Type 0: Nota Combination Product 06/01/2020

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333E 06/01/2020

Labeler - Mascotas y Acuariofilia, S.A. de C.V. (820005270)

Revised: 6/2020 Mascotas y Acuariofilia, S.A. de C.V.
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