SANITIZER- alcohol liquid
FARMACIA SAN ARCANGEL, 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.

Active Ingredient
Isopropyl Alcohol 70% v/v

Purposes

Antimicrobial

Uses
Hand sanitizer to decrease virus and bacteria on the skin that could cause disease

Recommended for repetead use

Warnings

Flammable, keep away form fire or flame

For external use only: hands

For external use only: hands

When using this product

keep out of eyes, do not use in or near eyes.

In case of contact with eyes, flush thorougly with water
avoid contact with broken skin

do not inhale or ingest

Stop use or ask a doctor if

Irritation and redness develop and condition persist 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
Put enough product in your palm cover hands and rub hands together briskly until dry without wiping

for children under 6 years of age should be supervised when using

Other information



Store below 105F (40C)

may discolour certain fabrics

harmful to wood finishes and plastics

Inactive ingredients

Purified water (aqua), vegetable glycerine, d-limonene and linalool as fragance

Principal Dis play
Terpenessence

70% |sopropyl Hand Sanitizer

Fresh Scent

With Terpene Enhanced
Antibacterial Protection

(v Kills 59% r_}_f bacteria and germs
¥ 70% isopropyl alcohol
:« Mo ethyl alcohol
o ethyl alcohaol
v e -m_:imge-\ peroxide
¥ Scented with natural terpenes
v Helps moisturize with glycerine

3.4 fluid ounces (100ml)
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Drug Facis

Drug Facts (continued)

Active ingredient Purposes
Isopropyl Alcohal 70% viv.......... Antimicrobial

Uses
- Hand sanitzer i decrease vinus and bacteria on
the: skin that could cause dissase
*Recornmendad for repeated use

gin:l:tiunsh e :

* Py el roduct i your palm cover

hgnuys and r%bilglanus 1ugg'.herp;riskrf unts dry
withaut wiping

+ For Childran under & years of age should ba
supervised when using

« ot recommiended for infants

Warnings Flammable, keep away from firs or flame
For external use only: hands

When using this product: keeo out of eyes,
oo ol USS In oF Mear eyes,

+In case of contact with eyes, llush thoroughly
with water

+ fovoi] contact with broken skin

* Do not inhate or ingest

Stop use or ask a doctor if Imitation and
redness develop and Condiion persist far more
than 72 hours

Keep out of reach of children. if swallowed,

get medical help o contact a Peison Control
Ceenter rigth away

Other information
- Stare below 105°F (£0°C)
= May discolour cerain fabrcs
+Harmiful to wood finishes and plastics

Inactive ingredients
Puritied water (agua), vegetable ghycering,
d-limonene and linalood as fragance

Distributed/Developed by
T/E Organies, LLC

15598 Sloat Bivd, Suite 169,
San Francisco, CA 94132

Made in Mexice

Il

\“ BeE e e www.terpanassenm.cnm/u

70% Isopropyl hand sanitizer
Fresh scent

with terpene enhaced
antibacterial protection

kills 99% of bacteria and germs
70% isopropyl alcohol

no ethyl alcohol

no hudrogen peroxide

scented with natural terpenes
helps moisturize with glycerine
3.4 fluid onces (100 ml)

SANITIZER
alcohol liquid

Product Information

Product Type

Route of Administration

HUMAN OTC DRUG

TOPICAL

Item Code (Source)

NDC:80535-0003




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ISOPROPYL ALCOHOL (UNI: ND2M416302) (ISOPROPYL ALCOHOL - ISOPROPYL 70 mL
UNIE:ND2M416302) ALCOHOL in 100 mL
Inactive Ingredients
Ingredient Name Strength

LIMO NENE, (+)- (UNI: GFD7C86 Q1W)
WATER (UNI: 059 QFOKOOR)
LINALOOL, (+/-)- (UNI: D8 1QY6188E)
GLYCERIN (UNI: PDC6A3C00X)

Packaging

# Item Code Package Description DLEREE R LT Tl
Date Date

1 NDC:80535-0003- 100 mL in 1 BOTTLE, SPRAY; Type 0: Nota Combination 10/19/2020

1 Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part333A 10/19/2020

Labeler - FARMACIA SAN ARCANGEL, S.A DE C.V (951583068)

Registr ant - FARMACIA SAN ARCANGEL, S.A DE C.V (951583068)

Establishment
Name Address ID/FEI Business Operations
FARMACIA SAN ARCANGEL, S.A DE C.V 951583068 label(80535-0003) , manufacture(80535-0003), pack(80535-0003)

Revised: 10/2020 FARMACIA SAN ARCANGEL, S.ADE C.V
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