ALTITUDE MEDICAL HAND SANITIZER- ethyl alcohol gel
Altitude Medical

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.

0Drug Facts

Active ingredient
Ethyl alcohol, 69.8% v/v

Purpose

Antimicrobial

Uses
e Sanitize hands without requiring water or a rinse

Warnings
Flammable

For external use only

When using this product
¢ Do not use near heat or flame
¢ Do notuse inor near eyes
e Discontinue use if irritation and redness develop
¢ Do notuse ondeep or puncture wounds, consult your doctor

Keep out of reach of children.

In case of accidental ingestion, seek medical attention or contact a poison control center immediately.

Directions
e apply gel liberally to unsoiled hands and rub in thoroughly
e allow to dry without wiping or rinsing

Other information
e Store at room temperature

Inactive ingredients
Water, glycerin, carbomer, glycereth-7 triacetate, triethanolamine, fragrance and tocopherol acetate.

AltitudeMedical

Hand Sanitizer

Kills 99.999% of germs without water!
Net Contents 5/408mL (13.5 Fl 0z)
Emergency #

1-888-959-0211
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AltitudeMedical™

Hand Sanitizer

Kills 99.999% of germs without water!
Net Contents 4/500mL (16.9 Fl oz)
Emergency # : 1-888-959-0211
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KILLS 99.999% OF GERMS WITHOUT WATER!

2R AltitudeMedical

Active iIngredient
Bty AIGENO SOBB0Ar i e S s e SR

........Antimicobial

W to mnitze hands without requiring waterorarinss

Direciions
B zapplygellibers iy to unsoiled handsand b in thomughly
M allow 1o drywithout wipingar rinsing

Lo

Fex smtormal ww crily

M StoEat mom temperatu e

mmﬂgﬂlﬂ
M do notuse near heat orflame

00 notusein or reareyes
B discontinue uss if irftation and redness develop
B do notusson despor puncture wounds, coreult your doctar

Keep oant of reach of dhildren In @2 of accidenta| ingestion, s=ek redical amentianar
contact a poison control centerimmediztaly

‘Water, Ghoernin, Carbormer, Glwoenet h-7 trRoztete, Trietha nolamine, Framnoeand Toocop b | acette

50530000 MADE IN MECICO A4 B30

Ermergancy #: 1-228-053.0211 Ianufactured For ALTITUDE MECKCAL
Met Contants:4/500mL (16 2 Fl.oz) PO, B 770, Chardon, OH, 44024, U SA

HAND SANITIZER

KILLS 99.999% OF GERMS WITHOUT WATER!
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AltitudeMedical™

Hand Sanitizer

Kills 99.999% of germs without water!
Net Contents 4/465mL (15.7 Fl 0z)
Emergency # : 1-888-959-0211
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CANTRE Met Contents:4/500mL (169 Fl. cz) PO, B 770, Chardon, OH, 44024, USA,
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ALTITUDE MEDICAL HAND SANITIZER
ethyl alcohol gel

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:69345-200

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALCOHOL (UNII: 3K9958V90M) (ALCOHOL - UNII:3K9958 V90 M) ALCOHOL 69.8 mL in 100 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIE: 059 QFOKOOR)

glycerin (UNI: PDC6A3C00X)

CARBOMER INTERPOLYMER TYPE A (ALLYL SUCROSE CROSSLINKED) (UNII: 59 TL3WG5CO)
GLYCERETH-7 TRIACETATE (UNII: SOW6Z48 HUP)

TROLAMINE (UNI: 903K93S3TK)

.ALPHA.-TOCOPHEROL, D- (UNIl: N9PR3490H9)



Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:69345-200-01 5in 1BOX 12/07/2016

1 408 mL in 1 BOTTLE; Type 0: Not a Combination Product

2 NDC:69345-200-02 4in 1BOX 08/30/2018

2 500 mL in 1 BOTTLE; Type 0: Nota Combination Product

3 NDC:69345-200-03 4 in 1BOX 10/30/2018

3 4in 1BOX

3 465 mL in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation Marketing Start Date
OTC monograph not final part333E 12/07/2016

Labeler - Altitude Medical (963401380)

Registrant - CYANLabs S.A. de C.V. (812754130)

Marketing End Date

Establishment
Name Address ID/FEI Business Operations
CYAN Labs S.A. de C.V. 812754130 manufacture(69345-200) , label(69345-200) , pack(69345-200)

Revised: 10/2018
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