OXYGEN - oxygen gas
Comfort Medical

Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.
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Comfort Medical
8100 Park Blvd.
Suite 501
Pinellas Park, FL 33781
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A WARNING: HIGH PRESSURE, CXIDIZING GAS. VIGOROUSLY ACCELERATES COMBUSTION,
WO SMOKIKG IN THE PRESENCE OF OXYGEN COR A FIRE MAY RESULT.
Feep of ardd grease away. Open valve slowly. Store and use with adetuate ventilation
Usacml',l wﬂh :‘wmﬂd&mdfur -::-xy'q:n sendce and rated for eylnder pressure.

ha & prEN device int ping.
Clu-s'c 'ﬂlu'c aﬁm aach use and whm mm:ru C'n.lllnd:}l‘ temperatune should not exceed 52°C (125°F).
Use i aceordance with Material Safely Data Shest (MSDS)

DO MOT REMOVE THIS PRODUCT LABEL,

A WARNING: For emergancy uss only whan administersd by propery treined personnel for sapgen defidzny
and resuscitation. For ol othar madical applicationg, Rx only. Urntenupted use of high concentrations of
aeygen owver 3 bong durstion, without momitoring #s efizct on oxypan conterd of azrisd baod, may be hanm-
f1d, Usa onby with pressure reducing equgment and appsrstus cesigned for eeygen, Do not sttempt to use
an patiards who fave stopped breathing urdass usad in corgunciion with resuscllative eoulperend.
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OXYGEN
oxygen gas
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:49799-0001
Route of Administration RESPIRATORY (INHALATION)




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Oxygen (UNIL: S88TT14065) (Oxygen - UNI:S88TT14065) Oxygen 99 L in 100 L
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:49799-0001-1 170 L in 1 CYLINDER
2 NDC:49799-0001-2 248 L in 1 CYLINDER
3 NDC:49799-0001-3 415 L in 1 CYLINDER
4 NDC:49799-0001-4 682 L in 1 CYLINDER

Marketing Information
Marketing Category  Application Number or Monograph Citation

unapproved medical gas

Labeler - comfort Medical (038567231)

Establishment
Name Address ID/FEI
Comfort Medical 038567231

Revised: 10/2009

Marketing Start Date Marketing End Date

10/01/2009
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