FOCUS MEDICAL OXYGEN- oxygen gas
Focus Medical Gases LL.C

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.

Focus Medical Oxygen

Oxygen Compressed USP, UN 1072, RX ONLY



/ Oxygen,

Compressed USP

UN 1072
R ONLY y

Produced by Air Liquefaction

Dan ger: May cause or intensify fire; Oxidizer.
Contains gas under pressure. May explode if heated.
Precaution: Do not handle or use until all safety
precautions in the Safety Data Sheet have been read and
understood. Keep and store away from clothing and
other combustible materials. Secure cylinder and provide
adequate ventilation in storage and use. Keep out of
reach of children. Keep valves and fittings free from
grease and oil. Open valve slowly. Close valve after
each use and when empty. Use a back flow preventative
device in the piping. Use only with equipment of com-
patible materials and construction and rated for cylinder
pressure. Use only with equipment cleaned for oxygen

service. In case of fire: stop leak if safe to do so. Protect Flow Rate

from sunlight when ambient temperature exceeds 125°F LPM Me/A ¢ D E
or 52°C. 2 | 14hrs | 20hes | 35hrs [ 57hrs
Warning: For emergency use only when adminis- 25 | 1Ahrs | 16hrs | 28hrs | 46hrs
tered by properly trained personnel for oxygen deficiency 3 09hrs | 1.3hrs | 23hrs | 38hrs
and resuscitation. For all other medical applications, Rx 35 | 08hrs | 14hes | 20hes | 33hrs
only. Uninterupted use of high concentrations of oxygen 4 | 0Thes | 10hs | 17hes | 28hrs
over a long duration, without monitoring its effect on 5 06hrs | 08hrs | 14hrs | 23 hrs

oxygen content of arterial blood, may be harmful. Do not
attempt to use on patients who have stopped breathing
unless used in conjunction with resuscitative equipment. @ Focus Medical Gases

Federal law requires that this container be filled with

oxygen USP only by establishments registered as a drug 12928 Jacobson Road
manufacturer in accordance with the Federal Food, Drug, Manor. TX 78653

and Cosmetic Act.
512-507-2929

\ DO NOT REMOVE THIS PRODUCT LABEL /

FOCUS MEDICAL OXYGEN

oxygen gas

Product Information



Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:70291-1000

Route of Administration RESPIRATORY (INHALATION)

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
OXYGEN (UNIL: S88TT14065) (OXYGEN - UNI:S88TT14065) OXYGEN 1L in1L

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:70291-1000-1 63 L in 1 CYLINDER; Type 0: Not a Combination Product 11/24/2015

2 NDC:70291-1000-2 170 L in 1 CYLINDER; Type 0: Not a Combination Product 11/24/2015

3 NDC:70291-1000-3 278 L in 1 CYLINDER; Type 0: Not a Combination Product 11/24/2015

4 NDC:70291-1000-4 1318 L in 1 CYLINDER; Type 0: Not a Combination Product 11/24/2015

5 NDC:70291-1000-5 2642 L in 1 CYLINDER; Type 0: Not a Combination Product 11/24/2015

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
unapproved medical gas 11/01/2015

Labeler - Focus Medical Gases LLC (084462152)

Establishment
Name Address ID/FEI Business Operations
Focus Medical Gases LLC 084462152 manufacture(70291-1000) , repack(70291-1000)

Revised: 2/2016 Focus Medical Gases LLC
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