OXYGEN - oxygen gas
Scheffe RX Inc

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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A WARNING: HIGH PRESSURE, OXIDIZING GAS, VIGORQUSLY ACCELERATES COMBUSTION,
NG SMOKING IN THE PRESENCE OF OXYGEN OR A FIRE MAY RESULT.
Keap ol and graase away. Opan valve slowly. Store and use with adequate vendilation,
Use |:-|1I'g.r with equ;pmpnt deaned for :::qrgan sanica and rated for oylindar prassure
i m

I:Iose whr" after n-J“h Lh[‘.' :in:i urhcn nrnpty Cyllrﬂﬂrturrpm&turﬂ should not exceed 52°C (125°F)
Use in accordance with Material Safety Data Sheet (MSDS).
DO NOT REMOVE THIS PRODUCT LABEL

A WARNING: For emergency use only when administered by progedy bained personnel for oxygen deficiency
and resuscitation. For all other medical applications, Rx only. Unintemupted use of high concentrstions of
oxygen over a long duration, without monitoring its effect on coygen content of zrenal blood, may be harm
ful, Use only with prassure recucing eouipment and apparatus designed for oxygen. Co not attempt 1o use
on patients who have stopped bresthing unless wsed in conjundlion with resuscitative equipmant
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Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:43492-0001
Route of Administration RESPIRATORY (INHALATION)

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Oxygen (UNI: S88TT14065) (Oxygen - UNIES88TT14065) Oxygen 99 L in 100 L



Packaging

# Item Code Package Description Marketing Start Date
1 NDC:43492-0001-1 170 L in 1 CYLINDER
2 NDC:43492-0001-2 248 L in 1 CYLINDER
3 NDC:43492-0001-3 415 L in 1 CYLINDER
4 NDC:43492-0001-4 682 L in 1 CYLINDER

Marketing Information
Marketing Category  Application Number or Monograph Citation

unapproved medical gas

Labeler - scheffe RX Inc (832309905)

Establishment
Name Address ID/FEI
Scheffe RX Inc 832309905

Revised: 10/2009

Marketing End Date

Marketing Start Date Marketing End Date

07/20/2008
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