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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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PLEASE MAKE-ALL-=CORRECTIONS*ONeTHIS*SHEET-AND+SIGN.

Company: Date:

Approved by: POsit:

COLORS: BLACK, PANTONE YELIL OW, FILMIMPRINTsVARNISH

In order to meet the projected lead time, please SIGN and RETURN this copy as soon as
possible. This proof has been prepared according to our understanding of your specifica-
tions. Please examine the proof carefully for (1)*Spelling, (2)*Spacing, (3)*Punctuation, and
(4)eLocation of Printing. We cannot assume responsibility for errors and/or omissions.
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OXYGEN

oxygen gas

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration RESPIRATORY (INHALATION)

Active Ingredient/Active Moiety
Ingredient Name
Oxygen (UNI: S88TT14065) (Oxygen - UNILS88TT14065)

Packaging
# Item Code
1 NDC:64454-0001-1

Package Description
450.46 L in 1 DEWAR

Item Code (Source)

Marketing Start Date

Basis of Strength

Oxygen

NDC:64454-0001

Strength
99 L in100 L

Marketing End Date



2 NDC:64454-0001-2 46.6 L in 1 DEWAR
3 NDC:64454-0001-3 21.6 L in 1 DEWAR
4 NDC:64454-0001-4 41L in 1 DEWAR

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
unapproved medical gas 04/13/1998

Labeler - Great Lakes Home Healthcare Services (129446667)

Establishment

Name Address ID/FEI Business Operations
Great Lakes Home Healthcare Services 129446667 manufacture
Establishment

Name Address ID/FEI Business Operations
Great Lakes Home Healthcare Services 112745633 manufacture

Revised: 12/2009 Great Lakes Home Healthcare Services
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