OXYGEN- oxygen gas
Advanced Home Care

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.

Oxygen, USP

Principal for Oxygen Product

DANGER: MAY CAUSE OR INTENSIFY
FIRE; OXIDIZER. CONTAINS GAS UNDER
PRESSURE; MAY EXPLODE IF HEATED.

CAS NO. Trez-44-7

corygeen confent of arterial blood

hasen stop
of reach

Dug and Cosmetic AcL

Liquid Label

mmewmmmhwmmmmmmnhmwmwh
coryypen deficaancy ded Fesuscitalion For all oiher medscal spplcalions R Dinly.

use ol high concantralions of axygen over & long duralion, withoul monfonng its effect o
, may be hamdsl Do not aflempl 1o use on patients wio
breathing uniess used in congnclion with resuscitative equipment. K
mwwmmwﬁmmwwwmmm% oly  with
by establshenents regialered a8 & drug manufachee in atcordance with e ail Food,

ﬁA DVANCED

HomMmMET CARE

4001 PIEDMONT PARKWAY
HIGH POINT, NG 27265
(B00) 863-B822

OXYGEN, COMPRESSED

usp
UN1072

PRODUCED BY AIR LIQUEFACTION

DANGER: Do not Pandie untl ol satety precautions hinm been resd and undersiond. Keep
and otrer comiuslible rabenals. Keep vahees and fittings frea
wioen only oukions of in & well-ventlaled place. In casn of fire:
Siop leak if safe to do 5o, Use a back flow preventive device in the piping. Use only with
equipment of compatible materials of construction and mied for

cleaned for service. Open walve Slowly.

and wore revay from
from greass and oil Uss

[y GeEn
and wihen emphy. Profect from
Presied v Soliow The Safety Dala

SHIE CONTENTS
M6 165 LTRS. 2216 PSI AT TO°F
[0 359 LTRS. 2000 PSI1 AT TOF
[JE 655 LTRS. 2000 P51 AT TO°F
CIMG0 1689 LTRS. 2216 PSI AT TO°F
CIMM 3450 LTRS. 2216 PSI AT TO°F
D0 NOT REMOVE
THIS PRODUCT LABEL.

jpresure Use only
wahe after gach use
b whn ambient temperature sucends SPC{125F)
[SO5] before s, SELHI Y

[ APANCED

4001 PIEDMONT PARKWAY
HIGH POINT, NG 27265
(800) 859-8822

OXYGEN,
REFRIGERATED

LIQUID
USP

UN1973

CAS: T782-44-T

R onur,

\%IJIJ NOT REMOVE THIS PRODUCT LABEL.

OXYGEN

WARNING: For ssmargency uss only whan administarad by proparly teained parsosanal for oxygin delicency and resusciation.

For all other medical applications, RXanly.

Unintarrupted ues of high concenirations of cxygan ower 4 long duration, withoul monBoring s efiect on coygen contert of
arterial bloed, mey be harmful. Do not atbempt to was on patisnts who have stopped bresthing unlase weed in conjenction with

resusciative squipment, Kesp oul of resch of children.

Federal low requiren that thia container be refillad with ogyge
mantischirer in acoondancs with the Febard Feod, Dnag aed Cosmstic Ad.

DANGER: MAY CAUBE DR INTEM2IFY FIRE OXIDIZER. CONTAING REFRIGERATED GAS; MAY CAUSE
GRYOSENIC BURKS OR BJURY. COMBUSTIBLES IN COMTACT WITH LIGUD OXYSEN MAY EXPLODE ON
IGRITION OF IMPACT. Do not handls until all saisty precoutioss have baen rad and understoed, Kesp and
stare away from clothing and ether combustible matarials. Kesp valees and fittings fres from grasse
ard ail. Uss and store only owtdoors or in a well-ventilated place, Wear cold insulating gloves, face
shleld, and eys protection. In chsa of fira: Stop laak if sale to do so, Ues a back flow proventive device

in tha piping. Vea only with squipmant of compatibls materiale of construction and rated for cylinder
prassure, Lias only with squipmant claansd for ceygen service. DD NOT changs or fores T connections,
, Chosss vabve after anch use and whan ampty. Always

HAuoid

ailvica/atiention.

apillz, Do not walk on or ol squipmant ower
kaap contaiar in spright position, Resd and follow the

FIRST AND: IF ON SKIM; Thaw frosted parts with lukewarm water. Do not rub sffscted area. Gat immnadiats madical

Dt Bhast (308) bebara e,

Prooucen By AR LioUEFACTION.

TO BE FILLED BY A MEDICAL GAS FACILITY ONLY.

nwmhmhﬁhmm registared as a drug

Bl g

1500 /(B a) uauag

Bl |y
EEal |5

17610
(0615}

OXYGEN

oxygen gas

Product Information

Product Type

Route of Administration

HUMAN PRESCRIPTION DRUG

RESPIRATORY (INHALATION)

Item Code (Source)

NDC:55813-123




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
OXYGEN (UNIL: S88TT14065) (OXYGEN - UNI:S88TT14065) OXYGEN 99 L in100 L

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:55813-123-02 425 L in 1 CYLINDER; Type 0: Nota Combination Product 10/27/2015

2 NDC:55813-123-03 682 L in 1 CYLINDER; Type 0: Not a Combination Product 10/27/2015

3 NDC:55813-123-04 1738 L in 1 CYLINDER; Type 0: Not a Combination Product 10/27/2015

4 NDC:55813-123-05 3455 L in 1 CYLINDER; Type 0: Nota Combination Product 10/27/2015

5 NDC:55813-123-06 46 L in 1 DEWAR; Type 0: Nota Combination Product 10/27/2015

6 NDC:55813-123-01 165 L in 1 CYLINDER; Type 0: Not a Combination Product 10/27/2015

7 NDC:55813-123-07 36 L in 1 DEWAR; Type 0: Nota Combination Product 10/27/2015

8 NDC:55813-123-08 21L in 1 DEWAR; Type 0: Not a Combination Product 10/27/2015

Marketing Information

Marketing Category  Application Number or Monograph Citation  Marketing Start Date Marketing End Date
unapproved medical gas 10/27/2015

Labeler - Advanced Home Care (603161209)

Establishment

Name Address ID/FEI Business Operations
Advanced Home Care, Inc. 008930102 manufacture(55813-123)
Establishment

Name Address ID/FEI Business Operations
Advanced Home Care, Inc 031557958 manufacture(55813-123)
Establishment

Name Address ID/FEI Business Operations
Advanced Home Care, Inc. 073459898 manufacture(55813-123)
Establishment

Name Address ID/FEI Business Operations
Advanced Home Care, Inc 078652894 manufacture(55813-123)
Establishment

Name Address ID/FEI Business Operations

Advanced Home Care, Inc. 078818616 manufacture(55813-123)



Advanced Home Care, Inc. 079708390 manufacture(55813-123)

Advanced Home Care, Inc. 118915730 manufacture(558 13-123)

Advanced Home Care, Inc. 603161209 manufacture(55813-123)

Advanced Home Care, Inc 620931506 manufacture(55813-123)

Advanced Home Care, Inc 828372693 manufacture(55813-123)
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