
OXYGEN- oxygen gas   
Rotech Healthcare 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.

----------

2018 DRUG REGISTRATION LISTING

Oxygen Compressed

Oxygen Refrigerated Liquid



OXYGEN  
oxygen gas

Product Information
Product T ype HUMAN PRESCRIPTION DRUG Ite m Code  (Source ) NDC:57439 -0 0 0

Route  of Adminis tration RESPIRATORY (INHALATION)

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

O XYGEN (UNII: S8 8 TT140 6 5) (OXYGEN - UNII:S8 8 TT140 6 5) OXYGEN 9 9  L  in 10 0  L



Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:57439 -0 0 0 -0 1 170  L in 1 CYLINDER; Type 0 : No t a  Co mbinatio n Pro duct 0 1/0 1/20 18

2 NDC:57439 -0 0 0 -0 2 255 L in 1 CYLINDER; Type 0 : No t a  Co mbinatio n Pro duct 0 1/0 1/20 18

3 NDC:57439 -0 0 0 -0 3 425 L in 1 CYLINDER; Type 0 : No t a  Co mbinatio n Pro duct 0 1/0 1/20 18

4 NDC:57439 -0 0 0 -0 4 6 8 0  L in 1 CYLINDER; Type 0 : No t a  Co mbinatio n Pro duct 0 1/0 1/20 18

5 NDC:57439 -0 0 0 -0 5 1738  L in 1 CYLINDER; Type 0 : No t a  Co mbinatio n Pro duct 0 1/0 1/20 18

6 NDC:57439 -0 0 0 -
0 6 2549  L in 1 CYLINDER; Type 0 : No t a  Co mbinatio n Pro duct 0 1/0 1/20 18

7 NDC:57439 -0 0 0 -0 7 3455 L in 1 CYLINDER; Type 0 : No t a  Co mbinatio n Pro duct 0 1/0 1/20 18

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

unappro ved medica l gas 0 1/0 1/20 18

OXYGEN  
oxygen gas

Product Information
Product T ype HUMAN PRESCRIPTION DRUG Ite m Code  (Source ) NDC:57439 -0 0 1

Route  of Adminis tration RESPIRATORY (INHALATION)

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

O XYGEN (UNII: S8 8 TT140 6 5) (OXYGEN - UNII:S8 8 TT140 6 5) OXYGEN 9 9  L  in 10 0  L

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:57439 -0 0 1-0 1 16 750  L in 1 DEWAR; Type 0 : No t a  Co mbinatio n Pro duct 0 1/0 1/20 18

2 NDC:57439 -0 0 1-0 2 249 50  L in 1 DEWAR; Type 0 : No t a  Co mbinatio n Pro duct 0 1/0 1/20 18

3 NDC:57439 -0 0 1-0 3 3350 0  L in 1 DEWAR; Type 0 : No t a  Co mbinatio n Pro duct 0 1/0 1/20 18

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

unappro ved medica l gas 0 1/0 1/20 18

Labeler - Rotech Healthcare Inc (144556222)

Establishment



Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

HOME CARE MEDICAL SERVICES 16 9 9 32436 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

ACTIVE CARE 17439 250 1 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

SENTRY HOME HEALTH 79 6 50 2123 manufacture(57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

THE OXYGEN STORE 9 49 9 9 5476 manufacture(57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

ALLIED MEDICAL SUPPLY 0 79 48 8 272 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

ROTECH 159 346 0 50 manufacture(57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

SUMMIT RESPIRATORY 1359 2278 4 manufacture(57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

SUMMIT RESPIRATORY 8 74476 422 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

OXYGEN PLUS 79 6 49 9 8 58 manufacture(57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

ROTH MEDICAL 179 38 70 50 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

SUMMIT RESPIRATORY 8 31552372 manufacture(57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

ROTH MEDICAL 14436 9 6 13 manufacture(57439 -0 0 1)



Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

G & G MEDICAL 79 6 50 2479 manufacture(57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

G & G MEDICAL 0 8 540 0 138 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

DON PAUL RESPIRATORY SERVICES 79 6 50 0 8 9 5 manufacture(57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

ROTH MEDICAL 8 3155236 4 manufacture(57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

SUMMIT RESPIRATORY 0 79 56 9 9 18 manufacture(57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

ROTH MEDICAL 9 48 74418 0 manufacture(57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

ROTECH 8 3156 29 18 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

KELLEY'S HOME HEALTH SERVICES 0 79 738 76 8 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

FAMILY HOME CARE 8 31748 49 1 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

MEDSOURCE 0 79 7136 79 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

HOOK'S OXYGEN & MEDICAL EQUIPMENT 0 79 6 0 740 5 manufacture(57439 -0 0 1)

Establishment



Name Addre ss ID/FEI Bus ine ss  Ope rations
ROTECH 0 9 8 136 0 9 6 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

FIRST CARE 0 79 6 39 10 1 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

GREAT LAKES HOME MEDICAL 8 318 31172 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

MIDLAND OXYGEN & MEDICAL SUPPLY 0 16 9 5329 6 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

HEARTLAND HOME HEALTH CARE 0 79 570 16 2 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

HOME CARE MEDICAL 0 79 721579 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

ROTECH 6 1148 0 6 9 0 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

ROTECH 8 3318 6 9 22 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

MAJOR MEDICAL 0 79 6 0 740 1 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

MAJOR MEDICAL 0 79 6 0 739 0 manufacture(57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

VITALCARE HEALTH SERVICES 9 56 72118 7 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

CAMBRIA MEDICAL SUPPLY 6 20 0 0 70 21 manufacture(57439 -0 0 0 , 57439 -0 0 1)



Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

CPO2 148 713329 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

NORTHEAST MEDICAL EQUIPMENT INC 0 79 5318 25 manufacture(57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

ROTECH 0 58 159 8 8 1 manufacture(57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

HOME MEDICAL SYSTEMS 79 546 9 142 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

ROTECH 0 79 738 728 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

MAJOR MEDICAL SUPPLY 0 79 7219 0 4 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

MED-AIR TRANSFILL 8 419 736 6 7 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

RHEMA MEDICAL 0 78 6 70 59 9 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

ROTECH 0 79 570 216 manufacture(57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

ROTECH HOME MEDICAL CARE 0 79 6 0 76 22 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

COMMUNITY HOME OXYGEN 0 79 6 0 76 17 manufacture(57439 -0 0 0 , 57439 -0 0 1)

Establishment



Rotech Healthcare Inc

Name Addre ss ID/FEI Bus ine ss  Ope rations
COMMUNITY HOME OXYGEN 79 6 49 9 213 manufacture(57439 -0 0 1)

 Revised: 1/2018
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