NITROGEN:- nitrogen gas
Air Products and Chemicals, Inc.

Nitrogen



I~ A

Certificate of Analysis

By Air-Liquefaction Process

Product: NITROGEN NF*
Manufacturing Plant:
Address: ‘

Date/Time:

Lot Number:

Delivery Unit #{Tanker/Railcar):

Quantity/Level/Pressure: Gross: Tare: Net:

*NF applies only when used in a medical application or
by medical customers properly registered with the FDA.

Product delivered has been tested for indicated parameters and satisfies the contractually guaranteed purity specifications.
Results are nominal values within statistical accuracy of analytical test methods.

This certificate does not add to or replace the warranty, limitations of liability or other provisions of the agreement between

parties.
Requirement Test Method Specification Limit Result
Nitrogen Diff ‘ > 99.999 % >99.989 %
Oxygen** Teledyne 316 < 3.00 ppm 0.35 ppm
Odor** Organoleptic None
e ppm = parts per million by volume ppb = parts per billion by volume

-

Analysis on storage tank on periodic basis
**  Analysis of each Delivery Unit

Released By:
Released via Electronic Signature no handwritten signature required
(Signature)
(Printed Name)
Form QA-046US (05/09)
AutoLoad TM USNC0100192916000
NITROGEN

nitrogen gas



Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration RESPIRATORY (INHALATION)

Active Ingredient/Active Moiety

Ingredient Name
Nitrogen (UNI: N762921K75) (Nitrogen - UNIEN762921K75)

Packaging
# Item Code
1 NDC:10018-9502-1

Package Description

Marketing Information

1L in 1 TANK; Type 0: Not a Combination Product

Item Code (Source) NDC:10018-9502

Basis of Strength Strength

Nitrogen 990 mL in1L

Marketing Start Date
01/01/2015

Marketing End Date

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date

NDA NDA205866 01/01/2005
Labeler - Air Products and Chemicals, Inc. (003001070)
Establishment

Name Address ID/FEI Business Operations
Air Products and Chemicals, Inc. 042690057 manufacture(10018-9502)
Establishment

Name Address ID/FEI Business Operations
Air Products and Chemicals, Inc. 071461110 manufacture(10018-9502)
Establishment

Name Address ID/FEI Business Operations
Air Products and Chemicals, Inc. 060223237 manufacture(10018-9502)
Establishment

Name Address ID/FEI Business Operations
Air Products and Chemicals, Inc. 838169357 manufacture(10018-9502)
Establishment

Name Address ID/FEI Business Operations
Air Products and Chemicals, Inc. 839111218 manufacture(10018-9502)
Establishment

Name Address ID/FEI Business Operations



Air Products and Chemicals, Inc.

Establishment

Name

Air Products and Chemicals, Inc.

Establishment

Name

Air Products and Chemicals, Inc.

Establishment

Name

Air Products and Chemicals, Inc.

Establishment

Name

Air Products and Chemicals, Inc.

Establishment

Name

Air Products and Chemicals, Inc.

Establishment

Name

Air Products and Chemicals, Inc.

Establishment

Name

Air Products and Chemicals, Inc.

Establishment

Name

Air Products and Chemicals, Inc.

Establishment

Name

Air Products and Chemicals, Inc.

Establishment

Name

Air Products and Chemicals, Inc.

Establishment

Name

Air Products and Chemicals, Inc.

Address

Address

Address

Address

Address

Address

Address

Address

Address

Address

Address

054389028

ID/FEI
085551877

ID/FEI
080088396

ID/FEI
004497699

ID/FEI
050985332

ID/FEI
196796833

ID/FEI
060535424

ID/FEI
006306922

ID/FEI
183727734

ID/FEI
059331637

ID/FEI
030575138

ID/FEI
031298243

manufacture(10018-9502)

Business Operations
manufacture(10018-9502)

Business Operations
manufacture(10018-9502)

Business Operations
manufacture(10018-9502)

Business Operations
manufacture(10018-9502)
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manufacture(10018-9502)
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manufacture(10018-9502)

Business Operations
manufacture(10018-9502)
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manufacture(10018-9502)



Establishment

Name

Air Products and Chemicals, Inc.

Establishment

Name

Air Products and Chemicals, Inc.

Establishment

Name

Air Products and Chemicals, Inc.

Establishment

Name

Air Products and Chemicals, Inc.

Establishment
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Air Products and Chemicals, Inc.

Establishment

Name

Air Products and Chemicals, Inc.

Establishment

Name

Air Products and Chemicals, Inc.

Establishment

Name

Air Products and Chemicals, Inc.

Establishment

Name

Air Products and Chemicals, Inc.

Establishment
Name
Air Products Canada, Ltd.

Establishment

Name
Air Products Canada, Ltd.

Establishment

Name

Address ID/FEI
041598673
Address ID/FEI
102575545
Address ID/FEI
047944442
Address ID/FEI
183308998
Address ID/FEI
070034970
Address ID/FEI
121162895
Address ID/FEI
089901037
Address ID/FEI
010941565
Address ID/FEI
040702529
Address ID/FEI
241078471
Address ID/FEI
249095829
Address ID/FEI

Business Operations
manufacture(10018-9502)

Business Operations
manufacture(10018-9502)

Business Operations
manufacture(10018-9502)

Business Operations
manufacture(10018-9502)

Business Operations
manufacture(10018-9502)
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manufacture(10018-9502)
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manufacture(10018-9502)
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manufacture(10018-9502)

Business Operations
manufacture(10018-9502)

Business Operations
manufacture(10018-9502)

Business Operations



Air Products and Chemicals, Inc.

Establishment

Name

Air Products and Chemicals, Inc.

Establishment

Name

Air Products and Chemicals, Inc.

Revised: 12/2018

Address

Address

078598613

ID/FEI
080252343

ID/FEI
080021840

manufacture(10018-9502)

Business Operations
manufacture(10018-9502)

Business Operations
manufacture(10018-9502)

Air Products and Chemicals, Inc.



