SODIUM CHLORIDE- sodium chloride
Nephron Pharmaceuticals Corporation

Sodium Chloride Inhalation Solution, USP 0.9 %

Sodium Chloride Inhalation Solution, USP 0.9% 3 mL
NDC 0487-9301-33

Sodium Chloride
Inhalation Solution, USP 0.9%

Sterile, non-pyrogenic, preservative-free
single-use vials for respiratory therapy.

No bacteriostatic agent or other
preservative added.

MADE
IN THE
USA

For Respiratory Therapy
Not for parenteral administration.

nephron
pharmaceuticals
corporation
Orlando, FL 32811

30 x 3 mL Sterile Unit-Dose Vials, each ina foil pouch.

INDICATIONS: This sterile, single-use device is intended to be used as an accessory to medicinal
nonventilatory nebulizers for respiratory therapy or for tracheal irrigation or lavage therapy.

This device is not intended for parenteral use or for preparations intended for parenteral use.
WARNING: Not for injection or in preparations to be used for injection.

DIRECTIONS FOR USE: To verify container integrity, squeeze the vial before use. Twist cap
completely off vial, invert and squeeze prescribed volume.

Discard any unused portion of the contents of this single-use vial as well as any unused solution
remaining in the nebulizer cup.

HOW SUPPLIED: Sodium Chloride Inhalation Solution, USP 0.9% is supplied in single-use plastic
vials in the following configurations:

NDC 0487-9301-03 3 mL, 100 vials per carton

NDC 0487-9301-33 3 mL, 30 vials per carton/ 1 vial per foil pouch

NDC 0487-9301-02 3 mL, 30 vials per carton/ 1 vial per foil pouch /robot ready
NDC 0487-9302-01 5 mL, 100 vials per carton

NDC 0487-9315-30 15 mL, 30 vials per carton

Internal contents sterile. External surface of vial not sterile.
STORAGE: Store at controlled room temperature 15° to 30°C (59° to 86°F).
Rx Only

Please Recycle
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NDC 0487-930(-33

Sodium Chloride

Inhalation Solution, USP 0.9%

Sterile, non-pyrogenic, preservative-free
single-use vials for respiratory therapy.

: Manudncturad Hy:
Mo bacteriostatic agent or other o nephron
preservalive added. pharmaceuticals
corporation
Orlarda, FL 32811

MADE
|H THE

For Respiratory Therapy USA

Mot for parenteral administration.
30 x 3 mL Sterile Unit-Dose Vials, each in a foil pouch.
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NDC 0487-930|-33

Sodium Chloride

Inhalation Solution, USP 0.9%

Sterile, non-pyrogenic, preservative-free
single-use vials for respiratory therapy.

Mo bacteriostatic agent or other preservative
added.
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For Respiratory Therapy
Mot for parenteral administration. n ﬂ

30 x 3 mL Sterile Unit-Dose Vials, each in a foil pouch.
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Sodium Chloride Inhalation Solution, USP 0.9% 5 mL

NDC 0487-9302-01
Sodium Chloride

Inhalation Solution, USP 0.9%

preservative-free

Sterile, non-pyrogenic,

single-use vials for respiratory therapy.

No bacteriostatic agent or other preservative

added.

For Respiratory Therapy
Not for parenteral administration.

100 x 5 mL Sterile Unit-Dose Vials

Manufactured By:

nephron



pharmaceuticals
corporation
Orlando, FL 32811

INDICATIONS: This sterile, single-use device is intended to be used as an accessory to medicinal
nonventilatory nebulizers for respiratory therapy or for tracheal irrigation or lavage therapy.

This device is not intended for parenteral use or for preparations intended for parenteral use.
WARNING: Not for injection or in preparations to be used for injection.

DIRECTIONS FOR USE: To verify container integrity, squeeze the vial before use. Twist cap
completely off vial, invert and squeeze prescribed volume.

Discard any unused portion of the contents of this single-use vial as well as any unused solution
remaining in the nebulizer cup.

HOW SUPPLIED: Sodium Chloride Inhalation Solution, USP 0.9% is supplied in single-use plastic
vials in the following configurations:

NDC 0487-9301-03 3 mL, 100 vials per carton

NDC 0487-9301-33 3 mL, 30 vials per carton/ 1 vial per foil pouch

NDC 0487-9301-02 3 mL, 30 vials per carton/ 1 vial per foil pouch /robot ready
NDC 0487-9302-01 5 mL, 100 vials per carton

NDC 0487-9315-30 15 mL, 30 vials per carton

Internal contents sterile. External surface of vial not sterile.

STORAGE: Store at controlled room temperature 15° to 30°C (59° to 86°F).
Rx Only

Please Recycle

IC 440
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i NDC0487-9302-01 | NDC0487-9302-01

Sodium Chloride Sodium Chloride
Inhalation Solution, USP 0.9%

. Inhalation Solution, USP 0.9%
|

Sterile, non-pyrogenic, preservative-free

Sterile, nor~pyrogenic, presarvative-frae
single-use vials for respiratory therapy.

single-use vials for respiratory therapy.

Mo bacteriostatic agent or other preservative
added,

|
!
i Mo bacteriostatic agent or other preservative
| added.

|
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. mephron
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! corporation

| For Respiratory Therapy O, FL- 22411 i For Respiratory Therapy
i Not for parenteral administration. m-rag | Not for parenteral administration.
i 100 x 5 mL Sterile UnitDose Vials USA | 100 x 5 mL Sterile Unit-Dose Vials
e T T T e B e e e S e = St
II 1 e
| o
| | o
| . Fd
| P
| # | //
] » /
| P
| | //
| -
| | yd
| | Fd
| | P
| | 7
r
| | r
| i
; | .
| # | P
| ’—‘\
| Y
| ..1" ht
. REX Vi BN
| / L
\
n S[EA @S00-IUN BUEIS W 5 X 001
3 ez "UoESIUIWpE [esajuated o) JoN
Byttt Adesay) Kiojesdsay 104
efafiosy muesl

&

‘peppe
anpensasaid Jayo Jo Jusbe oejsousoeg oy

“Adesay) ojendsed Joj sjen esn-ajfiuis
sal~anenasand ‘ojusboifd-uo a1

%6'0 dSN 'UonN|oS uonefRyY|

apuojyD wnipos

LO-Z0€6-£8+0 DAN '-\

1

| INDICATIONS: This sterile, single-use device is intended lo be used as an accessory lo medicinal 1o | |

ity | nonwendilatory nebiulizers for respiratory therapy or for racheal imigation or lavage therapy. Fmmad | NDC0487-9302-01 i
| This device is notintendad for parenteral use or for preparations intended for parentesal use,
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DIREGTIONS FOR USE: Ta verify container Integrly, squeaze the vial before use, Twist cap O 4 lum O.ﬂ L e

completely off vial, invert and squeeze prescribed vojume, !
Discard any unusad portion of the contents of this single-usae vial as well as any unusad . . i
solution remaining in the nebulizer cup. Inhalation Solution, USP 0.9% !

HOW SUPPLIED: Sodium Chioride Inhalation Solution, USP 0.2% is supplied in single-use plastic [ |
viake In the following packaging configurations: I

E— NDC 0487=-0301=03 3 mL, 100 vials per carton

o — NDC 0487-9301-33 3 mL, 30 vials per carton / 1 vial per foll pouch

[—— NDC D487-9301-02 3 mL, 30 vials per carton / 1 vial per foil powch / rabat ready ! " :

L—— NDC 0487-0302-01 & mL, 100 vials per carton | Sterile, non-pyrogenic, presarvative-free
— NDC 04B87-0316-30 15 mL, 30 vials per carten single-use vials for respiratory therapy,
- Internal contents sterile. Extarnal surfaca of vial not sterile. No b 2 | h i

STORAGE: Slore al conlrolled room temperature 15° ko 30°C (597 1o B6°F), ! o bacteriostatic agent or other preservative
Rx Only | added,
“ ‘ NH For Respiratory Therapy
3 Mg es7olsnz01® 5 ! Not for parenteral administration,
100 x 5 mL Sterle Unit-Dose Vials

Sodium Chloride Inhalation Solution, USP 0.9% 15 mL
NDC 0487-9315-30

Sodium Chloride
Inhalation Solution, USP 0.9%

Sterile, non-pyrogenic, preservative-free single-use vials for
respiratory therapy.

No bacteriostatic agent or other preservative added.

For Respiratory Therapy
Not for parenteral administration.

30 x 15 mL Sterile Unit-Dose Vials

Manufactured By:
nephron
pharmaceuticals
corporation
Orlando, FL 32811

MADE
IN THE
USA

INDICATIONS: This sterile, single-use device is intended to be used as an accessory to medicinal
nonventilatory nebulizers for respiratory therapy or for tracheal irrigation or lavage therapy.

This device is not intended for parenteral use or for preparations intended for parenteral use.
WARNING: Not for injection or in preparations to be used for injection.

DIRECTIONS FOR USE: To verify container integrity, squeeze the vial before use. Twist cap
completely off vial, invert and squeeze prescribed volume.



Discard any unused portion of the contents of this single-use vial as well as any unused solution
remaining in the nebulizer cup.

HOW SUPPLIED: Sodium Chloride Inhalation Solution, USP 0.9% is supplied in single-use plastic
vials in the following packaging configurations:

NDC 0487-9301-03 3 mL, 100 vials per carton

NDC 0487-9301-33 3 mL, 30 vials per carton/ 1 vial per foil pouch

NDC 0487-9301-02 3 mL, 30 vials per carton/ 1 vial per foil pouch /robot ready
NDC 0487-9302-01 5 mL, 100 vials per carton

NDC 0487-9315-30 15 mL, 30 vials per carton

STORAGE: Store at controlled room temperature 15° to 30°C (59° to 86°F).

Internal contents sterile. External surface of vial not sterile.
Rx Only

IC 446
Rev. 08-27-14



NDC 0487-9315-30

Sodium Chloride
Inhalation Solution, USP 0.9%

Sterile, non-pyrogenic, praservative-free single-use vials for

respiratery therapy.

No bacteriostatic agent or other preservative added.

For Respiratory Therapy
Mot for parenteral administration.

30 x |5 mL Seerile Unit-Dose Vials
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NDC 0487-9315-30

Sodium Chloride
Inhalation Solution, USP 0.9%

Sterile, non-pyrogenic, preservative-free singls-use vials for
respiratory therapy,

No bacteriostatic agent or other preservative added.

For Respiratory Therapy
Mot for parenteral administratien.

30 x 15 mL Sterile Unit-Dose Vials



INDICATIONS: This starfda, single-usa device is intendad bo be used as an to madiginal ilatory |
nebulzers for respinatory therapy of for tracheal irigation or lavage therapy NDC 0487-9315-30

"

Discard any unussd portion of the contents of this single-use vial as well as any unused solution
remaining in the nebulizer cup. I
HOW SUPPLIED: Sedium Chioride Inhatation Solution, USP 0.9% is supplied in single-use plastie viale in the |
following packaging configurations: |
NDC 0487-9301-03 3ml, 100 vials par caron

NDC 0487-3301-33 3ml, 30 vials par carton ! 1 vial par foil pouch

NODC (487-8301-02 3mil, 30 vials por carton ! 1 vial per foil pouch / robot ready :
NDC 0487-9302-01 5ml, 100 vials per carton i respiratory therapy.
NDC (487-8315-30 15 mL, 30 vials per cal

NI

For Respiratory Therapy

Sterile, non-pyrogenic, preservative-free single-use vials for

STORAGE: Store af controlled room temperature 15° to 30°C (58° fo 86°F). N I“H “‘ “ “ No bacleriostatic agent or ather preservalive added.
antalyigaolly

Not for parenteral administration.

| Fw OBET-4E Internal contents sterile, External gurface of vial not sterle. Rx Only 30 x |5 mL Sterile Unit-Dose Vials

SODIUM CHLORIDE

nebulizer (direct patient interface)

Product Information

Product Type MEDICAL DEVICE Item Code (Source)

Route of Administration RESPIRATORY (INHALATION)

Active Ingredient/Active Moiety

NHRIC:0487-9301

Ingredient Name Basis of Strength Strength
Sodium Chloride (UNIL: 451W471Q8 X) (SODIUM CATION - UNIL:LYR4MONH37) Sodium Chloride 9 mg in 1 mL

Inactive Ingredients
Ingredient Name
Water (UNI: 059 QFOKOOR)

Packaging

# Item Code Package Description Marketing Start Date
1 NHRIC:0487-9301-33 30 in 1 CARTON

1 1in 1 POUCH

1 3 mL in 1 VIAL, SINGLE-USE

2 NHRIC:0487-9301-03 100 in 1 CARTON

Strength

Marketing End Date

This device is nol imended for parenteral use of for preparations intended for parenieral use.

WARNING: Mot for injection or in preparations to be used for injection. . .
DIRECTIONS FOR USE: To verify containes integrity, squeeze (he vial before use, Twist cap completely off vial, SOdl um Ch 'Or (] de
invert end sgueezs prascribed volume.

Inhalation Solution, USP 0.9%



2 3 mL in 1 VIAL, SINGLE-USE

3 NHRIC:0487-9301-02 lin 1 BAG
3 1in 1 POUCH
3 3 mL in 1 VIAL, SINGLE-USE

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date
EXEMPT DEVICE CAF 06/25/2012

SODIUM CHLORIDE

nebulizer (direct patient interface)

Product Information
Product Type MEDICAL DEVICE Item Code (Source)

Route of Administration RESPIRATORY (INHALATION)

Active Ingredient/Active Moiety

Marketing End Date

NHRIC:0487-9302

Ingredient Name Basis of Strength Strength
Sodium Chloride (UNIL: 451W47IQ8 X) (SODIUM CATION - UNI:LYR4MO0NH37) Sodium Chloride 9 mg in 1 mL

Inactive Ingredients
Ingredient Name
Water (UNI: 059QFO0KOOR)

Packaging

# Item Code Package Description Marketing Start Date
1 NHRIC:0487-9302-01 100 in 1 CARTON

1 5mL in 1 VIAL, SINGLE-USE

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date
EXEMPT DEVICE CAF 06/25/2012

SODIUM CHLORIDE

nebulizer (direct patient interface)

Product Information

Product Type MEDICAL DEVICE Item Code (Source)

Strength

Marketing End Date

Marketing End Date

NHRIC:0487-9315



Route of Administration RESPIRATORY (INHALATION)

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Sodium Chloride (UNIL: 451W471Q8X) (SODIUM CATION - UNI:LYR4MO0NH37) Sodium Chloride 9 mg in 1 mL
Inactive Ingredients

Ingredient Name Strength

WATER (UNI: 059 QFOKOOR)
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NHRIC:0487-9315-30 30 in 1 CARTON
1 15 mL in 1 VIAL, SINGLE-USE

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
EXEMPT DEVICE CAF 02/09/2015

Labeler - Nephron Pharmaceuticals Corporation (783905201)

Establishment

Name Address ID/FEI Business Operations
Nephron Pharmaceuticals Corporation 783905201 MANUFACTURE, ANALYSIS, PACK

Revised: 1/2015 Nephron Pharmaceuticals Corporation
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