GENERAL SURGERY PROCEDURE KIT- general surgery tray (kit)
Centurion Medical Products

General Surgery Procedure Kit

DESCRIPTION

Lidocaine Hydrochloride and Epinephrine Injection, USP is a sterile, nonpyrogenic solution of
lidocaine hydrochloride and epinephrine in water for injection for parenteral administration. Sodium
metabisulfate 0.5 mg/ml and citric acid, anhydrous 0.2 mg/ml added as stabilizers. May contain sodium
hydroxide and/or hydrochloric acid to adjust pH; pH is 4.5 (3.3 to 5.5). Multiple dose vials contain
methylbaraben 1 mg/ml added as preservative. Lidocaine is a local anesthetic of the amide type.

Lidocaine Label

NDC 0409-3178-03

50 mL MULTIPLE-DOSE Protect from light. Each mL contains
lidocaine HCI, anhyd. 10 mg; epinephrine

LIDBCAJNE HCI 1% a"d 10 mecg; NaCl 7 mg; sodium metahisulfite
EPINEPHRINE 1:100,000 05 mg and citric acid, anhyd. 0.2 mg

: : added as stabilizers; methylparaben 1 mg
|H]EI.‘.tH}H, Usp added as preservative. May contain NaOH

. ) andfor HCI for pH adjustment. pH 4.5(3.3to
For Infiltration and Nerve Block. 1% only 55) Sterile, nonpyrogenic. Uspual dosage:

NOT FOR EPIDURAL OR CAUDAL USE. sSeeinsert. Do not autoclave.
HOSPIRA, INC., LAKE FOREST IL 80045 [1SA RL-0829 (10/04) Hosprra

(NIRRT

CENTURION®

032312G

Example General Reorder
Surgery Tray XXXXXXXX

1 STERILE EXAMPLE GENERAL SURGERY TRAY



1 STERILE LIDOCAINE HCI SOLUTION

Example Only - Components & Title May Vary

8 N/A (01) 1 0653160 00000 6

ot | 0000000000 “‘m““‘

NOTES:
Store between 20-25°C (68-77°F).

Do notreuse. | ATEX FREE DE] icn‘ﬁ?ﬁﬂ’c'%ons
Single use only. for use.

CAUTION: Federal law (USA) restricts this device to sale by or on the order of a physician.
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GENERAL SURGERY PROCEDURE KIT
general surgery tray (kit) kit

Product Information
Product Type MEDICAL DEVICE Item Code (Source) NHRIC:24840-1512



Packaging

# Item Code
1 NHRIC:24840-1512-2
1 NHRIC:24840-1512-1

Package Description
10 in 1 CASE
1in 1 PACKAGE, COMBINATION

Quantity of Parts

Part # Package Quantity
Part1 1VIAL, MULTI-DOSE

Part1lof1

Marketing Start Date Marketing End Date

Total Product Quantity

LIDOCAINE HYDROCHLORIDE AND EPINEPHRINE

lidocaine hydrochloride anhydrous and epinephrine injection, solution

Product Information
Item Code (Source) NDC:0409-3178

Route of Administration INFILTRATION

Active Ingredient/Active Moiety

Ingredient Name

LIDO CAINE HYDRO CHLORIDE ANHYDRO US (UNIl: EC2CNF7XFP)

(LIDOCAINE - UNIL:98PI200987)

EPINEPHRINE (UNII: YKH83404BH) (EPINEPHRINE - UNI:YKH8 3404BH)

Inactive Ingredients

Ingredient Name
SODIUM CHL O RIDE (UNIL: 451W471Q8X)
SODIUM METABISULFITE (UNIL: 4VONSFNS3C)
ANHYDRO US CITRIC ACID (UNI: XF417D3PSL)
SODIUM HYDRO XIDE (UNIE: 55X04QC32I)
HYDRO CHLORIC ACID (UNI: QTT17582CB)
METHYLPARABEN (UNIL: A218 C7HI9T)
WATER (UNIE: 059 QFOKOOR)

Packaging
# Item Code
1 NDC:0409-3178-01

Package Description
10 mL in 1 VIAL, MULTI-DOSE

Basis of Strength Strength
LIDOCAINE HYDROCHLORIDE 10 mg
ANHYDROUS in 1 mL
EPINEPHRINE 10°ug

in 1 mL
Strength
7 mg in 1 mL
0.5mg in 1mL

0.2 mg in 1mL

1mg in 1 mL

Marketing Start Date Marketing End Date



Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
ANDA ANDA089644 04/05/2010

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
exempt device LRO 01/01/2012

Labeler - centurion Medical Products (017246562)

Establishment

Name Address ID/FEI Business Operations
Centurion Medical Products 017246562 manufacture, repack
Establishment

Name Address ID/FEI Business Operations
Centurion Medical Products 148522279 manufacture, repack
Establishment

Name Address ID/FEI Business Operations
Centurion Medical Products 626660810 manufacture, repack
Establishment

Name Address ID/FEI Business Operations

Hospira Inc 093132819 manufacture
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