GENERAL SURGERY TRAY- tray, surgical
Centurion Medical Products

General Surgery Kit

Description

NOT FOR OPHTHALMIC USE
FOR EXTERNAL USE ONLY
Rx only

General Surgery Tray Primary Label

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 Yo (01) 10653160 00000 6

ot | 0000000000 “‘m““‘

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

Do notreuse. | ATEX FREE DE] icrﬁ?ﬁﬂ’gions
Single use only. for use.

CAUTION: Federal law (USA) restricts this device to sale by or on the order of a physician.

CENTURION MEDICAL PRODUCTS CORP. | WILLIAMSTON | Ml | 48895
USA | 800.248.4058 | www.centurionmp.com

Lidocaine and Prilocaine Label
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Each gram contains: lidocaine 25 mg, prilocaine 25 mg, NDC 0188-0357-55 Eomy 377 0168-0357-55 73
polycxyathylene fatty acid ester, carbomear 934, purified watar, o
and sodium hydroxids to adjust pH to approximataly 8- NOTE: The proper application of lidocaine ougera®
Contains no praservatives. and prilocaine cream, 2.5%/2.5% requires roug
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See crimp of tisbs for Lot No. and Exp. Date NOT FOR OPHTHALMIC USE  FOR EXTERNAL USE ONLY NOT FOR OPHTHALMIC USE  FOR EXTERNAL USE ONLY NOT FOR OPHTHALMIC USE  FOH EXTERNAL USE ONLY
E FOUGERA & CO.
A division of Fougera Pharmaceuticals Inc., Melifla, New York 11747 CONTAINS5-5 gram tubes
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GENERAL SURGERY TRAY
tray, surgical kit

Product Information

Product Type MEDICAL DEVICE Item Code (Source) NHRIC:24840-1521
Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NHRIC:24840-1521-1 1in 1 PACKAGE, COMBINATION

2 NHRIC:24840-1521-2 1in 1 CASE

Quantity of Parts

Part # Package Quantity
Part1 1TUBE 5g

Part1lof1
LIDOCAINE AND PRILOCAINE

lidocaine and prilocaine cream

Total Product Quantity




Product Information

Item Code (Source) NDC:0168-0357

Route of Administration Topical

Active Ingredient/Active Moiety

Ingredient Name

LIDO CAINE (UNII: 98P1200987) (LIDOCAINE - UNII:98P1200987)

PRILO CAINE (UNII: 046 035D44R) (PRILOCAINE - UNI:046 O35D44R)

Inactive Ingredients

Ingredient Name

Basis of Strength Strength
LIDOCAINE 25mg inlg
PRILOCAINE 25mg inlg

Strength

CARBOMER HOMOPOLYMER TYPE B (ALLYL SUCRO SE CROSSLINKED) (UNI: Z135WT9208)

SODIUM HYDRO XIDE (UNII: 55X04QC32])
Water (UNI: 059QFO0KOOR)

Packaging
# Item Code Package Description
1 NDC:0168-0357-55 5gin 1 TUBE

Marketing Information

Marketing Category Application Number or Monograph Citation

ANDA ANDAO076453

Marketing Information

Marketing Category Application Number or Monograph Citation

exempt device LRP

Labeler - centurion Medical Products (017246562)

Establishment

Name

Centurion Medical Products

Establishment

Name

Centurion Medical Products

Establishment

Name

Address

Address

Address

Marketing Start Date Marketing End Date

Marketing Start Date  Marketing End Date

08/18/2003

Marketing Start Date  Marketing End Date

01/01/2013
ID/FEI Business Operations
017246562 manufacture, repack
ID/FEI Business Operations
148522279 manufacture, repack
ID/FEI Business Operations



Centurion Medical Products

Establishment
Name Address
E. Fougera & Co.

Revised: 10/2013

626660810

ID/FEI
043838424

manufacture, repack

manufacture

Business Operations

Centurion Medical Products
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