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for Refusal 112-2775386-3/1/1/

Manufacturer FEI 3006850801
Manufacturer Name  Argyle Industries

Manufacturer Address

. 5700 Airport Rd Dock 35
line 1

Manufacturer Address
line 2

Manufacturer's City  Ontario

Manufacturer
Province/State

Manufacturer Country United States
Product Code 62GIP99

Importer's Product
Description

CA

823503491620 Gotope SF1019/C

Refusal Date 05-Jun-2009
FDA District NOL-DO
Entry/doc/line/sfx 112-2775386-3/1/1/
Carrier FEDERAL EXPRESS
Bill of Lading
FDA Sample Analysis No
FDA Record of Private No
Lab Sample Analysis
Violation Section Charge Statement
Code
Charge(s) UNAPPROVED 505(a), 801(a)(3); The article appears to be a new drug without an
9 UNAPPROVED NEW DRUG approved new drug application.
UNAPPROVED 505(a), 801(a)(3); The article appears to be a new drug without an
UNAPPROVED NEW DRUG approved new drug application.
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