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Flag Flag Remarks
Complaint Sample
Episode Number  Origin Basis
Domestic Compliance
FEI Date Collected Product Code
3002622506 01-APR-99 54FCY99
Related Smpl Num Position Class Sampling District
INV SAN-DO

Dealer is Consumer Crx/DEA Schedule Recall Num
Yes

Product Description

Natural Herbs Dietary Supplement

Product Label

Sample Type FIS Smpl Num  Status

Official 99921123 Completed

Responsible Firm PAC Hours

Manufacturer 03R801 5

NDC Number Permit Number Storage Rqrmnt.
Ambient

Consumer Compl. Num Brand Name
13405

Natural Herbs Metabolife Dietary Supplement 356 ****Diet ***90 Caplets

Reason for Collection

Per CSFAN Assignment, dated 3-25-99, F/U # 13405. Analysis

for Ephedrine Alkaloids.

MFG Codes
K83711/01

Expiration Date

Firm Legal Name Address Type of Firm  Firm FEI FCE
Metabolife International, Inc. 5070 Santa Fe Strreet San Diego, CA 92109 Manufacturer 3002622506
us

Size of Lot Est. Value Rept Type Date Shipped & Doc. Ref.
one plastic bottle w/ less than 50 caplets $43 FDA484
Description of Sample
See continuation.
Method of Collection
Plastic bottle containing the dietary supplement was placed into a small zip-locked plastic bag.
How Prepared
See continuation.
Collector's Identification on Package and/or Label Collector's Identification on Seal
"23373 4-1-99 JwW" "23373 4-1-99 JW"
Sample Delivered To Date Delivered Orig C/R & Records To
SAN-DO's Mail Room 04/02/1999 SAN-DO

Lab w/Split Sample Lab

0 SEA-LAB
Document Number Document Date Document Type  Document Remarks

Affidavit Signed by customer
Other Forms FDA 484 and FDA 461, and the Adverse Event
Questionnaire

Remarks

Customer name is_ Sample was collected at customer's home.

Payment Amount Payment Method 704(d) Sample  702(b) Portion Collector's Name
$0.00 No Charge No No Janice Wai

Name of Signer Date & Time of Signature Meaning

Janice Wai 04/02/1999 02:51PM  ET Collector
Janice Wai 04/02/1999 02:26 PM ET Collector
Date: 04/02/1999 Page:1 of 2
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Continuation:

Description of Sample
Dietary supplement in plastic bottle labeled in part " Natural Herbs Metabolife ***356 *** DIET *** 90 Caplets ***
Metabolife International Inc. 5070 Santa Fe Street San Diego, CA 92109 ***

How Prepared

The plastic bottle containing the dietary supplment was identified with collector's ID. The bottle of dietary supplement was
placed back into the zip-locked plastic bag. The plastic bag was officially sealed with collector's ID. Sample was stored in an
office cabinet under lock and key from 4-1-99 to the date the sample was delivered.

Date: 04/02/1999 Page:2 of 2
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As a Dietary orai®s,
i 0 TWO caplets two to three times per day, o every kel
, 0n &n empty stomach one hour befors meais. D6 NOT
AXAGEED EIGHT CAPLETS PER DAY,
WAITION: AS WITH ANY DIETARY SUPPLEMEXY, SSIK
BVICE FRGM A HEALTH CARE PRACTITIGNER FENM
. : STNNL NG, OR YR

HARGEMERT, O
OR ANY OTHER PRES
RND + | TAKING TO REDUCE .~
DULHESS, TREMOR OR NAU
WTENDED FOR USE BY PERSONS U

This statement has not etk -
WWaluated by the Food and Drug)
Inistration. This product is el
nded to diagnose, treat, cue 8%
vent any disease. i
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