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Flag Flag Remarks EF “{l}) U\
Complaint Sample -
Episode Number  Origin Basis Sample Type FIS Smpl Num Status
Domestic Compliance Investigational 98910584 Completed
FEI Date Collected Product Code Responsible Firm PAC Hours
2022908 05-AUG-98 60CBA21 Manufacturer 46R801 4
Related Smpl Num Position Class Sampling District NDC Number Permit Number Storage Rqrmnt.
INV NWJ-DO Ambient
Dealer is Consumer Crx/DEA Schedule Recall Num Consumer Compl. Num Brand Name
Yes NWJ8-1041 Herbalife
Product Description
Dietary Supplement
Product Label
See continuation.
Reason for Collection MFG Codes Expiration Date
Sample collected as per request from CFSAN project #13031 Sub a: LOT MV8D001
under complaint #NWJ8-1041 Sub b: LOT NO.: 07195
~ Firm Legal Name Address Type of Firm  Firm FEI FCE
Herbalife Intnl Of America Inc 9800 La Ciencga Blvd Ingelwood, CA Manufacturer 2022908
90080 US
Size of Lot “ Est. Value Rcpt Type Date Shipped & Doc. Ref.
Sub a: 1 pkg w/6 green tablets & 2 beige tablets. $0 FDA484

Sub b: 1/1.8 oz open btl of herbal concentrate.

Description of Sample
Sub a: | clear plastic package containing 6 green tablets & 2 beige tablets. Sub b: 1 preciously opened 1.8 oz bottle of herbal
concentrate.

Method of Collection
1 package of green & beige tablets and 1 previously opened bottle of herbal concentrate was collected from dealer by coordinator

How Prepared
Sample ID and officially sealed as "98-11237 8/5/98 EAN Sub a-b" and prepared for shipment with 525 attached.

Collector's Identification on Package and/or Label Collector’s Identification on Seal
"98-11237 8/5/98 EAN Sub a-b" "98-11237 Sub a-b 8/5/98 Emma A. Nesbit"
Sample Delivered To Date Delivered Orig C/R & Records To
FDA mail room to be picked up by Federal Express 09/21/1998 NWIJ-DO
Lab w/Split Sample  Lab
0 SEA-LAB
Document Number Document Date Document Type  Document Remarks
FD2516 08/04/1998 Other Consumer/Injury Form #NWJ8-1041
FD2516a 08/05/1998 Other Complaint/Injury Follow-Up #NWIJ8-1041
FD484 08/05/1998 Other Receipt For Samples
FD463a 08/05/1998 Affidavit Affidavit signed by Ms.
FD461 08/05/1998 Other Signed Authorization For Medical Records
Disclosure
IOM Exhibit 910 08/05/1998 Other Adverse Reaction Information Form A
08/13/1998 Other Copies of Medical &co[dg f“ﬁ?DthS
Date: 10/01/1998 ‘ Page: 1 of 3
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Other Copies of Medical Records from_
20 pgs
08/18/1998 Other Copies of Medical Records from ||| GGG
Center 33 pgs
08/04/1998 Other CFSAN assignment request, project #13031 5 pgs.
Remarks
Sample kept under seal fromn day of collection to day of shipment. Complainant: Ms. —
|
Payment Amount Payment Method 704(d) Sample  702(b) Portion Collector's Name
$0.00 No Charge No No Emma Nesbit
Name of Signer Date & Time of Signature Meaning
Emma Nesbit 09/22/1998 07.54 AM Collector
Date: 10/01/1998 . Page:2 of 3
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Continuation:

Product Label
Sub a. Herbalife in clear plastic pkg stapled to label which reads in part "HERBALIFE***original green beige Recommended

Use***Each Original Green Sub a: Tablet Provides. Chinese Ma Huang***Each Beige Tablet Provides' Hawthorn
Berry***Notice***Formulated exclusively forr HERBALIFE INTERNATIONAL OF AMERICA, INC. Los Angeles, CA
90080-0210***" Package labcled "LOT MV8DO0O01"

Sub b: HERBALIFE Thermojetics HERBAL CONCENTRATE NET WT 1.8 OZ/50 G***Nutrition

Facts***INGREDIENTS***FORMULATED EXCLUSIVELY FOR: HERBALIFE INTERNATIONAL LOS ANGELES, CA
90080-0210 U.S. A ¥**LOT NO.: 07195***"

Date: 10/01/1998 ' Page:3 of 3 C00004
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Recommended Use: Take one to three nginal Green Tablets with one
Beige Toblet twice 1 day, at 10:00 o.m. and 3:00 p.m.

Each Original Green Tablet Provides: Chinese Ma Huang, H
Bladderwrack, Yerba Maré, Valenan Roo, Purple Willow, Fumitory )
Herb, Papain and Coating Color: FORC Blue No. 1 Lake.

Each Beige Tablet Provides: Howthorn Berry, Alfaifs, Porsley,
Marshmallow Root, Uva Ursi, Comsilk, Magnolia Bark, Fennel Seed, .
Astragalus (B Chi), Pfoffia Paniculato, Poo d’Arco, Golden Rod
and Licorice.

These herbal products contain no preservatives and no apimal products.

Colored and pratected by fast-dissohing water soluble green and beige
caghngs.

Notice: This program is not recommended for pregnant or loctafing
women ot for those with a cardiovasculor disorder, high blood pressure or
any serious illness. Keep out of reach of children.

Best Quality
FDA

-
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Farmulated exclusively for:
il HERBALIFE INTERNATIONAL OF AMERICA, INC.
"*zﬂ Los Angeles, (A 90080-0210, U.S.A.
o Made in U.S.A.
PRODUCT SAMPLE — NOT FOR RESALE 15724505 © 1598 HERBALIFE INTERVATIONAL INC, S

. @ HERBALIFE.

THERMOUJETICSs 3

TABLETAS DE
HIERBAS FINAS

Suplemento Alimenticio

original green

Uso recomendado: Tome de una o tres tuhlems verdes originales,

acompariadas de una beige dos veces ol dia a las 10:00 o.m. y3:00 p.m.

Cado Tableta Verde Original Proporciona: Ma Huang Ching, Fuco de

Vejiga, Yerba Maté, Roiz de Voleriang, Souce Papura, Hierbo Fumarig,

Papaina y £ Revestimiento: coforante FD & C Azul No. 1, Laca.

(ada Tableta Beige Proporciona: Cerezu de Espino, Alfalfa, Pereil

Roiz de Alteq, Uva Ursi, Cabello de Elote, Corteza de Magnolia, Semillas

de Hinojo, Astragalus {Ban Chw), Pfoffia Pamiculata, Pao d'Arco, Vardla de

Oro y Reguliz (Orozuz).

Estos productos herbarios, no contienen conservadores ni productos

animales. i

Coloreada y protegido por recubrimientos verde y beige, de rdpida

solubilidad en aguo.

Nota: Este programa no se recomienda pora mujeres embarazadas o en

lactancia, m para personas que podezcan problemas cardiovasculares,

presion alta o cualquier ofro desorden serio. Manténgase fuera del

alcance de los nifios.

Formuledo excusivamente para:

>, HERBALIFE INTERNATIONAL OF AMERICA, INC.

Y Los Angeles, CA 900800210, US.A. e Ld 07 10 86
Hecho en fos EE.UU.

MUESTRA DE PRODUCTO — NO £S PARA VENTA 1572505 © 1998 HERBALIFE INTERNATIONAL, I[,US.L N
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FLAG LnN PN
ANALYST WORKSHEET {. PRGDUCT - 2. SAMPLE NUMBER
Herbalife products 11237

3. SEALS EB’QTACT 4 DATE RECD 5. RECEIVED FROM 6. DISTRICT OR LABORATORY

O NONE 0 BROKEN 10/2/98 ] SEA-DO

7. DESCRIPTION OF SAMPLE One brown paper bag, officially sealed "11237 sub a-b 8/5/98 Emma A. Nesbit", containing one open
bottle of product id'd "98-11237 8/5/98 EAN Sub b" and one intact packet of 8 tablets (6 green, 2
beige) id'd "98-11237 8/5/98 EAN Sub a". Received at room temperature.

8. o~ NOT APPLICABLE ’ DECLARED/UNIT 9. GRIGINALS SUBMITTED

NET NOT DETERMINED AMOUNT FOUND LABELING Y COPIES SUBMITTED

CONTENTS UNITS EXAMINED % OF DECLARED NONE

10. SUMMARY OF ANALYSIS

Sub A : Thermojectics tablets .

container : heat sealed clear plastic packet, 83mm x 62mm, stapled to paperboard sheet, 89mm x 126mm
labeling : commercially printed on both sides of paperboard sheet

code : "LOT MV8D001" stamped on plastic packet

product : green and beige oblong biconvex tablets, 20mm long x 10mm wide x 6mm thick

Sub B : Thermojetics herbal concentrate

container : opaque white plastic bottle, 101mm high x 51mm diameter, with white plastic screw cap, 47mm diameter
labeling : commercially printed paper label glued to bottle

code : "07195" stamped on bottle label

product : brown herbal granular powder

Analysis : for ephedrine alkaloids by L.IB 3996

Results :

SUB A mg/g mg/tab
ephedrine 7.2 7.1
pseudoephedrine trace  trace
total alkaloid 7.2 7.1

\o o
SUBB @ A
a sample peak occurs at the ephedrine retention time (1.8mg/g level), however, no ephedra or ma huang is declared on Ié8pl I
~ ™~
X j:?R
S oFZ
Analysis : identification confirmation of ephedrine in Sub B by GC/MS - _{;j’ Ao
Results : no ephedrine found (EST. DETECTION LAMT = C.(‘:"&g/gp - Rl KN
caffeine identified by retention time and mass spectrum G SR
N
11. RESERVE SAMPLE In original paper bag, officially sealed "11237 10/7/98 JLBussey", one open bottle of product additionally id'd

"10/2/98 JLBussey", one open plastic packet with 5 remaining tablets (2 beige, 3 green), and one heat sealed
plastic bag of remaining composite id'd "11237 10/5/98 JLBussey". Returned to sample custodian.
ya

12, 2. ANALYST SIGNATURE (@ BROKE SEALJ Cj 13. a.
JLBussey S\ WORK mw \ ‘é’: 3 é
ALL Ll / SHEET S C
f
A

b. CHECK '&4 ATE
10/%/488
c. 14. DATE REPORTED /
’ 7 Oct 98
FORM FDA 431 ATTACHMENTS : A-B PAGE 1 OF PAGES
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