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Flag Flag Remarks

Complaint Sample

Episode Number  Origin Basis Sample Type FIS Smp! Num  Status
Domestic Compliance Investigational 99917555 Completed

FEI Date Collected Product Code Responsible Firm PAC Hours

2128693 21-JAN-99 54FGE09 Manufacturer 56R801 8

Related Smpl Num Position Class Sampling District NDC Number Permit Number Storage Rqrmnt,
INV DAL-DO Ambient

Dealer is Consumer Crx/DEA Schedule Recall Num Consumer Compl. Num Brand Name

Yes DAL89126 ESCALATION

Product Description

hard gelatin capsules

Product Label

See continuation.

Reason for Collection MFG Codes Expiration Date

Sample collected as a follow up on Consumer Complaint DAL 8-  "093PO4QG3A" stamped on bottom of N/A

9126. Analyze for ephedra alkaloids. plastic bottle.
Firm Legal Name Address Typeof Firm Firm FEI FCE
Enzymatic Therapy,Inc 825 Challenger Dr-Bx22310 Green Bay, WI Manufacturer 2128693

54305-2310 US
Size of Lot Est. Value Rcpt Type Date Shipped & Doc. Ref.
1 X 120 capsule bottle $0 FDA484
Description of Sample
1-zip lock plastic bag containing 15 capsules of non-rx dietary supplement product collected from bottle labeled
"ESCALATION".
Method of Collection

Collected 15 capsules from consumer sample in her home.
How Prepared

Zip lock bag containing capsules identified "43425 MU 1/21/99, placed in clear plastic bag sealed "43425 1/21/99 Margarito J.

Uribe"
Collector's Identification on Package and/or Label
'43425 MU 1/21/99"

Collector's Identification on Seal
*43425 1/21/99 Margarito J. Uribe"

Sample Delivered To Date Delivered Orig C/R & Records To
FED EX 801017390960 01/22/1999 DAL-DO

Lab w/Split Sample  Lab

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

None

Remarks
Procuct collected from consumers home from a previously opened plastic bottle labeled "ESCALATION" which was approx. 1/2
full of capsules.
Payment Amount Payment Method 704(d) Sample  702(b) Portion Collector's Name
$0.00 No Charge No No Margarito J Uribe
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Continuation:

Product Label

Plastic bottle labeled in part "ESCALATION The original all natural energizing dietary supplement with thermogenic
properties *** NQO. 821 P.S.E. LG *** 120 capsules *** Each capsule contains: COLA NUT EXTRACT (COLA NITIDA)
*** 250 mg *** contains 35 mg caffeine *** GREEN TEA EXTRACT (CAMELLIA SENESIS) ***250 mg *** contains 15
mg caffeine *** MA HUANG EXTRACT (EPHEDRA SINENSIC) *** 250 mg *** contains 15 mg of Ephedrine ***
MANUFACTURED EXCLUSIVELY BY ENZYMATIC THERAPY, GREEN BAY, WISCONSIN, 54311 *** Directions:
Adults 18 years of age and older: One capsule one to three times daily before meals not more often that every three or four

hours. Do not give to person under 18 years of age, *** "

000005



= = rd EY
ANALYST WORKSHEET 1LPRC T ’ - 2. SAMPLE NUMBER
white capsules (Escalation) 43425

/
3.SEALS EKNTACT 4. DATE REC'D 5. RECEIVED FROM 6. DISTRICT OR LABORATORY
O NONE 00 BROKEN 2/5/99 SEA-DO
7. DESCRIPTION OF SAMPLE One plastic bag, officially sealed "43425 1/21/99 containing one plastic bag with

15 capsules id'd "43425 [ 1/21/99". Received at room temperature.

y4
8. / NOT APPLICABLE DECLARED/UNIT 9. ORIGINALS SUBMITTED
NET NOT DETERMINED AMOUNT FOUND LABELING OPIES SUBMITTED
CONTENTS UNITS EXAMINED % OF DECLARED NONE

10. SUMMARY OF ANALYSIS

container : investigator's plastic bag
labeling : none

code : none

product : opaque white conventionally shaped hard gelatin capsules containing tan powder, capsule standard size 0

Analysis : for ephedra alkaloids by LIB 3996

results : mg/g  mg/capsule
ephedrine 15.6 11.7
pseudoephedrine 2.0 1.5
methylpseudoephedrine _trace  trace
total alkaloid 17.6 13.2 . Qo
8 m2
<=
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S
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In original bag, officially sealed "43425 2/11/99 JLBussey", one plastic bag with 8 remaining capsules and one
plasMeat sealed bag of remaining composite id'd "43425 2/8/99 JLBussey". Returned to sample custodian.

12. 2. ANALYST SIGNATURE (®BROKE SEAL)\/ L 13. a.BY \’é
JLBussey { Z,,M{/ g%g; i@ﬂ? i ,‘(L (/ LLL/E,L)
b. / CHECK b.(g/ATE .
ali1]95

14. DATE REPORTED c000906

C.
11 Feb 99
PAGE 1 OF 6 PAGES

11. RESERVE SAMPLE

FORM FDA 431 ATTACHMENTS : A only



