











| Establishment Inspection Report ‘ FEL. 1047582
NBTY Inc. ! El Start: 8/25/2008
Boca Raton, FL 33487-3528 . - ElEnd: 9/05/2008

. The firm’s Raw Material Specitication and Evaluation Report for Component
#10623 shows the method of identification testing as‘_(E\thlblt #44, page 1), but the firm
actually‘uses— test. Mr. Stadnick had the form changed to reflect the actual method (b ( ‘)
(Exhibit #44, page 2). He said that the firm planned to switch to ‘hen they obtain the '
appropriate standard.

The MMR’s contained specifications for each step in the manufacturmg process but did not
include examples of the product labels. Mr. Stadmck stated that an’ example of product labels
‘would be included in the MMR’s. :

At the end of the close out dnscussmn I advnsed Mr. Stadnlck that the |tems hsted on the FDA-483

©were inspectional observations and do not represent a final Agency determination. I stated that the
 FDA-483, and my report would pass through several levels of review and the agency could choose

. to 1mpose sanctions including sendmg a Warning Letter (which would require a response from the
- firm as to corrective actions), seizure; injunction, regulatory meeting, civil penalties, and criminal
- ‘prosecution. I'stated that I would include his comments to the FDA-483 observations in my written
“ report, but that he may choose to respond to them in wntmg to the Flonda Dlstnct Dlrector, 555

A Winderly Place, #200, Maitland, FL32751..

'- REFUSALS
. There were no refusals o

o SAMPLES COLLECTED .
No samples were collected. 0

'».,?i‘i_iVOLUNTARY CORRECTIONS S TR N R L IS

- .,"_The firm voluntanly corrected all ‘FDA 483 Observahons pnor to the close out of the 1nspectnon

‘_E‘(HIBITS COLLECTED : « CoE L
Exhibit #1 ’Llst of NBTY D1wsrons and Brands located throughout the U. S _ - L
: ,Exhibit #2  Listof NBTY locanons that mcludes manufactunng, packagmg, dlstrlbutlon and
R ofﬁces,2pages . . : - St :
-Exhibit #3 o '_Orgamzatnonal Charts 8 pages -
" _'Exvh:ibit #4 - Labels, 10 pages ’ '_ "
Exhibit #5 .="Llst of products, 10 pagcs
Exhibit #6 * Plant Diagrams, 3 pages. o
‘Ex_hibit#? " Flow Chart of Operations, 2 p.xg,esh'_ :

. ‘Exhibit ug '_'COQ'A-OI_J._..- Vcr|hcat|on 3 pages c t) C‘)
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" Exhibit #9
Exhibit #10

Exhibit #11

Exhibit #12
Exhibit #13

~ Exhibit #14
Exhibit #15

Exhibit #16

Exhibit #17
Exhibit #18

Exhibit #19

Exhibit #20°

Exhibit #21
‘Exhibit #22
Exhibit #23
Exhibit #24
Exhibit #25

Exhibit #26

.~ Exhibit #27
Exhibit #28

Test results are Assay for— 24 pages

Certificates of Analysis for

P
F e

FEL: 1047582
El Start: 8/25:2008
El End: 9/05/2008

Rexall Sundown Standard Operating Procedure Index, 7/31/2008, 7 pages
G-04-issued 11/01/07, Personal Hygiene Responsibilities, pages 1-5

G-04 Personal Hygiene Responsibilities, ddted 8/27/2008 (correction to FDA-483
Observation #1), pages 6-10

M-86 Use & Maintenance of Log Books dated l2/7/2006 pages 1-3
Training records, pages 4-7

M-86 Use & Maintenance of Log Books dated 9/2/2008 (correcnon to FDA-483
Observation #2), pages 8-10

COQA-003, Corporate Supplier Qualification Program, 3 pages

COQA-002, Corporate Vendor Audit, copy of an example of a “Manufacturing -
Facility Audit” dated 11/15/05 for a vendor who supplies botanicals to NBTY, and
8/28/08 NBTY corporate fax coversheet, 13 pages _

Chemtstry Method Index/TLC Identlﬁcatlon Index, 6 pages

QP No: NIR-001 —Analysm NIR test results for ldentlty,

§

5 pages

G201, o S « SR

Method) 9pages '

(b\(a)

'WH-23 Receiving of Raw Materials and Bulk Products, WH- 62 Sampling of Bulk
Product, and WH-63 Raw Matenal and Bulk (Purchased and Intra-Company) Receipt

and Samplmg, 19 pages . .

[suppher s Batch No F28/42/A8], and
suppher s Lot #183709], and a Cemﬁcate of Analysxs for

3 pages -

k ticket: and NBTY raw. Matenal Spec1ﬁcatxon Repon for- . R,

6: pages

Raw’ Matenal Dlspensmg Sheet dated 8/25/08 _ | o A

COQA 004 Responsibilities of the Quality Unit, 3 pages
M-32, Labeling of Containers of Raw Materials, Blends, and Final Products, 11 pages
COGN-018, Master Batch Record Approval, 3 pages

QC-12 Procedure for In-Process Inspection, Final Quality Assurance Inspection,
Sampling, Approval and Release of Manufactured Tablets/Capsules, 11 pages

QC-06 Quality Assurance Procedures for In-Process Inspections, Sampling, Master
Job Packet Revicw, Final Releases of Finished Packaged Products and Filing, 5 pages

QC-36 Dispositioh of Non-Conforming Matérial, 4 pages - _
QC-15, Returned Nutritional Supplement Products, pages 1-4

COWH-003, RGA (Returned Goods Authorization) Process for \Vholcs.xle ,
Customers, pages 5-15
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Exhibit #29  QC-52 Calibration Requirements for Certain Equipment in Manufacturing,
Packaging, Warehouse, S pages .
Exhibit #30  QC-42 Consumer Complaints Investigations, 13 pages
Exhibit #31  QC-48 Handling of NBTY Manufacturing Florida Technical Complaint Inquiries, 3
pages ’ _ ,
" Exhibit #32  SOP C-214, Assay of , 6 pages -
Exhibit #33  SOP 3.6008, Assay of or (N
_ Method), 7 pages. .
Exhibit #34  List of laboratory equipment, 2 pages ’ ( b‘(‘,
- Exhibit #35  SOP COGN-007, Recall Procedure, 7 pages v
Exhibit #36 - Mock traceback performed on Lot #23466901, Osteo Bi-flex MSM w/Joint Shleld
Advanced Tnple Strength, 21 pages
Exhibit #37  Copy of cover and page and from Solution Prep Room cleaning log book, 2 pages
Exhibit #38  Batch records for Lot #239609, 6 pages -
Exhibit #39  M-05 dated 9/4/2008, Scales Set-Up and Operation, 4 pages .
Exhibit #40  Training records “Scales Set-Up & Operations (M-05) Rev 11” 9/3 9/4/2008, 3 pages
Exhibit #41  Photos of blending operation ’
Exhibit #42  Training records “G-04 Personal Hygiene Rev 16” 9/2 9/3/2008, 22 pages
Exhibit #43 NBTY Complaint #07-1848 follow-up (FDA Complaint 57170), 14 pages
Exhibit #44 Raw Material Specification and Evaluation Report for Component #10623
o showing| and corrected form shoWingh 2 pages -
- Exhibit #45 Photo CD (ofﬁcrally sealed and labeled to be stored away from magnetic fields)
.ATTACHMENTS (6 , <4)

‘FDA-482 dated 8/25/08 issued to Gentry E. Ellis, Manufactunng Manager, Bmldmg 901
FDA-482 dated 8/28/08 1ssued to Mlchael E. Ollry, Distribution Manager, Bul]dmg 1297
- FDA-482 dated 8/29/08 1ssued to Dennis P. Callaway, Assistant Manager, Building 1111
FDA-483 dated 9/5/08 issied to Raymond (NMI) Stadnick, Vice President, Quality Compliance
FACTS Assignment 951846 and Assignment Memo dated 6/30/08 (20 pages)
, Complaml #57170 (NBTY Complaint #07- 1848) :

Atlachment #1:

NBTY corporate filing information and annual rcports from Florida
Department of State website, www.sunbiz.org, 16 pages

Page 27 ot 28



Establishment Iuspection Report

‘ FEL 1047582
NBTY Inc. El Start: - 8/25/2008
Bocu Raton, FL 33487-3528 El End: 9:05/2008

s

‘/ Z‘Zc/ !&‘{&ub . /(_91/9@\,}‘\ dfcwc/rr(m
.MaryF Bodic o

k, Investigator Susan M. Turcovski, Supervisory Investigator
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