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DEPARTMENT OF HEALTH AND HUMAN SERV
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DATE(S} OF INSPECTION
8/27/08-10/8/08*
FEI NUMBER

2410662

DISTRICT OFFICE ADDRESS AND PHONE NUMBER

158-15 Liberty Ave

Jamaica, NY 11433

718-340~7C00C .

NAME AND TITLE OF INDIVIDUAL TO WHOM REFORT {5 ISSUED

TO: Michael P. Mghermott, Vice President Site Operations
STREET ADDRESS

FIRM NAME

Wyeth Pharmaceutical,Div WyethHolding Corp 401 R. Middletown Rd
CiTY, BTATE AND ZIP CODE TYPE OF ESTABLISHMENT INSIPECTED

Pearl River, NY 10965 Mfr of Dietary Supplements

Fis DOCLUMENT LIGTS DBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL
OBSERVATIONS: AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. ¥ YOU HAVE AN OBJECTION REGARDING AN
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE
OBJECTION OR ACTION WITH THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOQVE. IF
YOU HAVE ANY GUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE,

DURING AN INSPECTION OF YOUR FIRM (1) GWET OBSERVED:

1. Laboratory exam and test methodologies do not appear to be appropriate for their intended
use. Specifically, the test method using [N instruments (

produced negative trends that report equipment drifts, 008 CV standards and/or invalid
results that required a re~test on several mineral lots, but this test method continues to
be used, and has not been replaced with a more reliable method.

2, Failure to use an appropriate scientifically valid method to test the seal over plastic
bottles to engure uniformity of the sealing process acrosg all plastic bottles. The current
method requires testing the integrity of the seal by applying pressure (using finger.
pressure) over the middle of the seal and visually inspecting the rim over the mouth of the
bottle. No specifications were established for the amount of pressure and dwell time to
apply or use of measurable fool to evaluate the integrity of the seal.

3. Specifications for dietary ingredient(ginseng} are listed under Monograph -(code
@) =nd this monograph requires verification on the supplier's COA that pesticide
{tricyclazole) was tested, but COAs for code - do not include test reaults for this
pesticide, and was not reviged to include the actual name and address of the lab currently
responsible for furnishing this infermation.

4. In the packaging area, failure to demonstrate all reguirements were met. Specifically, as
part of Master Packaging Record, specifications for cap adjustments{distance from cap to
bottom of sealing head) were established to show proper aligmment to the sealer; however
adjustments were not documented to support proper set-up. Also, when product changeovers
occur bulk materials (to include tablets stored in metal detector challenge bottles) must be
removed from the packaging line and destroyed; however there is no evidence that tablets
inside metal detector bottles were emptied and removed from the packaging line.

5. As part of vour Master Corrective actien plan established to test minerals under LIR

commitment _oniy 4 of 5 corrective actions were implemented.

6. Your hand washing facility does not dispense water at a suitable temperature.
Specifically, the automatic hand washing sinks for one gide of men’s restrcom on the -

floor furnished only cold water.
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