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Food and Drug Administration

2098 Gaither Road
Rockville MD 20850

WARNING LETTER
) VIA EXPRESS

Mr. Mokhtar Ali

General Manager

Crocker Industrial Resources Sdn. Bhd.
P1.O 38, Secnai Industrial Area Phase II
81404 Senai, Johor, Malaysia

Dear Mr. Ali;

During an inspection of your firn located in Senai, Johor, Malaysia, on December 16-19,
1996, our investigator determined that your firm manufactures non-steriie powdered and
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201(h) of the Federal, Food, Drug, and Cosmetic Act (the Act).

The above-stated inspection revealed that these devices are aculterated within
f

of Section 501(h) of the Act, in that the methods used in, or the facilities or controls used
for manufacturing, pdcxu g storage, or installation are not in conformance with the Good
Manufacturing Practice (GMP) for Medical Devices Regulation, as specified in Title 21,
Code of Irederai chuiati@n (CFR), Part 820, as follows:
| tatlure of the device masier record to include produciion process specifications and
qu.mly assurance procwurcs and p Ciﬁcatious, as n.qu red by 21 CFR 820.181.
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Page 3 - Mr. Mokhtar Ali

completion, and documentation showing plans for correction, should be included with your
response to this letter. If documentation is not in English, please provide an English
translation to facilitate our review. Please address your response and any questions to the
Food and Drug Administration, Center for Devices and Radiological Health, Office of
Compliance, Division of Enforcement II, General Hospital Devices Branch, HFZ-333,
2098 Gaither Road, Rockville, Maryland 20850, to the attention of Ms. Carolyn Niebauer.

Should you require any assistance in understanding the contents of this letter, do not
hesitate to contact Ms. Diane Goldsberry at the letterhead address or at (301) 594-4618 or
FAX (301)594-4638.

Sincerely yours,
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Lillian J. Gill .

Director

~ Office of Compliance

Center for Devices and
Radiological Health




