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WARNING LLTTE~

CFRTI FI’IED M AL
R;TURhJ REC EIPT RE0L&51F~

Mr. Christopher A. Roberts, Genera] Manager
(liant Repacking Center
7100 Ambassador Road

Elaitimore. Maryland 21244

Dear Mr. Roberts:

o

During an inspection of your drug repacking facility located in Baltimore, Maryland,

conducted by the Food and Drug Administration from November 5 through November 15,
1996, our investigator documtmtcd deviations from the current Good Manufacturing Practice
(cGMP) regulations (Title 21, Code of Federal Remdations, Parts 210 and 211). These
deviations ctiuse your drug products to he i~dultcrated within the meaning of Section
50 I (a)(2)( B) of the Federal Food, Drug, and Cosmetic Act M follows:

1.

2.

3.

4.

s-.

6.

0

Failure to quarantine drug products prior to release by the quality control unit [21 CFR
21 1.142 (ti)/.

Failure to establish acceptance criteria for actual yield [21 CFR 2 i 1. 103].

Failure to establish adcqua[c written procedures for in-process testing, in that your

proccdurc does not specify ~hc frequency of testing [21 CFR 21 I. 110(a)].

Failure to establish written procedures f& reprocessing of drug products that fail to
conform to in-process testing ~;pcciiications 12I {’FR 211. I I 5(a)l.

Failure m cstahlish written prmw.furcs for the disposition or reworking of returned
drug products [21 CI:R 2! 1204].

f;ailurc to ensure that drug products arc stored under appropriate conditions of
temperature and humidity so that the identity. strength. quality. and purity of the drug
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products arc not affected, in that (I) your firm has not dctcrmincd that the
temperature/humidity equipment used to monitor the stomgc area is adequate to

monitor the entire area; (2) the monitor is not equipped with an alarm to alert your
firm to environmental control failures; (3) your firm has no written procedure for

calibration of the temperaturelhurnidity monitor and does not follow the manufacturer’s
specifications for calibration of the monitor ~21 CFR 211 .46( b), 21 I. 142(b)].

7, Failure to have procedures which fully describe the ca~ibration of equipment, including

the counting unit, cotton inserter, capper, labeler, and induction cap sealer [21 CFR~
21! ,68(a)J.

8. Failure to foilow your firm’s procedure for sampling drug products, in that finished
drug products arc not sampled. In addition, your firm does not perform any testing on

the firtishcd drug products [21 CFR 21 I. 165(ii), (c)].

9. Failure to examine reserve samples of finished drug products for deterioration [21 CFR

211. 170(b)].

B The above identification of violations is not intended to be an all-inclusive list of deficiencies
a[ your facility, lt is your responsibility to assure adherence with each requirement of the

cGMP regulations. Federal agencies are advised of the issuance of all warning letters about
drugs so that they may take this information into account when consict~ ing the award of
con(racts, Additionally, pending Antibiotic Form 6, NIIA, ANDA, or export approval

requests may not be approved until the above violations arc corrected,

You should take prompt action to correct these deviations. Failure to do so may result in
regulatory action ~vithout fwthcr notice. Possible actions include seizure andlor injunction.

You should notify [his officu in writing. within 15 working days of rwxipt of this letter. of

the spccitlc steps you have tukcn to corrccl the noted violations. including an explanation of
~il~hstep king taken to prevent the rccurrcncc of similar violations. If corrective action
cwmot be completed within 15 working days. SCNCthe reason for the delay and the time
within which corrections will I-w Cornpletcd.

__ ————
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Your reply shoukl be dhwtm.1 10 h: F’ood and hug Administration, Ildtitnorc District offiw,
9(X) Madison Avenue, Dultirnorc, Mmyl:md 21201, M the attention of .?cnnifcr “~homas,
(’omplimcc ofliwr. 1

)&w$k”L

cth C. Shelin
District Director
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