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Telephone: [718] 340-7000 [Ext 5301}

Mr. Joseph J. Mollica May 27, 1997
President

LNK International, Inc

60 Arkay Drive

Hauppauge, New York 11788 REF: 54-NYK-97
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1. Failure to validate the performance of those manufacturing processes that may be responsible
for causing variability in the characteristics of in-process materials and drug products:

a) There is no validation data for the manufacturing process for Enteric Coated Aspirin

Tablets, S00 mg.

b) A specified range or limit to the quantities of coating solution components used to
process Enteric Coated Aspirin Tablets, 325 mg and 500 mg has not been established by
validation and verified to be consistent with the specified target tablet weight gain.

¢) Samples collected and tested for validating the compression process for the Enteric
Coated Aspirins Tablets, 325 mg were not representative of the entire compression process.

batches of Enteric Coated Aspirin Tablets, 325 mg, P13932 and P1393
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solution to be used in the manufacture of batches. Manufacturing instructions inciude the
statement that additional quantity may be used. For examplie, batches P16842, P16827 and
P16793 of Enteric Coated Aspirin, 500 mg were each processed with a different quantity of
coating components then specified in the master record.

b) Manufacturing instructions fail to include complete spraying instructions for tablet
coating. For example, the number and distances of spray guns are not specified.

3. Failure to follow batch production and process control procedures:

a) Batches, P16601, P16583, P16628 of Enteric Coated Aspirin Tablets, 325 mg were
manufactured with a different quantity of precoat then specified on the master formula
instructions.

b) Although the mast
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6. Failure io follow esiablished compiaint handling procedures. Complainis invoiving the
dissolution failure of batches of Enteric Coated Aspirin Tabiets were not entered onto the records,
logs, and reporting system as required in the written standard operating procedure.

7. Failure to conduct stability testing of each formulation of Enteric Coated Aspirin Tabiets. For
cxample, batches, P16601, P16583, P16628 of Enteric Coated Aspirin Tablets, 325 mg were
manufactured with a precoat formula which differs from the formulation specified in the master
record.

The above identification of violations and the observations on the FDA 483 issued at the
end of the inspection are not intended to be an all-inclusive list of violations. As a manufacturer of
drugs, you are responsible for assuring that your overall operation and the products you
manufacture and distribute are in compliance with the law. Federal agencies are advised of the

lotters about drugs and devices so that thoy may take this information into

issuance of all warning s t dru ces 80 that thoy may take this
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BV I VY IIWEIY VWIIGIwWWYS l". VIIW WYV ENS W WE UWwISIIWwWwIW
WVnir ahhncdd talba neanint antlnn 6.4 ancrant thasa Aacdatinne Ralliea tAa neamntlu anreant
1 OU 8110UIT 18KS Profiipt @CUUiT 10U VUITVLS UIVeV GUVIauUIe. s 8uui Vv U piliipuy LOIToe
thaam dAnuiatinne e caniilt (n samilatam: antinn udthaint Qicthae natinea Thasa inalivda aaieiea
UICIC GOVIRLIUIS I1iaYy ICaUIL 111 ISHUIRIVI Y SVHIVII WIlIIUUL IWI IV 1IVHIVE. 111000 HIVIUUG sViaul y

ar _ P I I RPN 7. SN I SR . . SRR S JUN Py P ittt 08 bt B Al ot . ALY
T OU 3NOUIG NOtTY tnis OINICE 1IN WTIlING , willin 15 WOIKING days Ol the reeeipt o1 wnis
ietter, of the specific steps you have taken to correci the noted violations. if corrective action



'LNK Internationali, Inc.

Page 3

cannot be completed within 15 working days, siate the reason for the delay and the time within
which the corrections will be compieted.

We have received your letter dated May 23, l”?m&mumwu:nmuwnngprompt
action to correct deficiencies, and that a detailed response to the FDA-483 is being prepared.
Your response should address the specific violations noted in this letter as well as the Inspectionai
Observations issued on the FDA 483 at the end of the inspection.

Your reply should be sent to Compliance Branch, Food and Drug Administration, New
York District, 850 Third Avenue, Brooklyn, NY 11232, Attention: Laurence D. Daurlo,
Compliance Officer.
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cc: NE1 through NE100
cc: NE100

cc: NE140 (QA) -

cc: NE15O
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