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U.S. FOODm DRUGADMINISTRATION ‘
NBwYoRKDtmucT

8SOTMxRDAvmuABmmmt, NmvYoRK11232

Telephone: [718] 340-7000 ~ 5301]

Mr. Joseph J. Monica
President
LNK International, Inc.
60 Arkay Drive
Hauppaugc, Now York I I788 REP: 54-NYK-97

Dear Mr. Molka:

}

During an inspection of your drug manufhctudngfhdky Iocatod in HauppaugqNow
York, conducted bctwoonthe dates of April 14and May 14, 19970our Irwos@tor documented
deviationsRom the Current God Manuktwing Practiw Regulations(Title210~
~Ptis210 and 21l), Such deviationsCUMyour drug productq Enteric Coated
AspirinTablets, 325 mg and 500 m~ to be adulteratedwithin the moaningof Section
501(a)(Z)(B) of the Federal Food, DnJ&and Cosmodc Act as followx

1. Failure to validate tho peflonnance of thosomanuftiuring procossosthat may be rosponsiblo
for causing variabilityin the characteristicsof in-prm materials and drug products:

a) Thereisno validationdata for the manukturing proceMfix EntericCoatedAspirin
Tablets, 500 mg.

b) A specifiedraqp or Undtto thequantitiesof coatingsolutioncomponentsusedto
proms Enteric CoatedAspirinTablats,32S mgand S00mgk not beenestablishedby
validation and verified to bo coruistentwith thespocikl ~ tabletweightgain.

c) Samplescohcted andtostodfor validatingthecompressionprocessbr theIInteriu
Coatod Aspirh Tablot~ 32Smgworonotropmsontativeof theentirecompressionprocess.

d) Validationbatchesof EntoricCoatodAspirinTablet%32Smg. P13932andP13933,
wore pro~sscd using acoatingsprayrate, spraypmsure andspraytumporatureswhich difbd
from the current master formula instmtions.

2. Master production and control recordsfhil to includowmploto and accuratomanukturing

D

instmctions for EntaricCoatodAspirinTablotq32Smg and 500 mg:

a) Manufacturing instructions fail to includo● limit or rango for tho quantity of coating
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0 solution to be used in the manufactureof bstchcs. Manuthctmng‘ bUtt’UCtiOMincludethe
statementthat additional quantity may be used. For exampl~ batches P1684~ P16827 and
P16793 of ~teric Coated ASpidl$S00~ wwe eachp~ witha difhrent quantityof
coatingcomponentsthenspecifiedin themasterrecord.

b) Manuf~ring instructionsW to includecompletesprayinginstructionsfor tablet
coating,For acamplg the numberand distancesof spiny guns are not specified.

3, Failure to follow batch productionand prooesawntrol procdwea:

a) Batch- P16601,P16S83,P16628of EntericCoatedA@rin Tabl~ 325 mg WWe
manufacturedwitha diffkrent quantityof precoatthenspecifiedon the master formula
instructions,

b) Althoughthe master formulainstructionssped~ that coatsprayingis to achiwe 7-8%
wci~t gaiq batches,suchaq P15587, P15588, P16842, P16827, P16793 of Enteric Coated
AspirinTablets, 500 m~ were manuf’hcturedby sprayinga coating until a weight gain of up to 9?!
was achieved,

4, Batch production records for Enteric Coated AspirinTablets W to record the quantities of
coating solution●ctually uscdhprayed into eachcoatin~ pan,

5, Failure to have a written rccard of Investigationinto discrepanciesor the Muro of ● batch or

●
any of its components to meet qwcikatio~ u follows: Enteric Coatod AspirinTabletL 500mg
batches; P15587,P1S588, P16842, P16827, P16793,fhilureto meet tablet weight specifications.

6. Failure to follow establishedcomplaint handlingprocedures. Complaints involvingthe
dissolution failura of batches of EntwicCoated AspirinTabletawerenot enteredonto the records,
logs, and reporting system as required in the written standard operathg procdwe.

7, Failure to conduct stability testing of each formulationof Enterio Coatod AapiM Tablets. For
example, batches, P16601,P16583,P16628of Enteric Coated AspirinTabletq 32Smg were
manufactured with a precoat formula which diflbrs fkomthe formulation specified in the master
record.

The above idcntif?cationof violationsand the observations on the FDA 483 issued at the
andof the inspectionare not intendedto be an akincluske listof violations.Ass mamdhcturer of
drugs, you are responsible for assuring that your overall operation and the products you
manufacture and distribute are incompliancewith the law. Federalagenciesare advisedof the
issuanceof allwarning hxters about dru~ and devices so that thy may tako this information Into
accxwntwhcmconsidwingthe awardof contracts.

YotJshould take prompt action to correct these deviations. Failureto promptly correct
, these deviations may result in regulatory action without firther notice. These hwludoseizure
nndlor injunction.

● You should noti$ this oflke in writing, within ISworkingdays of the receipt of this
latter, of the specific stepsyou havetaken to correct the notedviolations,If corrective action
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● cannotbecompletedwithin1Sworkingdam state the reasonfir the delayand thatimewithin
whichthe corrcctioruwi)lbocompleted.

We haveredmd your Iuttadated May23, 1997 a that your !hm k taking pmfnpt

action to correctdefiaenci~ andthats detailedresponsoto theFDA483 isbeingprepared.
Your fe$pon88shouldaddressthe-e Vb!dOtU noted in W 1- M wd u the h18pdOd
Obscmtions issuedon the FDA 483 at tho end of theinspacdom

Your replyshouldbe sent to ComplianceB- Food and ~g Mminktrdon, Now
York Distric$ 850 Third Avanu%lhookl~ NY 11233 Attention:LaurenceD. Daurio,
Complianc8Ofkcro

Sincurdy,

Adttg m8tdCt~I@dOf

-----
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cc: NE1 through I+(EIOO
cc: NEloo
cc: NE140 (QA) -
cc: NEl so
cc: NElsoo
cc: HFI”3S
CC: HFA-224
cc:HFC-2IO(CFN02432212)viabanyan --
cc: HFD”300
cc: warning latter file (S4-NYK-97) -
cc: EF(LNK Int’1)
cc: circ./chfono
cc: LDD(3) -


