
‘* U.S. FOOD AND DRUG AI)MIMSTRA’HON
NEWYORKDISTRICT

850THIRDAVENUE,BROOKIXN,NEWYORK11232
(OWL

Telephone:~18] 965-5300(’EM5053]

November4, 1996

Mr. RobertCorinaldesi,President
R.J.S. Scientific,Inc.
40 HarborPark Drive

o
Port Washington,New York 11050

Refi 1O-NYK-97

DearMr.Corinaldesi:

Aninspectionof yourdrugmanufacturingMl@, locatedat 40 HarborPark Drive, Port
Washington,NewYork11050wasconductedbetweenSeptember6 and 12, 1996.7his inspection
documentedthatyourfhcilitycontmctmanufkturm theproducts Leg Magicconceding -p
Sun ProtectionFormula (Beige#2, GoldenBrown#2, Very Light#O,MediumBrown#7 and
LightBrownK) fm Rob@sProprietariqlocatedat OneAndersonAvenue,Moonachie,NJ 07074
undertheLydiiO’Leary/Covermarklabel.Theseproduc&are drugswithinthe meaningof Section
201(g)of the FederalFood, Drug and CosmeticAct (the Act).

Our investigator also documenteddeviations from the Current Good Manufacturing
w= R-on~ f~ ~~~ p~ti~~ ~id~ 21, ~ (CFR),
Part 211]. Thesedeviationscauseyour drugproductsto be adulteratedwithin the meaningof
Section501(a)(2)(B)of the Actas fallows:

1) Failureto validatethe DeionizedWaterSystem,

2) There were no in-processand finishedproduct specificationsand acceptancecriteria to

o

assurebatch uniformityof the LegMagicConcealingM&lump.
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3)

4)

5)

6)

7)

The batch production and control records failed to include the procedural steps in the
manufacturing, packing, holding and testing for each batch of drug product produced.
Specifhxdlythey fidled to: a) describeand identi~ the mixingand illling equipment
used; b) specify manufacturing and filling instructions; c) record results of in process
inspectionand testing; d) and includea statementof the actual and percentage theoretical
yield of ftished products and the actual yield of the bulk.

Laboratory records fail to include stability testing data to assure that the drug products
meet standards of identity, strength, quality and purity throughout the expiry period.

mere was no testingof raw materialcomponentsas requiredby your Standard Operating
Procedure for “Sampling Procedure Raw MateriaIs and Validation of Vendor
(Manufacturer) Certificate of Anaiysisand/or Testing.”

There were no records kept of the maintenance,cleaning, sanitizing and inspection of
equipment used in the manufacture of finishedproducts.

During the manufacturing of your products, employees were observed not wearing the
appro@@ hd covering as required by your written Standard Operating Procedurefor
“GeneraI Cleaning and Sanitation Guidelhws for the Manuticturing, Processing,
Packaging, Holding Equipment and Facilities of RJS Scientic.”

The above list of violationsis not intendedto be an all-inchxsivelistof deficienciesat your
It is your responsibtity to ensure that w of your firm’sproducts are in compliancewith allfirm.

requirements of the Act and its implementingregulations. Federal agencies are advised of the
issuanceof aUWarningLetters about drugs and devicesso that they maytake this informationinto
accountwhen consideringthe award of contracts.

Youshouldtake promptactionto correctthesedw”ations. Failure to promptlycorrect these
deviationsmay rest.dtin regulatory action without fbrther notice. These includea seizure and/or
injunction.

You shouldnot@ this officein writing within 15working days of receipt of this letter, of
the specifwsteps you have taken to correct the noted violations. If corrective action cannot be
compieted within 15 working days, state the reason for the delay and the timewithinwhichthe
comctions willbe completed.
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Yourreplyshouldbe sentto DomesticComplianceBranch Food and Drug Adrninistratio~
850Third .Avenue,Brookl~ New York 11232,Attention:AnitaFenty,ComplianceOfficer.

Very truly yours,

F

,,

~c ~ ~~’~-’-
Edward T. Warne~
District Director
New York DMrict Of&e
Food and Drug Administration

ETWlaf

●
cc: KeithRoberts, President

Roberts Proprietaries
OneAndersonAvenue
Moonachi~ NJ 07074


