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Your km assigns to its rqmck8gd proscription drug products the expiratias daie that rrppca~ on &ts 
lubeiing of the ariginaf mam6ctuzr’s container tim  which the drugs are rtzpackagtd. Yet, yew firm  
Fnib to have adequate data demonstrating that thr: containers used by ywr firm  for its mpaclsaged cirug 
products arc equivalent or superior w the original manuf&wer’s conlainers from which the drug are 
repackaged, in terns of their protective propcrtics. Your response does not inch& rtny information 
comparir~g the moisture permeation characwistics of the polyprop_vlene contaiwxs used by your firm  for 
repackaging with those of dte origins.! manufacturer‘s high-density pobpthylcmc (HDPE) containcw. 
The absence of such comparative moistwe perrnwion dats is LI serious deficiency in yuur data, 
zlrlditionali~, your firm  does 111)~ package its drug products with a desiccrux ewn when the original 
~an~fa~turw’~ product is packaged ~4th a desiccant for maisturc sensitive drug prodwrs. Considering 
the abserxf: of such data showhq container-closure equivalcnc~, and the failure tn use a suitable 
desiccant in repnckrtged botiles when the original manufacturer’s botrlc contains a dcsiccan~, it is 
inappropriate to assi~ tic r~z~~.~facrurw‘s espimtion dating ro JYW rqnckagcd Ixtttles. 



Your rcsponsc ‘to Form f;DA 483 obsewation 3, concerning master label controls, indicates that your 
firm now maintains a signed and dated master iabel for each product that it repackages. We note, 
however, that the sampieapp provided with your resporw is not dated. Your failure zo have 
appropriate procedures for mairuaining master iahcls for e&ch product is a Go&on of 21 CFR 
2 11. I &s(b)@). 

Yaur response to Form f;DA 483 observation 6, concerning the lack of spccificarions for drug produd 
containrs and closure used for nqmkqing, dues noi specify whcthw tierc arc WI-&US specifications 
approved by the hrm’s quality contml unit for each differem conr;lincr-cfosucc used hy the firm. 
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