
DGmRTMEr$rroFMEAtm&HuMANsEuvlcEs --aawbm

PURGEKI ‘:;-
I-35/FoI s u

December 6,1996 WA

W&r to MN 97-u

Kmncth Dcwth
Prcskknt
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marMr. DcMuth

During our Nbvembcr25-26, 1996, hspcction of your medical gas manufacturing
faciliqr,HME, Divisionof Home Hcakhcarc Tcchnologks, Ix, located at
212 South CtmASM@ West Allis,WI, our investigator *cntcd scdous
violations of the Good ManufXmring practice Regulations(GMP),Tklc21, M

Parts 2XOand211. Drugsmanukturcdin afhdlity
which is not in compliancewith GMP arc adulterated within the meaning of
Section 501(a)(2)(B) of the FederalFd Drugand Cosmetic=

GMP Ckl?idOllS observedin your facilityinc!ude

● Failureto establish or periodicallyreestablish the rchbili~ of your
supplier’sanalyis of oxygen. You* upon the supplier%CcrtWatc of

- @ =SWC *C i-ti~ and puri~ of liquid oxygen.
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● Failure to test the kkntiry of the contents of cryogenic home vesselswhich
have been sent out fix repairor maintenance prior to redistribution.

At the dose of OUr inspccdon, hvcstigator John P. Hcrmann discussedthese
dCVhtiO~ with, and deliveredfbrm FDA483 to, Mr. JamesD. Cupertk,
General Manager, HME, WutAllis, WI.

This idcntifhtion of violations is not intended to be an all-inclusivelist of
dctidencici atpurbclli~. kisyourmspondUty tocnsurcadkcncc foreadt
mqukcmcnt of the Good Manukturing Racdcc W@ations. Federalagcndcs
madvkdofthe issUanccofan warning Lctursaboutdrugs sotllatthcymUy
take this information into xcount when conddaing the awardof contracts

Youshould take prompt action to correct these deviations. Failureto promptly

)
correct these &VidOI18 may fmdt in qukoz’y actbn without fkhcr nodce
Such action includes* arukr injundon.

Your reptyShodd be Sam to compliance officer kvrcncc R Murphy, Foodand
w~ on, Minnapolls District Office,240 Hcnncpin Avcnq
Minncqdis, m 55401.

John Fckhnan
Dirtcmr
MinneapolisDistrict



) xc jamsD. Cupertino
General Manager
HME, Div. of Home Heah.hare Technologies,Ine
212 South Ctutis Rind, #214
West Allis,WI 53214


