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Foodd amid Dryg Admiisiretieration
Nashi¥ille Dissttrict Offifdéce
DEPANTMENT OF HEAI/'H AND HUMAM SERYECES

2977 Plus Pakk Boudewvard
Nashilélle, TN 37217

Api#til 30, 198 I

Ms. Casde C. Newman, Pmeslident
Newmam-ts Gullf Meddatal Suppities, Dhc.
419 Bell Aiir Bouldwvédrd

Mohikle, AL 3&606

WARNIWG LETTER - 98NNg¥=12

Dear Ms. Newnarn:

Dumring am imspwotion of your medisdal expgen taailipg11ing B8N ity
khocated at 155 Tutitle Avewae, Mebikle, ARB¥ama, on APPil 7444,
1988, our inveEmbtigator dewmesitted dessi®bions FeBm ke 66O
Mamifacturing Pratdsice Regpilimbions (THitle 21, 6edre 8f Felfédtal
Regudmbions, Parts 210 amil 211)), whitch casse your mediddal ex@§en
to be adutterated wilthin tke Meanihg ef Sedieion

S500)&)(B2) (B) of tise Fedieatal Fowst, Diwg aml Eexmdiic Aeit.

Our imspeiction reveeded & flifure ko always edilict & pPuit¥ty/
idenyity assay om eath kbt 6f ©wgen Pidor ¥o 1¥PSase, faature to
document cadbidivation of tise «“eiOnmuneGBRICNBNRNdENNES, imadeqguate
GMP txaiping of pepetithel, imocompiete prodduiction tsddyrds, inade-
quate Standdrd Opuziging Pieseddétes, no master babel or kabel
relciew, no Qualyty Comtrol Uniit, no dorumentation of ceaibidpation
of egniiparent used in tke teeaidipilling epRs¥iPion aMi FKeEEFect
cador caited cyibdeiders.

The ahove idevtrbfidcation of viébletions s APt ¥WRded ¥o Be an
allelinvdusive ldist of deffiwiencies. It ks your reppoiidlipility to
emsure adiversnce to eath egiidreiient 8f tie €8¢ MariizdWti¥ring
Pratirice regafiattions. Uniiil tke vidbiations are ewrasisted,
fiederal ageneies willll be inFoesled ¥hat FPA [FEeBmABIRIs agiihst ¥fe
award of contricts for tke afféskted pPremitts.

You shoirld take prompt adtefon o edfacbet ¥Keke ARMAREIons.
Falilure to promprly eoretéct tkese deWAiigbSons WAy wsshlt fh
reguiagyory actbion instliitding seidere amiyror @tion WitHbut
fiurrther natice. :
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Please notify this office in writing within fifteen (15) working
days of receipt of this letter of the specific steps you have
taken to correct the noted violations, including an explanation
of each step being taken to prevent the recurrence of similar
violations.

If corrective action cannot be completed within fifteen (15)
working days, please state the reason for the delay and the time
within which the corrections will be completed.

Your reply should be addressed to the attention of Joseph E.
Hayes, Compliance Officer, Food and Drug Administration, 297 Plus
Park Boulevard, Nashville, TN 37217.

Sincerely,

@WW A A AZZ/"&L

Raymond K. Hedblad
Director, Nashville District

RKH/k1

Enclosures:
21 CFR Parts 210 and 211
Compressed Medical Gas Guidelines

cc: Mr. Richard K. Bagot, Manager



