DEPARTMENT OF HEALTH AND HUMAN SERVICES Pubiic Health Service

Marich 23, 2QWm0 W

CERTEFIED - RETURN RECEFPPT REQUESTED

Mr. Amgy Howall
Presgddent

Asfian, Imc.

1224 Sowfthmotunt Deveve
Demomtid is, AL 367832

Dear Mr. Howalll:

Ref: Warning Letter No. OONNSV212

Thids kedrter iss im tefefencence to the peddhct "alil Eupe" makieted BY
your fivrm. Acosinging to tke babel, "Wilil Cuee" bs effefedred for #Ke
tematment off nalil fwgdus. The babel Idsts thke iwgtedients as
dieeyhyl sufbfidxide, miconmalzple, paygpgdlycol amdl ibbppfeofen.

Baedd om tre ivepdedied ume desdwiibed ab¥yee, "WHil Eufer Bs a drtg
pusigmant to Seditdon 2QUd)g) off ke Fedbsral Fewl, Bidg, aMH Ee¥nfdtic
At (tbhe AdX), amd iss sufifgpect to a fiahal mifle eevedrwing Tempichbal
Amifunfaingal Dmggs fior Overthehe Cenitifer Humah Hse ([Miele 21 Eedfe Off
Fedbettal Regirliatsions (21 CFR) Pakt 31054565 (a) (22) (#1i)). Untter tke
miele, amy OTC dryg prdduct that iss Bapeded, i@FEe¥dhted, Or PPOAGted
as am amfihfaingal to texat fnAYal HiEEERPEions 6ff #Ke HAS1s 8r §E¥lp Bs
mpgarded as a new drog (Sedeion 20UMp) 6ff ¥Ke Aek) . Thuss, "Wail
Curce" s a "mew drgg" that may nat be makketed in tike Unittled Stieses
wiltbhbut am appowsded new dig apitdieation (NBA) (S8¥deion E¥4¥a) of #ke
Agr). The ppdduct bs aiso misbisrdatded (Sedeion BN f) (D) eff ke Awk),
bepaasese it deess not besir adhsgeiate diicpéPEions BSr UFe.

Dumning thke imspéation of your Pedility eh Decassser 8435, 1999 ewir
imysighdrgator deocumeented devaiatsions #edm tke G8oH MamipEdWRuiring
Prageice Regurliations (Ti¢le 21, Cedte off Fedisral Regfligtsions, Pakt
211)) whidlch cause your Wil Cure" prdduct to be adiidbedated wilthin
tike meaming of (Seaeion 50UAa) (?) (B) 6f ¥Ke Aek).

The deddliatsions imibdetied ne baitich peddiietion fseWeds, HO Sedbylity
tetiying pwggmam, imdeipqeate stbadedhrd opsainging preRdE@Eres amd n®
reqdxrds off compongnt ami fidishedhed peddtict t8¥¥ing. We adkndwledge
meciptipt off tike Decesmilser 2@, 1989 lkétrter fiewom Chisis Fosihhll, Diastwrtor
off Operzwbions; howdwer, Mt. Fowhthll did net imddleate whait cowré@ntions
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would be made in regard to the deviations noted on the FDA-483 issued
to him on December 15, 1999 other than that corrections would be
completed by April or May 2000.

The violations cited in this letter are not intended to be an all-
inclusive statement of violations that may exist for products
marketed by your firm. It is your responsibility to assure that all
your drug products are in compliance with federal laws and
requlations. Federal agencies are advised on the issuance of all
Warning Letters about drugs and devices so that they may take this
information into account when considering the award of contracts.
Failure to promptly correct these violations may result in regulatory
action without further notice. Such actions include seizure and/or
injunction.

Please notify this office in writing within fifteen (15) working days
of your receipt of this letter of the specific steps you will take to
correct the noted violations. If corrective action cannot be
completed within 15 working days, state the reason for the delay and
the time frame within which the corrections will be completed.

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

Sincerely,

Z::b/_r-fgd\' / ~

Lawrence A. D'Hooé?élaere, Ph.D.
Acting Director, New Orleans District

LAD/k1

Enclosures:
21 CFR Part 211
21 CFR Part 310.545



