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This 83 4n regpanse to yaur lett2r of Hareh 22, 1991 tomceraing the
safaty of the gantal drug Sargent! Paste, Sargantt (ompound, ar K1,

We havy ripeadadly advisad preponents of thig drug s2a% the X2
materiel 13 comaidarsd 4o 34 Ak unapproved few drug. Further, it
mty not legaily b loportad or distributed in daterstaze sommeree
unttl an asplizant nai suamitted & asw dryg aopilication (WDA) with
:n:wint!n? eyldents of safory 2ad effegsivenets 7ar 44 riconmendsd
uld, and FCA hat approved the aggplisatian.

We hava, sver i‘hllﬂlrl baen “1 soncaraed hbovd the compounding
of Sargint! zomesining levels of heavy 243313, Bacauss of that
EonERTR, thy sgeacy ‘ssved @ tatter 12 all State drug efficials in
April 1574, adviting them thet we regarged the X2 pragarations o be
UNEZproved now drugs. Tha itauancs af that lettar eadresatied 3
Bider stem an the part of FRA. Wy gafined & pelley that Sargentt
Pasts, with hasvy metals, 13 too T0Ri¢ 797 US4,

Subsequant fo ser 1974 lettsr, FOR convamed o Praduct Advissey
Comnittey on tha sufety aa¢ safe use of thess products. The
Commitied coneluged that thers was {psuffteient valid selandific
Widince fo permitia judgument thak shess pradiritionc are gunerally
reseynized ax gafe and effective, FEA Shan redfTirsed i%s gglicy
thet &lthough dhe Comniita 3lis feund {mauf¥ietant svidencs of
sipnificant rigk froz the presur use of these droducty, comwprels!
Hirkecing {a intyretaty gommarse i3 4n viglation of the new sryg
proviiien of the Femd, Orug and Cosmatic Age.



ccardingly, FoA 33l nelleves that 11l demmyrcial Zarketing af
"gnatd procuets weuld requice 24 agpraved nav Srug sgplication. Tha
pafaty quertiant of 2a%n active tngredients and srciplenty are
gvaluated duriag FOA raview af the nav drug azproval 4pplleatisnt.

™ e have allowed quantities of ¥2 (Sarqanti) Pusta yhich &8 Ret 3
cantain heavy metale to 3o diztriduted for single satients in )

«., tonformuncy with she praztice of pharmacy. The maximus mount af

the nea-nedvy matal fermutatfca which we grats o Be diipemsed

under the bracrice of pharmasy 13 5 gu.  3ulk shipments by

shapsieises 19 dencinty dre not Jarmitees. :

- Wy ngvs tha follswing commwnts regerding We uze af parafarmsidehydu
at comesatratisng of §.5 garsuat in thase araparationt, ITE 12 sur
undasztanding that paraformaidenyde (farmaldenydel Mas dasa uead for

#irs 'n dgata’ Erudu¢t1. Ong af the iczepted praparatient ¢ :
uckley'y Formo Cresdl, which.csntaing 19 zarcont farmydahyde (Zage
129, Agsestyd Qental I ey, 40th Sdikien). Ne have 9%
andactad o (01 fazivaien ia these pradysis, He 11so underttand
shat thets sroducts kR4 orginardly not sealed withia g roet canel,
and might therefare 5o wxpeciad to have less toxieliy,

We cantinus %o ragard N2 (Sargertt) Fiste o1 3 new drug raquiring an
wpfroved sew drug anpileatian iz & zonditlen for marzeting outsids
e arasties of pharmizy.

He have forwarded a1 of thy {afarmation thak you grovided ta the
FOA medizal revigwery 3ost Xnowlsdgeddly ::au:’33.=. pragucts. Wb
arpreciaty your previding us wigh She Infermation.

Sincartly yours,
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