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§310.519 Drug products marketed 38
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over-t.he-counter (0TO) daytime
gedatives- 3
(a) Ancihistamines, promides. and 3

scopolamme compounds. either singly
or in combinar.ions.
keted a3 ingredients
counter (QTC) drug products

sedatives. The

for use as

claims

sedative products: “occa.sional s;mp}e
pervous tension,” ~ipervous u'mta.bﬂ'—'
ity.” spgervous tension neadache.

vgimple pervousness due tO common
every day overwork and fatigue.”
relaxed feeling.” i down and
relaxing.”’ away the
tension.” ’ tna&
irritability your da»Y..
helps

‘when

have been mar- ¥
ijp over-the- ,

“restlessness,"
occasiona.l agress - 3

. pelps you work relaxed.” Based oD X

food and Orug Administration, 4HS
svidence presen:ly ivailable, there are
go ingredients -hatp can be generally
recognized s safe and affective for 1seé
as OTC Jayrime sedactives.

(o) Any OTC dr:g oroduct shat is la-
nweled. represencad. or promoced as an
QTC daytime sedactive (or any similar
or related ‘ndicacion) iy regarded as 2
new drag within =he meaning of section
ag1(p) of she wederal =nod, Drus, and
Cosmetic act for ~nich an approved
pew drug application nder section 505

of the act ind Part 314 of this chapter
{s required :pr marketing.
) Clinical ipvestigations designed

to obrall ayiderce -bat any drig prod-
uce 1apeied. :epresencad. or promoced
as an OTC daytime sedative (OT any
similar 2F ~elatad ipdication) is safe
aind affective for he purpose intended
must somply wizh the requirements
and procedures goverzing the use of in-
vestigational new drugs set forth ino
part 312 of this crapter.

(d) Ay JTC dayiime sedative drug
preduct introduced into interstate
commerce after December 24, 1979, that
ig 7ot i3 sompliaznce with this section
ig subject 0 reguialory action.

44 TR 16380, June 1679 15 FR 47422, July
15, 1980. a5 imended 1t 35 TR 11579, Mar. 29.
19901

$310.325 Sweet spirits of nitre drug
products.

P
ia

(a) Historically. sweet spirits of nitre
pas heen present as an ingredient in
over-the-courter {OTC) drug products
for various 1ses. Based upon the lack of
adequace data 0 establish affective-
gess for any use and the adverse bene-
fit-co-risk Tatio. sweet sSpirits of nitre
drug products cannot be considered
generally recognized as safe and eifec-
tive. The bHenefit irom using sweeb spir-
its of ai-re for any use is insignificant
when compared =0 <he risk.

(®) Aay drag product containing
sweer spirits of pitre is misbranded
ander section 302 of the pPaderal Food.
Drug. and Cosmetic ACS and is a new
gﬂg within tce meaning of gection

1(p) of -ne act OT ~hichk an approved
2‘;‘3 drag application under section 305
s “he act and dars 314 of this chapter

ceqaired ol marketing.
to(':) Clinical investigations designed

obtain avidence shat any drug prod-

wct ¢ . ) :
t containipg sweet spirits of nitre for
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any use is safe and affective cor the
purpose ‘nrended must comply yith the
requirements and procedures governing
the use of invescigational aew drugs
set forth .o pare 312 of “his chapter.

(d) Any drug produc? containing
sweet 3DIrits of nitre in iprersctate com-
merce after June 27, 1980, cnat 3 200 i0
compliance with whis section S subject
to regulatory action.

45 ¥R 13401, Jjune 27.
FR 11579, Mar. 29, 19901
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14, 1997. $310.325 was removed.
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§310.526 Camphorated oil drug prod-

ucts.
(a) giscorically, camp‘nora.r.ad ‘oil
(also xrown as camphor liniment), &

soiution of 20 percent camphor in cot-
wonseed ©0il. nas oeen mariketed a3 an
over-the-sounter (OTC) drug product
for various uses. primarily a8 a sopical
counterirritant or linimenet. A large
gumber oOf accidental ingestions ot
camphoraced oil, often mistaken for
castor oil, cod liver oil. mineral oil.
olive oil, cough medicine. or other drug
products. have been reported and tox-
icity has aften resulted. primarily in
infants and young children. Because of
the por.enr.ia.l pazard for poisoning to
occur, the penefit from using any drug
product containing camphor in oil or
from using any camphor-concaimng
drug Dproduct that laceied as
“ca.mphora.ted oil™ or -:camphor
{iniment.” OF any similar name such a3
“camphor oil” or “ca.mp’norar.ed
liniment.” for any use, is insigmificant
when compared to the risk. Based upon
the adverse beneiin-co-risk ratio.
ca.mphora.r.ed oil, any drug -product con-
taining campbor in oil. or any other
drug producs containing camphor that
is :epresenced. suggesned. or purpor':,ed
to be camphorated 2il, such as 3 prod-
ucs labeled ~camphor liniment."” ‘tcam-
phor oil,"” “camphoraned liniment,”’ OT
any similar name. cannot be considered
genera.ny recognized 23 safe.

(b) Any camphomned oil drug prod-
ucs. any drug produc?® containing cam-
poor in sil, or anYy other drug product
containing camphor tpat is Tep-
resented. sugges;ed or purpor:ed to be
camphoraned oil. e.g.. -camphor
liniment.” ‘campbor oil.”




