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Subpart D—Testing Procedures

§355.70 Testing procedures for fluo-
ride dentifrice drug products.

(a) A fluoride dentifrice drug product
shall meet the biological test require-
ments for animal caries reduction and
one of the following tests: Enamel solu-
bility reduction or fluoride enamel up-
take. The testing procedures for these
biological tests are labeled Biological
Testing Procedures for Fluoride
Dentifrices; these testing procedures are
on file under Docket No. 80N-0042 in
the Dockets Management Branch
(HFA-305), Food and Drug Administra-
tion, rm. 1-23, 12420 Parklawn Dr.,
Rockville, MD 20857, and are available
on request to that office.

(b) The United States Pharmacopeia
fluoride dentifrice reference standards
along with reference standard stability
profiles (total fluoride, available fluo-
ride ion, pH, and specific gravity) re-
quired to be used in the biological tests
are available to any purchaser upon
written request to the United States
Pharmacopeial Convention, Inc., 1260
Twinbrook Parkway, Rockville, MD
20852.

(c) Alternative testing procedures
may be used. Any proposed modifica-
tion or alternative testing procedures
shall be submitted as a petition in ac-
cord with §10.30 of this chapter. The pe-
tition should contain data to support
the modification or data dem-
onstrating that an alternative testing
procedure provides results of equiva-
lent accuracy. All information sub-
mitted will be subjected to the disclo-
sure rules in part 20 of this chapter.
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§357.101 Scope.

(a) An over-the-counter anthelmintic
drug product in a form suitable for oral
administration is generally recognized
as safe and effective and is not mis-
branded if it meets each condition in
this subpart and each general condition
established in §330.1.

(b) References in this subpart to reg-
ulatory sections of the Code of Federal
Regulations are to chapter I of title 21
unless otherwise noted.

§357.103 Definition.

As used in this subpart:
Anthelmintic. An agent that is de-
structive to worms.

§357.110 Anthelmintic active

dient.

The active ingredient of the product
is pyrantel pamoate when used within
the dosage limits established in
§357.150(d)(1).
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