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§ 452.510e Erythromycin topical gel.

(a) Requirements for certification—(1)
Standards of identity, strength, quality,
and purity. Erythromycin topical gel is
erythromycin in a suitable and harm-
less gel. Each gram contains 20 milli-
grams of erythromycin. The erythro-
mycin content is satisfactory if it con-
tains not less than 90 percent and not
more than 125 percent of the number of
milligrams of erythromycin that it is
represented to contain. The erythro-
mycin used conforms to the standards
prescribed by § 452.10(a)(1), except with
respect to heavy metals.

(2) Labeling. It shall be labeled in ac-
cordance with the requirements of
§ 432.5 of this chapter.

(3) Requests for certification; samples.
In addition to complying with the re-
quirements of § 431.1 of this chapter,
each request shall contain:

(i) Results of tests and assays on:
(A) The erythromycin used in mak-

ing the batch for potency, moisture,
pH, residue on ignition, identity, and
crystallinity.

(B) The batch for erythromycin con-
tent.

(ii) Samples, if required by the Direc-
tor, Center for Drug Evaluation and
Research:

(A) The erythromycin used in mak-
ing the batch: 5 packages, each con-
taining approximately 100 milligrams.

(B) The batch: A minimum of 8 con-
tainers.

(b) Tests and methods of assay; erythro-
mycin content. Proceed as directed in
§ 436.105 of this chapter, preparing the
sample for assay as follows: Place ap-
proximately 1 gram, accurately
weighed, of the product into a high-
speed glass blender jar containing 200
milliliters of 0.5 percent (volume by
volume) polysorbate 80 in 0.1M potas-
sium phosphate buffer, pH 8.0 (solution
3), to obtain a stock solution of con-
venient concentration. Blend for 3 to 5
minutes. Further dilute an aliquot of
the stock solution with solution 3 to
the reference concentration of 1.0
microgram of erythromycin base per
milliliter (estimated).

[53 FR 12415, Apr. 14, 1988; 53 FR 16837, May
11, 1988]

Subpart G [Reserved]

Subpart H—Rectal Dosage Forms

§ 452.710 Erythromycin suppositories.

(a) Requirements for certification—(1)
Standards of identity, strength, quality,
and purity. Erythromycin suppositories
contain in each suppository 125 milli-
grams of erythromycin in a suitable
and harmless base. The erythromycin
content is satisfactory if it is not less
than 90 percent nor more than 120 per-
cent of the number of milligrams of
erythromycin that it is represented to
contain. The moisture content is not
more than 1.0 percent. The erythro-
mycin used conforms to the standards
prescribed by § 452.10(a)(1), (i), (iii), (iv),
(v), (vii), and (viii), except its moisture
content is not more than 5.0 percent.

(2) Labeling. It shall be labeled in ac-
cordance with the requirements of
§ 432.5 of this chapter.

(3) Requests for certification; samples.
In addition to the requirements of
§ 431.1 of this chapter, each such re-
quest shall contain:

(i) Results of tests and assays on:
(a) The erythromycin used in making

the batch for potency, moisture, pH,
residue on ignition, identity, and crys-
tallinity.

(b) The batch for potency and mois-
ture.

(ii) Samples required:
(a) The erythromycin used in making

the batch: 10 packages, each containing
not less than 500 milligrams.

(b) The batch: A minimum of 30 sup-
positories.

(b) Tests and methods of assay—(1) Po-
tency. Proceed as directed in § 436.105 of
this chapter, preparing the sample for
assay as follows: Blend a representa-
tive number of suppositories for 3 to 5
minutes in a high-speed glass blender
with 200 milliliters of methyl alcohol.
Add 300 milliliters of 0.1M potassium
phosphate buffer, pH 8.0 (solution 3),
and blend again for 3 to 5 minutes. Re-
move an aliquot and dilute with solu-
tion 3 to the reference concentration of
1.0 microgram of erythromycin base
per milliliter (estimated).
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(2) Moisture. Proceed as directed in
§ 436.201 of this chapter.

[39 FR 19149, May 30, 1974, as amended at 50
FR 19921, May 13, 1985]

Subpart I [Reserved]

Subpart J—Certain Other Dosage
Forms

§ 452.910 Erythromycin for prescrip-
tion compounding.

(a) Requirements for certification—(1)
Standards of identity, strength, quality,
and purity. Erythromycin for prescrip-
tion compounding is the odorless,
white to grayish-white or slightly yel-
low compound of a kind of erythro-
mycin or a mixture of two or more
such compounds. It is so purified and
dried that:

(i) It contains not less than 850
micrograms of erythromycin per milli-
gram calculated on an anhydrous basis.

(ii) Its moisture content is not more
than 10 percent.

(iii) Its pH is not less than 8.0 nor
more than 10.5.

(iv) Its residue on ignition is not
more than 2.0 percent.

(v) It gives a positive identity test
for erythromycin.

(vi) It is crystalline.
(2) Packaging. The immediate con-

tainer shall be a tight container as de-
fined by the United States Pharma-
copeia XXI. It shall be so sealed that
the contents cannot be used without
destroying such seal. Each such con-
tainer shall contain 10 grams, 25 grams,
or 100 grams of erythromycin.

(3) Labeling. In addition to the re-
quirements of § 432.5(a)(3) of this chap-
ter, each package shall bear on its out-
side wrapper or container and on the
immediate container the following:

(i) The statement ‘‘Caution: Federal
law prohibits dispensing without pre-
scription.’’

(ii) The statement ‘‘Not sterile.’’
(iii) The batch mark.
(iv) The number of micrograms of

erythromycin activity in each milli-
gram of erythromycin and the number
of grams of erythromycin in the imme-
diate container.

(v) The statement ‘‘The potency of
this drug cannot be assured for longer

than 90 days after the container is first
opened for compounding a prescrip-
tion.’’

(vi) The statements ‘‘For use only in
extemporaneous prescription
compounding. Not for manufacturing
use.’’

(4) Requests for certification; samples.
In addition to the requirements of
§ 431.1 of this chapter, each such re-
quest shall contain:

(i) Results of tests and assays on the
batch for potency, moisture, pH, resi-
due on ignition, identity, and crys-
tallinity.

(ii) Samples, if required by the Direc-
tor, Center for Drug Evaluation and
Research: 10 packages, each containing
not less than 500 milligrams.

(b) Tests and methods of assay—(1) Po-
tency. Proceed as directed in § 436.105 of
this chapter, preparing the sample for
assay as follows: Dissolve an accu-
rately weighed sample in sufficient
methyl alcohol to obtain a concentra-
tion of 10 milligrams of erythromycin
base per milliliter (estimated). Dilute
this solution further with sufficient
0.1M potassium phosphate buffer, pH
8.0 (solution 3), to obtain a stock solu-
tion containing 1.0 milligram of eryth-
romycin base per milliliter (esti-
mated). Further dilute an aliquot of
the stock solution with solution 3 to
the reference concentration of 1.0
microgram of erythromycin base per
milliliter (estimated).

(2) Moisture. Proceed as directed in
§ 436.201 of this chapter.

(3) pH. Proceed as directed in § 436.202
of this chapter, except standardize the
pH meter with pH 7.0 and pH 10.0 buff-
ers and prepare the sample as follows:
Dissolve 200 milligrams of sample in 5
milliliters of reagent grade methyl al-
cohol. Add 95 milliliters of water and
mix. Record the pH when an equi-
librium value has been reached.

(4) Residue on ignition. Proceed as di-
rected in § 436.207(a) of this chapter.

(5) Identity test. Proceed as directed
in § 436.211 of this chapter, using the
sample preparation method described
in paragraph (b)(3) of that section.

(6) Crystallinity. Proceed as directed
in § 436.203(a) of this chapter.

[51 FR 35213, Oct. 2, 1986, as amended at 55 FR
11584, Mar. 29, 1990; 55 FR 25392, June 21, 1990]

VerDate 09<APR>98 09:55 Apr 16, 1998 Jkt 179070 PO 00000 Frm 00942 Fmt 8010 Sfmt 8010 Y:\SGML\179070.TXT 179070-3


