
467

Food and Drug Administration, HHS § 436.510

(b) Moisture. Proceed as directed in
§ 436.201.

§ 436.509 Procaine penicillin-strepto-
mycin-polymyxin in oil; procaine
penicillin-dihydrostreptomycin-
polymyxin in oil; procaine penicil-
lin-streptomycin-polymyxin oint-
ment; procaine penicillin - dihydro-
streptomycin - polymyxin ointment.

(a) Potency—(1) Penicillin content.
Proceed as directed in § 540.380a(b)(1) of
this chapter. Its content of penicillin is
satisfactory if it contains not less than
85 percent of the number of units per
milliliter or per gram that it is rep-
resented to contain.

(2) Streptomycin content. Proceed as
directed in § 544.373(b)(1)(i) of this chap-
ter, except inactivate the penicillin in
the combined extractives with suffi-
cient penicillinase at 37° C. for 30 min-
utes. Its content of streptomycin is
satisfactory if it contains not less than
85 percent of the number of milligrams
per milliliter or per gram that it is rep-
resented to contain.

(3) Dihydrostreptomycin content. Pro-
ceed as directed in paragraph (a)(2) of
this section, using the dihydrostrepto-
mycin working standard as a standard
of comparison. Its content of dihydro-
streptomycin is satisfactory if it con-
tains not less than 85 percent of the
number of milligrams per milliliter or
per gram that it is represented to con-
tain.

(4) Polymyxin content. Proceed as di-
rected in § 444.170a(b)(2)(i) of this chap-
ter, with the following exceptions:

(i) In lieu of the directions for the
preparation of the sample described in
§ 444.170a(b)(2)(i)(g) of this chapter, pre-
pare the sample by one of the following
techniques:

(a) Extraction. Place a convenient-
sized representative quantity of the
sample in a separatory funnel contain-
ing approximately 50 milliliters of per-
oxide-free ether. Shake the sample and
ether until homogeneous. Add 25 milli-
liters of 10-percent potassium phos-
phate buffer (pH 6.0) and shake. Re-
move the buffer layer and repeat the
extraction with 25-milliliter portions
of buffer at least three times and any
additional times that may be necessary
to insure complete extraction of the
antibiotic. Combine the extractives.
Inactivate the penicillin with suffi-

cient penicillinase at 37° C. for 30 min-
utes. Make the proper estimated dilu-
tions in 10-percent potassium phos-
phate buffer (pH 6.0) to give a con-
centration of 10 units per milliliter (es-
timated).

(b) Blending. Place a convenient-sized
representative quantity of the sample
in a blending jar containing 1.0 milli-
liter of polysorbate 80 and sufficient 1-
percent phosphate buffer (pH 6.0) to
give a final volume of 200 milliliters. If
the sample consists of substantially
more than 1 gram, use sufficient buffer
to give a final volume of 500 milliliters.
If the concentration of polymyxin in
the blend is less than 200 units per mil-
liliter, 10-percent phosphate buffer (pH
6.0) should be used in lieu of 1-percent
phosphate buffer (pH 6.0). Using a high-
speed blender, blend the mixture for 2
minutes. Inactivate the penicillin with
sufficient penicillinase at 37° C. for 30
minutes and make the proper esti-
mated dilutions in 10-percent phos-
phate buffer (pH 6.0) to give a con-
centration of 10 units per milliliter (es-
timated).

(ii) The standard curve is prepared in
the following concentrations: 6.4, 8.0,
10.0, 12.5, and 15.6 units per milliliter in
10-percent potassium phosphate buffer,
pH 6.0. The 10 units per milliliter con-
centration is used as the reference
point. Its content of polymyxin is sat-
isfactory if it contains not less than 85
percent of the number of units per mil-
liliter or per gram that it is rep-
resented to contain.

(b) Moisture. Proceed as directed in
§ 436.201.

[39 FR 18944, May 30, 1974, as amended at 40
FR 13497, Mar. 27, 1975; 41 FR 10886, Mar. 15,
1976]

§ 436.510 Penicillin-streptomycin-
erythromycin ointment; penicillin-
dihydro-streptomycin-erythromycin
ointment.

(a) Potency—(1) Penicillin content. Ob-
tain the weight of the content of a sy-
ringe by weighing before and after
ejecting the content into a beaker. Stir
until homogeneous. Remove a rep-
resentative sample (usually approxi-
mately 1.0 gram, accurately weighed)
and place in a separatory funnel con-
taining 50 milliliters of peroxide-free
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