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(D) Coefficient of variation. The
coefficient of variation (Sz in percent) of
five replicate injections is not more than
2.0 percent. If the system suitability
requirements have been met, then
proceed as described in § 436.216(b) of
this chapter. Alternate chromatographic
conditions are acceptable provided
reproducibility and resolution are
comparable to the system. However, the
sample preparation described in
paragraph (b)(1)(i)(B) of this section
should not be changed.

(iii) Calculation. Calculate the
cefuroxime content as follows:

Milligrams  R. X, X
of d
cefurc ="

Ime pe.
tablet R Xn

where:

Ru=5um of peak heights of the cefuroxime
axetil sample isomer A and isomer B
peaks/Peak height of the internal
standard;

R.=Sum of the peak heights of the
cefuroxime axetil working standard
isomer A and isomer B peaks/Peak
height of the internal standard:

P, =Potency of the cefuroxime axetil working
standard in milligrams of cefuroxime
activity per milliliter;

d=Dilution factor of the sample; and

n=Number of tablets in the sample assayed.

(2) Moisture. Proceed as directed in
§ 436.201 of this chapter, using the
titration procedure described in
paragraph (e)(1) of that section.

(3) Dissolution. Proceed as directed in
§ 436.215 of this chapter. The quantity Q
(the amount of cefuroxime activity
dissoived) is 60 percent at 15 minutes
and 75 percent at 45 minutes.

(4) Film-coat rupture test. Proceed as
directed in § 436.217 of this chapter.

(5) Identity. The high-performance
liquid chromatogram of the sample
solution determined as directed in
paragraph (t)(1) of this section
compares qualitatively to that of the
cefuroxime axetil working standard
solution.

Dated: October 29, 1987.
Sammie R. Young,

Deputy Director, Office of Compliance.
Center for Drug Evaluation and Research.
[FR Doc. 87-25584 Filed 11-4-87; 8:45 am)
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 60

[AD-FRL-3287-2]

Standards of Performance for New
Stationary Sources; Grain Elevators

and Stationary Gas Turbines;
Correction

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule; correction.

SUMMARY: This notice clarifies the
applicability dates for the standards of
performance for grain elevators (Subpart
DD of 40 CFR Part 60, published in the
Federal Register August 3, 1978), and
stationary gas turbines (Subpart GG of
40 CFR Part 60, published in the Federal
Register September 10, 1979). The
applicability dates were inadvertently
omitted from these subparts.

EFFECTIVE DATE: November 5, 1987.

FOR FURTHER INFORMATION CONTACT:
Doug Bell or Amanda Aldridge.
Standards Development Branch, ESED
(MD-13), U.S. Environmental Protection
Agency, Research Triangle Park, North
Carolina 27711, telephone (919) 541-5568
or (919) 541-5268.
SUPPLEMENTARY INFORMATION:
List of Subjects in 40 CFR Part 60

Air pollution control.

Date: October 28, 1987.
Don R. Clay,

Acting Assistant Administrator for Air and
Radiation.

For the reasons set out in the
preamble, Title 40, Chapter I of the Code
of Federal Regulations is amended as
follows:

PART 60—[AMENDED]

1. The authority citation for Part 60
continues to read as follows:

Authority: Sections 101, 111, 114, 301(a),
Clean Air Act as amended (42 U.S.C. 7401,
7411, 7414, 7601(a)).

2. By revising paragraph (b) of § 60.300
of Subpart DD—Standards of
Performance for Grain Elevators to read
as follows:

§60.300 Applicability and designation of
attected facility.

(b) Any facility under paragraph (a) of
this section which commences
construction, modification, or
reconstruction after August 3, 1978, is
subject to the requirements of this part.

3. In Subpart GG—Standards of
Performance for Stationary Gas

F4700.FMT....[16,32]...8-06-87

Turbines, § 60.330 is revised (existing
paragraph is designated as paragraph
(a) and revised, and new paragraph (b)
is added) as follows:

§60.330 Applicability and designation of
affected facility.

(a) The provisions of this subpart are
applicable to the following affected
facilities: All stationary gas turbines
with a heat input at peak load equal to
or greater than 10.7 gigajoules per hour,
based on the lower heating value of the
fuel fired.

(b) Any facility under paragraph (a) of
this section which commences
construction, modification, or
reconstruction after October 3, 1977, is
subject to the requirements ot this part
except as provided in paragraphs (e)
and (j) ot § 60.332.

|FR Doc. 87-25539 Filed 11-4-87; 8:45 am|
BILLING CODE 8580-50-M

40 CFR Part 403
[FRL-3287-1]

General Pretreatment Regulation for
Existing and New Sources; Removal
Credits

AGENCY: Environmental Protection
Agency.

ACTION: Final rule.

SUMMARY: On April 30, 1986, the United
States Court of Appeals for the Third
Circuit invalidated certain portions of
the amendments to the removal credits
regulation promulgated on August 3,
1984 (49 FR 31212). Natural Resources
Defense Council, Inc. v. EPA, 790 F.2d
289 (3d Cir. 1988). The effect of that
decision on the removal credits rule was
to leave in effect the previously
promulgated versions of the 1984 I
regulatory provisions invalidated by the
court. The purpose of today's action is to
amend the removal credit regulation so
that it properly reflects the effect of the
court’s decision.

DATE: This regulation shall become
effective November 5, 1987.

FOR FURTHER INFORMATION CONTACT:
Craig Jakubowics, Permits Division (EN-
338), U.S. Environmental Protection
Agency. 401 M Street SW., Washington,
DC 20460, (202) 475-9533.

SUPPLEMENTARY INFORMATION: On
August 3, 1984, EPA promulgated
amendments to the removal credits
regulation, 40 CFR 403.7 (49 FR 31212).
These amendments modified in part the
previous version of § 403.7 that EPA
promulgated on January 28, 1981 (46 FR
9404). The 1981 regulation was upheld




