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LAW AND PUBLIC SAFETY
DIVISION OF CONSUMER AFFAIRS
BOARD OF PHARMACY

N.J.A.C. 13:39-11.3, 11.4, and 11.15
Notice of Administrative Corrections

Compounding in Retail and Institutional Pharmacies for Sterile and/or Non-Sterile
Preparations

Take notice that the Board of Pharmacy has found errors in N.J.A.C. 13:39-11.3, 11.4, and
11.15. At N.J.A.C. 13:39-11.3(d) and 11.4(b)2, the term "air flow workbench™ is corrected as
"airflow workbench™ as used throughout the subchapter. In addition, at N.J.A.C. 13:30-11.15(a),
the reference to ante area reads "ante are"; this has been corrected as "ante area." This notice of
administrative corrections is published pursuant to N.J.A.C. 1:30-2.7.

Full text of the corrected rules follows (additions indicated in boldface thus; deletions indicated
in brackets [thus]):

13:39-11.3 Application and pre-approval requirements for compounding sterile preparations
(@)-(b) (No change.)

(d) A pharmacy holding an institutional permit that is approved to compound sterile preparations
and that intends to compound sterile preparations using a laminar [air flow] airflow workbench
not located in a buffer area, as provided in N.J.A.C. 13:39-11.10, shall notify the Board at least
60 days in advance of its intention and of all locations where such equipment will be installed.
The pharmacy permit holder shall notify the Board upon completion of such installation, at
which time the Board shall inspect the equipment. The pharmacy shall not utilize such
equipment to compound sterile preparations until receiving Board approval.

(e) (No change.)

13:39-11.4 Cleanroom: use, access, location; temperature; air pressure



(@) (No change.)

(b) All sterile compounding shall take place within the confines of the buffer area, except for the
following:

1. (No change.)

2. Compounding in a laminar [air flow] airflow workbench in an institutional pharmacy pursuant
to N.J.A.C. 13:39-11.10; and

3. (No change.)
(c)-(e) (No change.)
13:39-11.15 Cleaning and disinfection requirements for cleanroom, buffer area, and ante area

(a) The cleanroom, buffer area, and ante [are] area shall be cleaned and disinfected consistent
with the following requirements:

[page=1659] 1.-3. (No change.)

(b) (No change.)



