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USP 37 DELIVERABLE VOLUME (698): Meets the requirements for Oral Suspension packaged in
multiple-unit containers LIMIT OF 4-AMINOPHENOL A. N/IA thnnnl farmir and wafer (7 S' 2 '42 S h Official
Monographs / Acetaminophen 1569 sonicate for 5 min, and dilute with Mobile phase to vol- ume. Pass a
portion of this solution through a filter of
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USP 38 THE UNITED STATES PHARMACOPEIA 1NF 33 THE NATIONAL FORMULARY Volume 4/a By
authority of the United States Pharmacopeial Convention Prepared by the Council of Experts and its Expert
Committees Official from May 1, 2015 The designation on the cover of this publication, "USP NF 2015," is for
ease of identification only.

2015 USP 38 THE UNITED STATES PHARMACOPEIA
The USP-NF is the official authority 4€* FDA-enforceable standards a€* Enforcement of USP standards is the
responsibility of FDA and other government authorities in the U.S. and elsewhere

USP <621> Modernization USP-NF 37 - Waters Corporation

ceptable for some residual solvents. For pharmacopeial purposes, residual solvents in pharmaceuticals are
defined as organic volatile chemicals that are used or produced in the manufacture of drug substances or
excipients, or in the preparation of drug products. The residual solvents are not completely removed by
practical manufacturing techniques.

INTRODUCTION Residual Solvents 1

2 &€7797a€%0 Pharmaceutical Compoundinga€“Sterile / Physical Tests USP 35 foundation for the
development and implementation of es-filtered laminar airflow for product protection, and HEPA- sential
procedures for the safe preparation of low-risk, me-filtered exhausted air for environmental protection.

2012 USP 35 NF 30

Aij61A+ MICROBIOLOGICAL EXAMINATION OF NONSTERILE PRODUCTS: MICROBIAL ENUMERATION
TESTS INTRODUCTION The tests described hereafter will allow quantitative enumeration of mesophilic
bacteria and fungi that may grow under

PRODUCTS: MICROBIAL ENUMERATION TESTS 61 MICROBIOLOGICAL
However, manufacturers of pharmaceutical products need certain information about the content of elemental
impurities in drug substances or excipients in order to meet the criteria of this chapter.

USP Chapters <232> and <233> Implementation Strategy
USP works to improve global health through public standards and related programs that help ensure the
quality, safety and benefit of medicines and foods.

| USP

USP&€“NF Components. USP&€“NF is a combination of two compendia, the United States Pharmacopeia
(USP) and the National Formulary (NF). Monographs for drug substances, dosage forms, and compounded
preparations are featured in the USP. Monographs for dietary supplements and ingredients appear in a
separate section of the USP.

Page 1



USPAa€“NF | USP-NF

USP 37 and NF 32 Abaca-Aceto . 1-1 . COI11bined Index to USP 37 and NF 32, Volullles 1-4 . Page
citations refer to the pages of Volumes 7, 2, 3, and 4 of uSP 37-NF 32. This index is repeated in its entirety in
each volume. 1-1554 . Volume 1.

COl11bined Index to USP 37 and NF 32, Volullles 1-4

The USP-NF is a combination of two official compendia, the United States Pharmacopeia (USP) and the
National Formulary (NF). The USP-NF contains standards for medicines, dosage forms, drug substances,
excipients, biologics, compounded preparations, medical devices, dietary supplements, and other
therapeutics.

USP 37-NF 32 - FARMACOPEA AMERICANA ~ Novabooks

USP old <61>: Not Listed New version: Transfer validated amount to two filters. Wash each filter by validated
method. Total Aerobic Microbial Count (TAMC) filter is placed on TSA, incubated at 30-350C for 3 to 5 days.
Total Yeast and Mold Count (TYMC) filter is placed on SDA, incubated at 20-250C for 5 to 7 days.

Newly Harmonized USP Chapters <61>, <62> and <1111>

age and distribution requirements, or USP monographs. containera€“closure system. If space on the
immediate con-General Chapter 8€"6598€%. Packaging and Storage Requirements tainer is too small (e.qg.,
an ampule) or is impractical for the contains definitions for storage conditions.

1079 GOOD STORAGE AND DISTRIBUTION PRACTICES FOR DRUG PRODUCTS

The new version of USP <1231> will go into effect on 01 December 2016. The final version has been
available in the relevant editions of the pharmacopoeia since 01 June. With 37 pages, the new USP <1231>
is very lengthy, but at the same time it contains concise instructions for action. What has changed compared
to the last version?

Overview of the New USP <1231> Water for Pharmaceutical

The content will appear in a combined PDF with the most recent content at the beginning. Should you have
any questions, please contact Caroline Martin, Director, Publications (301-816-8521 or cmw@usp.org).
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