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56 USF HF Official Text With Rewizion Bulletinz | |
! |

B-B & m- AED- 22@- TAQ- @
Search [ Q|
B Calendar | FAQs | Support | BuyReference Standards
About USP USP-NF Dietary Supplements Food Ingredients Reference Standards Global Meetings & Courses News Store
Official Text Pharmacopeial Forum Key Issues Development Process Notices Harmonization Pending Monographs
You are here: Home = USP-NF = Official Text Translate this page Email Page Print

Official Text

Revision Bulletins

IRAs

Errata

Accelerated Revision Process USP-NF's Continuous Revision Process and Superseded Text

The United States Pharmacopeia—National Formulary (USP-NF) is continuously revised. Revisions
are presented annually in the USP-NF, in twice-yearly Supplements, and as Accelerated Revisions
Stage 6 on the USP website. USP uses its Accelerated Revision processes o expedite revisions to the USP

—NF. Accelerated Revisions include Revision Bulletins, Interim Revision Announcements (IRAs), and
Errata.

Contact Information

* Scientific & Technical Support
* Account Manager
* Customer Service
* AllUSP Contacts

Purchase USP-NF

Purchase USP Reference Standards
Log in to USP-NF Online

Access Herbal Medicines Compendiui
Log in to Pharmacopeial Forum

Log in to Donor Submission Portal
Log in to USP on Compounding

2015

U.S. Pharmacopeia
National Formulary

USP 38
NF 33

Volume 1

Table of Contents
Front Matter

General Notices
General Chapters TOC
General Chapters
Reagents

Reference Tables
Combined Index
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E'; USP Links % USP-NF Home | @® Advanced Search | ‘P Help ﬁ Logout

L) wizlcome To The USP-NF
=23 My USP-MF i g
Bookmarks :
=3 Searches NEW--Yiewable chemical structures for more than 300 impurities! 1
USP30-MF25 . .
These new structures are in addition to the maore than 1,000 drug substance structures already found on USP-MF
Front Matter online.
General Motices
General Chapters To locate the structures look for this special icon , found within USP 20-MF 25 maonographs and general chapter
Dietary Supplements Chap <11> Reference Standards. To view a structure, click on the icon, & viewer will appear that displays the image.

Beaasiic Special electronic functions at the top of the viewer let you zoom in, zoom out, and print,

Reference Tahles Expect additional structures in 2007 as new monographs and Reference Standards are established.
Dietary Supplements

MNF Monographs For questions or more information, please email Diana Lenahan (dpl@usp.org) or Marques Patterson {mip@usp.arg).
LISP Monographs

Glossary
USP 30-NF 25
ISP Home Page
Technical Support Site
Email Software Tech Supg
Email Customer Service

Official May 1, 2007 to
July 31, 2007
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YEARS
SETTING
QUALITY

Brit is h STANDARDS
Pharmacopoeia

2015

Volume |

Introduction

General Notices

Monographs

Medicinal and Pharmaceutical Substances (A- 1)

Incorporating the requirements of the 8th edition of the
European Pharmacopoeia as amended by Supplements 8.1 and 8.2
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Home == The Bntish Pharmacopoeia

The British Pharmacopoeia

‘ @ The BP Commission ‘

The BP makes an important contribution fo the role of the Medicines and Healthcare products Regulatory

‘ @ Technical advisers to the BPC‘ Agency (MHRA) in protecting public health by providing quality standards for UK pharmaceutical substances and

‘ ® Necting minutes ‘ medicinal products

‘ @ The BP Laboratory ‘ The BP has a wide international reach and:

is used in over 100 countries

forms an inherent part of established medicines legislation in Commonwealth countries

provides expert advice to the European Pharmacopoeia and plays a significant role in the standard-setting process

in Europe

provides expert advice to the World Health Organization

has strong links with leading world pharmacopoeias, ensuring the quality of medicines is always at the forefront of
international discussions
Buy the latest edition of the BP.

The BP has been providing official standards for medicines since 1864. The legal status of the British Pharmacopoeia

Commission and of the British Pharmaconoeia was established under the 1968 Medicinges Act This Act has been

PEOPLE'S MEDICAL PUBLISHING HOUSE
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'{éThe British Pharmacopoeia 2016 - British ...

M- B o= TEE®- ®26- TEQ- |

‘ ® What is the BP

| The British Pharmacopoeia 2016

‘ ® Browse Publication

‘ The BP 2016 includes almost 4,000 monographs which are legally enforced by the Human Medicines Regulations 2012,

‘ @ What is the BAN book

‘ and becomes legally effective on 1 January 2016. This edition sees the introduction of a download format for use offline

® Buy BP 2016 and the new integrated website pharmacopoeia.com

‘ ® Buy BP 2015

‘ ® Multi-user licences

The British Pharmacopoeia 2016 package

‘ ® About our website

‘ @ Register your interest

‘ + a 6-volume printed edition, including the BP (Vet) 2016
‘ + a single-user download®

+ a single named user licence to BP online*

ISBN 9780113230006 £1,000 BUY

New for 2016:

+ 37 new BP monographs
+ 142 amended monographs

+ one new BP appendix for the DNA identification of herbs

PEQPLE'S MEDICAL PUBLISHING HOUSE
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COzH e.g. Aspirin A. R = H: 4-hydroxybenzoic acid,
@ _— R B. R = CO2H: 4-hydroxybenzene-
2
\(j[ 1,3-dicarboxylic acid (4-

7 OH hydroxyisophthalic acid) |,
07 CHs
CO2H C. salicylic acid,
D. R = O-CO-CH3: 2-[[2- (acetyloxy)
O R benzoyl]loxy]benzoic acid
o (acetylsalicylsalicylic acid)

E. R = OH: 2-[ (2-hydroxybenzoyl)
oxy]benzoic acid

(salicylsalicylic acid) ,
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HUMAN RIGHTS DEMOCRAGY

COUNCIL OF EUROPE
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nes | damidicament
& HealthCare |30 e santé

Transfusion & Patient & Cﬁsumer
Transplantation Protection

European
Pharmacopoeia

*
*

European Reference Cen‘mcalio%?! OMCL

Apout us [
Pharmacopoeia Standards Suitability Network

You are here

Revised Ph. Eur. General Ch

. n Spectroscopy enters
into force on 1st April 2016

The European Pharmacopoeia has revised its General Chapter on Raman Spectroscopy (2.2.48). The revised chapter is

published in Supplement 8.7...

060PO®

See all news »

AGENDA

04 FEBRUARY 2018
STRASBOURG, FRANCE

MORE NEWS

Reminder: Changes for the 9th
Edition deletion of “anhydrous” in

25

As already announced end of 2014 in
Pharmeuropa under useful

information, following the

Ph. Eur. Horse-chestnut and Horse-

New General chapter on High

chestnut dry extract, standardised

At its 153rd session the European
Pharmacopoeia Commission
adopted the monographs on Horse-
chestnut and Horse-chestnut dry

performance thin-layer
chromatography of

Atits 153rd session the European
Pharmacopoeia adopted the general
method on High performance

Webinar on Finished products
monographs containing chemi
19 APRIL 2018

STRASBOURG, FRANCE

European Pharmacopoeia
Reference Standards Training

Session v

COUNCIL OF FUROP

volume | .
01/2014 et

e

= AK24S B

PEOPLE'S MEDICAL PUBLISHING HOUSE



o EPE1R19644E K AT

o M20025EEPEE4/RITEE, HARJEHARE B8 =F—K.
. BATHREPS, 4 R2%.

- B B HFHE. BIFEN. BRI,
o 2% FEWEIRE YRR

« EPHIZRHEMARIHE RN SBPALL, LW ARTHEE.

= AK24S B

PEQPLE'S MEDICAL PUBLISHING HOUSE



Ph. Eur. 8th Edition

About the European Pharmacopoeia

The European Pharmacopoeia ( .) defines requirements
for the qualitative and quantitativ position of medicines, the
tests to be carried out on medicines and on substances and
materials used in their production.

It covers active substances, excipients
and preparations of chemical, animal,
human or herbal origin, homoeopathic
preparations  and homoeapathic
stocks, antibiotics, as well as dosage
forms and containers.

European
Pharmacopoeia

*
*

It also includes texts on biologicals,
blood and plasma derivatives,
vaccines and radiopharmaceutical
preparations.

The European Pharmacopoeia and its
requirements are legally binding in the member states of the
European Pharmacopoeia Convention and the European Union.

If you would like to know more about the European
Pharmacopoeia, go to our European Pharmacopoeia section.

003000

IEFEIERE fonts getatic come-

Versions and Subscriptions

The |
flexib

suit the needs of your organisation.

» Book Version: The 8™ Edition will consist of two initial
volumes (8.0) and 8 non-cumulative supplements (8.1 to

8.8). Each volume contains a complete table of contents and
index. Volume 1 and 2 combined contain 2224 monographs,

345 general chapters illustrated with diagrams or

chromatograms and 2500 descriptions of reagents. Printed

with a hardback cover, for use in a laboratory or
manufacturing environment. Download the latest Index (04
2015) 8.6 and the List of Contents Supplement 8.6

Online Version (including smartphones and tablets):
Starting with the 8th Edition, access is now possible from
tablets and smartphones. Subscribers will have access to
the versions they purchased until the end of the 8™ Edition
(31 December 2016) and need to renew their subscription
for continuous access to the supplement in force. Each
update is completely cumulative. Read the Technical
Specifications

-

-

USE Version: The USB stick version makes it easy to
access the Ph, Eur, while on the move or in environments
where the use of the book or online versions would be
inappropriate or impractical. It is also ideal for users who
have more than one computer. Each update is completely
cumulative. Read the Technical Specifications

r. is supplied in a variety of formats designed to be

Publication Sche

(Book, Online an
Stick)

Commission Sessions  g» Edition
mils

Hew. 2015

» g Edition and its ¢

Place an Order

» Benefit from a 10% DISCC
online!

» Special Conditions For Un
For more information, cont
orders@edgm.eu.

» EDQM Publications Dispa

Visit the EDQM Stoi

Manage your puk
» Access our Online Publice

» Verify
| i >
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About us E

European Reference
Pharmacopoeia Standards Suitability

HUMAN RIGHTS

DEMOCRACY

Cerliﬁcatsor[ﬁj)f OMCL

RULE OF LAW

Transfusion &
Network Transplantation

en @ fi

e | & soins. de s

Patient & Ctﬁsu mer
Protection

53

060906

European Pharmacopoeia

What's new?

Latest MNews

Events

About The European Pharmacopoeia (Ph. Eur)

Background & Mission
Membership & Observership

Alternative to animal testing (3Rs)

Pharmacopoeial Harmonisation

International harmenisation

Reminder: Changes for the 9th
Edition deletion of “anhydrous” in
25

As already announced end of 2014 in
Pharmeuropa under useful
information, following the
implementation of the new policy on
hydrates...

R T e s

How the Ph. Eur. Works?

Participate in the Wark of the Ph. Eur

Ph. Eur. Wark Pragramme
Elaborations & Revisions
Ph. Eur. 8th Edition

Pharmeurapa

Find information on

Looking for info on Ph. Eur texts (Knowledge Database)

Have a question about Ph. Eur. texts?

Technical Guides

How to order Ph. Eur. §th Editien

Ph_ Eur 8th Edition Publication Schedule

Ph_ Eur. 8th Edition online (existing clients)

Biological Standardisation Programme (BSF)

BSP Work Programme
Participate in & BSP Study
Background & Mission

The Steering Committee

Ph. Eur. Horse-chestnut and Horse-
chestnut dry extract, standardised. ..

At its 153rd session the European
Pharmacopoeia Commission
adopted the monographs on Horse-
chestnut and Horse-chestnut dry
extract, standardised.

San Al mene W

Pharmeuropa online

Pharmeuropa Bio & SN online

Standard Terms online

CombiStats

New General chapter on High
performance thin-layer
chromatography of ..

At its 153rd session the European
Pharmacopoeia adopted the general
method on High performance
thin-layer chromatography...

04 FEBRUARY 2018
STRASBOURG, FRANCE

Webinar on Finished products
monographs containing chemi..

19 APRIL 2016
STRASBOURG, FRANCE

ropean Pharmacopoeia
Reference Standards Training
Session

08 MAY 2016 TO 07 MAY 2018
FREISING, GERMANY

IV Wildbad Kreuth Initiative -
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Mission

The purpose of the European Pharmacopoeia is to promote public health by the provision
of recognised common standards for the quality of medicines and their components. Such
standards are to be appropriate as a basis for the safe use of medicines by patients. In
addition, their existence facilitates the free movement of medicinal products in Europe and
beyond.

European Pharmacopoeia monographs and other texts are designed to be appropriate to
the needs of:

» regulatory authorities;

» those engaged in the quality control of medicinal products and their constituents;

» manufacturers of medicinal products and their individual components.
The European Pharmacopoeia is widely used internationally. As globalisation and
expansion in international trade present a growing need to develop global quality

standards for medicines, the Commission works closely with all users of the
Pharmacopoeia worldwide.

W Tweet 2 m 7 googleplus 0

Food Safety (SANTE)

1B

» European Medicines Agency

(EMA)

ABOUT US USEFUL INFORMATION CLIENT ACCESS

IFFEIESE fonts. gstatic. comees
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(HAE#RFFAY (Japanese Pharmacopoeia, JP)

- HHAZHZETR S (Committee on JP)

Al B FABUE
o HARBEA 575048 WA S . H A 36 )5 5
« JPE1RT 188646 H Hhk, 18875F7H R —
g;ﬁ@; SIXTEENTH EDITION
o FH/NEUERR (JP16) H20114E4AH1
H 5L
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'(’ [EEx-do ple- Ry - YRR NERTENE N TAN: Japanese Accepted Hamew: X | +
&> wiew. mblw. go. ip/ stE/ seisalmuni t=ui tefbunya/O0000BESET, html WEE ¢ | QEE Culi B 4+ f# & 9 - b1 -
(8] BEHE | AMBEAES [ HFEE | SRR F] B9E (FRAEEE) S Home - PubMed - WCBI | | National Center for-- [G) REF [ | @itFliy [ FIRRAE

Japanese Pharmacopoeia

Japanese Pharmacopoeia (JP) is established and published to regulate the
properties and quality of drugs by the Minister of Health, Labour and Welfare
after hearing the opinion of the Pharmaceutical Affairs and Food Sanitation
Council (PAFSC).

The JP consists of General Notices, General Rules for Crude Drugs, General
Rules for Preparations, General Tests, Processes and Apparatus and Official
Monographs.

[tems selected for entry in the JP must be those important in health care
based on the necessity of the drug in medical practice, wide application and
experience of use.

Since it was first published in June 1886, the JP has been revised many times

periodically. The 16th edition of the JP came into effect on April 1, 2011.
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€ OESERF GEIME) B | The Japanese Pharmacopssis, = % | + =

B | jpdb nibs. g0 jpfipl6el % c|lasr cenn B +F /R ® - 1 - =

The Japanese Pharmacopoeia, the Electronic version
Japanese/English

The Japanese Pharmacopoeia
The 16th Edition

A

The 18th Edition, supplement [

The 16th Edition, supplemeant I

W A

The 15th Edition, supplement [

The 15th Edition, supplemeant I -
The 14th Edition THE JAPANESE PHARMACOPOEIA
The 14th Edition, supplertnt | SIXTEENTH EDITION

The 14th Edition, supplemtnt II

e JP MName and Structure Databese EDF (53 MB)

WPDB)

e Japanese Accepted Name and

MNotice: This English Version of the Japanese Pharmacopoeia,
Strucuture Databese (JANDE) Sixteenth Edition is published to meet the needs of the
non—Japanese speaking people. When and it any discrepancy arises
between the Japanese original and its English translation, the former
i authentic.

The Japanese Pharmacopoesia documents are in POF Format. Adobe
Reader is required to read or print the documents.

Ministry of Health, Labour and Welfare

Last updated, March 24th, 2011

JIP
R
The 16th edition of the JP came into effect on April 1, 2011.
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(EPrZ58L) (International Pharmacopoeia, Ph.Int.)
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iy
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Essential medicines and health products

B e e The International Pharmacopoeia (Ph. Int.) |

products 7
The International Pharmacopoeia (Ph. Int.) is published by

About us WHO with the aim to achieve a wide global harmonization of
quality specifications for selected pharmaceutical products,

Access excipients and dosage forms. The activities related to Ph.Int.
are an essential element in overall quality control and |

Innovation assurance of pharmaceuticals contributing to the safety and
efficacy of medicines. The first volume of Ph.Int. was

Regulation published in 1951.

Publications

News

In the beginning, it encompassed all the medicines that were available and

Contacts sold globally. Since 1975 The International Pharmacopoeia focuses on the International Pharmacopoeia online
WHO Model List of Essential Medicines, and more recently on priority
medicines of major public health importance and those recommended by
specific WHO disease programmes, for instance, medicines to treat
malaria, tuberculosis and HIV/AIDS, as well as medicines for children.
Priority is also given to medicines evaluated by the Medicines
Prequalification Programme.

— Medicines Prequalification Programme
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World Health  The International Pharmacopoeia
Organization Fifth Edition, 2015

The International Pharmacopoeia (Ph. Int.) constitutes a collection of recommended procedures
for analysis and specifications for the determination of pharmaceutical substances and dosage
forms that is intended to serve as source material for reference or adaptation by any WHO
Member State wishing to establish pharmaceutical requirements. The pharmacopoeia, or any
part of it, shall have legal status, whenever a national or regional authority expressly
introduces it into appropriate legislation. Further explanation or the role of The International
Pharmacopoeia is provided in the paragraphs entitled "Scope and function" at the end of the
Preface of this edition.

The history of The International Pharmacopoeia dates back to 1874 when the need to
standardize terminology and to specify dosages and composition of medicines led to this
international pharmacopoeizal compendium. The first World Health Assembly in 1948 established
with the resolution WHA1.27 the Secretariat of The International Pharmacopoeia and the
"Expert Committee on the Unification of Pharmacopoeias of the World Health Organization",
which later became the "Expert Committee on Specifications for Pharmaceutical Preparations”.

Compared to other pharmacopoeias, priority is given to medicines included in the WHO Model
List of Essential Drugs and to medicines which are important for WHO health programmes and
for which other pharmacopoeias do not offer any test specifications. The quality control
specifications published in The International Pharmacopoeia are developed independently via an
international consultative procedure. The needs of developing countries are taken into account.
The ultimate goal of The International Pharmacopoeia is to provide quality control specifications
so as to help enabling access to quality medicines worldwide.
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The International Pharmacopoeia - Fifth Edition,

Expand Content | Collapse Content

-
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apps. whe, int/phint/alt/index, htnl#

-58
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Home Help Search

Introduction | General notices | Monographs | Methods of analysis | IR spectra | Reagents | Supplementary information

Preface: The International Pharmacopoeia Fifth
Edition

Background to previous editions of The
International Pharmacopoeia

Acknowledgements

General Notices

Appendices to the General Notices

Monographs

Methods of Analysis

Infrared reference spectra

Reagents, test solutions and volumetric solutions

Supplementary information

[+][*]

# Open section in PDF format

Preface: The International Pharmacopoeia Fifth Edition

2015
This is the Fifth Edition of The International Pharmacopoeia published in 2015.

The International Pharmacopoeia 1 (Ph.Int.) comprises a collection of recommended procedures for
analysis and specifications for the determination of “"pharmaceutical substances” (active
pharmaceutical ingredients), excipients and “dosage forms” (general texts and individual finished
pharmaceutical products) that is intended to serve as source material for reference or adaptation by
any World Health Organization (WHO) Member State wishing to establish pharmaceutical
requirements. The pharmacopoeia, or any part of it, shall have legal status whenever a national or
regional authority expressly introduces it into appropriate legislation. Further explanation of the role
of The International Pharmacopoeia is provided in the paragraph entitled "Scope and function" at
the end of this Preface. A summary of the history and major changes in the previous versions is
provided under Background.

The International Pharmacopoeia is based on advice and decisions from the WHO Expert Committee
on Specifications for Pharmaceutical Preparations (ECSPP). All specifications included in this Fifth
Edition have been developed following the WHO consultation process and were adopted by the
ECSPP.

In preparing this Fifth Edition, the opportunity has been taken to redesign the layout of the
application, to improve the Search page and to increase the speed at which the information is
displayed. In addition, a new function now allows users to store or to print out texts in PDF format.

New and revised texts. New and revised texts are introduced for eight monographs on
pharmaceutical substances, 24 monographs on dosage forms, one general monograph, two methods
of analysis and one text for the section on “Supplementary information”. A list of these texts is v
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International Pharmacopoeia

A collection of monographs and requirements for:

— Drug substances

— Excipients

— Finished dosage forms

— General methods and requirements:
—» dosage forms, e.q. tablets, liquid preparation for oral use
—» dissolution testing

— Supplementary information, e.qg. General guidelines for Chemical
Reference Substances

— Infrared reference spectra
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3y, World Health
v-%7 Organization

Pharmacopoeia
Fourth Edition

This naw edition consolidates the texts of the five separate

wolurmes of the third edition. In preparing this consalidated

edition the cpportunity has been taken to review the

General notices of the Phamacoposia, Certain

additions and amendments have been made to
the notices in order to clarify the interpretation
of the Phamacopoaia and to facilitate application
of the requirements by the user,

The aopportunity hias alzo been taken to improve

certain aspects of the layout and format of the
publication. In this Fourth edition all the monograph
texts are brought together in one section and the
method texts in ancther. Each of these major sectiors
are divided into appropriate sub-sections and the method
texts are numbered for ease of cross-reference.

Mew monographs for the following antiretroviral substances are

published in the Fourth editicn: didancosine, indinavir sulfate, nelfinavir
mesilate, nevirapine, ritonavir, saquinon, and sagquinovir mesilate.
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