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Pharmacopoeial Discussion Group (PDG) Achievements

‘The meeting of the Pharmacopoeial Discussion Group (PDG) [European Pharmacopoeia (Ph. Eur.), Japanese Pharmacopoeia
(P), and the United States Pharmacopeia (USP)] was hosted by JP in Tokyo, Japan, 24-26 October 2016.

The EDQM « Guidance for electronic submissions for Certificates of...

The EDQM has revised the document « Guidance for electronic submissions for Certificates of Suitability (CEPs) applications.

o bsevaces | news | 14nove s
Christmas delivery deadlines for shipment of EDQM Publications &...

‘The EDQM will close from Thursday 22nd December to Monday 2nd January, 2017. For a delivery this year, please check our
order reception deadlines.

i £7)/ PROCEDURE OF CERTIF

ratinn Manthhs Ranart af Acti

< Ortnhar 2014

Transfusion &
Transplantation

Patient & Consumer
Health Protection

TRASOOURG. FRANCE

European Pharmacopoeia
Training for Homoeopathic
Products

07 FEBRUARY 2017 TO 0B FEBRUARY 2017
STRASBOURG. FRANCE

9th Edition European
Pharmacopoeia Training
session (Biol...

STRASBOURG FancE

European Day for Organ
Donation and Transplantation
(EODD)

Seeall events »
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E DQ M Monthly Newsletter

Keep up to date with the EDQM's news and events by subscribing to its newsletter. It contains a summary of the

-
We bs I te latest updates and announcements published on the website. Subscription is free and you can unsubscribe at any
time.
More information on the EDQM newsletter
y RSS Feeds
CO n n eCted RSS allows you to receive the latest updates from our website. When we update our content, you automatically

receive the updated content and you do not have to visit the website every day for the latest news. One click is
enough to subscribe!

Subscribe to our RSS Feeds

Twitter

The EDQM runs a Twitter account @edqm_news, where you will get the latest news about the European
Pharmacopoeia, the Certification of suitability, the OMCL Network and all other EDQM activities. Follow us now on

Twitter!
Follow the EDQM on Twitter
WWW.
d n,] YouTube
e q [ YOU Welcome to the EDQM Channel on YouTube. Subscribe and watch the latest videos from the EDQM including our
organ donation campaign videos.
eu View the EDQM Channel

EDQM Website/Technical Guides

Download the latest technical guides free of charge.

European Pharmacopoeia Style Guide
European Pharmacopoeia Style Guide, August 2014

Structure Nomenclature
Guide to the Graphic Representation and Nomenclature of Chemical Formulae in the European
Pharmacopoeia, 2nd Edition 2011

Elaboration of Monographs

Technical Guide for the elaboration of monographs, 7th Edition 2015

Guide for the elaboration of monographs on homoeopathic preparations (2013 Edition)
Technical Guide for the elaboration and use of monographs on human plasma-derived products

(2015)

Guide for the elaboration of monographs on synthetic peptides and recombinant DNA proteins
(2010)

Technical Guide for the elaboration of monographs on radiopharmaceutical preparations (2010)
Technical Guide for the elaboration and use of monographs for immunological veterinary
medicinal products (2010)

Etc.
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« Pharmeuropa
o Texts for comment

o Pharmeuropa Bio and
Scientific Notes

o Archive
» Knowledge

* Ph. Eur. Reference
Standards

« Standard Terms

EDQM Website/Databases

WHO International
Standards for Antibiotics
(ISA)

WHO International
Chemical Reference
Substances (ICRS)
Certification database:

Certificates of Suitability (CEPs)
granted by the EDQM

Melclass:

Legal classification of medicines

/ COUNCIL OF EUROPE
fusopean "V .:
‘CONSEIL DE LEUROPE

WWW.COEINT HUMAN RIGHTS DEMOCRACY.

)

(=~ COUNCIL OF EUROPE

Home

what's new?

Guide to EDQM Publications

European Pharmacopoeia
Access to the Ph. Eur. Archives and the 7th Edition in Spanish

0602006

See the Ph. Eur. publ

e for the supplements to come,

Blood Transfusion
Latest publication: 18th Editien (2015)

Cosmetics guides

RULE OF LAW

EDQM Website/Publications

Free Access
Pharmeuropa

Technical Guides

Standard Terms
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EDQM Publications/Freepub

FREE PUBLICATIONS FROM EDQM

Free publications management tool

By choosing more of EDQM: hat EDQM may store the data you submit n  database and may contact you
about these, other titles or other EDQM services in future. For further information please see our data protection statement.

Your Information

Optional i you have alreacy requested a publication

First Name. Last Name Insticution

Available publications

Conservation du sang de cordon ombilical: guide & fusage des parents. 2e dition
© Determination of free formaldehyde in cosmetic products

Determination of hydrogen peroxide in cosmetic products

)

EPUB: Guide to the quality and safety of organs for transplantation, 6th edition
O Exercise your way to better post-transplant health

Guidance on essential ois in cosmetic products.

Guide to the quality and safety of argans for transplantation, 6th edition

O Newsletter Transplant 2016

Open minds, free minds: No easy prey for and similarly
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Pharmeuropa Bio &

<1, 74 Pharmacopoeial harmonisation Readers' tribune  Technical i i Useful i

 News and reference » Texts for comment.

documentation. o Alerts.

» Bio & Scientific Notes.
» Archives.
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Pharmeuropa archives

Texts for comment -

Pharmeuropa Bio & Scientific Notes

€

4ol ed Pharmacopoeial harmonisation Readers' tribune  Technical i i Useful i

» Access free of charge * 4 “issues” (with
(requires registration). corresponding deadlines)

- About 13 500 PErTSg
registrations. » For NPAs and EDQM: DRT
(Document Review Tool)

» Continuous publication. integrated.
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Detailed view of isgn —
DIAZOXDE
Diszoxidum Status In use
0o Monograph Number 00039
~ortr English Name Magnesium hydroxide
N o

French Name Magnésium (hydroxyde de)

Direct link from electronic BRI i B o i

Pinyin Name

Ph. Eur. . —

Pharmeuropa
Published in English Supplement 9.0
Published in French Supplement 9.0

Chromatogram Not available

e RS . ./ - Additional information Not available
2D code in print edition Vistory View history
P Interchangeable (ICH_Q48) NO
e N
onozane  E chapter 5.8
. womecedsd Reference standards
Test(s) Brand Name/Information
; eractc aformaton
!
POLY M TENTALE FRUIT J [substance|, - [certificate  |Tssue. [End
OLYGONUM ORIEN RU g substancels ance cortficate oder [Certficate f1ssu
Polygoni orientalis fructus s [SP1 PHARMA, INC. US ba-130 ch
P 15809 Wilmington 2o remisty|
= [DEAD SEA BROMINE R1-CEP
e K6 OE 31560 Emmerthal |20 U | fchemistry

tew Search Back

COUNCIL OF EUROPE

‘CONSEIL DE LEUROPE



authorised but work has not started

0 The monograph has been Monograph under reViSion

et

1 Work has started (first draft) Status In Use - Aim of the revision
2 The monograph has been Monograph Number 02290 - State of work
authorised for publication in English pro—2 . = = _
Pharmeuropa (see Pharmeuropa Name Ag B & B — . The number of the la,St
number) French Name A3iCUS bulbosus pour préparations issue of Pharmeuropa in
3 The monograph has been homéopathiques which a draft of the
submitted for adoption to the Amanita phalloides ad praeparationes monograph was published
European Pharmacopoeia Latinhame | o oeopathicas
Commission

Pinyin Name.
4 The monograph has been adopted —

5 The monograph is about to be
published, or has been published Pharmeuropa 27.1
(see the supplement number Published in English Supph

indicated and the calendar of the n 83
editions below) Published in French Supplement §.3

Request for revision (assay)

2 - Pharmeuropa

27.1
Improvement of the assay method.

On-going revisiol

Chromatogram Available

Not
History
T )| NO For guidance purposes:
International Harmonisation \ ) provides additional
chapter 5.8 information to users e.g.
Available L e . column / trade names
Reference standards

T2610000 Tryptophan 1 100 mg.

Brand Name
Kromasil C18 column

To be used in test(s)
Assay
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Monograph under revision

Status In Use - Aim of the revision
Monograph Number 02290 - State of work
English Name Agaricus phalloides for h pathic preparations - The nu_mber of the
bulb 5 hamaonathi last issue of
French Name Agaricus pour prép. homéopathiq Pharmeuropa into
Previous revision: N b llaid, : h b
improvement of Latin Ainsniialp e which a draft of the

the assay meth dl""""' Name) menograph was
adw = published

0 The monograph
has been authorised  Published in English Supplement 9.0

but work has not Published in French Supplement (9.0

started yet
=Zévi5io '

On-going rev;

tincture) and to discuss the necessity of the TLC for mother tinctures of Amanita

0 check the possibility to insert HPTLC conditions for Identification A (mother
muscaria (test for adulteration).

Chromatogram Available
Not avai For guidance
History View history purposes:
Interchangeable (ICH_Q48) NO provides additional
International Harmanisation | information to
chapter 5.8

users e.g. column
/ trade names

Updated at each
revision

T

T2610000  Tryptophan 2 100 mg

Reference standards

Test(s) Brand Name/ Information
Assay column  Kromasil C18
Assay column From 9.0: Kinetex C18

From 9.0: dwell volume used for development of the method = 1.6 mL. COUNCILOFEROPE
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Publications and Multimedia
Department

Thank you!

David Crowe




