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»How to access?
»Pharmeuropa Online
>Ph.Eur. Online
»Knowledge database
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HOW TO ACCESS?

Specific page to EDQM databases from the EDQM website:
https://www.edgm.eu/en/edgm-databases-10.html

Databases 1| worss 1 wwores
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1| Buropean Pharmacoposia
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PHARMEUROPA ONLINE

PHARMEUROPA ONLINE

TEXTS FOR COMMENT PHARMEURDPA BIO &

SHATIMIWT  PHARMACOSOIAL HARMONIATION

1500 e

» Free of charge (but requires registration).

» Contains texts under public enquiry (Pharmeuropa); Bio & Scientific notes; some
technical information and archives.
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PHARMEUROPA ONLINE

PHARMEUROPA ONLINE

eArm

L

|
-
y=o

TEXTS FOR COMMENT PHARMEUROPA BIO & PHARMEUROPA ARCHIVES
SCIENTIFIC NOTES

Pharmeuropa (Texts for comments)
» The forum of the Ph. Eur. .. 4 Vissues” (with corresponding
+ Continuous publication but ... deadlines) per year.
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PHARMEUROPA TEXTS FOR COMMENT

CONSEIL DE UEUROPE

HOME (VIR CATHIE VIELLE ~
Search My profie
® All O Selected items My notifications
Full text Change password
@® Standard () Phrase prefix arch syniax
Add a new notification
Notes: —
* Corrections, minor revisions are not included. _
* Comments from the non Ph Eur countries e.g. USA .
through EDQM Helpdesk. -
| s | e |

* You can suscribe to notifications!

8 ©2020 EDQM, Council of Europe. All rights reserved.




eArm

PHARMEUROPA ONLINE
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TEXTS FOR COMMENT PHARMEUROPA BIO & PHARMEUROPA ARCHIVES

SCIENTIFIC NOTES

Pharmeuropa Bio & Scientific Notes
Provides access to establishment reports of BRPs
Search engine available.
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eArm

PHARMEUROPA ONLINE

TEXTS FOR COMMENT PHARMEUROPA BIO & PHARMEUROPA ARCHIVES
SCIENTIFIC NOTES

WHATSNEWT?  PHARMACOPODIAL MARMOMISATION  RLADERS' TRIBUNE  TECHMICAL BNFORMAT 0N USEFUL INFORMAT PUBLICATIONS

g News PHARMEUROPA

Events

THE EUROPEAN FHA

Pharmeuropa archives
Provides access to Pharmeuropa dated back 1987
Search engine available.
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PHARMEUROPA ONLINE

CONSEIL DE U'EUROPE

CATHIE VIELLE ~

0

B

TEXTS FOR COMMENT PHARMEUROPA BIO & PHARMEUROPA ARCHIVES
SCIENTIFIC NOTES

WHAT'S NEW? PHARMACOPOEIAL HARMONISATION READERS' TRIBUNE TECHNICAL INFORMATION USEFUL INFORMATION PUBLICATIONS

EDQM News v'New texts for comment,

frents v List of texts adopted at the EPC
Pharmeuropa 32.1: the issue is now complete (public enquiry until 31 March 202 v Pub"cation SChedule

Pharmeuropa 31.4: draft texts are now found in Pharmeuropa archives
v Comments about texts revised in the 10th

Comments concerning revised texts published in Supplement 10.2
edition
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PHARMEUROPA ONLINE

EN « CATHIE VIELLE «

=/ 2

TEXTS FOR COMMENT PHARMEUROPA BIO & PHARMEUROPA ARCHIVES
SCIENTIFIC NOTES

WHAT'S NEW? I PHARMACOFOEIAL HARMONISATION I READERS' TRIBUNE TECHNICAL INFORMATION USEFUL INFORMATION PUBLICATIONS

Draft harm

sed texts for comment

_ . v’ Draft harmonised texts for comment
Phil!!:;:ﬂp:‘lr;li' hi'mgr-‘i_s.i‘i;:m ‘/ PDG state of work

Ge al i 1
Partners in pharmacopoeelal harmenisation
o Pt | Forum
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PHARMEUROPA ONLINE

EN + CATHIE VIELLE «
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TEXTS FOR COMMENT PHARMEUROPA BIO & PHARMEUROPA ARCHIVES
SCIENTIFIC NOTES

WHAT'S NEW? PHARMACOPOEIAL HARMONISATION TECHNICAL INFORMATION USEFUL INFORMATION PUBLICATIONS

Pharmeuropa Blo & Scientific Notes and Readers' Tribu
uthors (February 2013)

e r—————————__ YOU have the possibility to express opinion in response
to an article in Pharmeuropa Bio & Scientific Notes

Quality asp

C Lthic preparations
Quality of TCM F

Products

< for fresh herbal drugs used to produce herbal drug preparations
n statement?

ell on European Pharmacopoeia monographs on extracts
nts in the EU
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PHARMEUROPA ONLINE

CATHIE VIELLE ~

TEXTS FOR COMMENT PHARMEUROPA BIO & PHARMEUROPA ARCHIVES
SCIENTIFIC NOTES

WHAT'S NEW? PHARMACOPOEIAL HARMONISATION READERS' TRIBUNE TECHNICAL INFORMATION USEFUL INFORMATION PUBLICATIONS

Ph. Eur. Section 3. Materials for containers: clarification of legal status

Examples of validation protocols of the alternative microbiological metheds according to chapter 5.1.6 Alternative methods for control of microbiological quality

Reverse osmosis in Ph. Eur. monograph Water for injections (0169)

Bacterial endotoxins: European Pharmacopoeia policy (revised February 2015) 3= A

Response and correction factors in monographs of the European Pharmacopoeia POlICIesI eXpIanatIO to Ph' Eur‘ monog raphs
Homoeopathic preparations: changes to titles of monographs

Veterinary vaccines: harmonisation with VICH Guidelines 41 and 44
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PHARMEUROPA ONLINE
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TEXTS FOR COMMENT PHARMEUROPA BIO &

SCIENTIFIC NOTES

WHATSNPWT  PHARMACOPOFIAL HARMONISATION  BEADERT TREBUNE  TECHNICAL IN

eAQerr

BN+ CATHEVIELLE «

e
128

PHARMEUROPA ARCHIVES

10% Edirion.
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v 10th edition
v'Work of the Ph. Eur., procedures

v Procedure to comment, addresses of NA,
etc.

COUNCILOF (M0

PHARMEUROPA ONLINE

HOME

R0

% Q

edQrmr

EN + CATHIE VIELLE «
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TEXTS FOR COMMENT PHARMEUROPA BIO & PHARMEUROPA ARCHIVES
SCIENTIFIC NOTES

WHAT'S NEW? PHARMACOPOEIAL HARMONISATION READERS' TRIBUNE TECHNICAL INFORMATION USEFUL INFORMATION PUBLICATIONS

EDOM
European Pharmacopoeia 107 Edition
Standar
Europear macopoeia reference standards
Furoy aediatric Formulary

Consumer health protection (cosmetics and packaging)
Blood transfusion guldes

Organ. tissue and cell transplantation guldes
Pharmaceuticals and pharmaceutical care

1s arwd similar crimes

onal conferences

Ph. Eur. Technical guides
Download the latest guides

Council of Europe
Council of Furope health-related publications
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Provides access to other EDQM publications such as:

Standard terms, European Paediatric
Formulary,

Proceedings of International Conferences,

Ph. Eur. technical guides...




PHARMEUROPA ONLINE

= CATHIE VIELLE -

TEXTS FOR COMMENT PHARMEUROPA BIO &

PHARMEUROPA ARCHIVES
SCIENTIFIC NOTES

Keep in touch — Don’t miss an opportunity to comment
on draft texts
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TOPICS

»How to access?
»Pharmeuropa Online
>»Ph.Eur. Online
»Knowledge database
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Ph. Eur. ONLINE

* New platform for the 10th edition

 Ph. Eur. electronic version is part of a new
publication platform which includes the
PaedForm website and Pharmeuropa
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Ph. Eur. ONLINE

« Completely cumulative versions, bilingual
(English and French), with new features and
direct access to complementary information
(Knowledge Database).

« Application fully compatible with recent
Windows and Linux operating systems (Mac
coming soon).
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Ph. Eur. ONLINE

* Online version is tablet and smartphone friendly

* Direct links to texts

« Improved search query management

» Improved visibility of changes (for revised and corrected texts)

» Improved browsing
« In the table of contents and between search results
« Using standard browser buttons (back/forward arrows)

« Same username and password as for many other Ph. Eur. Websites as

uses same authentication database (OCABR, OMCL, KnowX, PaedForm,
Pharmeuropa)
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Ph. Eur. ONLINE

< — s
r &, EUROPEAN PHARMACOPOEIA 10.0 i . NEW
* NEW possibility [ i .
to use the possibility of
arrows. / advanced
T queries and
* New layout to ; (o] saving them.
access General i ®
Notices & I 04/2018:0040 °
General PARACETAMOL P

monographs.

Paracetamolum

g, OH

o

e
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Ph. Eur. ONLINE

Table of contents Search results M save query | T

QL fluorescence methylene 3 | 5 FORSOLECTION 5 [IREEERE

paraffin, hard dote: 0V/2008 (R0) et pumber 1004

* Query in 6 texts: contains “Fluorescence” & “methylene”. « possible to save queries
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Ph. Eur. ONLINE

* Subscribers to electronic and print versions have access to Ph. Eur.
archives.
« Only subscribers with an up-to-date subscription have access

* Ph. Eur. Archives will be more dynamic than previously

« HTML versions will be moved directly to the Ph. Eur. Archives when
they are no longer implemented
« January 2020: Ph. Eur. 9.8 = Ph. Eur. Archives
« April 2020: 10.0
« July 2020: 10.1
 January 2021: 10.2, etc.

 Ph. Eur. Archives will remain in PDF format
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»How to access?
»Pharmeuropa Online
>Ph.Eur. Online
>»Knowledge database

25  ©2020 EDQM, Council of Europe. All rights reserved.

KNOWLEDGE DATABASE

* How to connect?

Direct link from electronic Ph. Eur.

l
B0

PARACETAMOL

Paracetamolum

e OH

CyHighOy

2D code in print edition

!

. 04/2018:0049
PARACETAMOL
Paracetamolum

OoH
o
n,c)L"rHu
CHNO, M, 1512
[103-90-1]
DEFINITION

N-(4-Hydroxyphenyl)acetamide.

Cotitent: 99.0 per cent to 101.0 per cent (dried substance).
CHARACTERS

Appearance: white or almost white, crystalline powder.

Solubility: sparingly soluble in water, freely soluble in ethanol
(96 per cent), very slightly soluble in methylene chloride.
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KNOWLEDGE DATABASE

e Database

Detailed view of paracatamolum.

0 The monograph has been authorised
but work has not started yet

1 Work has started (first draft)

2 The monograph has been authorised
for publication in Pharmeuropa (see
Pharmeuropa number)

3 The monograph has been submitted
for adoption to the European
Pharmacopoeia Commission

4 The monograph has been adopted

5 The monograph is about to be
published, or has been published

See next slide —>

See next slide —>

status In use
Monograph Number 00049
English Name Paracetamol
French Name Paracétamol
Latin Name Paracetamolum
Pinyin Name
Chinese Name
Pharmeuropa 28.1

Published in English Supplement 9 4
Published in French Supplement 9 4

On-going revision

- Aim of the revision

Revision

Revision of the test for related substances: optimisation of the LC method.

- State of work

- The number of the last issue of
Pharmeuropa in which a draft of the
monograph was published

Chromatogram Available
Additional information Not available
History View history
Interchangeable (ICH_Q4B) NO
Chapter 5.8 NO

Pharmacopoeial harmonisation

L
:.:‘;THE Cat. No. Name Batch No. Unit Quantity Price SDS Praduct Code
0300000 Paracstamel 4 50 mg a2 201600835 RS used in the monograph
Reference standards o = 1 ity —
sracetamol Impuri
Youo19as P 1 mmg 2% 201600688
Paracetamel impurity 73
\ Y0001555 \ 1 15 mg cun 201601115
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KNOWLEDGE DATABASE

Chromatogram

Type chromatogram is available for download.

It should be stressed that such
chromatograms do not constitute a

mandatory part of the corresponding
monograph and are provided for
information only.

They do not necessarily include all impurities
mentioned in the monograph, are not
representative for all impurity profiles of the
substance and are provided solely for the
convenience of the user.

EURDPEAN PHARMACOPCEIA 10 Frrwmtars Pacwcetamol EURGETAN PHARMACOPCELA 10
w s 8 Sicw o
Furcpem Phamacoposs
PARACETAMOL
Paracetamalum -
A gk 3. gy 4. 5 gy 7, ey &
The falirang chramatogram i o tor infrmustor buf i not e putdahed o e
[y " Fpr— 4. gy ppe— & gy B
Figurm 00482
et wat imputies A, B, €, 8, £, F and K at 5060w
X : Eepean Phacipe.
1. gy 5. gty ¥ [ e
2 paracwane o " 0 .ty 4
3 iy T gy o 1. ey 1 gy N
* & ety € 1 p— 2 gty 3
Figure 0040..3. -
Figurs 60454, - okl
AP et ypertiiod A U3 A 7 prar ot spukioc Wi mputies § vt at 16, gpem
Las poaseq JAORIIN 1 7 Lt ugpdetend. 0306019
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KNOWLEDGE DATABASE

History

SUPPLEMENT 9.4
Tdentification: 1%t identification series updated and only TR now required; TR sample preparation deleted in
accordance with current policy; 2" identification series updated to avoid using potassium dichromate (test D) and

only a mixed melting point now described. Contains information concerning certain

Related substances: new LC to take inte account additional impurities. technical modifications to some
revised/corrected texts published since Ph.

EDITION 9.0 Eur. 5.0

Heavy metals: test deleted in line with Ph. Eur. strategy on elemental impurities, o .
This information complements the

EDITION 6.0: corrected modifications indicated by lines in the margin
in the supplements and is not necessarily
exhaustive.
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KNOWLEDGE DATABASE

Test(s)  Brand Name/Information

From 8.4: Precolumn: Halo €18 is suitable; Column: Halo €18 is suitable; Dwell volume used i .
Relsted for the develop of the method = 1.07mL. Before 9.4:: Lichrospher 100 RPS and Zorbax For QU'dance_ purposes.
€« provides additional

R CB are suitable.
information to users e.g.

Practical

. e ad column / trade names
Number Holder|yumber  |Date (Status  |End date |Type
} ) R1-CER B "
|45 2 gggd;iggg;;éqfe 1556-004- [14/02/2005 ;(NHHDDL’BAE';N 21/08/2005[Chemistry Upc_la_ted at each
YN Ray 02 revision!
Bristol Laboratories | RO-CEP " “
43 P: td GB HA1 2EN 2001-092- |13/10/2004 WITHDRAWN 25/10/2005(Chemistry|
= BY HOLDER
Harrow Rev 02
R1-CER
las 2 LOVACYL FR 891200002-214- |19/07/2018[vALID Chemistry|
Ecully
Rev 02
SRI KRISHNA
R1-CEP
PHARMACEUTICALS p
£ & I IITED 1 505, Fz{nooo—;ur 24/07/2018[vALID Chemistry|
035 Hydersbad =
Hebai Jiheng o
(Group) R1-CEP If certificate(s) of
£ & utical Co.,|2005-032- |05/10/2017[vALID Chemistry| it hili
Fhermacedtical Co. 20020 suitability have been
Fengshui City granted for the substance
Weistar Industry | RO-CEP " » €« i i
las imited CN 312 [2006-156- [17/04/2003 ;YTE%R,;‘"'“ 16/04/2013[Chemistry in question, the list of
000 Huzhou Rev 00 certificates is shown.
Rhodia Opérations R2-CEP \WITHDRAWH|
£ S FR 23206 (1952-010- |3t/0s/z006(g, | BT oe 112011 Chemistry
|Aubervilliers Rev 02 Th H
— is is an excerpt from
Zhejizng Kangle R h line Li I? CEP.
29 p: Phar tical Coulo00a-209- [0s/12/2013|vaLD Chemistry| the online List of CEP.
= Ltd. CN 325 011
I Rev 01
Wenzhou
Indukern Chemie RO-CEP o "
49 CH 8952 2000-002- |22/10/2001 ;{2’&%’1?"’” 09/10/2002|Chemistry|
Schlieren Rev 00 :
|atabay Kimya
4 R1-CER
cep Sanayi Ve Ticarst ;
|4z P e tn saris 1955050 |17 10/2018|vALID Chemistry|
Kadiksy, Istanbul
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Thank you for your attention

EDQM Newsletter: https://go.edqgm.eu/Newsletter
LinkedIn: https://www.linkedin.com/company/edqm/
Twitter: @edgm_news

Facebook: @EDQMCouncilofEurope
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