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e, SUKL

Zmény ve vydavani Evropského lékopisu
11. vydani

11. vydani Evropského lékopisu — zavaznost, dostupnost

9000 000

Ph. Eur. 11.0 — zavazny od 1. 1. 2023

S Knizni verze nebo on-line verze

fe. KniZni verze dopliikli zahrnuje jen texty nové a zménéné (540,- €)

2

re, Elektronicka on-line verze je dvojjazycna a vizdy

kompletni/kumulativni (540,- €

re. Elektronicka on-line verze + kniha (870,- €)

I
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' . Zmény ve vydavani Evropského lékopisu
' 12. vydani

Evropsky lékopis — zménal!
Od 12. vydani pouze elektronicka online verze!
Harmonogram 12. vydani Evropského lékopisu Ph. Eur. 12.1 az 12.3

Publication

schedule

PUBLICATION
SCHEDULE

COMMISSION
SESSION

July 2025 1 January 2026

( 182/ June 2025 ) ----------- @ ----------- January 2026 1 July 2026

www.edgqm.eu
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' ‘ Zmény ve vydavani Evropského lékopisu
‘ 12. vydani

Konec knizniho vydani Ph. Eur. - od 12. vydani Ph. Eur!

Na 177. zasedani ELK (11/2023) => Od 12. vydani bude Evropsky Iékopis vychazet pouze online:
"Edition" se bude pouzivat pro jednolety , balicek”, pro rok 2026 oznacen Cislem 12.
Termin ,edition — edice” se bude pouzivat pro 3 ,issue — vydani“ v kazdé , edici”.

June Nov. March June Nov.

EPC Year 2024 EPC Year 2024 EPC Year 2025 EPC Year 2025 EPC Year 2025
6/202i 11/2024 3/2023 6/20215 11/20i5

Suppl. 11.8 Issue 12.1 (1.1.2026) Issue 12.2 (1.4.2026)  Issue 12.3 (1.7.2026)|  Issue 13.1 (1.1.2027)
(1.7.2025) 12t Edition - Implementation in 2026 Implement. in 2027

‘ 1 rok = 1 edice (edition) = 3 vydani (issues) ‘
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(.-\ SU KL Zmény ve vydévénl'Evror:j‘l)(‘e;gzllftl;c::ri::
Nova webova platforma EDQM pro pristup na Evropsky lékopis

* 0Od cervna 2025 je spusténa nova webova platforma: https://pheur-online.edgm.eu/home/

e Stary pfristup na https://pheur.edgm.eu/home bude funkéni do konce roku 2025 (jiz neobsahuje
12. vydani Ph. Eur.).

* Na zasedani ELK/LK MZ byly schvdleny ndsledujici statusy textu:

Cesky lékopis

Evropsky lékopis

Not yet in force / Bientét en vigueur ) Zatim neplatny

In force / En vigueur —) Platny a ucinny

No longer in force/ N’est plus en vigueur == Jiz neplatny
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(m] ‘ﬂ European Pharmacopoeia Online X "3 Intranet - SUKL x ﬂ European Pharmacopoeia Online X -

[m] X

- C @ & https//pheur-online.edgm.eu/home/ an A v 2 8 - L/ ]

=2 m European Pharmaco... ﬂ EDQM Extranet E British Pharmacopo... & Google P Internetova jazykov... EI Moje ﬂ 356-2003 Sb. Zakon... @ Anglické predlozky... ﬂj Anglictina online, gr... ':‘ | Seznam ingredienc... S Seznam - Najdu ta... @ Hlavn\’panel—ﬁkaln..‘ > E] Dalsi oblibené polozky
OTHER WEBSITES: PHARMEUROPA FORMULARIES ~ FREEPUB EDQM.EU -

IL OF EUROPE

European Pharmacopoeia Online

Store EN~  Signin

Unlocking the European
Pharmacopoeia: Watch our

™ webinars

uropean

Pharmacopoeia < >
Online a Watch our recorded webinars to learn more about the

new platform and licensing model, as well as advanced
navigation and efficient searching. e-Learning catalogue

See all news

Licence needed About the Ph. Eur. Online

A licence is needed to access the European

Pharmacopoeia.
This page provides access to the English and French versions of the

European Pharmacopoeia (Ph. Eur.) Online. In the event of any
discrepancy between the web (HTML) version and the PDF version, the
PDF version shall prevail. If you identify a discrepancy, please contact us
via the EDQM HelpDesk.

First-time visitor with a 265-day licence? Please
create an account.

fvou already have » So5-day licence and an

account, please click on Sign-in.

Need help? Check the Help section or contact )
us via the EDQM HelpDesk. TERMS AND CONDITIONS: upon the purchase of a licence key for the Ph.
Eur., the Licensee acknowledges that he or she has read and agrees to be

Access to European ™\ bound by the following General Terms and Conditions.
Pharmacopoeia texts PRIVACY NOTICE AND SECURITY POLICY: for information on data
4 16°C A 1312
& oii: obiaino Q Hiedat & LT dx B o005
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N 3, Intranet - SUKL x ﬂ European Pharmacopoeia Onlir - X E European Directorate for the ©© X E European Pharmacopoeia Onlir X + - ] X

< C 23 pheur-online.edgm.eu/home/ & & o3 o

838 E EDQM Extranet e Deepl Translate: Ne... ﬁ Maje E EDQM - European... E European Pharmaco... @ Hrvatska farmakope... @ Pharmacopoea_Hel... By Preklada¢ Google P Intemetové jazykov... » 3 Vsechny zdlozky -

G Google Chrome nenf vasim vychozim prohlizecem Nastavit jako vychozi X

OTHER WEBSITES: PHARMEUROPA FORMULARIES ~

FREEPUB EDQM.EU
o’ \\

COUNCIL OF EUROPE

‘ & ‘ European Pharmacopoeia Online

CONSEIL DE LEUROPE

e

Access to texts Archives Store EN~ Hana BIZKOVA ~

Unlocking the European
Pharmacopoeia: Watch our

" webinars

u

Ph -

OnTir,:ZaCOpoela < Watch our recorded webinars to learn more about the >

new platform and licensing model, as well as advanced
navigation and efficient searching. e-Learning catalogue

See all news

3 17°C 14:45 &
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e, SUKL
Webové platformy EDQM

Zmény ve vydavani Evropského lékopisu
Webové platformy EDQM

<\

CONSEIL DE LEUROPE

EUROPEAN PHARMACOPOEIA ONLINE

EUROPEAN PHARMACOPOEIA

EUROPEAN PAEDIATRIC FORMULARY

WELCOME TO THE PAEDFORM WEBSITE

COUNCIL OF EUROPE

PHARMEUROPA ONLINE

CONSEIL DE LEUROPE

= 2,

TEXTS FOR COMMENT

HOME

PHARMEUROPA BIO &
SCIENTIFIC NOTES

PHARMEUROPA ARCHIVES

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

o
FREE PUBLICATIONS FROM EDQM ——aa

WO0-ITEMS> ADMIN

Guide to the quality and safety of organs for transplantation

ety
ORGSR
Pl The transplantation of organs offers major therapeutic benefits and improvements to quality of life and is, in many cases,
the only life-saving treatment for end-stage organ failure. The most critical factor remains the supply of organs for
transplantation, but only organs recovered following strict quality and safety standards are likely to function satisfactorily,

P and careful evaluation of danors is essential to minimise the risk of of infections or .
e "“ Furthermore, since human organs can currently only be derived from the body of a person, strong ethical principles need
; 10 be associated with their use. The Council of Europe approaches organ transplantation in compliance with the principles
of non-commercialisation and voluntary donation of materials of human origin. This 8th Edition of the Guide to the quality
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Snaha sdruzit receptare pediatrickych pripravkd jednotlivych zemi.
Clanky doporucené, nikoli zdvazné (jako Ph. Eur.). Dostupny zdarma
pouze jako on-line verze na https://paedform.edgm.eu/home.

EUROPEAN PAEDIATRIC
FORMULARY

5

Introduction to the European PaedForm
General principles
Amiodarone hydrochloride capsules (5-200 mg)

Clonidine hydrochloride 10 micrograms/mL oral sol.

PHARMEUROPA
PAEDFORM

Isoniazid 50 mg/mL oral solution

Lorazepam 1 mg/mL oral solution

Flecainide acetate 10 mg/mL oral solution

Furosemide 2 mg/mL oral solution

Hydrochlorothiazide 0.5 mg/mL oral solution

Chloral hydrate 100 mg/mL oral solution

Phosphate 60 mg/mL oral solution

Simple syrup (preservative-free)

Sotalol hydrochloride 20 mg/mL oral solution
Valaciclovir 20 mg/mL oral solution
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Hledani a filtr

Title/text No.only off - vypnuto

Home QENCEIGRGCUENN Archives Help  Store

EN~ Elisabeth Poirier ~

diffraction Titlestext No. only

Order by | Default Title Implementation date = Text number 1= Excerpt e Results per page 20 v

Select all 4, Download selection (0) 1-17 of 17 results @ Page 1 v of1

2.2.42. Density of solids Implementation dzte 01/07/2024 (11.5) Text number 20242

@ Inforce  Texttype General chapter

..and is best calculated from crystallographic data (volume and composition of the unit cell) commonly determined by X-ray diffraction. In some of the materials,

the unit cell may include voids, such as open channels, as part of the crystal structure....

2.2.57. Inductively coupled plasma-atomic emission spectrometry Implementation date 01/01/2008 (6.0) Text number 20257

@ Inforce  Texttype General chapter

.- wavelength dispersive devices consisting of diffraction gratings, prisms, filters or interferometers ;...

2.2.61. Characterisation of crystalline solids by microcalorimetry and solution calorimetry
Implementation date 01/01/2013 (7.6) Text number 20261
@ inforce  Texttype General chapter

..2.9.33. Characterisation of crystalline and partially crystalline solids by X-ray powder diffraction (XRPD)).Many substances are capable of crystallising in more
than one type of crystal lattice, which is...

2.9.31. Particle size analysis by laser light diffraction Implementation dste 01/04/2019 (9.7) Text number 20931

Zmény ve vydavani Evropského lékopisu
Hledani a filtr

Title/text No.only on - zapnuto

Home QNS RGRONGIN Archives Help  Store EN~  Elisabeth Pairier ~

diffraction @D Titiestext No_only

Order by | Default Title Implementation date = Text number =3 Excerpt o Results per page 20 v

Select all 4, Download selection (0) 1-2of 2results Page 1 v of1

2.9.31. Particle size analysis by laser light diffraction Implementstion date 01/04/2019 (9.7) Text number 20931

@ Inforce  Texttype General chapter

The method is based on the ISO standards 13320-1(1999) and 9276-1(1998). Introduction The laser light diffraction technigue used for the determination of
particle-size distribution is based on the analysis of the diffraction pattern produced when particles are exposed to a beam of monochromatic light. Historically,
the early laser diffraction instruments only used scattering at small angles. However, the technique has since been broadened to include laser light scattering in

a wider angular rang...

2.9.33. Characterisation of crystalline and partially crystalline solids by X-ray powder diffraction (XRPD)
Implementation dste 01/01/2022 (10.6) Text number 20933
@ inforce  Texttype General chapter

Every crystalline phase of a given substance produces a characteristic X-ray diffraction pattern. Diffraction patterns can be obtained from a randomly oriented
crystalline powder composed of crystallites (crystalline region within a particle) or crystal fragments of finite size. Essentially 3 types of information can be
derived from a powder diffraction pattern : angular position of diffraction lines (depending on geometry and size of the unit cell) ; intensities of diffraction lines

(depending...
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' . Zmény ve vydavani Evropského lékopisu
‘ Jak prechazet mezi verzemi textu
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7 No longer in force (for example, superseded)

g0
bNO Not yet in force (published BUT implementation date not yet reached)
O

7 In force Default

Archives  Help  Store EN~  Elisabeth Poirier ~
Search terms Titleftext No. only B
4 Back to results Results (1/5844) > Highlights L B T * o4 EN = )
Information
General Notices apply to all See the information section on Text number 0178
monographs and other texts. general monographs. Knowledge database  Go to RS store Text type: Individual monograph
04/2023:0178 Lo
: @ Eifective from 01/0472023 to
30/06/2025
Issue 11.1
GLUCOSE MONOHYDRATE(") (SEENOTE)
. New versic
Glucosum monohydricum from 01/07/2025
HO Change issue 11.1 +
O, 11.8
OH OH H;0 Not yet in force
ale 11.1
OH In force
9.1
CeHi206Ha0 N longer in farce
M 198.3 Older
[77938-63-?] Ga to PDF archives
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e, SUKL

Jak prechazet mezi verzemi textu

Zmény ve vydavani Evropského lékopisu
Jak prechazet mezi verzemi textu

CgH120g,H20

Glucosum monohydricum

HO

HO

OH

OH

OH

91 Back to results Results (1/1) Highlights B
[I] General Notices apply to all See the information section on
monographs and other texts. general monographs.

, H,0

Knowledge database &

GLUCOSE MONOHYDRATE" (SEENOTE)

Go to RS store &7

01/2016:0178
corrected 9.1

M, 198.2

Information

Text number 0178
Text type: Individual monograph

No longer in force
Effective from 01/01/2016 to
31/03/2023

Issue 8.6
Correction: 30/11/2016
Issue 9.1

MNew version
from 01/07/2025

Version in farce
@ -cfrective from 01/04/2023 to )
30/06/2025

Change issue 91 =
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Zmény ve vydavani Evropského lékopisu
Jak prechazet mezi verzemi textu

e, SUKL
Jak prechazet mezi verzemi textu

1 Back to results Results (1/1) Highlights B
General Notices apply to all See the information section on
monographs and other texts. general monaographs. Knowledge database &

GLUCOSE MONOHYDRATE( (5EE NOTE)
Glucosum monohydricum
HO

OH on - HO
HO
OH

CgH1206,H0

[ P T A i L

Go to RS store &

EN -

[«

07/2025:0178

M, 198.2

Information

Text number 0178
Text type: Individual monograph

Not yet in force
&) crrective from 01/07/2025
Issue 11.8

Version in force
effective from 01/04/2023 to )
30/06/2025

Change issue 11.8 ~
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e, SUKL

Mate zkusenost se SUKL? DOTAZNIK SPOKOJENOSTI

Podélte se o ni s nami!

Snazime se zlepSovat a rozvijet poskytované sluzby.
Budeme radi za vasi zpétnou vazbu vyplnénim dotazniku.

Predem dékujeme za spolupraci a cas vénovany odpovédim.


https://forms.office.com/r/wsBLCYs3W6

e, SUKL

DEKUJEME ZA POZORNOST

STATNi USTAV PRO KONTROLU LECIV
Srobdrova 49/48, 100 00 Praha 10
tel.: +420 272 185 111

e-mail: posta@sukl.gov.cz

datova schranka: gwfai2m
sukl.gov.cz

Mate aplikaci eRecept?

Aplikace navic nabizi i benefity pro
pacienty, napf. moznost pfistupu ke
viem uUdajim o své elektronické
preskripci, v€etné lékového zaznamu a
nastaveni souhlas(i k nému.

Upozoriujeme, Ze pri aktivaci aplikace
budete vyzvani k ovéreni vasi identity
prostfednictvim identity obc¢ana.

STAHNETE ZDE
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