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Novinky a zmeény v terminologii pouzivané v
Ceském lékopisu

RNDr Hana JGzova
Odbor laboratorni kontroly SUKL

Clen Terminologické sekce LK MZ
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Obsah prednasky

, Zdroje informaci

», Terminologie

=, Oznacovani zkoumadel v Iékopisnych textech

5 Referenéni standardy pouZité v CL

= Zmény ndzvu lékopisnych clank a zkoumadel

, Standardni nazvy lékovych forem, zptisobl poddani a oball (Tabulka X)
, Pharmeuropa
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Zdroje informaci

na www.sukl.cz na www.edgm.eu/databases
= Farmaceuticky pramysl/Laboratorni
cinnosti a Iékopisy

/Prekladové seznamy

= Latinsko-anglicko-Ceské nazvy Iékopisnych
¢lankl (Tabulka IX)

= Anglicko-Ceské nazvy CRL

= Anglicko-Ceské nazvy lékopisnych zkoumadel

Knowledge

Ph. Eur. Reference Standards

/Souvisejici informace
= Pharmeuropa
= \/ypusténé lékopisné texty

Pharmeuropa

%, Léciva/Registrace léciv/Informace
pro drzitele rozhodnuti o registraci

= Standardni nazvy lékovych forem, zplsobu
podani a oball (Tabulka X)

Standard Terms
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I Knowledge Database

Detailed view of raracetamolum.

Status

Monograph Number
English Name
French Name

Latin Name

Pinyin Name
Chinese Name

Pharmeuropa
Published in English Supplement

Published in French Supplement

In use

00049
Paracetamol
Paracétamol
Paracetamolum

321
10.7
10.7

Chromatogram

Available >

Additional information
History
Interchangeable (ICH_Q4B)

Pharmacopoeial harmonisation

Reference standards

Practical Information

Not available

View history
NO
NO
:i‘:'?;":b'e Cat. No. Name Batch No. Unit Quantity Price SDS Product Code
PO300000 Paracetamol CRS 4 50 mg ET_IQR 201600685
Paracetamol impurity J 79
¥0001945 CRS 2 15 mg EUR 201600685
Paracetamol impurity K 79
¥0001955 CRS 1 15 mg EUR 201601115
Test(s) Brand Name/Information
Related Halo C18 is suitable. DO {Dwell volume used for the development of the analytical
substances procedure) = 1.13mL.
Substance a Certificate |Issue
Number Substance |Certificate Holder Number Date Status End date |Type
withdrawn
. RO-CEP by EDQM
49 Paracetamol|["9UKerN Chemie AG 1500000 - |22/10/2001|Failure o |02/10/2002|Chemical
Schlieren CH Rev 00 CEP
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PARACETAMOL

Paracetamolum

The following chromatogram is shown for information but will not be published in the

European Pharmacopoeia.
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1. impurity K 5. impurity F 9. impurity M 13. impurity |
2. paracetamol 6. impurity C 10. impurity G 14. impurity J
3. impurity A 7. impurity D 11. impurity H 15. impurity L
4. impurity B 8. impurity E 12. impurity O 16. impurity N

Figure 0049.-1. — Chromatogram for the test for related substances of paracetamol. test
solution spiked with impurities Ato O (A, B, C, D, E, F, G, H, I, L, M, N, O at 0.05 per cent, K
at 50 ppm, and J at 10 ppm)

31.10.2022
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I Knowledge Database

Detailed view of paracetamoium.

Status In use
Monograph Number 00049
English Name Paracetamol
French Name Paracétamol
Latin Name Paracetamolum
Pinyin Name
Chinese Name
Pharmeuropa 32.1
Published in English Supplement 10.7

Published in French Supplement 10.7

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

Pharmacopoeial harmonisation NO

:i‘:.z"':b'e Cat. No. Name Batch No. Unit Quantity Price SDS Product Code
PO300000 Paracetamol CRS 4 50 mg E?L_?R 201600685
Reference standards b . . - 2o
aracetamol impurity
¥0001945 CRS 2 13 mg EUR 201600685
Paracetamol impurity K 79
¥0001955 CRS 1 13 mg EUR 201601115
Test(s) Brand Name/Information
Practical Information Related Halo C18 is suitable. DO (Dwell volume used for the development of the analytical
substances procedure) = 1.13mL.
Substance . Certificate |Issue
Number Substance |Certificate Holder Number Date Status End date |Type
Withdrawn
. RO-CEP by EDQM
a9 paracetamol[["dukern Chemie AG |00 7565 - |22/10/2001|Failure to  |09/10/2002|Chemical
Schlieren CH Rev 00 CEP
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view history

SUPPLEMENT 10.7

Related substances: description of test solution and reference solution

containing paracetamol impurity J CRS modified in order to ensure appropriate dissolution
by dissolving the substances first in methanol; precolumn deleted; column length,
diameter and particle size increased to lower back-pressure; refrigerated autosampler
introduced to avoid degradation of impurity K; gradient, flow rate and injection volume
also modified; new unspecified impurity covered (i.e. impurity O).

Impurities: section updated.

SUPPLEMENT 9.4

Identification: 1t identification series updated and only IR now required; IR 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.
Related substances: new LC to take into account additional impurities.

EDITION 9.0
Heavy metals: test deleted in line with Ph. Eur. strategy on elemental impurities.

EDITION 6.0: corrected
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Terminologie — sekce LK MZCR

% Jedna z 18 odbornych sekci a pracovnich skupin Lékopisné komise MZCR
%, Predseda: 7 ¢lenu
prof. RNDr. Jarmila VinSova, CSc.

%, Pracovni skupina: Standardni ndzvy lékovych forem, zptsobi poddni a obali
%, Pfedseda: RNDr. Hana JGzova 8 ¢lenu

Q

Zastupci:

= Farmaceuticka fakulta UK Hradec Kralové

 Prirodoveédecka fakulta UK Praha

= SUKL Praha

% Ustav statni kontroly veterinarnich biopreparatd a |é¢iv Brno
% Veterinarni a farmaceuticka fakulta Brno

% zastupce CR v IUPAC
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Predmet cinnosti

=, Tvorba nazv( latinskych a ¢eskych nazvia ¢lankl a zkoumadel — podle
|ékopisnych zvyklosti (soulad s INN nazvy, s doporucenimi IUPAC
a s platnymi pravidly pro ceské chemické nazvoslovi)

=, Konzultace odbornych termint vyskytujicich se v Iékopisu

=, Tvorba Ceskych a latinskych nazvid pomocnych a ucinnych latek pouzitych
v registracnich dokumentacich
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Oznaceni zkoumadel uvedenych v Iékopise

=V textu jsou uvedeny kurzivou

%, Zakladni latky — R, R1, ... (resp. RN narodni)
= Roztoky — RS, RS1, RS2, ... (resp. RSN, RS1N)
, Zakladni latky pro odmérné roztoky — VR

=, Odmérné roztoky — VS (resp. VSN)

=, Chemickeé referencni latky — CRL (resp. CRLN)
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Evropské referencéni standardy

Tabulka XII: Cesko-anglické ndzvy referenénich standard( uvedenych
v katalogu EDQM (viz Narodni ¢ast CL):

% chemické referenéni latky (CRL)

 rostlinné referencni latky (HRL) — napt. Koren déhele dahurského HRL
= Ph. Eur. infraCervena referencni spektra

= biologické referencni pripravky (BRP) — napf. Kasein BRP
 referencni materiadly (RM) — napt. Vatovy standard pro nopky RM

© 2022 STATNi USTAV PRO KONTROLU LECIV 2.11.2022



r «
' PS S U KL Terminologie pouzivana v Ceském lékopisu/Evropské referenéni standardy

Evropské referencni standardy

Obecna stat 5.12 Referencni standardy
uvadi:

%, zpUsob pouziti

%, skladovani

%, distribuci

Referenéni latky i IC spektra z online katalogu EDQM uvedeného na https://crs.edgm.eu
si lze objednat:

O www.edgm.eu/store

O orders@edgm.eu

O postou: EDQM — Council of Europe, Sales Section 7 allée Kastner, CS 30026, F-67081
STRASBOURG FRANCE

Katalog uvadi Cislo ¢lanku a zkousku, pro kterou je standard urcen.
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Referencni standardy v narodnich clancich [

A) Prevzaté z katalogu EDQM
%, Atropin-sulfat monohydrat CRL (Atropine sulfate)

% Dexamethason-acetat CRL (Dexamethasone acetate)

%, Ergotamin-tartardt CRL (Ergotamine tartrate)

, Ethakridin-laktat monohydrat CRL (Ethacridine lactate monohydrate)
= Homatropin-hydrobromid CRL (Homatropine hydrobromide)

%, Kozni prasek CRL (Hide powder)

 Kyselina salicylova CRL (Salicylic acid)

 Propyl-galldt CRL (Propyl gallate)

Lze objednat u EDQM

© 2022 STATNi USTAV PRO KONTROLU LECIV 2.11.2022
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Referencni standardy v narodnich clancich |

B) Nejsou uvedeny v katalogu EDQM, ale existuje Iékopisny clanek:
 Ethylmorfin-hydrochlorid dihydrdt CRL

 Fluorescein sodnad sul CRL

 Levomenthol CRL

Pri pouziti ke zkouseni v lIéCivych pripravcich pripravenych

v [ékarnach se jako CRL pouzije |éCiva latka jakosti vyhovujici
prislusnému lékopisnému clanku, u které se vyzada odpovidajici
doklad o jakosti.
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C) Narodni chemické referencni latky — CRLN

, Butamirat-citrat CRLN —

%, Butamirat-citrat necistota B1 CRLN nelze

, Butamirat-citrat necistota B2 CRLN — objednat
— o .. .
s, Butamirat-citrat necistota C CRLN samostatné
%, Butamirat-citrat necistota D CRLN )

», Suxamethonium-dijodid CRLN
=, Postup objednani:
1. Nejprve domluvit e-mailem lekopis@sukl.cz

2. Nasledné vyplnit Zaddost http://www.sukl.cz/Zddost L-009 Vyddni
lékopisné referencni ldtky s atestem na Zadost.

3. Zaplatit (podrobné informace k objednani jsou k dispozici v ¢asti
Sazebnik a poplatky).
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Terminologické zmény od CL 2017 — obecné

CL 2009 CL 2017 Priklady

ethanolicky ethanolovy lodi solutio ethanolica /Roztok jodu
methanolicky methanolovy ethanolovy

citronany citraty soli organickych kyselin — viceCetna mocenstvi
edetany edetaty se vyznaci rimskymi Cislicemi

mlécnany laktaty (napf. kalcium-laktat R, kuprum(ll)-edetat R,
mravencany formiaty plumbum(ll)-acetdt R, amonium-formiat R,
octany acetaty natrium-salicylat R, ferrum(lll)-salicylat RS,
salicylany salicylaty natrium-oxalat R

Stavelany oxalaty kalium-stibium-tartarat R, kalium-natrium-

vinany tartaraty tartarat, kalium-tartarat R)
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Priklady zmén nazvil zkoumadel I
hydro hydrido Tetrahydridoboritan sodny R
chloro chlorido Kyselina hexachloridoplaticitd R

Zakladni roztoky  Standardni roztoky Standardni roztok hliniku (200 ug Al/ml) R
pro limitni pro limitni stanoveni
stanoveni neCistot necistot

oznaceni R nebo R1 i u tlumivych roztokd  Tlumivy roztok o pH 3,5 R
a standardnich roztok pro limitni
stanoveni necistot

silikagel ... s silikagel ... silikagel oktadecylsylanizovany se stinénymi
odstinenymi se stinénymi silanolovymi skupinami deaktivovany pro
silanolovymi silanolovymi bazické Idtky R

skupinami ...R skupinami ...R

© 2022 STATNi USTAV PRO KONTROLU LECIV 2.11.2022
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Priklady zmén nazvil zkoumadel Il

€L 2009 CL 2017

Akrylamid-bisakrylamid (29:1) 30% RS  Akrylamid/bisakrylamid (29:1) 30% RS

Amoniak 17,5% RS
Amoniak 26% R
Amoniak 30% R1 [Amoniak 32% R]

Dusi¢nan bismutity zasadity R
Hexafluorogermanicitan amonny R

Hexakyanozelezitan draselny R
Hexakyanozeleznatan draselny R

Hydrogencitronan amonny R
Hydrogencitronan sodny R

Hydrogenftalan draselny R
Hydrogenvinan draselny R

© 2022 STATNi USTAV PRO KONTROLU LECIV

Amoniak R
Amoniak koncentrovany R
Amoniak koncentrovany R1

Dusi¢nan-oxid bismutity R
Hexafluoridogermanicitan amonny R

Hexakyanidozelezitan draselny R
Hexakyanidozeleznatan draselny R

Amonium-hydrogencitrat R
Dinatrium-hydrogencitrat R

Kalium-hydrogen-ftalat R
Kalium-hydrogen-tartarat R

2.11.2022
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Priklady zmén nazvil zkoumadel i
Jodid zine¢naty a Skrob RS Jodid zineCnaty se Skrobem RS

Skrob s jodidem draselnym RS Jodid draselny se $krobem RS

Jodosiricité Cinidlo VS Zkoumadlo jodosiricité R

Katex silné kysely (vapnikova forma) R Katex silné kysely (vapenata forma) R

Kyselina chlorovodikova koncentrovana R Kyselina chlorovodikova R

Kyselina chlorovodikova RS Kyselina chlorovodikova R1

Kyselina octova RS Kyselina octova R
Molybdenan-kyselina sirova RS2 Zkoumadlo sulfomolybdenanové R2
Natrium-dichlorfenolindofenolat RS Natrium-dichlorfenolindofenolat

standardni RS
Natrium-trinitrofenolat RS Natrium-pikrat alkalicky RS

© 2022 STATNi USTAV PRO KONTROLU LECIV 2.11.2022
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Priklady zmén nazvil zkoumadel \Y,
Octan olovnaty R Plumbum(Il)-acetat R

Octan olovnaty zasadity RS Plumbum(ll)-acetat alkalicky RS

Vata s octanem olovnatym R Vata s plumbum(ll)-acetatem R

Pyrogallol zasadity RS Pyrogallol alkalicky RS

Silikagel ~ pro  chiralni  separace sjlikagel pro chiralni separace s derivatem
s navazanym derivatem celulosy = celulosy R

Silikagel OD pro chiralni separace]

Sirovodik R Sulfan R

Tetraboritan sodny v kyseliné sirové RS Boritanovy roztok RS
Tetrajodortutnatan draselny RS Tetrajodidortutnatan draselny RS
Tetrahydroborat sodny R Tetrahydridoboritan sodny R

Tetraoxalat draselny R Kalium-tetraoxalat R

© 2022 STATNi USTAV PRO KONTROLU LECIV 2.11.2022
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Anglicko-ceské nazvy zkoumadel

=, Seznam zkoumadel anglicko-cesky

=, Kde Ize nalézt? Na webu www.sukl.cz (Farmaceuticky

pramysl/Laboratorni ¢innosti a |ékopisy/Lékopis/Lékopisné
publikace/Cesky Iékopis/PFekladové seznamy k Ceskému |ékopisu 2022)
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Zmény v nazvech c¢lankd I

Evropsky lékopis Cesky lékopis

u bezvodych latek EL vypousti slovo ponechava slovo , bezvody” tam,
anhydrous” kde je vice clanku o ruzném poctu

krystalové vody

O Acidum citricum anhydricum
0 Ampicillinum anhydricum

O Beclometasoni dipropionas anhydricus, atd.
O kromeé Calcii acetas a Imatinibi mesilas
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Zmeény v nazvech clanka I

=, pocet hydratd (EL zavadi, v CL jiZ je zaveden)

Doxapram hydrochloride monohydrate; Doxaprami hydrochloridum monohydricum
Ciprofloxacin hydrochloride hydrate; Ciprofloxacini hydrochloridum hydricum
® Aluminium sulfate hydrate; Aluminii sulfas hydricus

v ’

=, clanek popisuje jak bezvodou latku, tak hydrat
(v obou lékopisech nejednotné)

Fluvastatin sodium; Fluvastatinum natricum hydricum
Magnesium gluconate; Magnesii gluconas
Manganese gluconate; Mangani gluconas

Zinc sulfate; Zinci sulfas heptahydricus
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Zmény nazvi €lanka v CL 2017

Na zakladé pozadavku registraéniho oddéleni — soulad nazvii EL s CL

v CL 2009 zména v CL 2017

Acidum aceticum 99%
Kyselina octova 99%

Acidum hydrochloricum 10%
Kyselina chlorovodikova 10%

Acidum hydrochloricum 35%
Kyselina chlorovodikova 35%

Acidum nitricum 70%
Kyselina dusi¢na 70%

Acidum phosphoricum 10%
Kyselina fosforecna 10%

Acidum phosphoricum 85%
Kyselina fosforecna 85%

© 2022 STATNi USTAV PRO KONTROLU LECIV

Acidum aceticum glaciale
Kyselina octova ledova

Acidum hydrochloricum dilutum
Kyselina chlorovodikova zfedéna

Acidum hydrochloricum concentratum
Kyselina chlorovodikova koncentrovana

Acidum nitricum
Kyselina dusicna

Acidum phosphoricum dilutum
Kyselina fosforecna zredéna

Acidum phosphoricum concentratum
Kyselina fosfore¢na koncentrovana

2.11.2022
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Zmény nazvi €lanka v CL 2017

Na zakladé pozadavku registracniho oddéleni — nazvy soulad s INN

v CL 2009 zména v CL 2017

Cefuroximum axetili
Candesartanum cilexetili

Cefpodoximum proxetili

Carboprostum trometamoli
Dinoprostum trometamoli
Fosfomycinum trometamoli

besylaty
mesylaty

tosylaty

© 2022 STATNi USTAV PRO KONTROLU LECIV

Cefuroximum axetilum
Candesartanum cilexetilum

Cefpodoximum proxetilum

Carboprostum trometamolum
Dinoprostum trometamolum
Fosfomycinum trometamolum

besilaty
mesilaty

tosilaty
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Zmény nazvi €lanka v CL 2017 1l

v CL 2009 zména v CL 2017

Aluminii acetotartratis cremor

Krém s octanem a vinanem hlinitym Krém s aluminium-acetotartaratem
Aqua pro iniectione

Voda na injekci Voda pro injekci

Bentoniti magma Bentoniti dispersio

Bentonitova magma Bentonitova disperze

Bismuthi subgallas

Gallan bismutity zasadity Bismutum(lll)-gallat zasadity
Bismuthi subsalicylas

Salicylan bismutity zasadity Bismutum(lll)-salicylat zasadity
Natrii (S)-lactatis solutio Natrii lactatis S solutio

Mlécnan S sodny roztok Natrium-laktat S roztok
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Zmény nazvi €lanka v CL 2017 \Y;
v CL 2009 zména v CL 2017
Natrii perboras hydricus Natrii peroxoboras hydricus
Perboritan sodny hydratovany Peroxoboritan sodny hydrat

Phenylhydrargyri acetas
Fenylhydrargyriumacetat Fenylhydrargyrum-acetat

Phenylhydrargyri boras
Fenylhydrargyriumborat Fenylhydrargyrum-borat

Phenylhydrargyri nitras
Fenylhydrargyriumnitrat Fenylhydrargyrum-nitrat

Polyvinylacetatis dispersio 30%
Polyvinyl-acetatova disperze 30% Poly(vinyl-acetatova) disperze 30%

Polyvinylis acetas
Polyvinyl-acetat Poly(vinyl-acetat)
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Zmény nazvi €lanka v CL 2017

\'

v CL 2009 zména v CL 2017

Sorbitolum 70% cristallisabile
Sorbitol 70% krystalizujici

Sorbitolum 70% non crystallisabile
Sorbitol 70% nekrystalizujici

Toxinum botulinicum typus A pro
iniectione, resp. Toxinum botulinicum
typus B pro iniectione

Botulinovy toxin typ A na injekci
Botulinovy toxin typ B na injekci

Triglycerida saturata media
Triacylglyceroly stredni nasycené

© 2022 STATNi USTAV PRO KONTROLU LECIV

Sorbitolum liquidum cristallisabile
Sorbitol tekuty krystalizujici

Sorbitolum liquidum non crystallisabile
Sorbitol tekuty nekrystalizujici

Botulotoxin typ A pro injekci
Botulotoxin typ B pro injekci

Triglycerida media
Triacylglyceroly se strednim retézcem

2.11.2022
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Tabulka IX

= Nazvy stati a ¢lankl — Tabulka IX: Seznam latinsko-anglicko-ceskych
ndzvu clankd

%, Kde lze nalézt? Na webu www.sukl.cz

(Farmaceuticky priimysl/Laboratorni ¢innosti a |ékopisy/
Lékopis/Lékopisné publikace/Cesky |ékopis/Pirekladové seznamy k
Ceskému lékopisu 2022)

© 2022 STATNi USTAV PRO KONTROLU LECIV 2.11.2022
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Piiklad Tabulky IX pro CL 2017 — Dopl. 2022

Clanky (monografie) uvedené v Evropském lékopisu/Ceském Iékopisu

Latinsky nazev (nazvy Cesky nazev
oznacené * jsou
uvedeny v Narodni

casti)

Abacaviri sulfas Abakavir-sulfat
Acaciae gummi Arabska klovatina
dispersione ususena disperze
desiccatum

Acaciae mucilago* Sliz z arabské

klovatiny
Acamprosatum Akamprosat
calcicum vapenata sul

© 2022 STATNi USTAV PRO KONTROLU LECIV

Anglicky Cislo Cislo CAS  Zavaznost CL
nazev clanku (vydani EL)

Abacavir 2589 188062-50-2 01/2017 (9.0) CL 2017
sulphate

Acacia, dried 0308 07/2019 (9.8) CL2017 -

dispersion Dopl. 2019
CL2017 -
Dopl. 2020

Acamprosate 1585 77337-73-6 01/2021 (10.3) CL 2017 —
calcium Dopl. 2021

2.11.2022
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Systematické zmény v textech CL 2023

Anglicky nazev Anglicky nazev Cesky nazev Cesky nazev
drive novy drive novy

microtitre plate microplate mikrotitracni mikrodesticka
desticka

supernatant liquid / supernatant supernatantni supernatant

supernatant solution tekutina

stock solution zakladni roztok / zasobni roztok

zasobni roztok

patient pacient / pacient
nemocny

© 2022 STATNi USTAV PRO KONTROLU LECIV 2.11.2022
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Standardni nazvy — Standard Terms

© 2022 STATNi USTAV PRO KONTROLU LECIV 2.11.2022
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Standardni nazvy [
= Ugel: sjednoceni terminologie v 34 narodnich jazycich

Lﬂ

Vypracovani: staty, které jsou signatafi Umluvy o vypracovani EL
K

Q)

oordinace: pracovni skupina EDQM nazvana Standard Terms

Uverejnéni: https://StandardTerms.edgm.eu

QIO

Pristup: bez poplatku po registraci

Q)

Déleni na kategorie:

aktudlni (Current) = platné standardni nazvy schvalené k poufziti — CL uvadi v Tabulce X);
zastaralé (Deprecated) = jiz neschvalené k pouZiti a nahrazené novymi platnymi terminy;
odmitnuté (Rejected) = neschvalené terminy pro poufZiti;

nevyrizené (Pending) = navrhovany termin se vyhodnocuje, neni aktudlni a neni schvalen
k pouziti.

O O OO

Q)

Pripominky k zarazeni novych pojmi nebo zmén: prostfednictvim sekretariatu
Lékopisné komise MZCR (lekopis@sukl.cz)

© 2022 STATNi USTAV PRO KONTROLU LECIV 2.11.2022
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COUNCIL OF EUROPE

2, STANDARD TERMS

CONSEIL DE LEUROPE

NEWS AND INFORMATION ~ BROWSE ~ SEARCH ~ MISSING TRANSLATIONS WELCOME FIRST_NAME ~

News and Information

Guidance and change requests

The user guide and change request form can be downloaded by clicking on the following links:

e Introduction and guidance for use (v.2.1.3, 16/11/18)
e Change request form (v.1.3.0, 21/08/17, in preferred DOCX format; click here for DOC version)

Please note: the EDQM can only accept requests for modifications or additions to the Standard Terms database from the
national competent authorities of European Pharmacopoeia member states, the EMA, the EU Commission, or selected national
or regional competent authorities (e.g. competent authority members of ICH).

The lists of controlled vocabularies used to characterise pharmaceutical dose forms can also be downloaded by clicking on the
following link:

* Internal controlled vocabularies for pharmaceutical dose forms (v.1.2.0, 28/01/19)

Further instructions for use

Any questions on this database should be sent to us via the HelpDesk system available on the EDQM website.

Conditions of use

If data from Standard Terms is reproduced in any system, website, publication, etc., the following conditions apply.

* [t must be clearly stated that the data is from the EDQM Standard Terms database (http://standardterms.edqgm.eu), and
that it is reproduced with the permission of the European Directorate for the Quality of Medicines & HealthCare, Council of

C il VY WK
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Term Information

Results: 1 export

Current | @rate and solvent for dispersion for injecE (st ]

DETAILS TRANSLATIONS LINKED TERMS SUMMARY SHEETS

Human and
Veterinary

Concept Code
Term
Definition

Concept Class

Ph. Eur. Monograph
Domain

Concept Status
Version Number
Version creation date
Version created by
Modification made
Internal Comment

Language
Expanded code
Concept Creation Date

13143000

Concentrate and solvent for dispersion for injection
Sterile concentrate and sterile solvent intended for the
preparation of a dispersion for injection by diluting the
concentrate with the solvent.

CDF

0520

Human and Veterinary

Current

1

2021-04-06 11:34:03

christopher.jarvis@edgm.eu

Coded Concept creation

Request ID: 206. PA/PH/Exp. ST/T (21) 6, PA/PH/Exp. ST/T (21) 13.

Accepted by correspondence on 2 April 2021.
English

CDF-13143000-EN-GB

2021-04-06 11:34:03



r «
' c I Terminologie pouzita v Ceském lékopisu/Standardni nazvy
a .
DETAILS LINKED TERMS SUMMARY SHEETS

Concentrate and solvent for dispersion for injection
Dispersion a diluer et solvant pour dispersion injectable
Concentrato e solvente per dispersione iniettabile
Concentrado vy disolvente para dispersion inyectable

Concentrado e veiculo para dispersao injetavel

Tidchan agus tuaslagdir le haghaidh easraithe le haghaidh insteallta
Konzentrat und Ldsungsmittel zur Herstellung einer Injektionsdispersion

Concentraat en oplosmiddel voor dispersie voor injectie

Konsentrat og vaske til injeksjonsvasske, dispersjon
stungulyfsspykkni og leysir, drdreifa
Koncentrat och vatska till injektionsvatska, dispersion

Injektiokonsentraatti ja liuotin, dispersiota varten

Slstedispersiooni kontsentraat ja lahusti

2021-04-06 o
2022-09-22 o
2022-04-21 o
2021-10-08 ©On
2021-05-07 ©ov
2022-08-18 O
2022-09-23 o
2021-12-15 ov
2022-05-19 "1 L
2021-08-23 ©ov
2021-08-31 ©or
2021-04-27 o
2021-05-12 ©or
2021-06-18 e
2022-03-14 n N
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Standardni nazvy — Standard Terms

v CL 2017 — Dopl. 2022, Narodni &ast
~

Tabulka X: Standardni ndzvy lékovych forem, zptsobu podadni a
obali

=, Dostupnost: kniha / on-line pdf

= Na webu www.sukl.cz/Uvod/Léciva/ Registrace lé¢iv/Dopliujici
informace/Informace pro drzitele rozhodnuti o registraci/ Standardni
ndzvy lékovych forem, zplsobu podani...

=, Kazdy rok se aktualizuje a po schvaleni se ceské nazvy pribézné zarazuji do
databaze STANDARD TERMS EDQM

© 2022 STATNi USTAV PRO KONTROLU LECIV 2.11.2022
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Nové standardni nazvy pro CL 2017 — Dopl. 2021 (Tabulka X)

Intraputaminal use Intraputaminalni podani

Lid Tésnici vicko

Nebuliser dispersion Disperze k rozprasovani

Ointment + vaginal tablet Mast + vaginalni tableta

Oral powder in single-dose container Peroralni prasek v jednodavkovém obalu

Prolonged-release dispersion for injection Injekéni disperze s prodlouzenym
uvolfiovanim

Prolonged-release wound solution Roztok na ranu s prodlouzenym uvolnovanim
Sublingual lyophilisate Sublingvalni lyofilizat
Prolonged-release oral suspension Peroralni suspenze s prodlouzenym

uvolnovanim

© 2022 STATNi USTAV PRO KONTROLU LECIV 2.11.2022



r «
' ® SU KL Terminologie pouzita v Ceském Iékopise/Standardni nazvy

Nové standardni nazvy pro CL 2017 — Dopl. 2021 (Tabulka X)

Intraputaminal use Intraputaminalni podani

Lid Tésnici vicko

Nebuliser dispersion Disperze k rozprasovani

Ointment + vaginal tablet Mast + vaginalni tableta

Oral powder in single-dose container Peroralni prasek v jednodavkovém obalu

Prolonged-release dispersion for injection Injekéni disperze s prodlouzenym
uvolfnovanim

Prolonged-release wound solution Roztok na ranu s prodlouzenym uvolfiovanim
Sublingual lyophilisate Sublingvalni lyofilizat
Prolonged-release oral suspension Peroralni suspenze s prodlouzenym

uvolnovanim

© 2022 STATNi USTAV PRO KONTROLU LECIV 2.11.2022
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Nové standardni nazvy pro CL 2017 — Dopl. 2022 (Tabulka X)

Concentrate and solvent for dispersion for ~ Koncentrat a rozpoustédlo pro injekéni

injection disperzi

Concentrate and solvent for intravesical Koncentrat a rozpoustédlo pro

solution intravezikalni roztok
Cutaneous/oromucosal solution Kozni/oralni roztok

Effervescent granules + gastro-resistant Sumivé granule + enterosolventni tableta
tablet

Impregnated cutaneous swab Impregnovany kozni tampon
Injection/infusion Injekce/infuze

Oromucosal pouch Oralni vacek

Pouch Vacek

© 2022 STATNi USTAV PRO KONTROLU LECIV 2.11.2022
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Nové standardni nazvy pro CL 2017 — Dopl. 2022 (Tabulka X)

Oromucosal film
Prolonged-release pessary

Effervescent powder and suspension for oral
suspension

Powder for oral suspension in sachet

Oral solution in multidose container with
metering pump

Swab

Extrapleural use

Tablet tube

© 2022 STATNi USTAV PRO KONTROLU LECIV

Oralni film

Vaginalni kulicka s prodlouzenym
uvolfiovanim

Sumivy prasek a suspenze pro peroralni
suspenzi

Prasek pro peroralni suspenzi v sacku
Peroralni roztok ve vicedavkovém obalu
s davkovaci pumpou

Tampon

Extrapleuralni podani

Tuba na tablety

2.11.2022
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Pfipravované standardni nazvy pro CL 2023 (Tabulka X)

Concentrate for emulsion for injection Koncentrat pro injekéni emulzi

Film-coated granules Potahované granule

Concentrate and solvent for emulsion for Koncentrat a rozpoustédlo pro injekéni

injection emulzi

Film-coated granules in single-dose container Potahované granule v jednodavkovém
obalu

Gas cylinder bundle Svazek tlakovych lahvi

Gas cylinder Tlakova lahev (dfive Lahev na stlaceny plyn)

Effervescent granules and suspension for oral Sumivé granule a suspenze pro peroralni

suspension (nahrazuje Suspension suspenzi (nahrazuje Suspenze a Sumivé granule

and effervescent granules for oral suspension) pro peroralni suspenzi)

Effervescent tablet for oculonasal suspension Sumiva tableta pro okulonazalni suspenzi

© 2022 STATNi USTAV PRO KONTROLU LECIV 2.11.2022
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Pfipravované standardni nazvy pro CL 2023 (Tabulka X)
Anglicky ndzev ~ Ceskynazev

Concentrate and solvent for oral solution Koncentrat a rozpoustédlo pro peroralni
roztok

Dispersion for injection in pre-filled syringe Injekcni disperze v predplnéné injekeni
strikacce

Eye drops, prolonged-release solution Ocni kapky, roztok s prodlouzenym
(nahrazuje termin Eye drops, prolonged-release)  uvolfiovanim (nahrazuje termin O&ni kapky s
prodlouzenym uvolfiovanim)

© 2022 STATNi USTAV PRO KONTROLU LECIV 2.11.2022
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Tabulka X - priklad

Cast 1 Lékové formy

Part 1 Pharmaceutical Dosage Forms
Cast 1a: Zakladni nazvy

Part 1a: Normal Terms

Kéd Anglicky nazev Cesky nazev Latinsky nazev Zkratka
PDF-50010000 Concentrate for oral Koncentrat Concentratum POR CNC SOL
solution pro peroralni roztok pro solutione
perorali
PDF-10100500 Concentrate for oral Koncentrat Concentratum POR CNC SUS
suspension pro peroralni pro suspensione
suspenzi perorali
PDF-13085000 Concentrate Koncentrat Concentratum vet.
for concentrate pro koncentrat pro concentrato
for oral spray, pro peroralni sprej, pro aerodispersione
suspension suspenzi perorali

in suspensione

© 2022 STATNi USTAV PRO KONTROLU LECIV 2.11.2022
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Tabulka X - vysveétlivky

<, Zkratky v samostatném sloupci se uvadéji pro tGéely SUKL.
=, Kody EDQM uvedeny pro snazsi orientaci: nové zavedeny do tabulky X

, PDF (Pharmaceutical Dosage Forms) = |ékové formy

% PFT (Patient-friendly Terms) = zjednodusené nazvy

= ROA (Routes and Methods of Administration) = zplsoby podani

= CON (Containers) = obaly

% CLO (Closures) = uzavéry

%, DEV (Delivery Devices) = zafizeni pro podani

= CMT (Combined Terms and containers) = kombinované lékové formy a obaly

% CDF (Combined Pharmaceutical Dose Forms) = kombinované Iékové formy

% CMP (Combination Packs) = kombinovana baleni

%, UOP (Unit of presentation) = jednotky pouZivané v ramci databaze Standard terms

© 2022 STATNi USTAV PRO KONTROLU LECIV 2.11.2022



Pharmeuropa

“ https://www.sukl.cz/farmaceuticky-prumysl/pharmeuropa

5 0d roku 2019 SUKL 4x za rok uvadi seznamy textQ, které EDQM
zverejnuje ve Pharmeuropé na
https://pharmeuropa.edgm.eu/

— bezplatny pristup po registraci

,aktualni Pharmeuropa 34.4, obsahuje 34 text(, které lze
pripominkovat do 31. 12. 2022

%, pripominky lze zasilat pouze na lekopis@sukl.cz anglicky a
s casovym predstihem, abychom je zapracovali pfimo do textu,
nikoliv pfimo na EDQM
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PHARMEUROPA ONLINE

CONSEIL DE LEL

HOME EN ~ REGISTER 5IGN IN

TEXTS FOR COMMENT PHARMEUROPA BIO & PHARMEUROPA ARCHIVES
SCIENTIFIC NOTES

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

EDQM News

Events

Pharmeuropa 34.4: the issue is now cemplete (public enquiry until 31 December 2022)
Pharmeuropa 34.3: drafts texts are now found in Pharmeurcpa archives

Supplement 11.1 comments concerning texts published

Publication schedule (Octocber 2022)

Supplement 11.1: list of texts published

New reagents published in the European Fharmacoposia

Reagents modified in the European Pharmacoposia
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Pharmeuropa 34.4 — 9 novych textu

Nazev textu k pfipominkam do 31.12.2022 Cislo ¢lanku Pracovni
skupina

5.33 Design of experiments 53300 SDA
Polygonum multiflorum stem 2371 TCM
(Polygoni multiflori caulis)

Oxygenum 98% 3098 9G

Memantine hydrochloride 2773 10B
Acidum L-malicum (L.-Malic acid) 3143 10D
Ursodoxicoltaurine dihydrate 3150 11

Vitis viniferae folium (Grapevine leaf) 2667 13A

Cannabis flos 3028 13B
Walnut leaf (Juglandis folium) 2946 13B

© 2022 STATNi USTAV PRO KONTROLU LECIV 2.11.2022
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| Reference: PA/PH/Exp. 13B/T (20) 4 ANP ¢

HHHK:3028 -

CANNABIS FLOWER -

Cannabis flos -

DEFIMITION =

Dried, whole or fragmentead, fully developed shoot apices of female cultivars of Cannabis sativa L. ¢

Content: the measured contents of total tetrahydrocannabinol and total cannabidiol do not deviate each from the values stated on the label by more than = 10 per cent. 7
High THC type:

- total tetrohydrocannabing, expressed as A*-tetrohydrocannabinol (CaqHzp02; M, 314.5): 10.0 per cent to 30.0 per cent (dried drug); =
- total cannabidiol, expressed as cannabidiol (C21H2002; M- 314.5): maximum 1.0 per cent (dried drug). 1o

THC/CBD type: 11

- total tetrohydrocannabino, expressed as A*-tetrohydroconnabinal (CzqHzp02; My 314.5): 3.0 per cent to 15.0 per cent (dried drug); =
- total cannabidiol, expressed as cannabidiol (C34H3505; M, 314.5): 3.0 per cent to 15.0 per cent (dried drug).

High CBD type:

- total tetrahydroconnabinal, expressed os .ﬂ_".g-fetmhydromnnabmof (C21Hz00z; My 314.5): maximum 1.0 per cent (dried drug); 1=

- total cannabidiol, expressed as cannabidiol (C34H3505; M, 314.5): 5.0 per cent to 20.0 per cent (dried drug).

PRODUCTION 17

If the herbal drug is to be prescribed to patients, the shoot apices are cut directly at the base, with minimal stalk remaining.

IDENTIFICATION 12

A. The whele female inflorescence is typically a brownish-green panicle, dense or more or less lax, comprising sessile or almost sessile, dark green, elongated bracts (about
10 mm long) with dentate margins, intermingled with the flowers. The fragmented inflorescence comprises parts of the axis of the inflorescence, the bracts and panicle,
together with single flowers or floral organs. The female flowers are very small (about 2 mm) with a short pedicel. The perianth, in the axil of a stipule (about 1 mm long), is
monesepalous and apetalous. The sepal, often referred to as the bractecls, iz wrapped around the unilocular ovary which bears two styles, each terminating in a fing,
orange-brown stigma that is longar than the calyx. The inflorescence is rather densely pilose, with covering trichomes and glandular trichomes that produce a sticky resin
with an aromatic odour. Examined under a lens (x30), the glandular trichomes are sessile or have a short (25-100 pm) or long stalk (150-500 pm) and a rounded glandular
head (15-30 pm in diameter). The glandular head may be colourless, white to almost white, orange-yellow or brown. 0

B. Microscopic examination (2.8.23). The powder is typically yellowish-green. Examine under a3 microscope using chioral hydrote solution R. The powder shows the following
diagnostic characters (Figures 3028.-1 and 3028.-2): very numerous glandular or covering trichomes, free or attached to epidermis, of different types: a) whole glandular
trichomes, with a multiseriate, multicellular stalk and a multicellular head covered by 3 domed cuticle (transverse section [D, E]), or fragments of these trichomes comprising
the stalk [C] or head [A] only; some have a very short stalk [Ma], others are sessile [Ja]; some still have 2 domed cuticle over the glandular cells (transverse section [Ea],

© 2022 STATNi USTAV PRO KONTROLU LECIV 2.11.2022
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Pharmeuropa 34.3 — 55 ¢lanku (15 novych)

Nazev textu k pripominkam do 30.9.2022 islo clanku Pracovni
skupina

5.34. Additional information on gene therapy 53400 GTP
medicinal products for human use

Gene therapy medicinal products for human 3186 GTP
use

Alpinia oxyphylla fruit 3161 TCM
Cabazitaxel acetone 3060 P4

Cabazitaxel acetone concentrate for infusion 3061 P4

Pirfenidone capsules 3154 P4

Pirfenidone tablets 3155 P4

Defluorotrimethylaminium-PSMA-1007 for 3158 PRP

radiopharmaceutical preparations
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Pharmeuropa 34.3 - nové texty pokracovani

Nazev textu k pripominkam do 30.9.2022 Cislo ¢lanku Pracovni
skupina

Cannabidiol / Cannabidiolum

Green bean pod /
Phaseoli fructus (sine semine)
Gumweed herb / Grindeliae herba

Hedge mustard
Sisymbrii officinalis herba
Rhodiola root and rhizome

Rose flower /Rosae flos

loflupane (123l) injection

3151
2952

2951
2942

2893
2949
3144

11
13B

13B
13B

13B
13B
14

Uvadim pro informaci, termin k pripominkovani pro Sirokou verejnost jiz vyprsel,
ale pokud by byly jesté pfipominky, Ize do konce 11/2022 zaslat na sekretariat LK.

© 2022 STATNi USTAV PRO KONTROLU LECIV
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Dékujeme za pozornost.

STATNI USTAV PRO KONTROLU LECIV
Srobérova 48, 100 41 Praha 10

tel.: +420 272 185 111

fax: +420 271 732 377

e-mail: posta@sukl.cz
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