Pripomienkovanie ¢lankov Eurdpskeho liekopisu

Statny ustav pre kontrolu lie¢iv informuje odbornt verejnost’ o moznosti pripomienkovania navrhov novych a
revidovanych ¢lankov pred ich zaradenim do Eurdpskeho liekopisu.

Aktualne vydanie Pharmeuropa (37.1) dava moznost’ do 31.3.2025 pripomienkovat’

VSeobecné ¢lanky:

2.1.7. Balances for analytical purposes

2.5.43. Size exclusion chromatography for recombinant therapeutic monoclonal antibodies
2.5.45. Photoionisation detectors for the detection of hydrocarbons/oils in gases

Monografie:

Acetylsalicylic acid/Acidum acetylsalicylicum (0309)

Alovudine (®F) injection/Alovudini ('®F) solutio iniectabilis (2460)

Atropine sulfate hemisulfate hemihydrate/Atropini salfas hemisulfas hemihydricus (0068)
Carbidopa monohydrate/Carbidopum monohydricum (0755)

Cefixime trihydrate/Cefiximum trihydricum (//88)

Cilastatin sodium/Cilastatinum natricum (/408)

Doxazosin mesilate/Doxazosini mesilas (2725)

Ethacridine lactate monohydrate/Ethacridini lactas monohydricus (/591)

Fludeoxyglucose (*®F) injection/Fludeoxyglucosi ('*F) solutio iniectabilis (1325)

Fluoride (*®F) solution for radiolabelling/Fluoridi (*®F) solutio ad radio-signandum (2390)
Fluorocholine (**F) injection/Fluorocholini (*®F) solutio iniectabilis (2793)

Fluorodopa ('®F) (prepared by electrophilic substitution) injection/Fluorodopae (8F) ab electrophila
substitutione solutio iniectabilis (/918)

Fluorodopa ('®F) (prepared by nucleophilic substitution) injection/ Fluorodopae (*®F) ab nucleophila
substitutione solutio iniectabilis (2481)

Fluoroethyl-I-tyrosine (*F) injection/Fluoroethyl-I-tyrosini ('®F) solutio iniectabilis (2466)
Fluoromisonidazole ('*F) injection/Fluoromisonidazoli ('®F) solutio iniectabilis (2459)

Fluticasone propionate/Fluticasoni propionas (/750)

Hyoscine hydrobromide hydrate/Hyoscini hydrobromidum hydricum (Scopolamini hydrobromidum
hydricum) (0106)

Levomenthol/Levomentholum (0619)

Linseed oil, virgin/Lini oleum virginale (/908)

Metoclopramide/Metoclopramidum (/348)

Metoclopramide hydrochloride monohydrate/Metoclopramidi hydrochloridum monohydricum (0674)
Mitoxantrone hydrochloride/Mitoxantroni hydrochloridum (/243)

Nabilone/Nabilonum (3702)

Nilotinib hydrochloride monohydrate/Nilotinibi hydrochloridum monohydricum (2993)
Pentamidine diisetionate/Pentamidini diisetionas (//37)

PSMA-1007 (*®F) injection/PSMA-1007 ('®F) solutio iniectabilis (3116)

Salbutamol sulfate/Salbutamoli sulfas (0687)

Silver sulfate/Argenti sulfas (3013)

Sodium fluoride (*®F) injection/Natrii fluoridi ('*F) solutio iniectabilis (2100)

Zirconium (¥Zr) oxalate solution for radiolabelling/ Zirconii (**Zr) oxalatis solutio ad radio-signandum
(3153).

Rastlinné drogy:

Cat’s claw bark/Uncariae tomentosae cortex (2530)
Chicory root/Cichorii intybi radix (2948)
Goldenrod/Solidaginis herba (/892)

Nettle leaf/Urticae folium (/897)



Peppermint leaf/Menthae piperitae folium (0406)
Peppermint leaf dry extract/Menthae piperitae folii extractum siccum (2382)

Navrh na vyradenie (supression) z Eurépskeho liekopisu:

Dextromoramide tartrate/Dextromoramidi tartras (0021)

Monografia Dextromoramidi tartras (0021) bola vypracovand v rokoch 1974 az 1979 (prvéa publikacia v 2.
vydani) a odvtedy sa robili len opravy. Preto si tdto monografia vyzaduje kompletn1 reviziu.

Nebol identifikovany Ziadny registrovany liek v Eurdpe obsahujici dextromoramidium-tartarat a ziadni
vyrobcovia tejto G¢innej latky, ktori s v sti¢asnosti aktivni na eurépskom trhu. Preto sa navrhuje vyradit
monografiu z Eurépskeho lickopisu.

Ziadame vietky zainteresované strany, ktoré sa chcli podelit o akékol'vek dolezité informacie alebo obavy
priamo suvisiace s tymto vyradenim, aby predlozili podrobné pripomienky.

Uplné znenie aj s vyznaenim zmien je dostupné na stranke EDQM https://pharmeuropa.edqm.eu/home .
Termin pripomienkovania je do 31. marca 2025.
Pripomienky posielajte na Liekopisné oddelenie SUKL (ellen.wiesner@sukl.sk), ktoré sprostredkuje ich dorucenie

do EDQM.
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