TABULKA IX: LATINSKE, ANGLICKE A CESKE NAZVY OBECNYCH STATI A CLANKU

a) Anglické nazvy obecnych stati Ph. Eur. 9.0 a ¢eské nazvy CL 2017

Poznamky. Nazvy oznatené * jsou uvedeny v CL v Narodni ¢asti. Nazvy uvedené v hranatych zavorkach jsou nazvy predchoziho vydani.

Anglicky nazev

Cesky nazev

Contents Obsah

I Preface Pifedmluva

Il Introduction Uvod

Il European Pharmacopoeia Commission SloZeni Evropské Iékopisné komise

v Contents of the 9" Edition Texty CL 2017

1 General notices VSeobecné zasady

1.1 General statements Obecna ustanoveni

1.2 Other provisions applying to general chapters and Dalsi ustanoveni tykajici se obecnych stati a clankt
monographs

1.3 General chapters Obecné staté

1.4 Monographs Lékopisné ¢lanky (monografie)

1.5 Abbreviations and symbols Znacky a symboly

1.6 Units of the International System (SI) used in the|Jednotky mezinarodni soustavy (SI) pouzité v Iékopisu
Pharmacopoeia and equivalence with other units a vztah k jinym jednotkdm

2 Metods of analysis ZkuSebni metody

2.1 Apparatus Ptistroje a jiné pomucky ke zkouseni

2.1.1 Droppers Kapétka

2.1.2 Comparative table of porosity of sintered-glass filters Porovnavaci tabulka stupiit porovitosti pro filtry ze

slinutého skla

2.1.3 Ultraviolet ray lamps for analytical purposes Ultrafialové lampy pro analytické ucely

2.1.4 Sieves Sita

2.1.5 Tubes for comparative tests Zkumavky pro porovnavaci zkousky

2.1.6 Gas detector tubes Detek¢ni trubic¢ky pro plyny
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2.2 Physical and physicochemical methods Fyzikalni a fyzikalné-chemickeé metody

2.2.1 Clarity and degree of opalescence of liquids Cirost a stupefi opalescence tekutin

2.2.2 Degree of coloration of liquids Stupen zbarveni tekutin

2.2.3 Potentiometric determination of pH Potenciometrické stanoveni pH

2.2.4 Approximate pH of solutions Ptiblizné hodnoty pH roztoka

2.2.5 Relative density Relativni hustota

2.2.6 Refractive index Index lomu

2.2.7 Optical rotation Opticka otacivost

2.2.8 Viscosity Viskozita

2.2.9 Capillary viscometer method Meéfeni kapilarnim viskozimetrem

2.2.10 Viscosity - Rotating viscometer method Viskozita — méfeni rota¢nim viskozimetrem

2.2.11 Distillation range Destilacni rozmezi

2.2.12 Boiling point Teplota varu

2.2.13 Determination of water by distillation Stanoveni vody destilaci

2.2.14 Melting point — capillary method Teplota tani — kapilarni metoda

2.2.15 Melting point — open capillary method Teplota tdni — metoda v oteviené kapilaie

2.2.16 Melting point — instantaneous method Teplota tani — stanoveni v kovovém bloku

2.2.17 Drop point Teplota skapnuti

2.2.18 Freezing point Teplota tuhnuti

2.2.19 Amperometric titration Ampérometrické titrace

2.2.20 Potentiometric titration Potenciometrické titrace

2.2.21 Fluorimetry Fluorimetrie

2.2.22 Atomic emission spectrometry Atomova emisni spektrometrie

2.2.23 Atomic absorption spectrometry Atomova absorpéni spektrometrie

2.2.24 Absorption spectrophotometry, infrared Absorpéni spektrofotometrie v infraervené oblasti

2.2.25 Absorption spectrophotometry, ultraviolet and visible Absorpéni  spektrofotometrie v ultrafialové a viditelné
oblasti

2.2.26 Paper chromatography Papirova chromatografie

2.2.27 Thin-layer chromatography Tenkovrstva chromatografie

2.2.28 Gas chromatography Plynové chromatografie

2.2.29 Liquid chromatography Kapalinova chromatografie




2.2.30 Size-exclusion chromatography Vylucovaci chromatografie

2.2.31 Electrophoresis Elektroforéza

2.2.32 Loss on drying Ztrata suSenim

2.2.33 Nuclear magnetic resonance spectrometry Nukledrni magnetickd rezonan¢ni spektrometrie

2.2.34 Thermal analysis Termicka analyza

2.2.35 Osmolality Osmolalita

2.2.36 Potentiometric determination of ionic concentration using|Potenciometrické stanoveni koncentrace iontd pomoci

ion-selective electrodes iontov¢ selektivnich elektrod

2.2.37 X-ray fluorescence spectrometry Rentgenova fluorescenéni spektrometrie

2.2.38 Conductivity Konduktivita

2.2.39 Molecular mass distribution in dextrans Stanoveni distribuce molekulovych hmotnosti v dextranu

2.2.40 Near-infrared spectroscopy Spektroskopie v blizké infracervené oblasti

2.2.41 Circular dichroism Cirkularni dichroismus

2.2.42 Density of solids Hustota pevnych latek

2.2.43 Mass spectrometry Hmotnostni spektrometrie

2.2.44 Total organic carbon in water for pharmaceutical use Celkovy obsah organického uhliku ve vodé pro
farmaceutické pouZiti

2.2.45 Supercritical fluid chromatography Superkriticka fluidni chromatografie

2.2.46 Chromatographic separation techniques Chromatografické separacni metody

2.2.47 Capillary electrophoresis Kapilarni elektroforéza

2.2.48 Raman spectroscopy Ramanova spektroskopie

2.2.49 Falling ball viscometer method Mg¢éfeni viskozimetrem s padajici kulickou

2.2.54 Isoelectric focusing Izoelektrickd fokusace

2.2.55 Peptide mapping Mapovani peptidi

2.2.56 Amino acid analysis Analyza aminokyselin

2.2.57 Inductively coupled plasma-atomic emission spectrometry |Atomova emisni spektrometrie s induk¢éné vazanym
plazmatem

2.2.58 Inductively coupled plasma-mass spectrometry Hmotnostni spektrometrie s indukéné vazanym plazmatem

2.2.59 Glycan analysis of glycoproteins Analyza glykant v glykoproteinech

2.2.60 Melting point - instrumental method Teplota tani - instrumentalni metoda




2.2.61 Characterisation of crystalline solids by microcalorimetry|Charakteristika krystalickych pevnych latek
and solution calorimetry mikrokalorimetrii a rozpoustéci kalorimetrii

2.2.64 Peptide identification by nuclear magnetic resonance Identifikace peptidi nukledrni magnetickou rezonan¢ni
spectrometry spektrometrii

2.2.65 Voltametric titration Voltametricke titrace

2.2.66 Detection and measurement of radioactivity Detekce a méteni radioaktivity

2.3 Identification Zkousky totoznosti

2.3.1 Identification reactions of ions and functional groups Zkousky totoznosti iontl a funkénich skupin

2.3.2 Identification of fatty oils by thin-layer chromatography | Totoznost mastnych oleju tenkovrstvou chromatografii

2.3.3 Identification  of  phenothiazines by  thin-layer|Totoznost  fenothiazinovych  derivata  tenkovrstvou
chromatography chromatografii

2.3.4 Odour Pach

2.4 Limit tests Limitni zkouSky

24.1 Ammonium Amonium

2.4.2 Arsenic Arsen

2.4.3 Calcium Vapnik

2.4.4 Chlorides Chloridy

2.4.5 Fluorides Fluoridy

2.4.6 Magnesium Hoicik

2.4.7 Magnesium and alkaline-earth metals Hofi¢ik a kovy alkalickych zemin

24.8 Heavy metals Tézké kovy

2.4.9 Iron Zelezo

2.4.10 Lead in sugars Olovo v cukrech

2.4.11 Phosphates Fosfore¢nany

2.4.12 Potassium Draslik

2.4.13 Sulphates Sirany

2.4.14 Sulphated ash Siranovy popel

2.4.15 Nickel in polyols Nikl v polyolech

2.4.16 Total ash Celkovy popel




2.4.17 Aluminium Hlinik

2.4.18 Free formaldehyde Volny formaldehyd

2.4.19 Alkaline impurities in fatty oils Alkalické necistoty v mastnych olejich [Zasadité reagujici
latky v mastnych olejich]

2.4.20 Determination of metal catalyst or metal reagent residues |Stanoveni rezidui kovovych katalyzatora nebo kovovych
reak¢nich ¢inidel

24.21 Foreign oils in fatty oils by thin-layer chromatography Cizi oleje v mastnych olejich tenkovrstvou chromatografii

2.4.22 Composition of fatty acids by gas chromatography Podil mastnych kyselin plynovou chromatografii

2.4.23 Sterols in fatty oils Steroly v mastnych olejich

2.4.24 Identification and control of residual solvents Totoznost a kontrola zbytkovych rozpoustédel

2.4.25 Ethylene oxide and dioxan Ethylenoxid a dioxan

2.4.26 N,N-Dimethylaniline N,N-Dimethylanilin

2.4.27 Heavy metals in herbal drugs and herbal drug preparations |Tézké kovy v rostlinnych drogach a v pfipravcich
z rostlinnych drog

2.4.28 2-Ethylhexanoic acid Kyselina 2-ethylhexanova

2.4.29 Composition of fatty acids in oils rich in omega-3-acids  |Mastné kyseliny v olejich bohatych na omega-3-kyseliny

2.4.30 Ethylene glycol and diethylene glycol inethoxylated|Ethylenglykol a diethylenglykol v ethoxylovanych latkach

substances

2.4.31 Nickel in hydrogenated vegetable oils Nikl v hydrogenovanych rostlinnych olejich

2.4.32 Total cholesterol in oils rich in omega-3 acids Celkovy cholesterol v olejich bohatych na omega-3-
kyseliny

2.5 Assays Stanoveni obsahu

2.5.1 Acid value Cislo kyselosti

2.5.2 Ester value Cislo esterové

253 Hydroxyl value Cislo hydroxylové

25.4 lodine value Cislo jodové

2.5.5 Peroxide value Cislo peroxidové

2.5.6 Saponification value Cislo zmydelnéni

2.5.7 Unsaponifiable matter Nezmydelnitelné latky

2.5.8 Determination of primary aromatic amino-nitrogen Dusik v primarnich aromatickych aminech

2.5.9 Determination of nitrogen by sulphuric acid digestion Dusik mineralizaci s kyselinou sirovou




2.5.10 Oxygen-flask method Spalovani organickych latek v kysliku

2511 Complexometric titrations Chelatometrické titrace

2.5.12 Water: semi-micro determination Semimikrostanoveni vody

2.5.13 Aluminium in adsorbed vaccines Hlinik v adsorbovanych vakcinach

2.5.14 Calcium in adsorbed vaccines Vapnik v adsorbovanych vakcinach

2.5.15 Phenol in immunosera and vaccines Fenol v imunosérech a vakcinéch

2.5.16 Protein in polysaccharide vaccines Bilkoviny v polysacharidovych vakcinach

2.5.17 Nucleic acids in polysaccharide vaccines Nukleové kyseliny v polysacharidovych vakcinach

2.5.18 Phosphorus in polysaccharide vaccines Fosfor v polysacharidovych vakcinach

2.5.19 O-Acetyl in polysaccharide vaccines O-Acetyl v polysacharidovych vakcinach

2.5.20 Hexosamines in polysaccharide vaccines Hexosaminy v polysacharidovych vakcinach

2.5.21 Methylpentoses in polysaccharide vaccines Methylpentosy v polysacharidovych vakcinach

2.5.22 Uronic acids in polysaccharide vaccines Kyseliny uronové v polysacharidovych vakcinach

2.5.23 Sialic acid in polysaccharide vaccines Kyselina sialova v polysacharidovych vakcinach

2.5.24 Carbon dioxide in gases Oxid uhli¢ity v plynech

2.5.25 Carbon monoxide in gases Oxid uhelnaty v plynech

2.5.26 Nitrogen monoxide and nitrogen dioxide in gases Oxid dusnaty a oxid dusicity v plynech

2.5.27 Oxygen in gases Kyslik v plynech

2.5.28 Water in gases Voda v plynech

2.5.29 Sulphur dioxide Oxid sificity

2.5.30 Oxidising substances Oxidanty

2.5.31 Ribose in polysaccharide vaccines Ribosa v polysacharidovych vakcinach

2.5.32 Water: micro determination Mikrostanoveni vody

2.5.33 Total protein Celkoveé bilkoviny

2.5.34 Acetic acid in synthetic peptides Kyselina octova v syntetickych peptidech

2.5.35 Nitrous oxide in gases Oxid dusny v plynech

2.5.36 Anisidine value Cislo anisidinové

2.5.37 Methyl, ethyl and isopropyl methanesulphonate in|{Stanoveni methyl-, ethyl- a isopropyl-methansulfonatu
methanesulfonic acid Vv kyselin¢ methansulfonové

2.5.38 Methyl, ethyl and isopropyl methanesulfonate in active|Stanoveni methyl-, ethyl- a isopropyl-methansulfonatu

substances

v 1é&ivych latkach




2.5.39 Methanesulfonyl chloride in methanesulfonic acid Stanoveni methansulfonylchloridu Vv kyseliné
methansulfonové
2.5.40 Methyl, ethyl and isopropyl toluenesulfonate in active Stanoveni methyl-, ethyl- a isopropyl-toluensulfonatu
substances Vv [éCivych latkach
2.5.41 Methyl, ethyl and isopropyl benzenesulfonate in active Stanoveni methyl-, ethyl- a isopropyl-benzensulfonatu
substances Vv [écivych latkach
2.6 Biological tests Biologické zkousky
2.6.1 Sterility Zkouska na sterilitu
2.6.2 Mycobacteria Mykobakterie
2.6.7 Mycoplasmas Mykoplazmata
2.6.8 Pyrogens Zkouska na pyrogenni latky
2.6.9 Abnormal toxicity Zkouska na neSkodnost
2.6.10 Histamine Zkouska na piitomnost histaminu
2.6.11 Depressor substances Zkouska na hypotenzivni latky
2.6.12 Microbiological examination of non-sterile products: Mikrobiologické zkouseni nesterilnich produkti: stanoveni
microbial enumeration tests poc¢tu  mikroorganismti  [Mikrobiologické  zkouSeni
nesterilnich vyrobkii: stanoveni po¢tu mikroorganismuy]
2.6.13 Microbiological examination of non-sterile products: test [Mikrobiologické zkouSeni nesterilnich produkta: zkousky
for specified micro-organisms na specifikované mikroorganismy [Mikrobiologicke
zkouSeni nesterilnich vyrobkt: zkousky na specifikované
mikroorganismy]
2.6.14 Bacterial endotoxins Bakterialni endotoxiny
2.6.15 Prekallikrein activator Aktivator prekalikreinu
2.6.16 Tests for extraneous agents in viral vaccines for human use|Zkouska na cizi agens v huménnich virovych vakcinach
[Diikaz cizich agens v humannich virovych vakcinach]
2.6.17 Test for anticomplementary activity of immunoglobulin  |Zkou$ka antikomplementarni aktivity imunoglobulinu
2.6.18 Test for neurovirulence of live virus vaccines ZkouSka neurovirulence Zivych virovych vakcin
2.6.19 Test for neurovirulence of poliomyelitis vaccine (oral) ZkouSka neurovirulence vakciny proti poliomyelitidé
(peroralni) [Zkouska neurovirulence vakciny proti obrné
(peroralni)]
2.6.20 Anti-A and anti-B haemagglutinins Hemaglutininy anti-A a anti-B
2.6.21 Nucleic acid amplification techniques Techniky amplifikace nukleovych kyselin




2.6.22 Activated coagulation factors Aktivované koagulaéni faktory

2.6.24 Avian viral vaccines: tests for extraneous agents in seed|Ptaci virové vakciny: zkousky na cizi agens v inokulech
lots

2.6.25 Avian live virus vaccines: tests for extraneous agents in|Pta¢i zivé virové vakciny: zkousky na cizi agens v SarZich
batches of finished product® kone¢ného ptipravku

2.6.26 Test for anti-D antibodies in human immunoglobulin Zkouska na protilatky anti-D v imunoglobulinu lidském

2.6.27 Microbiological control of cellular products Mikrobiologicka kontrola bunécnych produktt

[Mikrobiologicka kontrola buné¢nych piipravki]

2.6.30 Monocyte-activation test Zkouska aktivace monocytl

2.6.31 Microbiological examination of herbal medicinal products |Mikrobiologické zkouSeni rostlinnych 1é¢ivych produkti
for oral use and extracts used in their preparation pro peroralni pouziti a extraktil pro jejich pfipravu

2.6.33 Absence of residual pertussis toxin and irreversibility of|Zbytkovy pertusovy toxin anevratnost pertusoveho
pertussis toxoid toxoidu

2.7 Biological assays Metody stanoveni ¢innosti

2.7.1 Immunochemical methods Imunochemické metody

2.1.2 Microbiological assay of antibiotics Mikrobiologické stanoveni ti¢innosti antibiotik

2.7.4 Assay of human coagulation factor VIII Stanoveni G¢innosti lidského koagula¢niho faktoru VIII

2.1.5 Assay of heparin Stanoveni G¢innosti heparinu

2.7.6 Assay of diphtheria vaccine (adsorbed) Stanoveni G¢innosti adsorbované vakciny proti zaskrtu

2.1.7 Assay of pertussis vaccine (whole cell) Stanoveni ucCinnosti vakciny proti davivému kasli

(celobunécné)

2.7.8 Assay of tetanus vaccine (adsorbed) Stanoveni Gi¢innosti adsorbované vakciny proti tetanu

2.7.9 Test for Fc function of immunoglobulin Zkouska na Fc funkci imunoglobulinu

2.7.10 Assay of human coagulation factor VI Stanoveni G¢innosti lidského koagula¢niho faktoru VII

2.7.11 Assay of human coagulation factor IX Stanoveni uc¢innosti lidského koagula¢niho faktoru IX

2.7.12 Assay of heparin in coagulation factors Stanoveni G¢innosti heparinu v koagula¢nich faktorech

2.7.13 Assay of human anti-D immunoglobulin Stanoveni G¢innosti lidského imunoglobulinu anti-D

2.7.14 Assay of hepatitis A vaccine Stanoveni G¢innosti vakciny proti hepatitidé A

2.7.15 Assay of hepatitis B vaccine (rDNA) Stanoveni U¢innosti vakciny proti hepatitidé B (rDNA)

2.7.16 Assay of pertussis vaccine (acellular) Stanoveni ucinnosti bezbunééné vakciny proti davivému

kasli




2.7.17 Assay of human antithrombin 111 Stanoveni G¢innosti lidského antitrombinu 111

2.7.18 Assay of human coagulation factor |1 Stanoveni u¢innosti lidského koagulacniho faktoru 11

2.7.19 Assay of human coagulation factor X Stanoveni G¢innosti lidského koagula¢niho faktoru X

2.7.20 In vivo assay of poliomyelitis vaccine (inactivated) Stanoveni  ucCinnosti  inaktivované  vakciny  proti

poliomyelitidé (in vivo)

2.7.21 Assay of human von Willebrand factor Stanoveni uc¢innosti lidského von Willebrandova faktoru

2.1.22 Assay of human coagulation factor XI Stanoveni u¢innosti lidského koagulac¢niho faktoru XI

2.7.23 Numeration of CD34+/CD45+ cells in haematopoietic|Stanoveni poétu bunék CD34/CD45+ v ptipravcich pro
products krvetvorbu

2.7.24 Flow cytometry Pratokova cytometrie

2.7.25 Assay of human plasmin inhibitor Stanoveni u¢innosti inhibitoru lidského plazminu

2.7.27 Flocculation value (Lf) of diphtheria and tetanus toxins|Flokula¢ni hodnota (Lf) difterického a tetanického toxinu a
and toxoids (Ramon assay) toxoidu (Ramonovo stanoveni)

2.7.28 Colony-forming cell assay for human haematopoietic|Stanoveni poc¢tu bunék tvoficich kolonie u lidskych
progenitor cells krvetvornych progenitorovych bunék

2.7.29 Nucleated cell count and viability Stanoveni poctu jadernych bunék a Zivotaschopnosti

2.7.30 Assay of human protein C Stanoveni ucinnosti lidského proteinu C

2.7.31 Assay of human protein S Stanoveni u¢innosti lidského proteinu S

2.7.32 Assay of human a-1-proteinase inhibitor Stanoveni ucinnosti lidského inhibitoru alfa-1-proteinasy

[Stanoveni ucinnosti inhibitoru lidské alfa-1-proteasy]

2.7.34 Assay of human Cl-esterase inhibitor Stanoveni G¢innosti lidského inhibitoru C,-esterasy

2.7.35 Immunonephelometry for vaccine component assay Stanoveni u¢innosti/obsahu sloZek vakciny nefelometricky

2.8 Methods in pharmacognosy Farmakognosticke metody

2.8.1 Ash insoluble in hydrochloric acid Popel nerozpustny v kyseliné chlorovodikové

2.8.2 Foreign matter Cizi ptfimési

2.8.3 Stomata and stomatal index Stomata (praduchy) a stomatalni index

2.8.4 Swelling index Cislo bobtnavosti

2.8.5 Water in essential oils Voda v silicich

2.8.6 Foreign esters in essential oils Cizi estery v silicich

2.8.7 Fatty oils and resinified essential oils in essential oils Mastné oleje a zpryskyti¢natélé silice v silicich

2.8.8 Odour and taste of essential oils Pach a chut silic




2.8.9 Residue on evaporation of essential oils Zbytek po odpareni silic

2.8.10 Solubility in alcohol of essential oils Rozpustnost silic v ethanolu

2.8.11 Assay of 1,8-cineole in essential oils Stanoveni cineolu v silicich

2.8.12 Essential oils in herbal drugs Silice v rostlinnych drogach

2.8.13 Pesticide residues Zbytky pesticidi

2.8.14 Tannins in herbal drugs Ttisloviny v rostlinnych drogach

2.8.15 Bitterness value Cislo hotkosti

2.8.16 Dry residue of extracts Zbytek po vysuSeni u extraktl

2.8.17 Loss on drying of extracts Ztrata suSenim u extraktl

2.8.18 Determination of aflatoxin B; in herbal drugs Stanoveni obsahu aflatoxinu B; v rostlinnych drogach

2.8.20 Herbal drugs: sampling and sample preparation Rostlinné drogy: vzorkovani a ptiprava vzorku

2.8.21 Test for aristolochic acids in herbal drugs Stanoveni obsahu kyselin aristolochovych v rostlinnych

drogéach

2.8.22 Determination of ochratoxin A in herbal drugs Stanoveni obsahu ochratoxinu A v rostlinnych drogach

2.8.23 Microscopic examination of herbal drugs Mikroskopické hodnoceni rostlinnych drog

2.8.25 High performance thin-layer chromatography of herbal Vysokoucinna tenkovrstvd chromatografie pro rostlinné
drugs and herbal drug preparations drogy a pripravky z rostlinnych drog

2.9 Pharmaceutical technical procedures Metody farmaceutické technologie

2.9.1 Disintegration of tablets and capsules Zkouska rozpadavosti tablet a tobolek

2.9.2 Disintegration of suppositories and pessaries Zkouska rozpadavosti rektalnich a vaginalnich piipravki

2.9.3 Dissolution test for solid dosage forms Zkouska disoluce pevnych lékovych forem

2.9.4 Dissolution test for transdermal patches Zkouska disoluce transdermalnich piipravku

295 Uniformity of mass of single-dose preparations Hmotnostni  stejnomérnost pevnych jednodavkovych

Iékovych forem

2.9.6 Uniformity of content of single-dose preparations Obsahova stejnomérnost jednodavkovych 1ékovych forem

2.9.7 Friability of uncoated tablets Odér neobalenych tablet

2.9.8 Resistance to crushing of tablets Pevnost tablet

2.9.9 Measurement of consistency by penetrometry Me¢teni konzistence penetrometricky

2.9.10 Ethanol content Stanoveni ethanolu

2.9.11 Test for methanol and 2-propanol Stanoveni methanolu a propan-2-olu

2.9.12 Sieve test Klasifikace velikosti ¢astic praskl sitovanim
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2.9.14 Specific surface area by air permeability Stanoveni mérné plochy povrchu prianikem vzduchu

2.9.16 Flowability Sypnost

2.9.17 Test for extractable volume of parenteral preparations Zkouska na vyuzitelny objem parenteralnich ptipravku

2.9.18 Preparations for inhalation: aerodynamic assessment of|Piipravky k inhalaci: aerodynamické stanoveni jemnych
fine particles Castic

2.9.19 Particulate contamination: sub-visible particles Hodnoceni kontaminace ¢asticemi pod hranici viditelnosti

2.9.20 Particulate contamination: visible particles Hodnoceni kontaminace viditelnymi ¢asticemi

2.9.22 Softening time determination of lipophilic suppositories  |Stanoveni doby deformace lipofilnich Cipki

2.9.23 Gas pycnometric density of solids Stanoveni hustoty pevnych latek plynovym pyknometrem

2.9.25 Dissolution test for medicated chewing gum Zkouska disoluce 1é¢ivych zvykacich gum

2.9.26 Specific surface area by gas adsorption Specificky povrch adsorpci plynu

2.9.27 Uniformity of mass of delivered doses from multidose/Hmotnostni  stejnomérnost  jednotlivych  davek ve
containers vicedavkovych obalech

2.9.29 Intrinsic dissolution Prava disoluce

2.9.31 Particle size analysis by laser light diffraction Analyza velikosti ¢astic laserovou difrakci

2.9.32 Porosity and pore-size distribution of solids by mercury|Stanoveni porozity a distribuce velikosti pord pevnych latek
porosimetry rtutovou porozimetrii

2.9.33 Characterisation of crystalline and partially crystalline|Charakterizace krystalickych a castecné krystalickych
solids by X-ray powder diffraction (XRPD) pevnych latek rentgenovou praskovou difrakci (XRPD)

2.9.34 Bulk density and tapped density of powders Sypné hustota a setfesnd hustota praskl

2.9.35 Powder fineness Jemnost prasku

2.9.36 Powder flow Tok prasku

2.9.37 Optical microscopy Optick& mikroskopie

2.9.38 Particle—size distribution estimation by analytical sieving |Odhad distribuce velikosti ¢astic analytickym prosévanim

2.9.39 Water-solid interactions: determination of sorption-|Interakce  voda/pevnd  latka:  stanoveni izoterem
desorption isotherms and water activity sorpce/desorpce a aktivity vody

2.9.40 Uniformity of dosage units Stejnomérnost davkovych jednotek

2.9.41 Friability of granules and spheroids Odér granuli a sféroidu

2.9.42 Dissolution test for lipophilic solid dosage forms Zkouska disoluce lipofilnich tuhych lékovych forem

2.9.43 Apparent dissolution Zdanliva disoluce

2.9.44 Preparations for nebulisation: characterisation Pripravky k rozpraSovani: charakteristika
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2.9.45 Wettability of porous solids including powders Smacivost porovitych pevnych latek a praska

2.9.47 Demonstration of uniformity of dosage units using large|Stejnomérnost davkovych jednotek pfi pouziti velkého
sample sizes poctu vzorkt

3 Materials and containers Obaly a obalovy material

3.1 Materials used for the manufacture of containers Materialy pouzivané pro vyrobu obalt

3.1.1 Materials for containers for human blood and blood|Materialy pro obaly na lidskou krev a krevni slozky
components

3.1.1.1 Materials based on plasticised poly(vinyl chloride) for|Materialy na bazi mékéeného poly(vinylchloridu) pro
containers for human blood and blood components obaly na lidskou krev a krevni sloZky

3.1.1.2 Materials based on plasticised poly(vinyl chloride) for|Materialy na bazi mékéeného poly(vinylchloridu) pro
tubing used in sets for the transfusion of blood and bloodjhadicky pouzivané v soupravach pro transfuzi krve a
components krevnich slozek

3.1.3 Polyolefins Polyolefiny

3.14 Polyethylene without additives for containers for|Polyethylen bez piisad pro obaly parenteralnich a o¢nich
parenteral preparations and for ophthalmic preparations  |pfipravki

3.15 Polyethylene with additives for containers for parenteral|Polyethylen s piisadami pro obaly parenteralnich a o¢nich
preparations and for ophthalmic preparations pripravkl

3.1.6 Polypropylene for containers and closures for parenteral{Polypropylen pro obaly a uzavéry parenteralnich a o¢nich
preparations and ophthalmic preparations piipravkl

3.1.7 Poly(ethylene - vinyl acetate) for containers and tubing for|Poly(ethylen — vinyl-acetat) pro obaly a hadi¢ky ptipravku
total parenteral nutrition preparations parenteralni vyZivy

3.1.8 Silicone oil used as a lubricant Silikonovy olej pouzivany jako mazivo

3.1.9 Silicone elastomer for closures and tubing Silikonovy elastomer pro uzavéry a hadicky

3.1.10 Materials based on non-plasticised poly(vinyl chloride) for|Materialy na bazi nemé&kéeného poly(vinylchloridu) pro
containers for non-injectable, aqueous solutions obaly na neinjek¢ni vodné roztoky

3.1.11 Materials based on non-plasticised poly(vinyl chloride) for [Materialy na bazi nemé&kéeného poly(vinylchloridu) pro
containers for solid dosage forms for oral administration |obaly na pevné l1ékové formy k peroralnimu podani

3.1.13 Plastic additives Ptisady do polymert

3.1.14 Materials based on plasticised poly(vinyl chloride) for|Materialy na bazi mékéeného poly(vinylchloridu) pro
containers for aqueous solutions for intravenous infusion |obaly na vodné roztoky k infuzi

3.1.15 Polyethylene terephthalate for containers for preparations|Poly(ethylen-tereftalat) pro obaly na piipravky, ktere

not for parenteral use

nejsou uréeny k parenteralnimu podani
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3.2 Containers Obaly

3.2.1 Glass containers for pharmaceutical use Sklenéné obaly pro farmaceutické pouziti

3.2.2 Plastic containers and closures for pharmaceutical use Obaly a uzavéry z plastu pro farmaceutické pouZiti

3.2.2.1 Plastic containers for agueous solutions for infusion Obaly z plastii na vodné roztoky pro infuzi

3.2.3 Sterile plastic containers for human blood and blood|Sterilni obaly z plasti na lidskou krev a krevni slozky
components

3.24 Empty sterile containers of plasticised poly(vinyl chloride)|Prazdné sterilni obaly z mé¢kceného poly(vinylchloridu) na
for human blood and blood components lidskou krev a krevni slozky

3.25 Sterile containers of plasticised poly (vinyl chloride) for|Sterilni obaly z mé&kéeného poly(vinylchloridu) na lidskou
human blood containing anticoagulant solution krev obsahujici antikoagula¢ni roztok

3.2.6 Sets for the transfusion of blood and blood components  |Soupravy pro transfuzi krve a krevnich sloZek

3.2.8 Sterile single-use plastic syringes Sterilni injek¢ni stiikacky z plasti na jedno pouziti

3.29 Rubber closures for containers for aqueous parenteral Pryzové uzavéry oballl na vodné, praskové a lyofilizované
preparations, for powders and for freeze-dried powders parenteralni ptipravky

4 Reagents Zkoumadla

4.1 Reagents, standard solutions, buffer solutions Zkoumadla, roztoky pro limitni stanoveni necistot, tltumivé

roztoky

4.1.1 Reagents Zkoumadla

4.1.2 Standard solutions for limit tests Zakladni roztoky pro limitni stanoveni necistot

4.1.3 Buffer solutions Tlumivé roztoky

4.2 Volumetric analysis Odmérna analyza

421 Primary standards for volumetric solutions Zakladni latky pro odmérné roztoky

4.2.2 Volumetric solutions Odmérné roztoky

5 General texts Obecné texty

5.1 General texts on sterility Obecné texty ke sterilité

51.1 Methods of preparation of sterile products Metody piipravy sterilnich produkti [Metody piipravy

sterilnich vyrobki]

51.2 Biological indicators of sterilisation Biologické indikatory pro sterilizaci

5.1.3 Efficacy of antimicrobial preservation Uginnost protimikrobnich konzervaénich latek

514 Microbiological quality of non-sterile pharmaceutical Mikrobiologickéa jakost nesterilnich 1é¢ivych ptipravku a

preparations and substances for pharmaceutical

latek pro farmaceutické pouZiti
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515 Application of the Fy, concept to steam sterilisation of|Pouzivani pojmu Fo pii sterilizaci vodnych piipravka
agueous preparations parou
5.1.6 Alternative methods for control of microbiological quality |Alternativni metody kontroly mikrobiologickeé jakosti
5.1.7 Viral safety Virova bezpecnost
5138 Microbiological quality of herbal medicinal products for|Mikrobiologicka jakost rostlinnych 1é¢ivych produkta pro
oral use and extracts used in their preparation peroralni pouziti a extraktii pro jejich pfipravu
5.1.9 Guidelines for using the test for sterility Pokyny pro pouZiti zkousky na sterilitu
5.1.10 Guidelines for using the test for bacterial endotoxins Pokyny pro pouZiti zkouSky na bakterialni endotoxiny
5.2 General texts on vaccines Obecne texty k technologii vakcin
521 Terminology used in monographs on biological products |Terminologie pouZita v ¢lancich biologickych produkti
[Terminologie pouzitd v ¢lancich biologickych ptipravkil]
522 Chicken flocks free from specified pathogens for the|Chovy kufat prosté specifikovanych patogenti pro
production and quality control of vaccines produkci a kontrolu jakosti vakcin [Chovy kufat prosté
specifikovanych patogenti pro vyrobu a kontrolu jakosti
vakcin]
523 Cell substrates for the production of vaccines for humanBunétné substraty pro produkci humannich vakcin
use [Bunééné substraty pro vyrobu humannich vakcin]
524 Cell cultures for the production of veterinary vaccines Bunécné kultury pro produkci veterinarnich vakcin
[Bunééné kultury pro vyrobu veterindrnich vakcin]
525 Substances of animal origin for the production of Latky zivo¢isného puvodu pro produkci imunologickych
immunological veterinary medicinal products veterinarnich  1é¢ivych ptipravkt [Latky Zivocisného
puvodu pro vyrobu imunologickych veterinarnich 1é¢ivych
pripravki]
5.2.6 Evaluation of safety of veterinary vaccines and/Hodnoceni bezpecnosti veterinarnich vakcin a imunosér
immunosera
5.2.7 Evaluation of efficacy of veterinary vaccines and/Hodnoceni t¢inku veterinarnich vakcin a imunosér
immunosera
5.2.8 Minimising the risk of transmitting animal spongiform{Minimalizace rizika pfenosu agens zvifeci spongiformni
encephalopathy agents via human and veterinarylencefalopatie humannimi a veterindrnimi  1é¢ivymi
medicinal products ptipravky
529 Evaluation of safety of each batch of veterinary vaccines|Hodnoceni bezpe¢nosti kazdé Sarze veterinarnich vakcin a

and immunosera

imunosér
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5211 Carrier proteins for the production of conjugatedBilkovinné nosiée pro  produkci  konjugovanych
polysaccharide vaccines for humain use polysacharidovych vakcin pro humanni pouZiti

5212 Raw materials for the production of cell-based and gene|Vstupni suroviny biologického ptvodu pro produkci
therapy products 1€¢ivych pripravki pro bunécnou a genovou terapii

5.2.13 Healthy chicken flocks for the production of inactivated|Zdravé chovy kufat pro produkci inaktivovanych vakcin
vaccines for veterinary pro veterinarni pouZiti

5.3 Statistical analysis of results of biological assays and tests |Statistické analyzy vysledkt biologickych zkouSek

5.4 Residual solvents Zbytkova rozpoustédla

55 Alcoholimetric tables Tabulka zavislosti hustoty na obsahu ethanolu (lihova

tabulka)

5.6 Assay of interferons Stanoveni G¢innosti interferont

5.7 Table of physical characteristics of radionuclides|Tabulka fyzikalnich vlastnosti radionuklidi
mentioned in the European Pharmacopoeia

5.8 Pharmacopoeial harmonisation Harmonizace lékopisu

5.9 Polymorphism Polymorfie

5.10 Control of impurities in substances for pharmaceutical use |Kontrola ne€istot v ltk&ch pro farmaceutické pouZiti

511 Characters section in monographs Vlastnosti v 1ékopisnych ¢lancich

5.12 Reference standards Referencni standardy

5.14 Gene transfer medicinal products for human use Lécivé piipravky pro pienos genti pro humanni pouZziti

5.15 Functionality-related characteristics of excipients Funk¢ni charakteristiky pomocnych latek

5.16 Crystallinity Krystalinita

5.17.1 Recommendations on dissolution testing Doporuceni pro zkousku disoluce

5.19 Extemporaneous preparation of radiopharmaceuticals Ptiprava radiofarmak

5.20 Metal catalysts or metal reagents residues Rezidua kovovych katalyzatori nebo reakcnich kovovych

¢inidel

5.21 Chemometric methods applied to analytical data Chemometrické metody pro analyticka data

5.22 Names of herbal drugs used in traditional Chinese Nézvy rostlinnych drog pouZitych v tradiéni ¢inské
medicine mediciné

5.23 Monographs on herbal drug extracts (information chapter) |Clanky pro extrakty z rostlinnych drog (informaéni stat’)

Zkoumadla pouZita v narodnich ¢lancich*
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Referenc¢ni latky pouZité v narodnich ¢lancich*

Tabulka I: Omamné a psychotropni latky*

Tabulka Il: Venena*

Tabulka Ill: Separanda*

Tabulka IV: Doporucené terapeutick¢ davky 1éCiv pro
dospéle*

Tabulka V: Doporucené terapeutické davky 1é¢iv pro déti*

Tabulka VI: Doporucené davky néckterych oficindlnich
1é¢iv pouzivanych u zvifat™*

Tabulka VII: Zavislost relativni hustoty na obsahu
ethanolu (lihov4 tabulka I1)*

Tabulka VIII:  Izotonizace vodnych roztokti 1éCiv
ptipravovanych v 1ékarnach*

Tabulka IX: Latinské, anglické a Ceské nazvy obecnych
stati a ¢lanka*dostupna pouze na www.sukl.cz

Tabulka X: Standardni ndzvy lékovych forem, zpusobt
podani a obali*

Tabulka XI: Relativni atomové hmotnosti prvki™

Tabulka XII: Cesko-gnglické nazvy referen¢nich standardi
EDQM pouZitych v Ceském lékopisu™

Tabulka XIII: Latkové koncentrace 1é¢ivych latek*

Tabulka XIV: Ptevod hmotnostnich a objemovych
mnozstvi kapalnych latek*

Tabulka XV: Vytésnovaci koeficienty ¢ipkt*

Tabulka XVI. Skladovani a doba pouzitelnosti ptipravki

ptipravenych v [ékdrné*

b) Anglické nazvy obecnych ¢lanki Ph. Eur. 9.0 a latinské a Eeské nazvy CL 2017

Latinsky nazev

Anglicky nazev

Cesky nazev Cislo
¢lanku
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Anticorpora monoclonalia ad usum Monoclonal antibodies for human use |Monoklonalni protilatky pro humanni |2031
humanum pouZiti

Corpora ad usum pharmaceuticum Substances for pharmaceutical use Latky pro farmaceutickeé pouZiti 2034
Etherolea Essential oils Silice 2098
Immunosera ad usum veterinarium Immunosera for veterinary use Imunoséra pro veterinarni pouZiti 0030
Immunosera ex animale ad usum Immunosera for human use, animal Zviteci imunoséra pro humanni pouZiti (0084
humanum

Olea plantarum pinguia Vegetable fatty oils Rostlinné mastné oleje 1579
Plantae medicinales Herbal drugs Rostlinné drogy 1433
Plantarum medicinalium extracta Herbal drug extracts Extrakty z rostlinnych drog 0765
Plantarum medicinalium praeparata Herbal drug preparations Piipravky z rostlinnych drog 1434

Praecursores chimici ad
radiopharmaceutica

Chemickeé prekursory pro radiofarmaka

2902

Praeparata pharmaceutica Pharmaceutical preparations Farmaceutické ptipravky 2619
Producta ab ADN recombinante Recombinant DNA technology, Produkty rekombinantni DNA 0784
products of technologie [Ptipravky vyrobené
rekombinantni DNA technologii]
Producta allergenica Allergen products Alergenové pripravky 1063
Producta cum possibili transmissione |Products with risk of transmitting Produkty s rizikem pienosu puvodct  |1483
vectorium encephalopathiarum agents of animal spongiform zvifecich spongiformnich encefalopatii
spongiformium animalium encephalopathies [Piipravky s rizikem pienosu ptavodctu
zvitecich spongiformnich
encefalopatii]
Producta fermentationis Products of fermentation Produkty fermentace 1468
Radiopharmaca Radiopharmaceutical preparations Radiofarmaka 0125

Species [Plantae  medicinales ad

potionem aquosam]

Herbal teas

Lécivé caje [Rostlinné drogy urcené
K pfipravé Caji]

1435

Species solubiles Instant herbal teas LéCivé instantni Caje 2620
Vaccina ad usum humanum Vaccines for human use Vakciny pro humanni pouziti 0153
Vaccina ad usum veterinarium Vaccines for veterinary use Vakciny pro veterinarni pouZiti 0062
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¢) Anglické nazvy obecnych &lanka 1ékovych forem Ph. Eur. 9.0 a latinské a deské nazvy CL 2017

Latinsky nazev Anglicky nazev Cesky nazev Cislo
¢lanku
Glossary Poznamky 1502
Auricularia Ear preparations Usni ptipravky 0652
Capsulae Capsules Tobolky 0016
Emplastra transcutanea Patches, transdermal Transdermalni naplasti 1011
Granula Granules Zrméné prasky 0499
Gummi manducabilia medicinalia Chewing gums, medicated Lécivé zvykaci gumy 1239
Inhalanda Preparations for inhalation Inhalaéni ptipravky 0671
Inserta intraruminalia Intraruminal devices Intraruminalni inzerty 1228
Liquida cutanea Liquid preparations for cutaneous KozZni tekutiny 0927
application
Liquida cutanea ad usum veterinarium |Veterinary liquid preparations for Tekutiny pro kozni podani 1808
cutaneous application k veterinarnimu pouziti
Liquida peroralia Liquid preparations for oral use Peroréalni tekutiny 0672
Nasalia Nasal preparations Nosni ptipravky 0676
Ocularia Eye preparations Oc¢ni pfipravky 1163
Oromucosalia Oromucosal preparations Oralni pripravky 1807
Parenteralia Parenteral preparations Parenteralni piipravky 0520
Praeadmixta ad alimenta medicata ad|Premixes for medicated feeding stuffs |[Premixy pro medikaci krmiva 1037
usum veterinarium for veterinary use k veterindrnimu pouziti
Praeparata ad irrigationem Preparations for irrigation Ptipravky pro vyplach 1116
Praeparata intramammaria ad usum Intramammary preparations for Intramamaérni piipravky pro veterinarni |0945
veterinarium veterinary use pouziti
Praeparata intrauterinae ad usumj|Intrauterine preparations for veterinary|Nitrodélozni piipravky pro veterinarni|1806
veterinarium use pouziti
Praeparata pharmaceutica in vasis cum |Pressurised pharmaceutical Lécivé pripravky v tlakovém obalu 0523
pressu preparations
Praeparata semisolida ad usum Semi-solid preparations for cutaneous |Polotuhé piipravky pro kozni pouziti 0132

cutaneum

application
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Praeparata semisolida perorali ad usum |Veterinary semi-solid preparations for |Polotuhé peroralni piipravky pro 2638
veterinarium oral use veterinarni pouziti

Pulveres adspersorii Powders for cutaneous application Zasypy 1166
Pulveres perorales Powders, oral Peroralni prasky 1165
Rectalia Rectal preparations Rektalni pfipravky 1145
Spumae medicatae Foams, medicated Lécivé pény 1105
Styli Sticks Tycinky 1154
Tabulettae Tablets Tablety 0478
Tampona medicata Tampons, medicated Tampony s 1éCivy 1155
Vaginalia Vaginal preparations Vaginalni pfipravky 1164
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