OBSAH

Obsah

Predmluva 3.1.10 Materidly na bizi nemé&kéeného
doc. PharmDr. Milo§ Machaéek, CSc. .............. 10173 poly(vinylchloridu) pro obaly na
neinjekéni vodné roztoky ........... 10226
EVROPSKA CAST 3.1.11 Materialy na bazi nemékéeného
poly(vinylchloridu) pro obaly
IIT Slozeni Evropské lékopisné komise, na pevné lékové formy
skupm expertti a pracovmch skupin ................ 10181 k perordlnimu podéni ................. 10228
IV Texty ... usoexss s b N s R ex ey Ty 10192 3.1.14 Materialy na bazi mékéeného
Nové ............ e 10192 poly(vinylchloridu) pro obaly
Revidované a kongovane e 10192 na vodné roztoky k infuzi........... 10230
Vypusténé ... . 10195 3.2.1  Sklenéné obaly pro farmaceutické
pouziti . 10233
OBECNE STATE A OBECNE CLANKY 3.2.2 Obaly auzavéry z plastu
pro farmaceutické pouziti........... 10240
2 " TEwsebnbimactody oSNNI 10199
2.2 Fyzikalni a fyzikélné-chemické metody ..... 10199 &  TROWHBAIN oo i e sy 10241
2.2.11 Destilaéni rozmezi .. e 10199 4.1 Zkgmadla, mztoky pm ll.l'ml:[ll stanoveni
2.2.12 Teplota varu.. sy 10199 neistot, tlumiveé roztoKy .........oveeersmersenses 10241
2.2.16 Teplota tani — stanovem 4.1.1  Zkoumadla... i e 10241
v kovovém bloku .. swsase 10200 4.1.2 Zakladni roztoky pro lm'ut:m
2.2.29 Kapalinova chromatograﬁe i 10200 stanoveni necistot ... . 10403
2.2.32 Ztrata suSenim... s 10201 4.1.3  TIumiveé roztoKy .......ccooreeresrreserens 10409
2236 Potenciometrické stanoveni 4.2 OdmEma analyza ............coeusmenssisssnssssnnncs 10416
koncentrace iontli pomoci iontové 42.1  Zakladni latky pro odmérné
selektivnich elektrod.................. 10202 roztoky.... Loimitraskennne 10416
2.4 Limitni zkousky ... S . 10203 422 Odmérné roztoky . 10417
2.4.22 Podil mastnych kyselm plynovou
chromatografii.... oty 10203 5 Obecné texty... s 10423
2.4.25 Ethylenoxid a dloxan .. 10206 5.2 Obecné texty k technologu vakcm .......... 10423
2.5 Stanoveni obsahu .. . e 10207 5.2.11 Bilkovinné nosi¢e pro vyrobu
2.5.12 Sem|m1krostanoveni vody ......... 10207 konjugovanych
2.5.40 Stanoveni methyl-, ethyl- polysacharidovych vakcin
a isopropyl-loluensulfonétu pro humanni pouiiti ................... 10423
v lé¢ivych latkach .. . 10208 5.8 Harmonizace lékopisu.... e 10424
2.6 Biologické zkousky.... P . 10209 5.12 Referen¢ni standardy ... srsmiiirniens VOESS
2.6.25 Ptaci zivé v1r0vé vakcmy 5.22 Nazvy rostlinnych drog pou:!wanych
zkousky na cizi agens v Sarzich v tradi¢ni ¢inské medicing .............ceuenees 10439
koneéného pfipravku.... .. 10209 5.23 Clanky pro extrakty z rostlinnych drog ... 10440
2.7 Metody stanoveni ucinnosti.. e 10213
2.7.5 Stanoveni i&innosti heparmu ..... 10213 Obecné &lanky
2.7.14 Stanoveni G&innosti vakciny Plantarum medicinalium extracta.............cccccevcrenneee. 10443
proti hepatitidé A ....................... 10214 3
2.7.18 Stanoveni u¢innosti lidského Obecné él.énky Kkovjch forem
koagulaéniho faktoru II.............. 10216 PArenteralin ...oowscmrisomssisurives 10445
2.9 Metody farmaceutické technologie.......... 10216 c
29.10 Stanoveni ethanolu.................. 10216 ERARER (BN
2.9.34 Sypna hustota a setfesna Vakeiny pro huméanni pouZiti
hustota praskil ...........ccocoosvov. 10219 Vaccinum diphtheriae, cum contento reducto
i antigeni, adsorbatum ... v 10451
3 Obaly a obalovy m.a.teriﬁl...:..: ........................ 10222 Vaccinum diphtheriae et letanl, e contento
3.LLI Matenlaly " ba?" mekéeného reducto antigeni(orum), adsorbatum... . 10452
l:foly{vmylchlondu} £ obaly na Vaccinum febris typhoidis vivum perorale
lldskop krev a kr.evm sloZky ...... 10222 (stirpe Ty 21a).... 3 10453
3.1.1.2 Materidly na bazi mékceného Vaccinum haemopluh surpe b comugatum .. 10455
poly(vinylchloridu) pro hadicky Vaccinum hepatitidis A inactivatum adsorbatum. ., 10457
pouZivané v_soupravéch Vaccinum hepatitidis A inactivatum adsorbatum
pro transfuzi krve a krevnich et febris typhoidis polysaccharidicum................ 10459
SlIOZEK ... 10224
L 2009 — Dopl. 2015 10175



OBSAH

Vaccinum hepatitidis A inactivatum

et hepatitidis B (ADNr) adsorbatum.................. 10460
Vaccinum hepatitidis A inactivatum virosomale..... 10461
Vaccinum influenzae vivum intranasale.................. 10464
Vaccinum meningococcale classis C coniugatum... 10467
Vaccinum pneumococcale polysaccharidicum

coniugatum adsorbatum...........ccceevecvicccccveneee. 10469
Vakciny pro veterinarni pouZiti
Vaccinum aphtharum epizooticarum inactivatum

ad ruminantes . 10471

Vaccinum brucellosis (Brucella melnenSis

stirpe Rev. 1) vivum ad usum veterinarium....... 10473
Vaccinum furunculosidis ad salmonideos

inactivatum cum adiuvatione oleosa

ad iniectionem .. P e [
Vaccinum tetani ad usum vetermarlum . 10476

Granula homeopathica velata...
Amanita phalloides ad praeparala homeopathlca
Anamirta cocculus ad praeparata homeopathica......
Strychnos ignatii ad praeparata homeopathica ........
Strychnos nux-vomica ad praeparata

.. 10527

10527
10529
10531

homeopathic. ..vannimiinnsssiiasas 10533
Clanky (monografie)
Acarbosum .. w.... 10536
Acidum acencum 99% .. 10538
ACIOUNY SEEAFITAIN . o o cnosvessasmsssansnsnsssnssivinssomsnivivmnbion 10538
Alcohol isopropylicus .........cccccevvveceinerrececcrvesnecene. 10539
Alfadexum.........coerverrenrerreererrnernessnessensens e 10541
AIPPOSEATIBIN. ... ccorinonassosmssnsmnpsssssissssuissreisins msss LIDAE
Amikacini disulfas ........ccocvvveiiinernescsrsseccrinnn. 10545

AT KBTI s suiisusingissngsssavsnomsunisusnsisssmmarssmissspisesie
AMmont-broMIGUM .. .. omssssssssssianssinisndassnssasssissse

10548
10550

Radiofarmaceutické pipravky a vichori materiél  HETEOT HRTE e 00
s radiofarmacel!h,:l(lg P”P"‘?‘",Y . - Arachidis oleum raffinatum..........ccccoeceveevrrceecnnen.. 10554
Fluoroethyl-L-tyrosini ("°F) solutio iniectabilis....... 10477 Articaini Tivdrochlosidam 10554
Technetii (*™Tc) et etifenini solutio iniectabilis..... 10480 ) Y S

HeRZOCAMNIN... ....cieiaisidsmsssnsbassassmsssivsmssasssnssnerscsor; 1090
Rostlinné drogy a pﬁpra\rky z rosﬂjnuych drog BEIABXIIIN. .. coensemrssarsssnnbetiastinsdsnmossrssssnsssnsesnsasssarrsss. LOIID
Acaciae gummi..........cco.cevnee.. . 10482 BOfeXaniatiuiin: essssearsmidnimaommmas wssiee 10900
Agni casti fructus... S wsinbessmaianis JDAES Bumetanidum ... e 10561
Agni casti fructus extractum siccum . . 10484 Camphora D .. v 10562
Aloe barbadensis.............ocunee. cvevennes 10485 Carbidopum monohydncum Gelidonemesensen. 1S
Aloes extractum siccum normatum .............cccceeee.. 10486 Carboxymethylamylum namcum A PR e 1O500
Angelicae dahuricae radix .. e 10487 Carboxymethylamylum natricum B......................... 10567
Aurantii amari pencarpmm wessmssnesensessanee 10489 Carboxymethylamylum natricum C............cccocon...... 10568
Belladonnae folii extractum siccum normatum . 10490 CariSOProdolum............ccueveeuervcssesessaeeseresseesseens 10569
Curcumae longae rhlzorna 10491 Carmellosum natricum...........cccoceereernreenenenenenncennnes 10571
Curcumae xanthorrhizae rhizoma... ... 10493 Cmgeenaﬂum a2 10572
Cynarae folium ........ccocovniinnnna. e 10494 Cellacefatum .. weer 10573
Frangulae cortu:1s extractum siccum normatum . 10496 Cetostearylis isononanoas .. e 10574
Fraxini rhynchophyllae cortex.. . 10497 Chlorhexidini diacetas... TODTEAMONRI, | ../
Fumarige herba ..niinnmnnimaasisis: 10498 Chlorhexidini dlgluconaus solutio i 10576
Gentianae radix... T L 1L Chlorhexidini dlhydroch[ondum.............................. 10579
Lycii fructus.. st 2 - 10501 Chiorprothixeni hydrochloridum ............................. 10582
Opii extractum siccum nOrmatum .........coeeeveeevensenes 10502 Ciprofloxacini hydrochloridum hydricum............... 10583
Opii pulvis normatus... - 10503 Ciprofloxacinum ...... kit 10585
Op?i tinctura normata 10505 Clindamycini phosphas.................cccovvee... 10587
Opium Crudum ...cccovvvvvvvvvviisssssssissssssssnnssccninnnnnns 10506 Clobetasoni BULYTAS............vvveeeeeeeersereesseeserereeeeecsnes 10590
Pruni africanae cortex......... 10508 Cocois oleum raffinatum..........cccccocvvnueciinneccnrnnincn. 10592
Ratanhiae radix .........coooiniiinnivnnininnnn. 10509 Cocoylis octanodecanoas..............cceeveveeecerenenenen. 10593
Ratanhiae tinctura ... 10510 Colistiii: Snlfas . ivunivmmnnnninaiieasiasie 10593
Salviae officinalis folium........c.cccniiieirienncincnnnee.. 10510 ; g
Sennae acutifoliae fructus..........ccocoreeriiercinsraraevanees. 10511 Danaparo:dut.n‘natncum.....‘.m.................................. i
Seninae Angustifolio Btist lt) Tt e 1513 Demeclocyclini hydrochloridum...........cccccccoeeueeeee. 10598

gu pi X

Sennae folii extractum siccum normatum............... 10514 Detomld.ml l}ydrochlondum e
Sennne BB ..ccisicoiciiassnm s ... 10515 | VEETINATIUM. ..coovuvacnnesinssssasssssessssssmasssssssesenrrenes 10600
Sophorae japonicae flos Mt gty DWAH GO s o L s
Sophorae japonicae flos immaturus...................... 10518 DIiOBMINUIN...cisemisesisivuiuinmsnsiasmimssiisviasssizisssanisss: - OO
Urticas Tl s 10830 Doxycyelin hyclas... - 10604
Valerianae 180iX........iieivinvimmitissvaiississiscivs. 10521 Doxyc.ychnum monohydncum e
Valerianae radix minutata.................ooooooooorro.. 10522 DrOSpirenonum... s 10608

Eplerenonum ... e 10610
Homeopatické pFipravky Erythropoietini soluuo concentrata wsiz- 10611
Praeparata homeopathica............cccceevivnvvreneecvieennn. 10524 Ethanolum 96% (V/V) ... SAIEVR— (] |
Granula ad praeparata homeopathica ...................... 10526 Ethanolum anhydricum s TOO LB
Granula homeopathica imbuta............c.ccccceeveeeeenne. 10526 BhiOHANTIINN . oosoesnisonimvinessinassssisesisssnni . 10620
10176 L 2009 — Dopl. 2015



OBSAH

Etoposidum................. T N—— 10622
Factoris Vlla coagulationis humani (ADNTr)

solutio concentrata. . 10626
Fexofenadini hydrochloridum............c.cccooeevvenenee. 10631
Fibrind IOt ..o 10633
Fluocinoloni acetonidum..........cccevevcvrcvccncnrcrennne. 10634
Follitropini solutio concentrata ...........c.cccoevrreeeree.. 10637
Follitropinum...........cccceueune. Sisdsisasnsessssalass 10643
Formoteroli fumaras dihydricus..........ccccoecceriineen. 10649
Furosemidum... e 10651
Gelatina... . 10653

Gemcnabml hydrochloridum

. 10655
Glucosamini sulfas et kalii chlondurn

10657

&1 3T L SO . S SR L AC M L 10658
GIYCIROT (. d il L e 10660
Heparinum calcicum............... . 10662
Heparinum natricum................. . 10664
Hydralazini hydrochloridum ............ccccccceveeneneenne.. 10667
Hyprolosum........ 10668
Imatinibi mesilas anhydricus........cccooeeceevereeeniacennenn 10670
Immunoglobulinum humanum anti-D..................... 10673
Immunoglobulinum humanum hepatitidis A .......... 10673
Immunoglobulinum humanum hepatitidis B........... 10674
Immunoglobulinum humanum hepatitidis B

ad usum intravenosum .. bl . 10674
Immunoglobulinum humanum morbllllcum........... 10675
Immunoglobulinum humanum normale

ad usum intramuscularium.........c..cccvevevveereen. 10675
Immunoglobulinum humanum normale

ad usum subcutaneum... . 10677
Immunoglobulinum humanum rablcum .................. 10679
Immunoglobulinum humanum rubellae .. . 10681
Immunoglobulinum humanum telanicum IPRRS | | [} |
Immunoglobulinum humanum varicellae ............... 10683
Insulinum glarginum .. = ... 10684
Interferoni alfa-2 solutio concentmta ... 10686
ISOMAMRIE ....ocivivnsiissssissnssssmsassisusssssosnianionisns .. 10689
Isotridecanomacrogolum.........cccccccecevcvccrcvcccncnenen. 10691
Kalii bromidum ............ .. 10692
Lactulosum .......ccoveeeieeieeereeceee e ... 10693
Levamisoli hydrochloridum ..........cccoeeinnneee. 10695
Levamisolum ad usum veterinarium....................... 10697
Lisinoprilum dihydricum et . 10698
Lufenuronum anhydricum ad usum

VELeriNAriuM ......ceeveereceeeeereeeeeneencereecrenseseneenes. 10700
Macrogola massae molecularis magnae.................. 10702
Magnesii hydroxidum...........ccooevvvinicnnicccnneenn. 10703

Miconazolum wi: 1OT2S
Naproxenum... IRTUTRN . 10727
Natrii alendronas mhydrlcus e 10729
Natrii aminosalicylas dlhydncus wess: VOIS]
Natrii bromidum ............ iR . 10732
Natrii chloridum A 10733
Natrii citras dihydricus ........ccccccevvevrnerrinenne, 10734
Neostigminii bromidum.......c.cccccveruveriniiniranas 10735
Neostigminii metilsulfas...........cccccoinciiiiinnen. 10736
Nicotini resinas .. .. 10738

Noscapini hydrochlondum hydncum

o 10739

Oryzae amylum 10741
OXAlIPIAENGIN . seorisssmsmsapmstessminsaiosssereasssssaiise; JOTRR
Permethrinum....... b s .. 10745
Phytomenadionum........... . 10746
Piperacillinum monohydricum..............ccoceeerrvrnnee. 10748
Plasma humanum coagmentatum

conditumque ad exstinguendum virum.............. 10750
Poloxamera ........... e S - . 10752
Polysorbatum 20 .... P S — T 10754
Polysorbatum 40 ..... R (| 7 [ %
Polysorbatum 60 ..... coness JOTSS
Polyvinylis acetas ..........c.ccocoeeecrreneees .. 10756
Prazepamum s WSRSRT SN— B 10758
Prilocaini hydrochloridum..........ccccocevererciicrrnnvenens. 10759
Prilocainum... s e 10761
Probenecidum .........ccccovevvennee. psseinioni L 002
PTOECBIEIONGIN v vsvvnissmsmsmaiaaspmsnisivisssii SORDE
POIMIANWE o iimnsmins s LET006
Racecadotrilum .........cccvevveviininnciinsrssnnsesiinnnnn. 10767
Ricini oleum raffinatum............cccecevvvnviiviinnccriinnnnn. 10769
Ricini oleum virginale .........c.cccocccvnnniicivncnnne. 10770
Rifaximinum... U [ 1747
Rosuvastatmum calc1cum .. 10773
SaCCharINUML......ovieiriieicrceee e 10775
Saccharosum ... - e 10777
Selamectinum ad usum veterinariuM........cocouveerneene. 10778
Silica colloidalis hydnca 10780
Solutiones pro haemodialysi.......cccccecervvrcrercrnenne. 10781
Sorbitolum 70% cristallisabile.............ccccoeevreernreee. 10783
Sorbitolum 70% non cristallisabile..............c.......... 10784
Squalanum ... weer 10785
Slavudmum R —— .. 10787
Slearopolypropylenglycolum weee 10790
Sulbactamum NAtricum .........cccoeeveiernecrninenens . 10791
Sulfadimethoxinum... . 10793

Sulfadimethoxinum natncum ad usum
veterinarium ..

. 10795

Magnesii stearas ........ v 10703
Marbofloxacinum ad usum velermanum v 10706 Theobrominum... e 10796
Meldonium dlhydncum 10708 Tizanidini hydrochlondum e 10797
Meloxicamum... .. 10709 Tolterodini hydrogenotartras . 10799
Metformini hydrochlondum 10711 Triclabendazolum ad usum vetcrlnarlum susavissaiane: 10801
Methanum............cc...ce..... . 10713 Tryptophanum......... assusnsseissnines - 10802
MethotreXatum ..........c.cceerevcreecerenereeenesersscreesenn. 10714 Valinum ...coooeveeieecceererseeeeeseeesesessessssensenenees. 10805
Methyleni chloridum ........ccooiviivccniiiciiiniciiiiinn. 10717 Xylazini hydrochloridum ad usum veterinarium..... 10807
Metoprololi SUCCINAS .........ovvvvvvverrvrrvcnvccnnvnvnnnnnnnnnse 10718 Xylitolum..... : syl . 10808
Metoprololi tartras . . . 10720

A S ; Zanamivirum hydricum ... a0 .. 10810
Mexiletini hydrochloridum..........ccccoeceeecvevverneenee. 10722 Ziprasidoni h drochlondum monoh dncum " 10812
Mianserini hydrochloridum..........cccccccoeveevecvevneennee.. 10723 p y y
CL 2009 - Dopl. 2015 10177




OBSAH

NARODNI CAST

I SloZeni Lékopisné komise Ministerstva

zdravotnictvi Ceské republiky .............c....coovvvnn.
I Texty v Narodni ¢asti 1ékopisu .........ccccevvviuennines
Revidované a korigované texty...........ccovivrcnnene
VypUSIENS PEXEY..ccoiibeciiiioin bosniviiuiuisibaionsisasisss

Obecn4 &4st
Obecné staté

Zkoumadla pouzita v narodnich ¢lancich................
Referenéni latky pouzité v narodnich ¢lancich........

Tabulky
Tabulka II: Venena

Tabulka I1I: Separanda ... s
Tabulka IV: Doporucené terapeutlcké dévky lééw
pro dospélé ...

Tabulka V: Doporuéené terapeutlcké dévky lééw

pro déti ..

Tabulka VI: Doporuéene dévky nékterych

oficindlnich lé¢iv pouzivanych u zvifat ..
Tabulka X: Standardni nazvy lékovjrch ferem,
zpusobli podani a obali...

Tabulka X1I: Cesko-angl |cke nazvy referenénlch

standardi EDQM pouzitych
v Ceském lékopisu

Tabulka XVI: Skladovani a doba pouiltelnostl

pripravki pfipravenych v lékarné ...

10817
10819
10819
10819

10823
10825

10826

.. 10827

. 10837

. 10908

. 10933

. 10962

. 10988

. 11036

Specidlni ¢dst
Lé¢ivé a pomocné latky
AMINOPhENAZONUIN ......ocicemeimioississisussissasmsiassssssssasons
Lécivé pripravky

Acidi borici aqua ophthalmica ...........cccccvvvuvciinanens
Acidi borici 0culoguttae. .........ocevveveervienieiiiinn,

Acidi salicylici unguentum .....
Atropini sulfatis oculoguttae......

Carbonis detergens tinctura...

Chloramphenicoli oculoguuae g
Ethylmorphini hydrochloridi oculoguttae
Fluoresceini natrici oculoguttae

11041

11041
11042

. 11042

11043
11044

.. 11044

Homatropini hydrobromidi oculoguttae...................

Homatropini hydrobromidi oculoguttae euacida

Kalii et natrii iodidi oculoguttae .............cccecueveunnns
.. 11049

Kalii iodidi oculoguttae....

Natrii tetraboratis oculoguttae cum ac:do bonco

Natrii tetraboratis oculoguttae sine acido borico

Oculoguttae viscosae iSOtONICae ............coevivveevivennn
Pilocarpini hydrochloridi oculoguttae.............c.......

Pilocarpini hydrochloridi oculoguttae cum natrii

chlorido...
Tetracaini hydrochlorldl oculogurtae
Unguentum emulsificans anionicum..

e, 11045

11046
11046
11047
11048

11049
11050
11051
11051

.. 11052

Unguentum emulsificans nonionicum
Zinci sulfatis oculoguttae...............ccoeriericieiiininanns

Rejstiik ..............

wate 11053
.. 11054

11054
11055

. 11057

10178

L 2009 - Dopl. 2015




