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VALIDACIA SPRACOVANIA SUSPENZIE
MONONUKLEARNYCH BUNIEK
ODOBRANYCH ZA UCELOM
EXTRAKORPORALNEJ FOTOFEREZY
(ECP)

NEJEDLIKOVA Silvia, SROGON Dusan,
CHOUDHURY Sawkat Ali

Narodny onkologicky ustav, Oddelenie laboratornej
hematologie a transfuziologie, Bratislava, SR

Extrakorporalna fotoferéza (ECP) je Specificka
imunomodula¢na terapia vyuzivajuca afereticky
odobraté mononukledrne bunky periférnej krvi
(MNC), ktoré st nasledne inkubované s 8-metoxyp-
soralénom a oziarené UVA ziarenim. Takto oSetrené
bunky st nasledne reinfundované pacientovi.
Spravne spracovanie a validacia celého procesu st
nevyhnutné pre zabezpecenie reprodukovatelnosti
a porovnatel'nosti vyslednych produktov. Validacia
spracovania MNC zahfna kontrolu parametrov
zberu, objemu, koncentracie buniek, homogénnosti
suspenzie a fotochemického osetrenia. Ciel'om vali-
dacie je preukazat’, Ze spracovanie vedie k Standar-
dizovanému, bezpetnému a u¢innému produktu,
pricom vysledky musia byt vzajomne porovna-
telné. Validacia je povazovana za klicovy predpo-
klad spravnej vyrobnej praxe.
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DETERMINATION OF ACCOMPANYING
IMPURITIES IN THE PROGESTERONE
SUBSTANCE BY HPLC

NIZHENKOVSKA Iryna, WELCHINSKA Olena,
MELESHKO Ruslan, CHIPUTOVICH Artem

Bogomolets National Medical University, Depart-
ment of Medicinal Chemistry and Toxicology, Kyiv,
Ukraine

Background: The State Pharmacopoeia of Ukraine
(SPU) does not regulate the analysis of the proges-
terone substance. Its analysis is carried out accord-
ing to the recommendations of the European Phar-
macopoeia (Eur.Ph.). The official method for its de-
termination is the liquid chromatography.
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Objectives: Analysis of progesterone substance by
highly selective HPLC method to increase the effi-
ciency of the analysis and its effectiveness.
Samples and methods: Samples of progesterone
(0.2 mg/ml in solvent R); standard samples of
Eur.Ph: progesterone (0.001 mg/ml in solvent R),
system suitability solution — progesterone
(0.2 mg/ml) and progesterone impurity C (0.01
mg/ml); HPLC, Agilent 1200, diode array detector,
column AQUASIL C18, 50x4,6x5 (30°C); com-
puter analysis — OpenLab CDS.

Results: The following chromatography conditions
and composition of solutions for the study are pro-
posed: flow — 1.0 ml/min, injection volume — 10 pl,
chromatography time 20 min; solvent — water for
chromatography R — acetonitrile R (1:1, V/V), mo-
bile phases: A — water for chromatography R,
B — acetonitrile R. The recorded chromatogram of
the tested progesterone samples recorded analytical
signals of progesterone (Rt = 4.902 min), specified
impurity C (Rt = 4.101 min), and unidentified im-
purity 1 (Rt =15.763 min).

Conclusion: The conditions for HPLC chromatog-
raphy of the progesterone substance were adapted
(the composition of mobile phases A and B was
modified; a solution of the substance (0.2 mg/ml)
was used). The HPLC method revealed that the
tested substance Progesterone contains the specified
impurity C and the unidentified impurity 1, which
confirms the need for its additional purification.

Key words: Accompanying impurities. Progester-
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STANOVOVANIE A TERABEUTICKE
MONITOROVANIE HLADIN LIECIV

ONDAC Matej

Unilabs Slovensko s.r.o., Laboratorium klinickej bi-
ochémie a hematologie, Nemocnica Bory, Brati-
slava, SR

Stanovovanie a terapeutické monitorovanie hla-
din lieCiv (TDM) predstavuje dolezity nastroj
v klinickej praxi. Ciel'om je optimalizovat’ farmako-
terapiu jednotlivych pacientov. Umoznuje individu-
alizaciu davkovania lieckov. TDM je zaloZené na
kvantitativnom stanoveni koncentracie lieciva v bi-
ologickych tekutinach, najéastejSie v sére, moci




