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e PREHCADY A EXPERIMENTALNE PRACE

V. SPRINGER, A. SOPKOVA: K problematike nespotrebovanych liekov 2.

Zber v lekarnach /s. 27

SUHRN:

Praca sa zaobera vyhodnotenim prieskumu zameraného na vyhodnotenie nespotrebovanych
liekov, ktoré obc¢ania vyradili do zberovych nadob v lekariach. Prieskum sa uskutoc¢nil pocas
2 mesiacov v 3 lekariach. Z vysledkov vyplyva, ze prevazna vécsina vyradenych liekov bola
exspirovana (podl'a hodnoty 86,4 %). Vyradenych po prepocitani na uplné balenia bolo 1700
liekov, s celkovou hodnotou 169 995 Sk (priemerna hodnota balenia 100 Sk). Z hl'adiska
ATC klasifikacie podl'a financnej hodnoty vyradené lieky patria predovsetkym do skupin C,
A, J, N aR (kazda zo skupin 10-14 %). Vyradené nespotrebované lieky v sledovanych
lekérnach tvoria 1% hodnoty realizacie sledovanych lekarni.

KlPucové slovad: nespotrebované lieky - zber v lekarnach - Slovenska republika.

M. VOLEKOVA, D. SPODNIAKOVA, V. SATNIK: Hodnotenie tolerancie a iinkov
aminokyselinového roztoku Neonutrin 15%, podavaného v zmesiach all in one

/s. 31

SUHRN:

NEONUTRIN 15% (Infusia) predstavuje novl generaciu Standardnych aminokyselinovych
roztokov, s vysokym obsahom rozvetvenych aminokyselin (AK) s vyvdzenym zastipenim
esencidlnych, semiesencialnych a neesencialnych AK. Je kompatibilny s ostatnymi zlozkami
kompletnej parenteralnej vyzivy a preto ho mozno podéavat’ v zmesiach all in one (AIO)
pripravenych na aplikéciu do centralnych i perifernych zilovych katétrov. V klinickej Studii

zameranej na testovanie tolerancie roztoku v zmesi AIO sme vyskyt neziaducich u¢inkov



alebo komplikacii nespozorovali. Pri hodnoteni dusikovej bilancie sa potvrdili priaznivé
ucinky na metabolizmus proteinov. Zvyseny privod AK, ktory sa pohyboval od 1,5 do 2,7
g/kg, viedol ku znizeniu katabolizmu proteinov, ¢o potvrdzoval znizeny vydaj aminodusika a

dosiahnuté pozitivna dusikové bilancia.
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Nariadenie Komisie (ES) ¢. 1662/95 zo 7. jula 1995 ustanovujuce isté mozné sposoby
zavedenia rozhodovacich postupov Spolocenstva pri registracii liekov na humanne a
veterinarne pouzitie.

Nariadenie Komisie (ES) ¢. 649/98 z 23. marca 1998, ktorym sa meni priloha nariadenia
Rady (EHS) ¢. 2309/93.

gglc-llrfl{elj(;m XIX. ¢Casti tohto ¢lanku bolo nariadenie Rady (EHS) ¢. 2309/93 z 22. jula 1993,
na zaklade ktorého sa stanovuju postupy Spolo€enstva pri registracii lieckov a dohl'ade nad
liekmi na humanne a veterinarne pouzitie a zriad'uje Europska agentira na hodnotenie lickov
(1, 2).

Predmetom tejto Casti ¢lanku st dve nariadenia Komisie. Prvym je nariadenie Komisie (ES)
¢. 1662/95 ustanovujuce isté mozné spdsoby zavedenia rozhodovacich postupov Spoloc¢enstva
pri registracii lieckov na humanne a veterinarne pouzitie (3), ktoré je vykonavacim predpisom
podla ¢lankov 10 a 32 vysSie spomenutého nariadenia Rady (EHS) €.2309/93.

Druhym je nariadenie Komisie (ES) ¢. 649/98, ktorym sa meni priloha nariadenia Rady
(EHS) €. 2309/93 (4). Toto nariadenie meni ¢ast’ B spomenutej prilohy a tyka sa
veterinarnych liekov.

Pre nariadenie, pravny predpis Europskej tnie, je charakteristické, Ze ma vacsiu pravnu silu
ako narodné pravo a je priamo aplikovatel'né vo vSetkych ¢lenskych Statoch. Vzhl'adom na
uvedené, komunitarne postupy registracie liekov spomenutych nariadeni nie st zahrnuté do
zakona €. 140/1998 Z. z. o liekoch a zdravotnickych pomdckach (5), okrem prilohy, ktora
charakterizuje lieky vyrobené Spi¢kovymi technoldgiami, pretoZe Slovenska republika ako
asociovany Stat zatial moze uplatiiovat’ iba zasady a postupy narodnej registracie lieckov.

V pripade prijatia Slovenskej republiky za ¢lensky Stat Eurdpskej tnie sa aj uverejnené

nariadenia stanu priamo neoddelitenou sucastou nasho pravneho systému.
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V. SPRINGER, A. SOPKOVA: On the problems related to unused drugs. 2.
Collection in pharmacies /p. 27
SUMMARY

The paper deals with the evaluation of the results of the investigation of unused drugs
collected in containers in pharmacies. The investigation was realized in 3 pharmacies within a
period of 2 months. It follows from the results that the expiration period was over in the major
part of returned drugs (86,4 %). The total value of 1 700 packages returned to pharmacies was
169 995 Slovak crowns (the average value of one package was 100 Slovak crowns). From the
viewpoint of ATC classification according to financial value the returned drugs belong to C,
A, J, N and R groups (each of them 10 — 14 %). The unused drugs returned to pharmacies
represent 1 % of the value of realization in the pharmacies under study.
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M. VOLEKOVA, D. SPODNIAKOVA, M. SATNIK: EVALUATION OF
TOLERANCE AND EFFECTS OF AMINOACID SOLUTION NEONUTRIN 15%,
ADMINISTRATED IN AIO MIXTURES  /p. 31

SUMMARY:

NEONUTRIN 15 % represents the new generation of standard aminoacid solutions, with high
content of branched aminoacids, with balanced contents of essential, semiessential and
nonessential aminoacids. There is good compatibility with other compounds of total
parenteral nutrition and it is possible to use Neonutrin 15 % in AIO mixtures, which are

prepared for administration via the central or peripheral venous catheters. In clinical tests of



tolerance of aminoacid solution in AIO mixture , the side nodesirable effects were noticed.
Evaluation of nitrogen balance confirmed positive effect on proteine metabolism. The
increasedcontent of aminoacids from 1,5 to 2,7 g/kg lead do that diminished proteine

catabolism. This was confirmed by lower nitrogen output and positive nitrogen balance.

Key words: Neonutrin 15% - ALL IN ONE mixtures.
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J. SLANY: DRUG LEGISLATURE OF EUROPEAN UNION XX. . /p. 36
Commission Regulation (EC) No 1662/95 of July 1995 laying down certain detailed
arrangements for implementing the Community decision-making procedures in respect
of marketing authorizations for products for human or veterinary use.

Commission Regulation (EC) No 649/98 of 23 March 1998 amending the Annex to
Council Regulation (EEC) No 2309/93

SUMMARY:

Commission Regulation (EC) No 1662/95 complements Council Regulation (EEC) No
2309/93 according to the articles 10 and 32. The paper deals with some details of the
Community procedures reserved for placing a medicinal product on the market.

Commission Regulation (EEC) No 649/98 which alters the supplement of the Council
regulation (EEC) No 2309/03 (4) changes part B of this supplement relating to the medicinal

products for veterinary use.

Key words: drug legislature — harmonization of law, placing a medicinal product on the
market, centralised - Community procedure.
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