10003294

PYRIDOXAL-5-PHOSPHATE 50

rba®

PYRIDOXAL-5-FOSFAT 50

Cat. No. Pack Name Packaging (Content) Kat. ¢. Nazev Baleni
10003294 PDP 50 1 bottle.(contains 50 pcs of tablets), 10003294 PDP 50 1 ]ahviéka (ovb.s’ahuje 50 ks tablet),
Instruction for use navod k pouziti
ED € 3 C€
INTENDED USE UCEL POUZITI

The kit is intended as supplementary reagent for in vitro photometric quantitative determination
of ALT/GPT and AST/GOT in human serum or plasma on various automatic systems. For profe-
ssional use in clinical laboratory only.

CLINICAL SIGNIFICANCE

In patients with vitamin B6 deficiency, serum aminotransferase activity may be decreased. The
apparent reduction in aminotransferase activity may be related to decreased pyridoxal-5-phos-
phate (PDP), the prosthetic group for aminotransferases, resulting in an increase in the ratio of
apoenzyme to holoenzyme. Addition of PDP, recommended by IFCC1, stabilizes the activity
of ALT/GPT or AST/GOT and avoids falsely low values in samples containing insufficient en-
dogenous PDP, e.g. form patients with myocardial infarction, liver disease and intensive care
patients.

PRINCIPLE

PDP functions as coenzyme in amino transfer reactions of alanine ALT/GPT and aspartate
AST/GPT amino transferases. Enzymes with bound coenzyme as well as coenzyme defi-
cient apoenzymes may be present in serum. Therefore, addition of PDP usually produces
a marked increase in amino transferase activity. The increase ranges from zero to 3 or 4
fold and averages approximately 20 % for ALT/GPT and approximately 50 % for AST/GOT.

REAGENT DESCRIPTION AND COMPOSITION
PDP 6 pmol/tablet

REAGENT PREPARATION
With the following kits:
ALT/GPT 250 Cat. No. BLT00052
ALT/GPT 330 Cat. No. XSYS0017
AST/GOT 250 Cat. No. BLT00050
AST/GOT 330 Cat. No. XSYS0016
Dissolve one tablet of PDP 50 in one bottle of the reagent R1.
With the following kits:
ALT/GPT 500 Cat. No. BLT00053
AST/GOT 500 Cat. No. BLT00051
Dissolve two tablets of PDP 50 in one bottle of the reagent R1.

STABILITY AND STORAGE

The unopened bottle with PDP tablets is stable till the expiry date stated on the bottle and kit
label when stored at 2—-8 °C. After opening PDP tablets are stable until expiry date at 2-8°C if
stored at original bottle, closed carefully, protected from light and without any contamination.
After dissolving of PDP with reagent R1 (ALT/GPT or AST/GOT) stability 7 days at 2-8 °C.

WARNING AND PRECAUTIONS

For in vitro diagnostic use. To be handled by entitled and professionally educated person.
Any serious incident that has occurred in relation to the device shall be reported to the
manufacturer and the competent authority of the Member State in which the user and/or
the patient is established.

Hazards identification in accordance with Regulation (EC) No 1272/2008
The reagent is not classified as dangerous.

WASTE MANAGEMENT
Please refer to local legal requirements.
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Souprava slouzi jako pomocné €inidlo pro kvantitativni in vitro stanoveni alaninaminotransferasy
(ALT/GPT) a aspartataminotransferasy (AST/GOT) v lidském séru a plazmé na riznych automa-
tickych systémech. Pouze pro odborné pouziti v klinickych laboratofich.

KLINICKY VYZNAM

U pacientu s deficitem vitaminu B6 mGze byt aktivita aminotransferasy v séru snizena. Zdanlivy
pokles aktivity aminotransferasy mize byt zplisoben nizsi hladinou pyridoxal-5-fosfatu (PDP),
prostetické skupiny aminotransferas, coz vede ke zvy$eni poméru apoenzymu k holoenzymu.
Pridavek pyridoxal-5-fosfatu, doporudovany IFCC1, stabilizuje aktivitu ALT/GPT nebo AST/
GOT a vyhne se fale$né nizkym hodnotam ve vzorcich s nedostate¢nym mnoZstvim endogen-
niho pyridoxal-5-fosfatu, napf. u pacientd s infarktem myokardu, nemocemi jater a u pacientt
na jednotkach intenzivni péce.

PRINCIP METODY

PDP ma funkci koenzymu pfi transaminaci alaninu nebo aspartatu enzymy ALT/GPT resp.
AST/GOT. V séru mohou byt pfitomny enzymy s vazanym koenzymem i apoenzymy s ne-
dostatkem koenzymu. Proto pfi pfidani PDP obvykle dochazi k vyraznému zvy$eni aktivity
aminotransferaz. Toto zvySeni se pohybuje od nuly az do trojnasobku nebo &tyfnasobku
puvodni aktivity a v pruméru ¢ini pfiblizné 20 % u ALT/GPT a pfiblizné 50 % u AST/GOT.

SLOZENI CINIDEL
PDP 6 pmol/tabletu

PRIPRAVA PRACOVNiCH ROZTOKU
Pro soupravy:
ALT/GPT 250 Kat. C. BLT00052
ALT/GPT 330 Kat. C. XSYS0017
AST/GOT 250 Kat. C. BLT00050
AST/GOT 330 Kat. C. XSYS0016
Rozpustte jednu tabletu PDP 50 v jedné lahvicce €inidla R1.
Pro soupravy:
ALT/GPT 500 Kat. C. BLT00053
AST/GOT 500 Kat. C. BLT00051
Rozpustte dvé tablety PDP 50 v jedné lahvicce ¢inidla R1.

STABILITA A SKLADOVANI

Tablety PDP, uchovavané v neoteviené pi teploté 2—-8°C, jsou stabilni do doby exspirace vy-
znacené na obale. Po otevieni lahvicky jsou tablety PDP stabilni po dobu exspirace, pokud
jsou uchovavany pri teploté 2—8 °C v puvodni peclivé uzaviené lahvi¢ce a jsou chranény pred
svétlem a kontaminaci.

Po rozpusténi tablety PDP v ¢inidle R1 (ATL/GPT nebo AST/GOT) je stabilita 7 dni pfi 2-8 °C.

VAROVANI A POKYNY PRO BEZPECNE ZACHAZENI

Uréeno pro in vitro diagnostické pouziti opravnénou a odborné zpUsobilou osobou.
Jakakoliv zavazna nezadouci prihoda, ke které doslo v souvislosti s timto prostfedkem,
musi byt nahldSena vyrobci a statni autorité.

Identifikace nebezpeénosti v souladu s Nafizenim (EC) €. 1272/2008
Cinidlo neni klasifikovano jako nebezpecné.

NAKLADANI S ODPADY
Likvidace odpadnich materiald musi probihat v souladu s mistnimi predpisy.

Expiry Date

See Instructions for Use
Datum expirace

Ctéte navod k pouziti

ErbaLachemas.r.o., Karasek 2219/1d, 621 00 Brno, CZ
e-mail: diagnostics@erbamannheim.com, www.erbamannheim.com
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10003294

rba®

PYRIDOXAL-5-FOSFAT 50

Kat. ¢. Nazov Balenie

1 flasticka (obsahuje 50 ks tabliet),
navod na pouzitie

GO C € [ivo]

UCEL POUZITIA

Suprava sluzi ako pomocné ¢inidlo pre kvantitativne in vitro stanovenie alaninaminotransferazy
(ALT/GPT) a aspartataminotransferazy (AST/GOT) v fudskom sére a plazme na réznych auto-
matickych systémoch. Len pre odborné pouZitie v klinickych laboratoriach.

KLINICKY VYZNAM

U pacientov s deficitom vitaminu B6 méZe byt aktivita aminotransferazy v sére znizena. Zdan-
livy pokles aktivity aminotransferazy méze byt spdsobeny nizSou hladinou pyridoxal-5-fosfatu
(PDP), prostetickej skupiny aminotransferaz, ¢o vedie k zvySeniu pomeru apoenzymu k holo-
enzymu. Pridavok pyridoxal-5-fosfatu, doporu¢ovany IFCC1, stabilizuje aktivitu ALT/GPT alebo
AST/GOT a vyhne sa falo$ne nizkym hodnotédm vo vzorkach s nedostatoénym mnozstvom
endogénneho pyridoxal-5-fosfatu, napr. u pacientov s infarktom myokardu, ochorenim pe¢ene
a u pacientov na jednotkach intenzivnej starostlivosti.

PRINCIiP METODY

PDP ma funkciu koenzymu pri transaminacii alaninu alebo aspartatu enzymy ALT/GPT
resp. AST/GOT. V sére mdzu byt pritomné enzymy s viazanym koenzymom, ako aj apo-
enzymy s nedostatkom koenzymu. Preto pri pridani PDP obvykle dochadza k vyraznému
zvy$eniu aktivity aminotransferaz. Toto zvySenie sa pohybuje od nuly az do trojnasobku
alebo Stvornasobku pévodnej aktivity a v priemere &ini priblizne 20 % u ALT/GPT a pribliz-
ne 50 % u AST/GOT.

ZLOZENIE CINIDIEL
PDP 6 pmol/tableta

PRIPRAVA PRACOVNYCH ROZTOKOV
Pre supravy:
ALT/GPT 250 Cat. No. BLT00052
ALT/GPT 330 Cat. No. XSYS0017
AST/GOT 250 Cat. No. BLT00050
AST/GOT 330 Cat. No. XSYS0016
Rozpustite jednu tabletu PDP 50 v jednej flasti¢ke ¢inidla R1.
Pre supravy:
ALT/GPT 500 Cat. No. BLT00053
AST/GOT 500 Cat. No. BLT00051
Rozpustite jednu tabletu PDP 50 v jednej flasti¢ke ¢inidla R1.

STABILITA A SKLADOVANIE

Tablety PDP, uchovavané neotvorené pri teplote 2-8°C, su stabilné do doby exspiracie vy-
znacené na obale. Po otvoreni flasticky su tablety PDP stabilné po dobu exspiracie, pokial st
uchovavané pri teplote 2-8 °C v pdvodne starostlivo uzavretej flasticke a st chranené pred
svetlom a kontaminaciou.

Po rozpusteni tablety PDP v ¢inidle R1 (ATL/GPT alebo AST/GOT) je stabilita 7 dni pri 2-8 °C.

VAROVANIE A POKYNY PRE BEZPECNE ZAOBCHADZANIE
UrCené pre in vitro diagnostické pouzitie opravnenou a odborne spoésobilou osobou.
Akakolvek zavazna, neziaduca prihoda, ku ktorej doslo v suvislosti s tymto prostriedkom.

10003294 PDP 50

Identifikacia nebezpeénosti v silade s Nariadenim (EC) €. 1272/2008
Cinidlo nie je klasifikované ako nebezpecné.

NAKLADANIE S ODPADMI
Likvidacia odpadovych materidlov musi prebiehat v sulade s miestnymi predpismi.
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