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Cat. No. Pack name Packaging (Content) KaT.Ne ®dacoBka Kat. €. Nazev baleni Obsah baleni
XSYS0104 FRTN CAL 1x1ml XSYS0104 1x1ml XSYS0104 FRTN CAL 1x1ml
INTENDED USE HA3HAYEHUE POUZITI

Calibrator for immunoturbidimetric determination of ferritin in human serum
and plasma.

COMPOSITION
FRTN CAL is liquid, non hemolyzed, filtered human plasma with stabili-
sers and preservative (sodium azide <0.1 %).

STORAGE AND STABILITY

FRTN CAL is ready for use. Swirl the vial gently before use. If calibrator
is stored correctly at 2—8 °C, it is stable till the expiration date stated on
the label. After first opening the vial the calibrator can be used for at least
4 weeks if stored tightly closed at 2-8 °C.

PRECAUTIONS AND WARNING

The set is specified only for use in vitro. To be handled by entitled and
professionally educated person.

Serum was tested for presence of HBsAg and antibodies against HIV
and HCV with negative results.

In spite of the fact, the presence of some pathogenic materials cannot
be excluded. For this reason the content of the set has to be treated as
potentially infectious material.

Hazards identification in accordance with Regulation (EC) No 1272/2008

Reagent of the kit is not classified as dangerous.

Date of Revision: 19. 3. 2024

ASSIGNED VALUES
Ferritin: 000 ng/ml (ug/l)

Kanu6patop Anst UMMYHOTYpGUAMMETPUYECKOTO OnpeaeneHmnst pepputnHa
B CbIBOPOTKE M Nra3mMe Yyernoseka.

COCTAB

PeppuTVHKanubpaTop -xuakasi, HeremonuanpoBaHHas, OUNLTPOBaHHasA
yeroBeyeckas nnasma co crabunmsatopamu U KOHCEPBAHTOM (HaTpus
asng <0,1 %).

XPAHEHUE U CTABUINIbHOCTb

PeppuUTHH KanubpaTop roTos K UCrnonbL3oBaHuto. lNepea ncnonsb3oBaHeM
OCTOPOXHO Mepemellaiite cofepxumoe crakoHa. Mpu cobnogeHun
YCNOBWI XpaHeHusl, cTabwuneH B TeYeHue BCEro Cpoka rOAHOCTU,
yKa3aHHOro Ha ynakoske. Kanubpatop MOXHO MCronb3oBaTb He MeHee
4 Hepenb nocre NepBoro BCKPbITUS onakoHa, ecrivi XpaHuTb ero nioTHO
3aKkpbITbiM Mpu Temneparype 2—-8 °C.

NPEOQYNPEXOEHUA U MEPbI NPEOOCTOPOXHOCTHU

Habop npegHa3HadyeH TOMbKO AN UCMOMb30BaHWs  in  vitro
YMOMHOMOYEHHBIM ¥ MTPOECCUOHANBHO 06pPa3oBaHHbIM CMNELMAnMCTOM.
CbiBopoTka Obina npotectupoBaHa Ha Hanuuve HBsAg u aHtuTen
npotnus BUY n HCV c otpuuatenbHbiMy pesynsratamu. HecmoTps Ha
3TO, HEMb351 UCKIIOYNTb HanM4mne HEKOTOPbIX NATOreHHbIX MaTepuarnos.
Moatomy copgepxmmoe Habopa crnegyeT paccmatpuBaTb,  Kak
noTeHLManbHO MHAMLMPOBaHHbIA MaTepuann.

NpeHTudmkaums onacHocTeli B cooTBeTcTBUM ¢ PernamenTtom (EC)
No 1272/2008
PeareHT B Habope He KnaccuuumMpyeTcs, Kak OnacHbIi.

Aptukyn | HammeHoBaHue kak B PY Homep PY Oarta Bblgaum PY
XSYS0104 9PBA depputun Habop ®C3 2011/09958 o 14.05.2019
kanubpaTopoB

LHama nposedeHusi koHmposs: 19. 3. 2024

CEPTU®ULIMPOBAHHBLIE 3HAYEHUA
®epputuH: 000 Hr/mn (MKr/)

USED SYMBOLS/MCMNOJb3YEMbIE CUMBOJIbI/POUZITE SYMBOLY

Catalogue Number Lot Number Expiry Date
E KatanoxHblii Homep Homep naptuu g Cpok rogHoCTH
Katalogové ¢islo Cislo 8arze Datum expirace

10020742
10020792

Kalibrator pro imunoturbidimetrické stanoveni ferritinu v lidském séru
a plazmé.

SLOZENI
FRTN CAL je kapalna, nehemolyzovana, filtrovana lidska plazma se
stabilizatory a konzervanty (azid sodny <0,1 %).

SKLADOVANI A STABILITA

FRTN CAL je ur€en k pfimému pouziti. Pfed pouzitim lahvi€ku promi-
chejte krouzivym pohybem. Je-li dodrzena teplota skladovani pfi 2—-8 °C,
je kalibrator stabilni do data exspirace, uvedeného na obalu. Stabilita po
prvnim otevfeni je nejméné 4 tydny, pokud je po pouziti lahvi¢ka ihned
pevné uzaviena a skladovana pfi 2—8 °C.

UPOZORNENI A BEZPECNOSTNiI CHARAKTERISTIKY

Souprava je uréena pouze pro in vitro diagnostické pouziti opravnénou
a profesionalné vyskolenou osobou. Séra darcu, z nichz je pfipravek vy-
roben, byla testovana na pritomnost HbsAg a protilatek proti HIV a HCV
s negativnim vysledkem. Pfesto nelze pfitomnost patogennich latek zcela
vylougit. S obsahem soupravy je proto nutno zachazet jako s potencialné
infek&nim materialem.

Identifikace nebezpeénosti v souladu s Nafizenim (EC) €. 1272/2008
Cinidlo soupravy neni klasifikovano jako nebezpe&né.

Datum revize: 19. 3. 2024

STANOVENE HODNOTY
Ferritin: 000 ng/ml (ug/l)

See Instruction for Use

Manufacturer In Vitro Diagnostics Storage Temperature Content
IVD Mepen vcnonb3oBaHnem CONT

MpownssoauTens - VIH BUTpO AmnarHocTuka BHUMATENBHO U3y4aiTe UHCTPYKLMIO Temnepatypa XpaHeHus CopepxaHve

Vyrobce In vitro Diagnostikum Ctéte navod k pouiti Teplota skladovani Obsah
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