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Cat. No. Pack name Packaging (Content) Kat. Ne ®dacoBka Kat. ¢. Nazev baleni Obsah baleni
BLT20042 FRTN CON L 1x1ml BLT20042 1x1wmn BLT20042 FRTN CON L 1x1ml
INTENDED USE HA3HAYEHMUE POUZITI

Accuracy control (low level) for the determination of ferritin in serum by
immunoturbidimetry.

COMPOSITION
FRTN CON L is liquid human plasma with stabilisers and preservative
(sodium azide <0.1%).

STORAGE AND STABILITY

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

WARNING AND PRECAUTIONS

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: 7. 11. 2024

KoHTpomnb TOYHOCTM (HU3KWIN YPOBEHb) ANS onpefeneHns deppuTrHa B
CbIBOPOTKE KPOBW METOAOM VMMYHOTYpOuanmeTpum.

COCTAB

DeppUTHH KOHTPOSb - XUAKUA KOHTPOMNbHbLIN Matepuarn, M3roToBfeHHbIN
Ha OCHOBe nna3mbl KpOBM 4eroBeka, CO crabunusaropamu
1 KoHcepBaHTOM (a3ug Hatpus <0,1 %).

XPAHEHUE U CTABUNIBHOCTb

PeppuTHH KOHTPOSIb FOTOB K MCMOMb30BaHUIO.

Mepen wcnonb3oBaHMEM OCTOPOXHO MNepeMellanTe CoaepXumoe
dnakoHa. Cpok rogHocTu npu Temnepatype 2—8 °C yka3aH Ha STUKETKE.
lMocne nepBoro BCKpbITUS PriakoHa, KOHTPOMbHbBIN MaTepuan MOXHO
MCMonb30BaTb He MeHee 4 Heaernb, eCny XpaHUTb ero NOTHO 3aKPbIThIM
npu Temnepatype 2-8 °C

NPEOYNPEXOEHUA U MEPbI NPEOOCTOPOXHOCTMU

Habop npefHasHayveH TonbKo ANs in Vitro AMarHoCTUKN YNIONTHOMOYEHHbIM
1 npodeccuoHanbHoO KBannMULMPOBaHHbLIM CMEeLNanmcToM.
CbiBopoTka Obina npotectupoBaHa Ha Hanuuve HBsAg u aHTuTen
npotns BUY n HCV c otpuuaTensHbiMu pesynstatamu.

HecmoTpsi Ha 3TO, Herb3s UCKIOYUTb HanMyMe HEKOTOPbIX NaTOrEHHbIX
maTtepuanos. [1oaTomy coaepxumoe Habopa crnegyeT paccmaTpuBaTh,
Kak noTeHumanbHO MHMULMPOBaHHBIA MaTepuarn.

WpeHTudmrkaumsa onacHocten B cooTBeTcTBUMU ¢ PernameHtom (EC)
No 1272/2008

PeareHT B HaBope He KnaccuuumpyeTcs, kak onacHbIii.

Aptukyn | HammeHoBaHue kak B PY Homep PY [ata Bbigaum PY

BLT20042 PeppUTUH KOHTPOIb ®C3 2010/07334| ot 30.07.2010

Hama nposedeHuss konmpons: 7. 11. 2024

Kontrola spravnosti stanoveni ferritinu v séru turbidimetrickou metodou
(nizka hladina).

SLOZENI

FRTN CONL je kapalna lidska plazma se stabilizatory a konzervanty
(azid sodny < 0,1 %).

SKLADOVANI A STABILITA

FRTN CON je ur€en k pfimému pouziti. Pfed pouzitim lahvicku promi-
chejte krouzivym pohybem. Je-li dodrzena teplota skladovani pfi 2-8 °C,
je material 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.

UPOZORNENIi A BEZPECNOSTNi CHARAKTERISTIKY

Souprava je urena pouze pro in vitro diagnostické pouziti opravnénou
a profesionalné vySkolenou osobou. Séra darcu, z nichz je pfipravek vy-
roben, byla testovana na pfitomnost HbsAg a protilatek proti HIV a HCV
s negativnim vysledkem. Pfesto nelze pfitomnost patogennich latek zce-
la vyloucit. S obsahem soupravy je proto nutno zachazet jako s potenci-
alné infekénim materialem.

Identifikace nebezpeénosti v souladu s Narizenim (EC) €. 1272/2008
Cinidlo soupravy neni klasifikovano jako nebezpeéné.

Datum revize: 7. 11. 2024

ASSIGNED VALUES CEPTU®ULIMPOBAHHBIE 3HAYEHUA STANOVENE HODNOTY
Value Interval 1SD Unit 3HauyeHue WUHTepBan 18D EAnHULbI Hodnota Interval 18D Jednotka
XX.X XX X=XX.X XX ng/ml (ug/l) XX, X XX, X=XX,X X, X Hr/mMn (Mmr/n) XX, X XX X=XX,X XX ng/ml (pg/l)
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