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XOJNECTEPWH NMHN KAJIMBPATOP

Kar. Ne HasBaHue Ha ynakoBke | ®acoBka
BLT00073 JINHM XOn KAN 1x1 mn
XapaktepucTuka

XONECTEPUH NMHIM KANWBPATOP - nnodwunuanpoBaHHas,
KanMbpoBOYHasi CbIBOPOTKA, W3rOTOBMEHHAsi HA OCHOBE YerioBe-
-4eCKOWN CbIBOPOTKW. OTO MOHOCMNELNMUYHbIN KanmbpaTop.
3HayeHne kanubpatopa onpedeneHo B COOTBETCTBMM C PEKOMEH-
-naumamn National Reference System for cholesterol (NRS/CHOL)
1 COOTBETCTBYET HOPMasibHbIM BENMYUHAM.

MpumeHeHune

XONECTEPUH NMHM  KAJIMBPATOP npegHa3Havaetca Ans
NpsIMOro  KONMYECTBEHHOrO onpegenexHns xonectepuHa JIMHM
B cbiBOpoTke ¢ Habopom JIMHM XOJ1 npsimo 80 (Hom. Homep
BLT00043) n JNIMNHM XOJ1 npsimoin 240 (Hom. Homep BLT00042).

Cepusi XXXXXXX
Cpok rogHocTh mm/rrrr
ATTecTOoBaHHbIe BeNIMYUHBI kKanubpartopa
MapameTtp KoHueHTpaums EanHnubl

JIMHIT xonecTtepwuH 0,00 MMOSb/n
dakTop nepecyera:
mr/an x 0,026 = mmonb/n
PeareHTbl
XONECTEPUH NMHM KANMMBPATOP (1 conakoH x 1 mn)
JInocdununsmpoBaHHasi CbIBOpOTKA, W3rOTOBMEHHAss Ha OCHOBeE

YernoBeYeCcKon CbIBOPOTKU

MpuroTtoBneHune peareHTa

®nakoH ¢ kannbpaTopoM OYeHb OCTOPOXKHO OTKPbITh, HE AoMycKast
notepwv nnodunuaara, u 4o6aBuUTb K COREPKMMOMY hriakoHa TOYHO
1 Mn BUAMCTUNNMPOBAHHOW UMW AEeNOHU30BaHHOW BOAbI. 3aKpbiThb
hnakoH ¥ akkypaTHO nepemellaTb KPYroBbIMU [ABWKEHUSMU [0
MoMHOro pacTeopexus nuodwmnuaarta. N3beratb BcneHnBaHus. He
BCTpsixuBaThb. MNepen ncnonb3oBaHWeM AaTb NOCTOSTb 30 MUH Mpu
KOMHaTHou TeMmnepatype (+15 go +25) °C B TeMHOM mecTe.

XpaHeHue n cTabunbHOCTb
JInocounusmposanHein ~ XONECTEPUH  JINHM  KAJTMBPATOP
cTtabuneH npu xpaHeHun B TeMHoM MecTe npu (+2 go + 8) °C go
[aThbl, ykazaHHON Ha chnakoHe.
MpUroTOBNEHHBIN XUAKUIA KanubpaTop cTabuneH:

24 vaca npu (+15 go +25) °C B TeMHOM MecTe

7 oHewi npu (+2 pgo + 8) °C B TeMHOM MecTe

Mpwn HEeoOXOAMMOCTU  CBEXENPUrOTOBIIEHHbI kanubpaTtop
MOXHO Pa3fenuTb Ha anuKBOTbl U XpaHWUTb 3aMOPOXKEHHbLIM MpU
Temnepartype (—20) °C 1 mecsy. 3amopaxuBaTb U OTTaMBaTb
kanubpatop paspellaetca Tonbko 1 pas. [lMocne oTTanBaHusi
kanubpartop HeobxoaMMo nepemeLlaTb.
Kannbpatop ctabuneH OO0 ykasaHHOro Cpoka rogHOCTU TONbKO B
cryyae OTCYTCTBUS MUKPOOHON KOHTaMUHaLUWK.
He wucnonb3oBaTh MOMYTHEBLWMIA KanubpaTtop, T.K.
SABNATLCSA UCTOYHMKOM BakTepuarbHbIX 3arpsisHEHWIA.

OH MOXeT

MpeaynpexaeHus

XOJNNECTEPUH JNNHMN KAJIMBPATOP wucnonb3oBaTbh TOMbKO ANs
HapY)XHOro NMPUMEHEHMS.

He npyvMeHsITb BHYTPb NIOASM U XKUBOTHBIM.

He ncnonb3oBaTh kanubpaTop nocrne UCTeYEeHWsi cpoka FO4HOCTMH,
yKa3aHHOro Ha cnakoHe.

He ncnonb3oBaTtb kanubpaTop Ansa Apyrvx Lenem, KpoMe OnMcaHHbIX
BbiLLIE.
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Mepbl NnpefoCcTOPOXHOCTH

HabGop peareHTOB npefgHasHadyeH pAns in  vitro AuarHoCcTukm
npodgeccrmoHanbHo 06yyeHHbIM nabopaHToM.

KanvwbpaTtop u3rotoBneH Ha OCHOBE HOpMasibHOW 4YenoBevecKoun
CbIBOPOTKM  [OHOPOB, TECTUPOBAHHOW  MeTOAOM  UMMYHO-
-dpepMeHTHOro aHanusa u PWA guarHOCTMKOW Ha OTCyTCTBME
aHTUTen K BUpycy MMMyHopeduumta yenoseka (BUY), k Bupycy
renatuta C 1 kK NOBEPXHOCTHOMY aHTUreHy Bupyca renatuTa B.
OTpuuatenbHble pesynbTaTbl Ha OTCYTCTBME aHTUTEN K BUPYCY
UMMyHoAeduuMTa YenoBeka B NUOMPUIU3MPOBAHHOM MPOAYKTE
6bInM NonyYeHbl UMMYHOMIOOPECLIEHTHBIM METOAOM.

Tak Kak pucKk 3apaKeHUsi Hernb3si UCKINoYMTb, To paboTaTtb C kanu-
6paTopom HeobXxoAMMO OCTOPOXHO, Kak C CbIBOPOTKOW GOMbHOrO.
Bo Bpemsi paboTbl cobntofaTh Bce npaBunia obLuern 6e3onacHocTy,
Kak npu pabote c Ouonornyeckum MaTepuanom. CobntogaTb
npasuna fMYHOW TMrMeHbl, NCNonb3ys CpeacTBa MHANBUAYArbHOW
3awmTbl (ogexay, obyBb M T.4.). 3anpelaercs ecTb, MUTb U
KypUTb.

Mocne okoH4aHWs paboTbl BbIMbITb PYKV TENIOW BOAOW C MbIFIOM 1
HaHECTW Ha PyKW pereHepvpyoLni Kpem.

Ecnn dnakoH ¢ kanubpatopom pasbuncs, 3arps3HeHHoe MecTo
ne3nHdMumMpoBaTh NePCTEPUHOM UIN XITOPaMUHOM.

PeareHT Habopa copepxuT: <0.025% 5-chloro-2-methyl-4-isothia-
zolin-3-one n 2-methyl-2H-isothiazol-3-one.

MpenynpexaeHve

O6o3Ha4yeHne onacHOCTH:

H317 MoxeT BbI3biBaTb anfiepruyeckyto KoXHy peakuumio.

MepbI NpefoCTOPOXHOCTH:

P280 Monb3oBaTbCs 3alMTHLIMKU NepyaTkamMmu/3aLlmMTHON opexaon/
CpeAcTBaMu 3aluThbI rMas.

P303 + P361 + P353 MNMPW MOMAJOAHNM HA KOXY (nnu Bomnochl):
HemenneHHo CHATb BCIO 3arpsA3HEHHYH OAEXAY, MPOMbITb KOXY
BOAOW/MOA AyLIEM.

P333 + P313 [Mpu pasgpaeHun KOXM WU MOSIBIIEHUN ChIMu:
obpaTuTbes K Bpauy.

MepBas nomolub

Mpu npueme BHYTpb criegyeT NpornonockaTe PoT BOAOW, BbIMUTb
0,5 n Boabl.

Mpw KOHTaKTe C rmasamuv 6bICTPO NPOMBITb UX MPOTOYHOW BOAOW.
[Mpn KOHTakTe C KOXel HeobXoAMMO MPOMbITb Tension BOOOW C
MbINIOM.

Bo Bcex cepbesHbix crnyyasx AofmkHa OblTb Oka3aHa KBanuduum-
poBaHHast MeAULIMHCKasi MOMOLLb.

YTuUnusaums ucnornb3oBaHHbIX MaTepuanos

Bce o6pasubl TecTa JOMKHBI paccMaTprBaThCs Kak MoTeHLUManbHo
MHMUUMPOBaHHbIE Y BMECTE C OCTalbHbIMK peareHTamu LOIHKHbI
ObITb YHWUYTOXEHbI B COOTBETCTBUM C CYLLECTBYIOLUMMU B KaXKOOW
CTpaHe NpaBunamu 4nsi JaHHOTO BuAa MaTtepuarnos.

BymaxHas ynakoBka BbliGpackiBaeTcsi BMECTe C ApYrMM MycOpoM, a
KOHTEMHepbl OTNPAaBNSOTCS Ha nepepaboTky.

[ata npoBefeHus nocnegHero koHTpons: 30. 1. 2015

MNpeactaButensctBo Erba Lachema s.r.o. B Poccuiickon ®epepauun
109029 r.Mockea, yn.Hwxeropoackas 32, kopn.15, oduc 503

Ten. +7 (495) 755 55 80; 755 78 51,

e-mail: lachema@mail.ru, www.erbalachema.ru
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LDL CHOLESTEROL CALIBRATOR

Kat. ¢. Nazev baleni Obsah baleni
BLT00073 LDL C CAL 1x1ml

© e
Charakteristika

LDL CHOLESTEROL CALIBRATOR je lyofilizované humanni sérum.
Je to monospecificky kalibrator, jehoz hodnota byla stanovena
procesem doporu¢enym Narodnim referenénim systémem pro
cholesterol (NRS/CHOL) a je v souladu s hodnotami medicinsky
vyznamnymi.

Pouziti

LDL CHOLESTEROL CALIBRATOR je uréen pro kvantitativni sta-
noveni LDL cholesterolu soupravou LDL C DIRECT 80 (Kat. ¢&.
BLT00043) a LDL C DIRECT 240 (Kat. ¢. BLT00042) v séru.

Sarze

XXXXXXX
Exspirace mm/rrrr
Atestovana hodnota kalibratoru
Parametr Koncentrace Jednotka

LDL cholesterol 0,00 mmol/|
Prepocet jednotek:

mg/dl x 0,026 = mmol/l

Cinidla
LDL CHOLESTEROL CALIBRATOR (1 lahvi¢ka na 1 ml)
Obsahuje lyofilizované humanni sérum.

Priprava

Lahvi¢ku s kalibratorem opatrné otevieme a pfidame pfesné odmé-
feny 1 ml redestilované nebo deionizované vody.

Kalibrator rekonstituujeme 30 minut pfi pokojové teploté (+15 az
+25) °C na tmavém misté, opatrné s lahvi¢kou krouzime, netfepat!

Skladovani a stabilita
P¥i skladovani na tmavém misté je LDL CHOLESTEROL CALIBRA-
TOR stabilni v lyofilizované formé do doby exspirace uvedené na
obalu pfi (+2 az +8) °C.
Po rekonstituci je stabilni:

24 hod pfi (+15 az +25) °C v temnu

7 dni pfi (+2 az +8) °C v temnu

1 mésic pfi (-20) °C, Ize pouze jednou zamrazit.
Udaije o stabilité kalibratoru jsou platné pouze v ptipadé, Ze kalibrator
neni mikrobialné kontaminovan. Pokud se vytvofi zakal, svédci to o
mozném rustu bakterii, kalibrator nepouzivejte.

Upozornéni

LDL CHOLESTEROL CALIBRATOR je diagnosticum in vitro. Nesmi
se pouzivat vnitfné u lidi ani u zvirat.

Nepouzivejte po uplynuti exspirani doby uvedené na lahvicce.
Nepouzivejte reagenty pro jiné, nez zde popsané ucely.

Ochrana zdravi

Uréeno pro in vitro diagnostické pouziti opravnénou a profesionalné
vy$kolenou osobou.

K vyrobé kontrolniho materialu bylo pouzito vyhradné lidské sérum
darc, u kterych nebyly prokazany protilatky proti HIV (human immu-
no-deficiency virus), HCV (Hepatitis C Virus) a HBsAg testovanim
specifickymi postupy (ELISA a RIA). U lyofilizovaného produktu byly
negativni testy na HIV protilatky potvrzeny imunofluorescenéni me-
todou. Presto riziko infekce nemuize byt vyloucené a je doporu¢eno
zachazet s kalibratorem jako s nativnimi vzorky pacientt. Je nutné
dodrzovat obecné zasady bezpec&nosti prace, ale i zasady prace s bi-
ologickym materialem. Zejména je tfeba zachovavat pravidla osobni
hygieny, pouzivat osobni ochranné pracovni prostfedky (odév, obuv
a podobné), pfi praci nejist, nepit a nekoufit. Po praci a pred jidlem
omyt pokozku pfedevsim rukou teplou vodou a mydlem a oSetfit
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vhodnym reparaénim krémem. PFi eventualnim rozbiti lahvicek je
nutno znedisténé misto desinfikovat Persterilem nebo Chloraminem.
Cinidlo soupravy obsahuje <0,025% smési 5-chlor-2-methylisothia-
zol-3(2H)-onu a 2-methylisothiazol-3(2H)-onu.

Varovani
Standardni véty o nebezpeénosti:
H317 Mdze vyvolat alergickou kozni reakci.
Pokyny pro bezpecné zachazeni:
P280 Pouzivejte ochranné rukavice/ochranny odév/ochranné bryle.
P303+P361+P353 PRI STYKU S KUZI (nebo s vlasy): Veskeré kon-
taminované ¢asti odévu okamzité sviéknéte. Oplachnéte kizi vodou/
osprchuijte.
P333+P313 Pfi podrazdéni kiize nebo vyrazce: Vyhledejte Iékafskou
pomoc.

Prvni pomoc

PFi nahodném poziti se vyplachnou Usta a vypije se asi 0,5 | vody,
pfi vniknuti do oka provést rychly a dikladny vyplach proudem cisté
vody. Pfi potfisnéni omyt pokozku teplou vodou a mydlem. Ve vSech
vaznych pfipadech poskozeni zdravi vyhledat Iékafskou pomoc.

Likvidace odpadu

Na soupravu je nutné pohlizet jako na potencionalné infekéni a pfi-
padné zbytky &inidla likvidovat podle vlastnich internich predpist
jako nebezpecny odpad v souladu se Zakonem o odpadech. Papiro-
vé obaly se predaji do sbéru k recyklaci, pfipadné do komunalniho
odpadu.

Datum posledni revize: 30. 1. 2015
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LDL CHOLESTEROL CALIBRATOR

Kat. ¢. Nazov balenia Obsah balenia

BLT00073 LDL C CAL 1x1ml

) Ce
Charakteristika

LDL CHOLESTEROL CALIBRATOR je lyofilizované humanne sérum.
Je to monospecificky kalibrator, ktorého hodnota bola stanovena
procesom doporuc¢enym Narodnym referenénym systémom pre
cholesterol (NRS/CHOL) a je v sulade s hodnotami medicinsky
vyznamnymi.

Pouzitie

LDL CHOLESTEROL CALIBRATOR je ureny pre kvantitativhe
stanovenie LDL cholesterolu testom LDL C DIRECT 80 (Kat. ¢&.
BLT00043) a LDL C DIRECT 240 (Kat. ¢. BLT00042) v sére.

Sarze XXXXXXX
Exspiracia mm/rrrr
Atestovana hodnota kalibratoru
Parametr Koncentréacia Jednotka

LDL cholesterol 0,00 mmol/I

Prepocet jednotiek:
mg/dl x 0,026 = mmol/l

Cinidla
LDL CHOLESTEROL CALIBRATOR (1 flastitka na 1 ml)
Obsahuje lyofilizované humanne sérum.

Priprava

Frasticku s kalibratorom opatrne otvorime a pridame presne od-
merany 1 ml redestilovanej alebo deionizovanej vody.

Kalibrator rekonstituujeme 30 minut pri izbovej teplote (+15 az
+25) °C na tmavom mieste, opatrne s flasti¢kou krizime, netrepat!

Skladovanie a stabilita
Pri skladovani na tmavom mieste je LDL CHOLESTEROL CALIBRA-
TOR stabilny v lyofilizovanej forme:
do doby exspiracie uvedenej na obale pri (+2 az +8) °C
Po rekonétitucii je stabilny:

24 hod pri (+15 az +25) °C/na tmavom mieste

7 dni pri (+2 az +8) °C/na tmavom mieste

1 mesiac pri (-20) °C/na tmavom mieste,

je mozné iba raz zamrazit'.
Udaije o stabilite kalibratoru st platné iba v pripade, ak kalibrator nie
je mikrobialne kontaminovany. Pokial sa vytvori zékal, ukazuje to na
mozny rast baktérii, kalibrator nepouzivajte.

Upozornenie

LDL CHOLESTEROL CALIBRATOR je diagnosticum in vitro.
Nesmie sa pouzivat vnutorne u ludi ani u zvierat.

Nepouzivajte po uplynuti exspiracnej doby uvedenej na flasticke.
Nepouzivajte reagenty pre iné, nez tu popisané ucely.

Ochrana zdravia

Uréené pre in vitro diagnostické pouzitie opravnenou a profesional-
ne vySkolenou osobou.

Na vyrobu kontrolného materialu bolo pouzité vyhradne fudské sé-
rum darcov, u ktorych neboli preukazané protilatky proti HIV (hu-
man immuno-deficiency virus), HCV (Hepatitis C Virus) a HBsAg
testovanim Specifickymi postupmi (ELISA a RIA). U lyofilizovaného
produktu boli potvrdené negativne testy na HIV protilatky imunof-
luorescenénou metdédou. Napriek tomu riziko infekcie neméze byt
vylu€ené a je doporucené zaobchadzat s kalibratorom ako s na-
tivnymi vzorkami pacientov. Je nutné dodrziavat obecné zasady
bezpeclnosti prace, ale aj zédsady prace s biologickym materidlom.
Najma je treba zachovavat pravidla osobnej hygieny, pouZivat
osobné ochranné pracovné prostriedky (odev, obuv a podobne), pri
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praci nejest, nepit’ a nefajcit. Po praci a pred jedlom umyt pokozku
predovSetkym ruk teplou vodou a mydlom a oSetrit vhodnym repa-
raénym krémom. Pri eventualnom rozbiti flasticiek je nutné znedis-
tené miesto dezinfikovat’ Persterilom alebo Chloraminom.

Cinidlo obsahuje reakénui zmes z 5-chlér-2-metyl-4-izotiazolin-
-3-6nu a 2-metyl-2H-izotiazol-3-6nu.

Pozor
Vystrazné upozornenie:
H317 Mbze vyvolat alergicku koznu reakciu.
Bezpecnostné upozornenie:
P280 Noste ochranné rukavice/ochranny odev/ochranné okuliare.
P303 + P361 + P353 PRI KONTAKTE S POKOZKOU (alebo vias-
mi): VSetky kontaminované ¢asti odevu okamzite vyzlecte. Pokozku
oplachnite vodou/sprchou.
P333 + P313 Ak sa prejavi podrazdenie pokozky alebo sa vytvoria
vyrazky: vyhladajte lekarsku pomoc.

Prva pomoc

Pri nahodnom poZiti sa vyplachnu Usta a vypije sa asi 0,5 | vody, pri
vniknuti do oka urobit rychly a dékladny vyplach pradom Cistej vody.
Pri zasiahnuti pokozky umyt pokozku teplou vodou a mydiom. Vo
vSetkych vaznych pripadoch poskodenia zdravia vyhladat’ lekarsku
pomoc.

Likvidacia odpadov

Na supravu je nutné nazerat ako na potencionalne infekénu a pri-
padné zvysky Cinidla likvidovat podla vlastnych internych predpisov
ako nebezpecny odpad v sulade s narodnou legislativou. Papierové
obaly dajte do zberu k recyklacii, prip. do komunalneho odpadu.

Datum poslednej revizie: 30. 1. 2015
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LDL CHOLESTEROL CALIBRATOR

Cat. No. Pack Name
BLT00073 LDL C CAL

Characteristics

LDL CHOLESTEROL CALIBRATOR is lyophylized human serum. It
is a monospecific calibrator. The value of the calibrator was deter-
mined by the procedure recommended by the National Reference
System for cholesterol (NRS/CHOL) and complies with significant
medical values.

Packaging (Content)

1Tx1ml

Intended use

The LDL CHOLESTEROL CALIBRATOR is intended for the quantita-
tive determination of LDL cholesterol by the LDL C DIRECT 80 (Cat.
No. BLT00043) and LDL C DIRECT 240 (Cat. No. BLT00042) test in
serum.

Batch XXXXXXX

mm/rrrr

Expiration

Certified values of calibrator

Parameter Concentration Unit

LDL cholesterol 0.00

mmol/|

Unit conversion:
mg/dl x 0.026 = mmol/l

Reagents
LDL CHOLESTEROL CALIBRATOR (1 bottle for 1 ml)
It contains lyophylized human serum.

Reagent preparation

Open the bottle very carefully and add exactly 1.00 ml of redistilled
or deionized water.

Reconstitute the calibrator within 30 min at room temperature of
(+15 to +25) °C in a dark place. Swirl the bottle carefully, do not shake!

Storage and stability
When stored at a dark place, the LDL CHOLESTEROL CALIBRATOR
is stable in the lyophylized form:
at temperature of (+2 to +8) °C till the date of expiration stated on
the bottle.
The reconstituted calibrator is stable for at least:

24 h at (+15 to +25) °C in dark

7 days at (+2 to +8) °C in dark

1 month at (-20) °C in dark, when frozen once
Data concerning calibrator stability are valid only for the calibrator not
contaminated microbially.
Do not use the calibrator with a turbidity developed pointing at a
possible bacterial growth.

Warning

The LDL CHOLESTEROL CALIBRATOR is a diagnosticum for
in vitro use.

Not to be used internally in humans or animals.

Do not use this product past the expiration date stated on the bottle.

Do not use this product for any purpose other than described herein.

Health protection

For in vitro diagnostic use. To be handled by entitled and professi-
onaly educated person.

The control sera have been prepared from normal human serum
of donors tested to be free of antibodies of HIV (human immuno-
deficiency virus), HCV (hepatitis C virus) and HBsAg by specific
procedures (ELISA and RIA).

The negative results of tests for HIV antibodies in the case of lyo-
phylized product were confirmed by imunofluorescent method.
However, since the risk of infection can never be excluded, the ca-
librator is to be handled like a patient specimen.
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During the work all principles of general safety as well as the prin-
ciples of work with biological materials are to be maintained. Above
all observe the principles of personal hygiene, use personal prote-
ction aids (clothes, shoes, etc.), do not eat, drink and smoke. After
finishing the work and before a meal wash your hands with soap
and warm water and apply a suitable regenerating cream.

When the bottle is broken, the contaminated surface must be dis-
infected with Persteril or Chloramin.

Reagent contains <0.025% reaction mass of 5-chloro-2-methyl-
-4-isothiazolin-3-one and 2-methyl-2H-isothiazol-3-one.

Warning
Hazard statement:
H317 May cause an allergic skin reaction.
Precautionary statements:
P280 Wear protective gloves/protective clothing/eye protection.
P303 + P361 + P353 IF ON SKIN (or hair): Take off immediately all
contaminated clothing. Rinse skin with water/shower.
P333 + P313 If skin irritation or rash occurs: Get medical advice.

First aid

In case of an accidental ingestion wash up the mouth and drink about
0.5 litre of water.

On eye contact rinse quickly and thoroughly with a jet of tap water.
Contaminated skin wash with warm water and soap.

In all serious cases of health damage consult a physician.

Waste disposal

The kit should be hold as a potentially infectious material. The
eventual rest of the reagent must be disposed according to inner
regulations for dangerous waste, in compliance with local and na-
tional regulations. Paper packing are handed over for recycling or
discarded as communal waste.

Date of last revision: 30. 1. 2015
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