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6 x 25 mL, instruction for use
ED C€
INTENDED USE

Erba Owrens Veronal Buffer is a universal buffer used for dilution of reference plasma and human
blood plasma samples in quantitative in vitro determination of hemostasis parameters. It is inten-
ded for semi-automated or automated method. For professional use in clinical laboratory only.

PRINCIPLE
The diluent is a solution with certain ion strength and conductivity, which can dilute calibrator
or human plasma and provide them stable environment.

DESCRIPTION AND COMPOSITION
Erba Owrens Veronal Buffer: aqueous solution of 28.4 mM barbital,
125.4 mM sodium chloride
0.05 % sodium azide as preservative; pH 7.2-7.6.

PREPARATION
Ready to use. Avoid contamination.

STABILITY AND STORAGE
The unopened buffer is stable till the expiry date stated on the bottle and kit label when stored
at2-8 °C.

SPECIMEN COLLECTION AND HANDLING

It is recommended that specimen collection and storage should be carried out in accordan-
ce with the CLSI guideline H21-A5. Plastic or siliconized glass should be used throughout.
Blood (9 parts) should be collected into 3.2 % sodium citrate anticoagulant (1 part). Sepa-
rate plasma after centrifugation at 1500 g for 15 minutes. Plasma should be kept between
15-25 °C. Testing should be completed within 4 hours of sample collection, or plasma can
be stored frozen at -20 °C for 2 weeks or -70 °C for 6 months. Thaw quickly at 37 °C prior
to testing. Do not keep at 37 °C for more than 5 minutes.

ASSAY PROCEDURE
The Erba Owrens Veronal Buffer should be used in accordance with the instructions for use
of the specific reagent kit or user manual of a specific analyser.

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.

USED SYMBOLS / POUZITE SYMBOLY

Catalogue Number
Katalogové cislo

Lot Number
Cislo Sarze

LOT

In vitro diagnostic

6 x 25 ml, navod k pouZiti
© C€
UCEL POUZITI

Erba Owrens Veronal pufr je univerzalni pufr, ktery se pouziva pro fedéni referenéni vzorku
plazmy a lidské krevni plazmy pfi kvantitativnim in vitro stanoveni hemostatickych parametr.
Je ur¢en pro poloautomatické a automatické metody. Pouze pro odborné pouziti v klinické
laboratofi.

PRINCIP
Pufr je roztok s urcitou iontovou silou a vodivosti. Pouziva se pro vytvoreni kalibracni fady,
fedéni lidské krevni plazmy a zaji$téni stabilniho prostedi vzorku.
SLOZENI
Erba Owrens Veronal pufr: vodny roztok 28,4 mM barbital
125,4 mM chlorid sodny
0,05 % azid sodny jako konzervant; pH 7,2-7,6.

PRIPRAVA
Pufr je pfipraven k pouziti. Zabrarite kontaminaci.

STABILITA A SKLADOVANI
Neotevieny pufr je stabilni do data uvedeném na obalu pfi teploté 2—-8 °C.

ODBER VZORKU A PRiPRAVA

Doporucuje se, aby odbér a skladovani vzorkd byly provadény v souladu s poky-
ny CLSI H21-A5. P¥i praci pouZivejte plast nebo silikonizované sklo. Krev (9 dilt)
by méla byt odebirana do antikoagula¢niho cinidla 3,2 % citratu sodného (1 dil).
Plasma se oddéli po centrifugaci pfi 1500g po dobu 15 minut. Plazmu uchovavejte
pfi 15-25 °C. Analyza vzorku by méla byt provedena do 4 hodin od odbéru vzorku. Plaz-
ma muze byt zmrazena a uchovéna pfi -20 °C po dobu 2 tydnu nebo pfi -70 °C po dobu
6 mésicl. Pred analyzou rychle rozmrazit pfi teploté 37 °C. Vzorek nenechaveijte pfi teploté
37 °C déle nez 5 minut.

POSTUP MERENI

Podrobné pokyny k pouZiti naleznete v uzivatelském manuélu analyzatoru nebo v navodu
k diagnostickym soupravam.

VAROVANI A POKYNY PRO BEZPECNE ZACHAZENI

Uréeno pro in vitro diagnostické pouZiti opravnénou a odborné zplsobilou osobou.
Jakakoliv zavazna nezadouci piihoda, ke které doslo v souvislosti s timto prostfedkem,
musi byt nahlasena vyrobci a statni autorité.

Identifikace nebezpecnosti v souladu s nafizenim (ES) €. 1272/2008.
Pufr neni klasifikovan jako nebezpeény.

NAKLADANI S ODPADY
Likvidace odpadnich materiali musi probihat v souladu s mistnimi pfedpisy.

See Instructions for Use
Ctéte navod k pouziti
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BUKOPUCTAHHA

Erba Owrens Veronal Buffer — e yHiBepcanbHuin Oydep, SKuA BUKOPUCTOBYETLCS Anst
PO3BEAEHHS 3paskiB TanoHHOI NasmMy Ta nnasmuy KPOBi JIFOANHU 3 METOHO KiNbKICHOTO BUSHAYEHHST
napametpiB remocrtaay in vitro. BiH npuaHadeHuin Ans pyqHoro abo aBToMaT30BaHOro MeToAY.
Tinbky Ans NpodeciiHOro BUKOPUCTaHHS B KNiHIYHMX nabopatopisix.

nPUHUMN
Po3spimkyBay siBrsie coboto po3ynH 3 MEBHOK IOHHOK CUIOK Ta MPOBIAHICTIO, KU MOXe
po36aBuTu kanibpysBaneHy abo noackky nnasmy Ta 3abe3neunTy im ctabinbHe cepeaoBuLLE.

ONMUC TA CKJIAA PEATEHTY
Erba Owrens Veronal Buffer: BogHuit po3unn 28,4 MM Gap6itany,
125,4 MM xnopwuay Hatpito Ta
0,05 % a3uay HaTpito sik KOHcepBaHT; pH 7,2—7,6.

NIArOTOBKA PEAFEHTY
[oTOBWIA 10 BUKOPUCTAHHS. YHUKaNTe 3abpyaHeHHs

CTABINIbHICTb TA 3BEPIFAHHA
HeposkpuTi peareHTn 6yayTb cTabinbHi 4O AaTV 3aKiHYEHHS TEPMIHY NPUAATHOCTI, 3a3HayYeHoT
Ha eTUKeTLi NNALLKK Ta Habopy, 36epiratoun Npu Temnepatypi 2—8 °C.

3ABIP 3PA3KIB | MTOBOMXEHHA 3 HAMU

PekomeHayeTbes, o6 3abip i 3bepiraHHs 3pa3kiB NpoBOAMUCS BiAMOBIAHO A0 HACTAHOBU
CLSI H21-A5. Ycionmn cnin BukopucToByBaTWU nnacTtuk abo cunadisoBaHe ckro. Kpos (9
YacTuH) cnig sibpatn B 3,2 % aHTuKoarynsHT uuTpaty Hatpito (1 YacTuHa). Bigokpemte
nnasmy nicns ueHTpudyrysasHs npu 1500 r npotarom 15 xeunuH. Mna3smy cnig 36epiratu
npu Temnepatypi 15-25 °C. TecTyBaHHSA HEOOXiAHO 3aBEPLUMTU NPOTArOM 4 roAuH nicns
BiaGopy 3paskiB, abo nnasmy moxHa 36epiratn 3amopoxeHoto npu -20 °C npotsirom 2
TWKHIB a6o -70 °C npotsirom 6 micauis. MNepea TecTyBaHHAM CRif LWBWAKO PO3MOPO3NTU
npu 37 °C. He 36epirante npu 37 °C gosLue 5 XBANUH.

NMPOLIEAYPA AHANI3Y

Bycdep Erba Owrens Veronal cnig BuMKOpWCTOBYBaTW BIiAMOBIAHO [0 IHCTPYKUIN LWOAO
BUKOPVCTaHHSI KOHKPETHOrO peareHTy abo BKasiBOK B iIHCTPYKLii kopucTyBaya KOHKPETHOro
aHanizatopa.

MONEPEMKEHHSA TA 3AMNOBDKHI 3AX0AU

Mpu3HayYeHo ANA BUKOPUCTaHHA B AiarHOCTULI in Vifro ynoBHOBaXeHO Ta MpodeciiHo
kBanicdikoBaHoto ocoboto. Mpo Byap-AkUiA CEPUO3HUIA IHUMAEHT, SIKUA CTaBCs Yy 3B's3KY 3
MPUCTPOEM, CriZ NOBIAOMUTY BUPOBOHMKA Ta KOMNETEHTHUI OpraH AepXXaBu-yreHa, B siki
nepebyBae KopucTyBay Ta/abo nauieHT.

lneHTudbikauia sarpos BignosigHo no PernameHTty (EC) N2 1272/2008
MpoaykT He knacudikyeTbesa sk HeGe3neyHnin.

NMOBOAXEHHA 3 BIAXOAAMU
YTunisauis Bigxo4iB NoOBWHHA 34iNCHIOBATUCSA 3rigHO 3 MICLLEEBUMU BUMOramu.

YnoBHOBaXXeHUI NpeACcTaBHUK B YKpaiHi:
TOB ,,EPBA AIATHOCTUKC YKPATHA“
01042, Kvis, Byn. IOHHA MABIA II, 6ya. 21, ocic 401
Ten. +38-050-4483456
ukraine@erbamannheim.com

BUKOPUCTAHI MO3HAYKHU
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