Erba Standard Plasma

Haemostasis Calibration Plasma

Erba Standard Plasma

Kalibrac¢ni plazma

rba’

Cat. No.: Pack name: Packaging (Content): Kat. ¢.: Nazev baleni: Obsah baleni:
EHL00012 Erba Standard Plasma 5x1ml EHL00012 Erba Standard Plasma 5x1ml
INTENDED USE ASSAY VALUE POUZITI i
Erba Standard Plasma may be used as reference plasma for the following tests: Kalibraéni plazma Erba Standard Plasma muze byt pouzita jako referen¢ni plazma ATESTOVANE HODNOTY
« Prothrombin Time (PT) LOT XXXXXXX pro nasledujici testy: 3
« Fibrinogen® « Protrombinovy ¢as (PT) arze XXXXXXX
+ Anti-Thrombin (AT I1l) EXP YYYY-MM + Fibrinogen® P pe———
« Protein C « Anti-trombin (AT Ill) Xspirace -
+ Factors Product/Test Unit Value E;Oktgrr;c
Product/Test Jednotka Hodnota
COMPOSITION PT/ Erba Protime LS % 00.0 L
Erba Standard Plasma: prepared from a frozen pool of citrated plasma from healthy - . SLOZENI CINIDEL PT / Erba Protime LS % 00,0
donors and is buffered and lyophilised to ensure stability of all plasma constituents.® PT / Erba Protime % 00.0 Kalibraéni plazma Erba Standard Plasma je pfipravena ze zmrazené smési (pool) ; - ” 000
" citratové plazmy zdravych darci a je pufrovana a lyofilizovana, aby byla zajisténa PT/Erba Protime o .
FIBRINOGEN / Erba Thrombin Reagent y % 5
WARNINGS AND PRECAUTIONS I . - all 0.00 stabilita véech slozek plazmy.® -
« For in vitro diagnostic use only. These reagents are to be used by certified medical (for determination of Fibrinogen) / Clauss Fibrinogen FfIB'z"\:OGEN‘{ Erb?;Eerbln R/ecalgent Fibri all 0,00
laboratory personnel only. Factor Il Deficient Plasma % 00.0 UPOZORNENI A BEZPECNOSTNI CHARAKTERISTIKY i (for determination of Fibrinogen) /Clauss Fibrinogen
. \?VO not Ilngest. hen handii kit ) Facor V Dendlont Plasma " 0000 . Po}lzebfi(? '/)n wim dllagnostlk'u._ S témito ¢inidly mohou pracovat pouze odborné Factor Il Deficient Plasma % 00,0
« Wear gloves when handling all kit components. o . zpUsobili laboratorni pracovnici.
» Only use clean or single use laboratory equipment to avoid contaminations. 3 o * Zabraiite poZiti. Factor V Denclent Plasma % 000,0
« The eventual rest of reagents should be disposed of in accordance with the inter- Factor VIl Deficient Plasma % 000.0 » Pokud pracujete se soupravou, pouzivejte ochranné rukavice. - o
nal regulations and in compliance with local and national regulations relating to the Factor VIl Deficient Plasma % 000.0 « Abyste zabranili kontaminaci, pouZivejte &isté nebo jednorazové laboratorni vyba- Factor VIl Deficient Plasma % 000,0
safe handling of waste. — venl. e L R, Factor VIl Deficient Plasma % 000,0
Factor IX Deficient Plasma % 000.0 « Pripadné zbytky €inidel je nutno likvidovat podle vlastnich internich predpist
(g.% Factor X Deficient Plasma % 000.0 v souladu se Zakonem o odpadech. Factor IX Deficient Plasma % 000,0
AL Factor X Deficient Plasma % 000,0
— B o
WARNING-POTENTIAL BIOHAZARDOUS MATERIAL Factor X| Deficient Plasma % 0000 (s),ﬂ Factor X1 Deficient Plasma % 000.0
Some reagents provided in these kits contain materials of human and/or animal ori- Factor XII Deficient Plasma % 00.0 A o . ’
gin. Whenever human plasma is required for the preparation of these reag , the - - VAROVANI-BIOLOGICKE RIZIKO Factor XII Deficient Plasma % 00,0
9
plasmas are tested for the antibodies to HIV 1, HIV 2 and HCV, and for hepatitis ANTITHROMBIN / Erba Chrom Antithrombin 111 % 000.0 Néktera cinidla, ktera jsou soucasti této soupravy, obsahuji latky lidského a/nebo Zi- " " S
B surface antigen. and results are found to be negative. However, no test method PROTEIN C / Erba Chrom Protein C % 000.0 vocisného puvodu, VZdy, kdyz je k pripravé téchto cinidel vyZadovana lidska plazma, ANTITHROMBIN / Erba Chrom Antithrombin 111 % 000,0
can offer complete assurance that infectious agents are absent. Therefore, users - jer testovana na pfitpmpcgl prgti/'é{e'k p'roti HIvV 1,' HIV 2 a HCV a na HBsAg a tyto PROTEIN C / Erba Chrom Protein C % 000,0
of reagents of these types must exercise extreme care in full compliance with re- YYYYYYYY vysledky jsou negativni. Nicméné Zadna testovaci metoda neposkytuje absolutni jis-
gulatory safety precautions in the manipulation of these biological materials as if totu, Ze infekéni agens nejsou pfitomna. Proto musi byt vsichni pracovnici pii préci YYYYYYYY

they were infectious.

WORKING REAGENT

Reconstitute each vial of Erba Standard Plasma with exactly 1 ml of distilled water.
Swirl gently. Allow to stand for 20 minutes for complete dissolution.

Avoid calibrator contamination

STABILITY AND STORAGE

The unopened reagents are stable till the expiry date stated on the bottle and kit
label when stored at 2-8°C.

Once reconstituted, the control remains stable:

+ 4 hours at 2-8°C.

PROCEDURE
Each calibrator should be treated in the same manner as the patients’ sample in
accordance with the instructions outlined in each particular assay procedure.

EXPECTED VALUES
The calibrator values for each of the parameters may vary from one lot to another.
Refer to the Assay Value insert provided in the box.

QUALITY CONTROL

To ensure adequate quality, control plasmas are recommended. It is suggested to
use two levels of control, one close to the normal patient values (Erba Control N, Cat.
No.: EHL00014, Erba Control N Plus, Cat. No.: EHL00016) and the second repre-
sentative the pathologic values (Erba Control P, Cat. No.: EHL00015, Erba Control
P Plus, Cat. No.: EHL00017).

LIMITATIONS

The results obtained with Erba Standard Plasma depend on several factors strongly
associated with instrumentation, types of reagents, deficient substrates and labora-
tory to laboratory variations.” ® ¢ Each laboratory should establish an expected range
for the particular instrument-reagent system.

USED SYMBOLS / POUZITE SYMBOLY

Catalogue Number
Katalogové ¢islo

Lot Number
Cislo sarze

10020384
10020427

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

The reagent is not classified as dangerous.
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Manufacturer
Vyrobce

Expiry Date
Datum expirace

& l

s timto biologickym materidlem mimoradné opatrni a pracovat zcela ve shodé s plat-
nymi bezpecnostnimi opatrenimi jako by se jednalo o infekcni material.

PRIPRAVA PRACOVNICH ROZTOKU

K obsahu kazdé lahvicky pfidejte pfesné 1 ml destilované vody. Opatrné promichej-
te. Nechejte stat 20 minut, aby doslo k dokonalému rozpusténi.

Zabrarite kontaminaci kalibracni plazmy.

SKLADOVANI A STABILITA PRACOVNICH ROZTOKU

Neoteviené ¢inidlo skladuijte pfi teploté 2—-8 °C, stabilni do data exspirace uvedeného
na $titku.

Po rekonstituci je kalibracni plazma stabilni:

* 4 hodiny pfi 2-8°C.

POSTUP MERENI

S kalibraéni plazmou by se mélo zachazet stejnym zptsobem jako

s pacientskymi vzorky v souladu s pokyny uvedenymi v postupu méfeni konkrétniho
testu.

INTERPRETACE VYSLEDKU
Hodnoty kalibraéni plazmy se mohou lisit podle $arze. Aktualni hodnoty pro danou
$arzi jsou uvedeny v atestu, ktery je souc¢asti navodu.

KONTROLA KVALITY

Pro zajisténi odpovidajici kvality stanoveni je doporu¢eno pouzit kontrolni plazmu.
Je doporuceno pouzit dvé hladiny kontroly; kontrolu v oblasti normalnich hodnot
pacientl (Erba Control N, kat. ¢. EHL 00014, Erba Control N Plus, kat. €. EHL0O0016)
a kontrolu s patologickou hodnotou (Erba Control P, kat. ¢. EHL00015, Erba Control
P Plus, kat. ¢. EHL00017).

OMEZENI

Vysledky ziskané pouzitim kalibracni plazmy zavisi na nékolika faktorech souviseji-
cich s pouzitym pfistrojem, typem pouZzitych reagencii, pouzitym substratem. Proto
mohou vysledky mezi laboratofemi vykazovat rozdily.” & °

Kazda laborator by si méla stanovit ocekavané rozmezi hodnot pro konkrétni systém
pfistroj — reagencie.

See Instruction for Use
Ctéte navod k pouziti

In Vitro Diagnostics
In vitro diagnostikum

QUALITY SYSTEM CERTIFIED
1ISO 13485

Identifikace nebezpeéno

souladu s Natizenim (EC

Cinidlo neni klasifikované jako nebezpe&né.

LITERATURA

1.

Ealed

o~

Babson AL and Flanagen ML (1975) Quantitative One Stage Assays for Factors
V and X, AJCP, 64: 817-819.

Hardisty RM et al. (1962) A One Stage Factor VIl Assay and Its Use on Venous
and Capillary Plasma. Thrombosis et Diathesis Haemorrhagica, 7:215-229.
Morse EE et al. (1971) Automated Fibrinogen Determination, AJCP, 55:671-676.
Elodi S et al (1978) Some Sources of Error in the One-Stage Assay of Factor
VI, Haemostasis, 7:1-9.

Thelin M (1968) Preparation and Standardization of a Stable AHF Plasma,
Thrombosis et Diathesis Haemorrhagica, 19:423.

Kirkwood TBL et al. (1977) Identification of Sources of Variation in Factor VIII
Assay, British Journal of Haematology, 37:559-568.

Goldenfarb MD (1971) Reproducibility in Coagulation Assays, AJCP, 55:561-564.
Palkuti HA and Longberry JR (1973) A Precision Study of Coagulation Factor
Assay Techniques, AJCP, 59:231-235

Storage Temperature
Teplota skladovani

Content
Obsah

e

Erba Lachemas.r.0., Karasek 2219/1d, 621 00 Brno, CZ
e-mail: diagnostics@erbamannheim.com, www.erbamannheim.com
N/138/24/G/NT

Date of revision / Datum revize: 16. 9. 2024



Erba Standard Plasma

CTaHﬂapTHa nnasma

Kat. Homep: HasBa Ha ynakoBui: BmicT:
EHL00012 CraHpapTHa nnasma 5x1mn
3ACTOCYBAHHSA L0 3aCTOCOBYBAroCs) i peareHTHWI (TUNK peareHTiB i AediuuTHi cy6cTpaTtn), Tomy

KoHTponbHa nnasma Erba Standard Plasma BUKOPUCTOBYETbCA K KOHTPONbHUI
Mmatepian Ans HacTyMHUX TecTiB:

 [MpoTpom6GiHoswit yac (M4)

* ®ibpuHoreH *

* AuTUTpOMGiH Il (AT III)

+ C-6inok

B-LiNOMY MOXYTb BiAPI3HATUCA Bif OTPUMaHWX B iHLWKMX nabopatopisx. ”-&° 3 ornsay
Ha Le, koxHa nabopaTopisi caMOCTIliHO BCTAHOBIIOE Ajiana3oH O4KyBaHUX 3HAYEHb
[ANsl KOHKPETHOT CUCTEMU NPOBEAEeHHs aHanisis (obnaaHaHHs-peareHTH).

NMPUMUCAHI 3HAYEHHA

+ aKTopy 3ropTaHHs KpoBi HOMEP MAPTII | XXXXXXX
CKNAQ PEATEHTIB TEPMIH NPUA. PPPP-MM
Erba Standard Plasma: oTpumaHa 3 3aMOpOXEHOI LUMTPaTHOI Nna3mu 300pOBUX
foHopis, 3abycdepeHa i nioginizoBaHa Ans 3abe3neyveHHs CTabiNbHOCTI BCiX Mokasnuk/TecT OpuHuui 3HauyeHHs
KOMMOHEHTIB nnasmu. 5
M4/ Erba Protime LS % 00,0
3ACTEPEXEHHS | 3AX04U BE3MNEKN -
« Jlvwe pana in vitro piarHOCTMKM NpOMECIiHO MiArOTOBNEHWM NEepPCOHaNnom M4/ Erba Protime % 00,0
MeauqHoi naGopartopii. ®iGpuHoreH / Erba Thrombin Reagent (anst n 0.00
* YHUKaTU KOBTAHHS. BU3HAYeHHs! BMICTY chiGpuHorey) / MeTon Knaycca ’
+ KopucTyBaTuCsi 3aXUCHUMM PyKaBUYKaMM.
+ 3anobirat koHTamiHauii, BuKOpuCTOByBaTM nuwe uucti abo oaHOpa3oBi Factor Il Deficient Plasma % 00,0
nabopaTopHi NPUHaNEeXHoCTi.
+ 3anuwku peareHTiB NOBMHHI YTUMi3yBaTICS Y BIANOBIAHOCTI A0 AilOYNX NOKANBHIX Factor V Denclent Plasma % 000,0
aBo HauioHanbHUX NPaBuU ANs AaHUX BUAIB MaTepiaris. Eactor VIl Deficient Plasma % 000,0
((-)\ Factor VIl Deficient Plasma % 000,
4 Factor IX Deficient Plasma % 000,0
ZBAI'A! I'IOTEHLJIMH’O EIOﬂOI'I‘IHQ HEBE3IMEYHUN MATEPIAJT Eactor X Deficient Plasma % 000,0
f Habopy nodckkozo ma  (abo) PUHHO20
ox00XeHHs1. Bukopucma+a 01l U20MOGIEHHSI peazeHmie rnnaama Kposi moduHu Factor XI Deficient Plasma % 000,0
i Ha 8i0t i in 0o eipycie BIJ1 1, BI/T 2 ma C, 8 o
a makox rnosep. 0 y B. OckinbKu x00HUM Memodom Factor XII Deficient Plasma % 00,0
HEMOXIUEO  TI0BHICMIO ~ dep - . AHTUTPOMGiH / Erba Chrom Antithrombin 111 % 000,0
npautosamu HeobXioHo i3 cysopum dompumaHHsam 3axodie be3neku nid yac po6omu
3 MOMeHULHO iHbikosaHumu GionozidyHUMU Mamepianamu. C-6inok / Erba Chrom Protein C % 000,0

MPUTOTYBAHHSA PEATEHTIB

BiaHosuTi BMiCT KOXHOro chnakoHy Erba Standard Plasma 3a gonomoroo TouHo
1 mMn anctunsoBaHoi Boan. ObepexHo noxutatn nakoH. 3anuwuTi Ha 20 XBUNuH
QNS MOBHOTO PO3UMHEHHS.

YHUKaTU KOHTaMiHaLjii KOHTPONLHOTO MaTepiany.

3BEPIFTAHHA | CTABITbHICTb

HesigkpuTi peareHTt € cTabinbHUMK O BUYEpNaHHs BKa3aHOro Ha ynakoBLi TepMiHy
npuaaTHoOCTI 3a ymoBM 36epiraHHs 3a Temnepatypu 2-8°C.

BinHoBneHWit KOHTPONbHWIA MaTepian € cTabinbHAM yNpoaoBX:

* 4 ropuH 3a Temnepatypu 2-8°C.

MPOLUEQYPA AHANI3Y
KoHTponbHi maTepianu HeobxigHO aHanisyBaT 3a TUMM X npoueaypamu, Lo
7 3pa3ku NaLieHTiB, 3riAHO IHCTPYKUii-BkNaAeHb A0 HaGopiB peareHTiB.

MPUMUCAHI 3BHAYEHHSA
KOHTPOMNbHI  3HAYEHHS KOXHOTO napameTpy MOXYTb BIAPISHATUCS ANS  PI3HUX
HOMepiB MapTii; Ans KoxHoro Habopy BoHW HaBoasiTbest y Posaini MPUMACAHI
BHAYEHHSA uiei IncTpykuii.

KOHTPOIb AKOCTI

Baans 3abesneyeHHs skocTi | edekTMBHOCTI  poBOTU  peKOMEeHOOBaHUM
€ BUKOPWUCTAHHSI KOHTPOMbHIX MNa3m KPOBi 3 [1BOMA PIBHSMU KOHTPOO, OAWMH
3 AKUX AN HopMaribHUX (6nn3bkux A0 HopMarnbHWX) 3HadveHb: Erba Control N (kaT.
Homep EHL00014) a6o Erba Control N Plus (kat. Homep EHL00016), apyruii—ansa
naronori4Hux 3HaveHs: Erba Control P (kat. Homep EHL00015) a6o Erba Control P
Plus (kat. Homep EHL00017).

OBMEXEHHS 3ACTOCYBAHHSA

Pesynbratit aHanisy koHTponbHoro matepiany Erba Standard Plasma 3anexarts Big
HU3KN hakTopiB, cepen SIKUX BU3HAYaNbHUMU € IHCTPYMEHTanbHWiA (obnagHaHHs,

BUKOPUCTAHI MO3HAYKU

KaTtanoxHuit Homep

Homep naprii

10020384
10020427

YYYYYYYY

PeareHT He knacudikyeTbCst K HeBGeaneyHun.
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In vitro giarHocTuka Bwmict

Mepen BUKOPUCTAHHSIM YBaXHO )
i ) Temneparypa 36epiraHHs
BUBYITb IHCTPYKLitO
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BiAnoBigHOCTI Anst Ykpainn

Erba Lachemas.r.0., Karasek 2219/1d, 621 00 Brno, CZ
e-mail: diagnostics@erbamannheim.com, www.erbamannheim.com
N/138/24/G/INT

QUALITY SYSTEM CERTIFIED
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