Erba Control N Plus

« Normalni » kontrolni plasma (specialni metody)

Kat. ¢. Nazev baleni Obsah baleni

EHL00016 Erba Control N Plus 10 x 1 ml
) C€
POUZITI

Kontrolni plazma Erba Control N Plus muZe byt pouzita ke kontrole nasledujicich
testl:

* Protrombinovy ¢as (PT)

« Aktivovany parcialni protrombinovy ¢as (APTT)

+ Fibrinogen’

* Anti-trombin (AT III)

* Trombinovy ¢as (TT)

* Protein C

< Faktory (I, V, VII, VIII, IX, X, XI, XI12)

SLOZENI CINIDEL
Erba Control N Plus je pfipravena ze zmrazené smési (pool) citratové lidské plaz-
my, je pufrovana a dodava se jako lyofilizat, aby byla zajisténa stabilita vSech
komponent plazmy.?

UPOZORNENI A BEZPECNOSTNi CHARAKTERISTIKY

* Pouze pro in vitro diagnostiku. S témito ¢inidly mohou pracovat pouze atesto-
vani laboratorni pracovnici.

* Zabrarite poziti.

« Pokud pracujete se soupravou, pouzivejte ochranné rukavice.

« Abyste zabranili kontaminaci, pouzivejte Cisté nebo jednorazové laboratorni
vybaveni.

« Prfipadné zbytky €inidel je nutno likvidovat podle vlastnich internich pfedpisu
v souladu se Zakonem o odpadech.

Klasifikace smési podle nafizeni (ES) &. 1272/2008
Cinidlo soupravy neni klasifikovano jako nebezpecéné.

VAROVANI - BIOLOGICKE RIZIKO

Néktera cinidla, ktera jsou soucasti této soupravy, obsahuji latky lidského a /
nebo Zivocisného plvodu. VZdy, kdyz je k pfipravé téchto Cinidel vyZadovana
lidské plazma, je testovéana na pfitomnost protilatek proti HIV 1, HIV 2 a HCV
a na HBsAg a tyto vysledky jsou negativni. Nicméné Zadna testovaci metoda
neposkytuje absolutni jistotu, Ze infekcni agens nejsou pfitomna. Proto musi byt
vsichni pracovnici pfi praci s timto biologickym materialem mimoradné opatrni
a pracovat zcela ve shodé s platnymi bezpecnostnimi opatrfenimi jako by se jed-
nalo o infek¢ni material.

PRIPRAVA PRACOVNICH ROZTOKU

K obsahu kazdé lahvicky pridejte pfesné 1 ml destilované vody. Opatrné promi-
chejte. Nechejte stat 20 minut, aby doslo k dokonalému rozpusténi. Pfed pouzitim
dobre promichejte.

Zabrarite kontaminaci kontrolni plazmy.

SKLADOVANI A STABILITA PRACOVNICH ROZTOKU

Neoteviené ¢inidlo skladujte pfi teploté 2—-8°C, stabilni do data exspirace uvede-
ného na stitku.
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Po rekonstituci je kontrolni plazma stabilni:

* 4 hodiny pfi 2-8°C

* 4 tydny pfi -20°C

Pokud neni kontrola pouzivana, musi byt lahvi¢ka uzaviena.

POSTUP MERENI
S kontrolni plazmou by se mélo zachazet stejnym zptsobem jako s pacientskymi
vzorky v souladu s pokyny uvedenymi v postupu méfeni konkrétniho testu.

INTERPRETACE VYSLEDKU

Hodnoty kontrolni plazmy se mohou li$it podle $arze. Aktualni hodnoty pro danou
Sarzi jsou uvedeny v atestu, ktery je soucasti navodu. Doporucuje se, aby si kaz-
da laboratof stanovila vlastni stfedni hodnotu a akceptovatelné rozmezi hodnot
a pravidelné znovu vyhodnocovala stfedni hodnotu.

KONTROLA KVALITY

Pokud je kontrola pouzivana podle doporuceni, mély by byt naméfené hodnoty
Erba Control N Plus v rozmezi udaném v atestu. Pokud neni mozné reprodukovat
dané hodnoty kontroly, zkontrolujte vSechny komponenty testovaciho systému,
zda funguji spravné. Pokud je to nutné, opakujte stanoveni.

OMEZENI

Vysledky ziskané prostfednictvim Erba Control N Plus zavisi na nékolika fakto-
rech souvisejicich s pouzitym pfistrojem, typem pouzitych reagencii, pouzitym
substratem. Proto mohou vysledky mezi laboratofemi vykazovat rozdily." 23
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Erba Control N Plus

« Normal » Haemostasis Control (Special assays)

Cat. No.:
EHL00016

Packaging (Content):
10 x 1 ml
ED 1
INTENDED USE

The Erba Control N Plus may be used as a normal control for the following tests:
* Prothrombin Time (PT)

« Activated Partial Thromboplastin Time (APTT)

« Fibrinogen '

*  Anti-Thrombin (AT III)

¢ Thrombin Time (TT)

* Protein C

« Factors (I, V, VII, VIII, IX, X, XI, XI12)

Pack name:
Erba Control N Plus

COMPOSITION
Erba Control N Plus is prepared from a frozen pool of citrated human plasma and
is buffered and lyophilised to ensure stability of all plasma constituents.?

WARNINGS AND PRECAUTIONS

« For in vitro diagnostic use only. These reagents are to be used by certified
medical laboratory personnel only.

* Do notingest.

«  Wear gloves when handling all kit components.

« Only use clean or single use laboratory equipment to avoid contaminations.

« The eventual rest of reagents should be disposed of in accordance with the in-
ternal regulations and in compliance with local and national regulations relating
to the safe handling of waste.

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

Reagent of the kit is not classified as dangerous.

&

WARNING - POTENTIAL BIOHAZARDOUS MATERIAL

Some reagents provided in these kits contain materials of human and/or animal
origin. Whenever human plasma is required for the preparation of these reagents,
the plasmas are tested for the antibodies to HIV 1. HIV 2 and HCV, and for he-
patitis B surface antigen. and results are found to be negative. However, no test
method can offer complete assurance that infectious agents are absent. Therefo-
re, users of reagents of these types must exercise extreme care in full compliance
with regulatory safety precautions in the manipulation of these biological materials
as if they were infectious.

WORKING REAGENT

Reconstitute each vial of Erba Control N Plus with exactly 1 ml of distilled water.
Swirl gently. Allow to stand for 20 minutes for complete dissolution. Mix well before
use. Avoid control contamination.
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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

* 4 weeks at -20°C

Keep covered.

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

INTERPRETATION OF RESULTS

The control values for each of the parameters may vary from one lot to another.
Refer to the Assay Value insert provided in the box. For greater control sensitivity
each laboratory should establish its own mean and acceptable range and periodi-
cally re-evaluate the mean.

QUALITY CONTROL

When properly used as recommended, the values of the Erba Control N Plus
should be found to be within the acceptable ranges, as indicated in the Assay
Value Insert. If the stated control values for the lot being used cannot be reprodu-
ced, check that all the components of the test system are functioning correctly. If
necessary, repeat the tests.

LIMITATIONS

The results obtained with Erba Control N Plus depend on several factors strongly
associated with instrumentation, types of reagents, deficient substrates and labo-
ratory to laboratory variations." 23
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Erba Control N Plus

KoHTponbHa nnasma HopmanbHa Mnioc

Kat. Homep | Ha3Ba Ha ynakoBui BwmicT

EHLO00016 | KoHTponbHa nna3ma HopmanbHa MNntoc | 10 x 1 mn
G g
3ACTOCYBAHHA

KoHTponbHa nna3ma Erba Control N Plus BUKOPUCTOBYETHCSI SIK KOHTPOMbHUIA
maTtepian y HopmaribHOMY Jiana3soHi 3HaYeHb A5t HACTYMHUX TECTIB:

* [poTtpombiHoBuit Yac (MY)

¢ AKTMBOBaHWI YacTKOBUI TpoMbBonnacTuHoBmin Yac (AUTYH)

*  ®i6puHoreH '

e AHTUTPOMGIH Il (AT III)

* Tpomb6iHoBuii vac (TY)

* C-6inok

»  ®akTopw 3ropTtaHHs kposi (11, V, VII, VIII, IX, X, XI, XII?)

CKNAQO PEATEHTIB

Erba Control N Plus oTpumaHuii i3 3aMOPOXEHOi KOHLEHTPOBAHOI LMTpaTHOT
nnasmu KpoBi NoavHK; GydepusoBaHuii i niodinizoBaHuii Anst 3abesneyeHHs
CTabiNbHOCTi KOMMOHEHTIB.?

3ACTEPEXEHHSA | 3AXO0OU BE3NEKU

¢ Jlvwe pansa in vitro giarHOCTUKM NPOECINHO NIAroTOBNEHMM MEepcoHanom
Meaun4Hoi naboparopii.

*  YHVKaTK KOBTaHHS.

* KopucTyBaTuCsi 3aXMCHUMM pyKaBUYKaMK.

* 3anobiraTn KoHTaMiHaLii, BMKOpPUCTOBYBaTM nuwe 4nUCTi abo opHopas3oBi
nabopaTopHi NpUHanNexHocTi.

¢ 3anuwku peareHTiB MOBWHHI yTWMi3yBaTUCA Yy BIANOBIQHOCTI [0 AiH0YMX
nokarnbHux abo HauioHanbHUX NpaBwn Ans AaHWxX BUAiB maTtepianis.

Knacudikauin He6e3neku 3rinHo KepisHuurea €C Ne1272/2008
KomnoHeHTn Habopy He knacudikytoTbes sk HebesneyHi.

YBATA! NOTEHLIAHO BIOJIOMNYHO HEBE3MEYHUA MATEPIAJ

PeazeHmu Habopy Micmsmb mamepianu nodcbkoeo ma (abo) meapuHHO20
roxo0xeHHs1. BukopucmaHa Onsi 8u20MOBNEeHHs peageHmie rnasma Kposi
MoOUHU repesipeHa Ha esidcymHicmb aHmumin do eipycie BIf1 1, BT 2 ma
2enamumy C, a makox r1ogepxHe8o2o aHmueeHy eenamumy B. OCKinbKu X0OHUM
MemoOOM HEMOXJIUBO MOBHICIMIO  8UKMIYUMU  MPUCYMHICMb  iHQbeKUitHUX
azeHmis, npautoeamu HeObXiOHO i3 cysopum dompuMaHHsIM 3axodie 6esneku rnio
4yac pobomu 3 nomeHUujiliHo iHghikogaHuMU biorno2iyHUMU Mamepianamu.

NMPUrOTYBAHHSA PEATEHTIB

BioHoBMTM BMICT koxHOro conakoHy Erba Control N Plus 3a gonomoroto To4Ho 1
M AMCTMNBboBaHOi Boan. O6epexHo noxmTtaTtu pnakoH. 3anuwmuti Ha 20 XBUNUH
AN MOBHOMO PO34MHEHHS. [leped BWKOPUCTaHHSIM peTenbHO nepemillaTy.
YHMKaTW KOHTaMiHaLii KOHTPONbHOro marepiany.

3BEPIFAHHA | CTABUIbHICTb
HesBigkpuTi peareHTn € cTabinbHMMKM OO BUYEpPNaHHS BKA3aHOro Ha ynakoBLi
TepMiHy npuaaTHocTi 3a yMoBu 36epiraHHs 3a Temnepatypu 2—-8 °C.
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BigHOBMEHWI KOHTPONBHWI MaTepian € cTabinbHUM YNPOJOBX:
* 4 rogvH 3a Temnepatypu 2-8 °C

* 4 TxHiB 3a Temnepatypu -20 °C

36epiratv y 3akpuTOoMy BUIMISA.

NPOLIEAYPA AHANI3Y
KoHTponbHi MaTtepianu HeobxigHO aHanidyBaTy 3a TUMU X Npoueaypamu, Lo 1
3pasku NauieHTiB, 3riaHO IHCTPYKUiN-BKNaaeHb A0 HabopiB peareHTiB.

IHTEPMPETALUIA PE3YNbTATIB

KOHTpOnbHI 3Ha4YeHHS | Aiana3oHn Ans KOXXHOro napameTpy MOXYTb Bigpi3HATUCA
ONs pi3HUX HOMEPIB NapTii; AN KOXXHOro Habopy BOHW HABOAATLCA B OKPEMOMY
[OKYMeHTI-BKNnageHHi. Ans 3abeaneyeHHst Ginblu YyTIIMBOrO KOHTPOSIO SKOCTI
BMMIpIOBaHb KOXHa nabopaTtopis MNOBWHHA BCTAHOBUTU BRACHi KOHTPOSbHI
(cepeqHi) 3Ha4yeHHs1 i JOMyCTUMi AianasoHn, a TaKkoX MNepioguyHO NPOBOAUTU
YTOYHEHHS | KOPEKL|it0 KOHTPONbHUX 3HAYEHb.

KOHTPOIb AKOCTI

Mpy NpaBUNbHOMY BWMKOPWCTAHHI 3riJHO HaBEAEHUX PEKOMEeHAaUi 3HaYeHHs
Erba Control N Plus noBuWHHI noTpannsT B JONYyCTUMI Aiana3oHu, BkasaHi
B [OOKYMEHTI-BKNageHHi. FKLWO BkasaHi KOHTPOMbHI 3HA4YeHHA He BAAETbCS
BiATBOPWTM, HEOOXiAHO MepeKkoHaTUCs, WO BCi KOMMOHEHTU HabopiB peareHTiB
(TecT-cucTem) YHKUIOHYIOTb HaNeXHWM YMHOM, i 3a HeobXiaHOCTI MOBTOPUTU
aHania KOHTPONbLHOro Martepiany.

OBMEXEHHA 3ACTOCYBAHHA

Pesynbratv aHanidy koHTponbHoro matepiany Erba Control N Plus 3anexatb
Bif AeKinbkox (hakTopiB, cepen SKMX BU3HAYaNbHUMU € HCTPYMEHTanbHWUn
(obnagHaHHs, WO 3aCTOCOBYBANoCs) i peareHTHUIA (TUNK peareHTiB i AediuunTHi
cy6cTpaTun), ToMy B 3aranibHOMY BUNazKy MOXYTb BiApPi3HSTMCA Bif OTPUMaHUX
B iHWKX naGoparopisx." 23
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UA YnoBHOBaXXeHWI NpeAcTaBHUK B YKpaiHi:
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BUKOPUCTAHI MO3HAYKN

KatanoxHuin Homep
Homep naprii

In vitro piarHocTuka

I::IE Mepen BUKOPUCTaHHSIM YBaXHO
BUBMITb IHCTPYKLIitO
g TepmiH npuaaTHocTi /ﬂ/— Temnepartypa 36epiraHHs
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&
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