Erba Factor Xl Deficient Plasma

Kat. €. Nazev baleni Obsah baleni
EHL00035 Erba Factor XI Deficient Plasma 3x1ml
POUZITI

Souprava Erba Factor XI Deficient Plasma je urena ke kvantitativnimu stanoveni Faktoru XI
u pacientli s podezienim na deficienci tohoto faktoru nebo pacientu, ktefi trpi vrozenou nebo
ziskanou deficienci Faktoru XI.

PRINCIP METODY

Kvantitativni stanoveni faktoru jednostupriovou metodou vyzaduje substratovou plazmu po-
stradajici Faktor XI. Red&na testovana plazma se smicha s plazmou deficientni na faktor XI
a stanovi se ¢as nutny ke vzniku koagula. Srovnani korekce koagula¢niho ¢asu pacientského
vzorku s korekci referenéniho materialu umoznuje stanoveni % aktivity pacientské plazmy sta-
novovaného vzorku.! Stanoveni faktort deficientni plazmy mohou byt provedena na jakémkoli
analyzatoru, ktery umoZzriuje stanoveni metod zaloZenych na stanoveni APTT.

SLOZENI CINIDEL
Erba Factor XI Deficient Plasma je odvozena z lidské plazmy a obsahuje méné nez 1 % resi-
dualni aktivity Faktoru XI.

UPOZORNENI A BEZPECNOSTNi CHARAKTERISTIKY

« Pouze pro in vitro diagnostiku. S témito ¢inidly mohou pracovat pouze odborné zpusobili
laboratorni pracovnici.

« Zabrante poziti.

« Pokud pracujete se soupravou, pouzivejte ochranné rukavice.

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

« Pripadné zbytky ¢inidel je nutno likvidovat podle vlastnich internich predpist v souladu se
Zakonem o odpadech.
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VAROVANI - BIOLOGICKE RIZIKO

Néktera cinidla, ktera jsou soucasti této soupravy, obsahuji latky lidského a/nebo Zivocisného
plvodu. VZzdy, kdyz je k pripravé téchto cinidel vyZadovana lidska plazma, je testovana 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 infekéni agens nejsou pri-
tomna. Proto musi byt vSichni pracovnici pfi praci s timto biologickym materiadlem mimoradné
opatrni a pracovat zcela ve shodé s platnymi bezpecnostnimi opatfenimi jako by se jednalo
o infek¢ni material.

PRIPRAVA PRACOVNICH ROZTOKU

K obsahu kazdé lahvicky Erba Factor X| Deficient Plasma pfidejte pfesné 1 ml destilované/
deionizované vody. Opatrnym otacenim rozpustte obsah lahvicky a lahvicku nechejte stat pfi
pokojové teploté (18—25 °C) po dobu 15 minut.

Pred kazdym pouzitim opatrné promichejte (netfepejte).

SKLADOVANI A STABILITA PRACOVNICH ROZTOKU

Neoteviena cinidla, skladovana pfi 2—8 °C, jsou stabilni do data exspirace uvedeného na titku
Po rekonstituci je €inidlo stabilni:

+ 8 hodin pfi 2-8 °C.

Lyofilizované ¢inidlo ma vzhled suché, slamové zbarvené zatky nebo se vyskytuje v kouscich.
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POZADOVANE REAGENCIE, KTERE NEJSOU SOUCASTi SOUPRAVY
Erba Standard Plasma (kat. ¢. EHL00012)

Erba Owrens Veronal Buffer (kat. ¢. EHL00021)

Erba Actime (kat. & EHL00003, EHL00004)

Erba Calcium Chloride (kat. €. EHL00020)

ODBER A PRIPRAVA VZORKU

P¥i praci pouzivejte plast nebo sklo s obsahem silikonu. Krev (9 objemovych dilti) odeberte do
3,2 % nebo 3,8 % citratu sodného (1 objemovy dil), ktery ptisobi jako antikoagulant. Centrifu-
gujte 15 minut pfi 1 500 x g a odseparujte plazmu.

Plazmu skladujte pfi teploté 2-8 °C nebo 18-24 °C. Stanoveni by mélo byt provedeno do 4
hodin od odbéru vzorku. Plazma muze byt skladovana pfi teploté -20 °C po dobu 2 tydnd nebo
pfi teploté -70 °C po dobu 6 mésicu. Pfed stanovenim plazmu rychle rozpustte pfi 37 °C. Pfi
teploté 37 °C nenechavejte plazmu déle nez 5 minut.?

POSTUP MERENI

Manuélni metoda

« Pripravte si vSechna ¢inidla potfebna ke stanoveni.

Roztok chloridu vapenatého (Erba Calcium Chloride) vytemperujte na teplotu 37 °C.

-

. Kalibraéni kfivka
Pro sestrojeni kalibracni kfivky si pfipravte doporu¢ena fedéni kalibraéni plazmy (Erba Stan-
dard Plasma) podle nasleduijici tabulky. Pro fedéni pouzijte Erba Owrens Veronal Buffer.

Zkumavka Erba Standard Plasma (ml) Owrenuv pufr (ml) Aktivita (%)
0,1 04 100
2 0,1 0,9 50
3 0,1 1,9 25
4 0,1 3,9 12,5

Promichejte, ale netfepejte.

N

. Pfiprava pacientskych vzorki
Vzorky a kontrolni plazmu nafedte Owrenovym pufrem v poméru 1 + 4.
Vzorky promichejte, ale netiepejte.

[

Stanoveni

Stanoveni provadéjte v duplikatu.

Do kyvety — zkumavky napipetujte 0,05 ml Erba Factor XI Deficient Plasma.

Pridejte 0,05 ml standardu, pacientského vzorku nebo kontroly (fedéné — viz pfiprava vzor-
ka) a inkubujte 2 minuty pfi 37 °C.

Pridejte 0,1 ml APTT ¢inidla a inkubujte 5 minut pfi 37 °C.

Pridejte 0,1 ml 0,025M chloridu vapenatého a soucasné spustte stopky.

Stanovte ¢as nutny pro vznik koagula pro kazdy standard, kontrolu a fedéné pacientské
vzorky.

Do grafu vyneste % aktivity (osa x) proti primérné hodnoté koagulaéniho ¢asu (osa y).
Pouzijte logaritmicky papir (typ 2 cycle log-log).

Automaticka metoda
Postupujte podle informaci uvedenych v UzZivatelském manualu.

INTERPRETACE VYSLEDKU

Hodnoty odpovidajici pacientskym vzorkiim odectéte z kalibracni kfivky. Pfesné hodnoty pro
pacienty nebo kontroly vypocitejte korekci rozdili v hodnotach kalibraéni plazmy podle uve-
deného vzorce:

QUALITY SYSTEM CERTIFIED

1SO 13485

rba:

Opravenéd aktivita (%) = (referencni hodnota kalibracni plazmy/100)
x hodnota pacientského vzorku nebo kontroly odectena z kalibracni kfivky

REFERENCNi HODNOTY

Referenéni hodnoty se mohou lisit podle pouzité techniky stanoveni a pouzitého systému. Z to-
hoto diivodu by si méla kazda laboratof stanovit vlastni rozmezi referenénich hodnot. O¢ekava-
né rozmezi hodnot aktivity faktoru je 50-150 %.¢

KONTROLA KVALITY

Kazda laborator by si méla zaloZit vlastni program kontroly kvality.

Pro zajisténi odpovidajici kvality stanoveni je doporueno pouzit kontrolni plazmu. Je dopo-
ru¢eno pouzit dvé hladiny kontrolni plazmy, jednu blizko normalnich hodnot pacientt (Erba
Control N Plus, kat. €. EHL00016) a druhou predstavuijici patologické hodnoty (Erba Control P
Plus, kat. ¢. EHL00017). Kontrola by méla byt zméfena s kazdou davkou pacientskych vzorkd.
Pokud vysledky kontroly neodpovidaji predpokladanym hodnotam, vysledky pacientt by mély
byt povazovany za neplatné.

OMEZENI

Vysledky ziskané soupravou Erba Factor XI Deficient Plasma zavisi na fadé faktord, které jsou
spojené s pouzitou instrumentaci, reagenciemi, deficitnimi substraty, a proto se mohou lisit
laboratof od laboratore.* 5

VYKONNOSTNi CHARAKTERISTIKY
Predpokladana linearita kalibracni kfivky je v rozmezi 10-150 %. Pfedpokladané hodnoty CV
pro intra-assay a inter-assay by mély byt v limitu <5 %.
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Erba Factor Xl Deficient Plasma

Cat. No.:

Pack name:

EHL00035

Packaging (Content):
INTENDED USE

Erba Factor Xl Deficient Plasma is intended for the quantitative determination of the Factor XI
in patients suspected of having a congenital or acquired deficiency of this coagulation protein.

Erba Factor XI Deficient Plasma 3x1ml

PRINCIPLE

Quantitative measurement of individual coagulation factors by the one-stage method requires
substrate plasma lacking the factor to be measured. A dilution of the test plasma is mixed with
the factor deficient plasma and the clot time of the mixture determined. The degree of clot time
correction with the patient plasma is compared to the correction with a reference material,
allowing the % activity of the patient plasma to be determined.” The Erba Factor XI Deficient
Plasma can be used on any instrument capable of performing APTT-based factor assay testing.

COMPOSITION
Erba Factor XI Deficient Plasma is derived from human plasma and contain less than 1 %
residual factor activity.

WARNINGS AND PRECAUTIONS

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

« Do not ingest.

*  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 internal regu-
lations and in compliance with local and national regulations relating to the safe handling
of waste.

C@D

WARNING - POTENTIAL BIOHAZARDOUS MATERIAL

Some reagents provided in this kit 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 hepatitis B surface antigen, and results are found
to be negative. However, no test method can offer complete assurance that infectious agents
are absent. Therefore, 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 Factor X| Deficient Plasma with 1 ml of purified water. Swirl
gently and allow to stand for 15 minutes at room temperature (18-25 °C). Mix well before use
(do not shake).

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.

Reconstituted reagent is stable:

* 8hours at 2-8 °C.

The lyophilised product should appear as a dry, straw coloured plug or pieces.
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REAGENTS REQUIRED BUT NOT PROVIDED
Erba Standard Plasma (Cat. No.: EHL00012)
Erba Owrens Veronal Buffer (Cat. No.: EHL00021)
Erba Actime (Cat. No.: EHLO0003, EHL00004)
Erba Calcium Chloride (Cat. No.: EHL00020)

SAMPLE COLLECTION AND PREPARATION

Plastic or siliconised glass should be used throughout. Blood (9 parts) should be collected into
3.2 % or 3.8 % sodium citrate anticoagulant (1 part). Separate plasma after centrifugation at
1500 x g for 15 minutes.

Plasma should be kept at 2-8 °C or 18-24 °C. Testing should be completed within 4 hours of
sample collection.

Plasma can be storage 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.?

PROCEDURE

Manual Method

« Prepare all reagents as instructed with each pack.
» Pre-warm Erba Calcium Chloride solution to 37 °C.

1. Standard Curve Preparation:
* Prepare the following dilutions in Erba Owrens Veronal Buffer:

Tube Erba Standard Plasma (ml) Owren's Buffer (ml) Activity (%)
0.1 0.4 100
2 0.1 0.9 50
3 0.1 1.9 25
4 0.1 3.9 12,5

« Mix without shaking.

2. Patient Sample Preparation:
* Prepare a 1 + 4 dilution of the patient plasma or control plasma in Owren'’s Buffer.
« Mix without shaking.

3. Testing:

» Pipette, in duplicate, 0.05 ml of Erba Factor X| Deficient Plasma into a reaction tube.

+ Add 0.05 ml of standard, patient or control plasma dilution and incubate at 37 °C for 2 mi-

nutes.

+ Add 0.1 ml of APTT reagent and incubate for 5 minutes at +37 °C.

* Add 0.1 ml of 0.025 M calcium chloride solution while simultaneously starting a stopwatch.

« Determine the clot time for each of the standard, control or patient dilutions.

« Plot % Activity (X-axis) versus Mean Clot Time (Y-axis) for the standards on 2 cycle log-log
graph paper.

Automated Method
Refer to the instrument’s operator’s manual.

INTERPRETATION OF RESULTS
Interpolate patient values from the curve. Calculate exact patient or control values by correcting
for differences in calibration plasma values as follows:

Correct Activity (%) =
(Calibration plasma Reference Value / 100) x Interpolated Patient or Control Value

QUALITY SYSTEM CERTIFIED

1SO 13485

rba:

REFERENCES VALUES

Reference values can vary between laboratories depending on the techniques and systems in
use. For this reason each laboratory should establish its own normal range. Expected values
for factor activity are 50-150 %.°

QUALITY CONTROL

Each laboratory should establish a quality control program.

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 Plus, Cat. No.:
EHL00016) and the second representative the pathologic values (Erba Control P Plus, Cat.
No.: EHL00017).

Normal and abnormal control plasmas should be tested prior to each batch of patient samples,
to ensure satisfactory instrument and operator performance. If controls do not perform as ex-
pected, patient results should be considered invalid.

LIMITATIONS

The results obtained with Erba Factor XI Deficient Plasma depend on several factors strongly
associated with instrumentation, types of reagents, deficient substrates and laboratory to la-
boratory variations.** 5 Each laboratory should establish an expected range for the particular
instrument-reagent system.

PERFORMANCES
Assumed linearity of standard curve is from 10-150%. Within run and between run precisions
are expected to be <5%, using a range of automated instruments.
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®dakTop F XIi

Habip ans Bu3Ha4yeHHA akTMBHOCTI pakTopa F Xl

Kat. Homep HasBa Ha ynakoBui Bmict
EHL00035 Paxktop F XI 3x1wmn
3ACTOCYBAHHA

PeareHT ®aktop F X| npuaHayeHuwit ons KinbkicHOro Bu3HadeHHs aktopa Xl y nauieHTiB
3 Nifo3poto Ha BpoKeHui abo HabyTuin AediunT Lboro Ginky 3ropTaHHs KpoBi.

MPUHLUMN PEAKLIT

KinbkicHe BU3HAYeHHs BMICTYy OKpemMuX akTopiB Koarynsuii OAHOCTaAiiHUM MEeTOAO0M
I'PYHTYETBLCS Ha BUKOPUCTaHHI Nnasmu-cybcTpary, y skii LinboBuid pakTop BiACyTHIA. Po3unH
nnasmMu nauieHTa 3milwyeTbes 3 6e3chakTopHOK MMasMoio i BU3HAYAETLCS Yac 3ropTaHHs.
Yac yTBOpEHHsi TPOMBY Y BULLIEONWCAHI CyMillii MOPIBHIOETLCS 3 YAaCOM YTBOPEHHS TPOMOY Y
pedepeHcHX MaTepianax, Lo A03BOSAE BU3HAYNTI aKTUBHICTb AOCHIAKyBaHOro 3paska y %
3a uinboum daktopom.” daktop F XI Moxe 3acTocoByBaTUCs Ha Byab-sikomy obnaziHaHHi, Lo
NpoBOANTbL aHanian Ha akTopy 3ropTaHHs KPOBi 3@ MPUHLMMOM BU3HayeHHst AYTY.

CKNA[L PEATEHTIB
Pearent ®aktop F X| BUrotoBneHwit 3 nnasmu KpoBi NOAWHW i MiCTUTL He Ginbwe 1 %
3an1LKOBOI aKTUBHOCTI LLiNbOBOrO ¢hakTopa.

3ACTEPEXEHHSA | 3AX0O4U BE3MNEKU

« Jlvwe pansa in vitro piarHOCTUKM NPOECiiHO MiArOTOBMEHWM MEPCOHANoOM  MeaUYHOT
na6oparopii.

*  YHUKaTV KOBTaHHS.

+ KopucTyBaTucs 3aXMCHUMW pyKaBU4KaMu Npu NOBOAXKEHHI 3 yciMa KOMMNOHeHTamu Habopy.

+ 3anobiraTn KoHTaMmiHaLji, BUMKOPUCTOBYBaTU nulle 4ucTi abo ogHopasoBi nabopaTopHi
NPUHANEXHOCTI.

* 3anuwKkn peareHTiB MOBUHHI yTWNi3yBaTUCA Yy BIAMNOBIAHOCTI 4O AitOYMX noKanbHUX ato
HaLjioHanbHUX NpaBun AN AaHWX BUAIB MaTtepianis.

YBATA! MOTEHUIAHO BIOJIOMNYHO HEBE3MEYHUNA MATEPIAJ

PeazeHmu Habopy micmsims mMamepianu ndcbko2o ma (abo) meapuHHO20 MOXOOXKEHHS.
BukopucmaHa 0Onsi euzomoeneHHs peazeHmie rnnasma Kpoei soOUHU repesipeHa Ha
8idcymHicmb aHmumin do eipycie BIJ1 1, BI/T 2 ma eenamumy C, a makox rosepxHeso2o
aHmuzeHy 2enamumy B. OCKibKu XOOHUM MemodOM HEeMOXIIUSO MOBHICIMI0 SUKIIOYUMU
npucymHicms  iHgbeKuiliHux azeHmie, npauytosamu HeOBXiOHO 3 cysopum OOMPUMaHHAM
3axo0ie b6e3rneku nid Yac pobomu 3 MOMeHUYiliHO iHhikosaHUMU Mamepianamu.

NMPUTOTYBAHHA PEATEHTIB

BioHoBMTM BMICT KoxHOro cnakoHy daktop F XI 3a gonomoroto 1 mn ouyuiieHoi Boaw.
O6epexHo noxutatit hnakoH i 3anuwmnTh Ha 15 xBUNKUH 3a KiMHaTHOI Temnepatypu (18-25 °C).
[Mepen BUKOPUCTAHHSIM PETENbHO NepemMilaTti (He cTpyLuyBaTth).

3BEPIFAHHA | CTABUIBHICTb

HesBigkputuii peareHT € cTabinbHUM [0 BUYEPNaHHs BKa3aHOTO Ha YnakoBUi TepMiHy
npuaaTHOCTI 3a yMoBM 36epiraHHs 3a Temnepatypu 2—-8 °C.

BinHoBneHwii peareHT € cTabinbHUM yNpOLOBX:

« 8 roawvH 3a Temnepatypu 2-8 °C.

TNioghinizoBaHWii peareHT MOBWHEH MaTW BWUIMSL CyXOro kopka abo 4acTUHOK COMOM'SHOro
KOMbOpY.

HEOBXIOHI AOOATKOBI MATEPIANN

CranpaptHa nnasma (Erba Standard Plasma) (kaT. Homep EHL00012)
Owrens Veronal 6ycep (Erba Owrens Veronal Buffer) (kat. Homep EHL00021)
Habip A4TY Actime (Erba Actime) (kat. Homep EHL00003, EHL00004)
Po3unH xnopuay kansuito (Erba Calcium Chloride) (kat. Homep EHL00020)
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BIABIP | NIArOTOBKA 3PA3KIB

BukopucToByBaTM Mocyd 3 opraHiyHoro abo cunikoHizoBaHoro ckna. KpoB (9 4actuH)
HeobxiaHo BiAibpaTh B aHTUKoarynsHT: 3,2 % a6o 3,8 % Hatpito uutpart (1 yactuHa). Bipainutn
nnasmy KpoBi LeHTpudyryBaHHam Ha 1500 x g ynpoposx 15 xBunuH. Mnasmy 36epirati 3a
Temnepatypu 2-8 °C abo 18-24 °C, aHani3 NpoBecTu yNpoaoBxK 4 roAyH 3 MOMEHTY BinGopy.
Ans G6inbw TpvBanoro 36epiraHHs nnasmy HeobXiAHO 3amMopo3uUTW, TpuBanicTb 36epiraHHs
y 3amMopoXeHOMy BUIMsAAi: 2 TxHi 3a Temnepatypu -20 °C abo 6 micsuiB 3a Temnepatypu
-70 °C. beanocepefHbO Nepeq No4YaTkoMm aHamisy po3moposuTu 3a Temnepatypu 37 °C. He
yTpumyBaTy 3a Temnepatypu 37 °C noHaz 5 XBUnuH.?

MNPOLIEQYPA AHANI3Y

PyuHuit meTop

 [igrotyBaTtyt BCi peareHTu 3rigHO BiAMOBIAHUX IHCTPYKLA.

« [epen BukopucTaHHAM Harpitn Po3uunH xnopuay kanbuito (Erba Calcium Chloride) go 37 °C.

1. No6yanoBa kanibpysanbHOI KPUBOI:
« [igrotyBaTty HWX4YeBKa3aHi po3unHu B Bydepi Erba Owrens Veronal Buffer:

Mpo6Gipka Erba Standard Plasma (mn) Owren's Buffer (mn) | AktuBHicTb (%)
1 0,1 0,4 100
2 0,1 0,9 50
3 0,1 1,9 25
4 0,1 3,9 12,5

Mepemiwati 6e3 cTpyLlyBaHHS.

N

. MiaroToBKa 3pa3kiB NaUi€HTIB i KOHTPONbHUX 3pa3kKiB:
MigrotyBatn posunH (1:4) nna3mu kposi naujeHTa abo KOHTponbHOI nnasmu B Bydepi
Owren’s Veronal Buffer.
MepemiwaTy 6e3 CTpyLlyBaHHS.

w

Ananis:

Minetysatn y aBox nosTopHocTax 0,05 mn peareHT ®akTop F X| 'y peakuiiHi npobipku.
fopatun 0,05 MNn po34nHy cTaHAapTHOI Nnas3mu, 3paska natieHta abo KOHTPOMbHOT Nna3mu,
iHKy6yBaTn 3a Temnepatypu 37 °C ynpoaoBx 2 XBUMWH.

Hopnatn 0,1 mMn peareHTa Ha Bu3HadyeHHs AYTY, iHkyByBatn 3a Temnepatypu 37 °C
YyNpOAoBX 5 XBUNWH.

Hopatn 0,1 mn 0,025-monsipHoro posynHy xnopugy kanbuito (Erba Calcium Chloride)
i ogHOYaCHO 3amyCTUTU CeKyHAOMIp.

Bn3HauuTV yac 3ropTaHHsi ANS PO34MHY CTaHAapTHOI Nnnasmu, 3paska nauieHta ato
KOHTPOMbHOI Nnasmu.

Ha norapvdmiyHomMy nanepi 3 Maclutabom 2 Ha 060X OCAX HAaHECTU TOYKW CTaHOAPTHUX
nnasm i3 3Ha4eHHsIMN akTUBHOCTI (%) Ha oci abcumnc Ta cepefHiM 4acoMm 3ropTaHHs KpoBi
(c) Ha oci opauHar.

ABTOMaTU4YHUI MeTOa
[nB. IHCTpyKUito kKopucTyBa4a obnagHaHHS.

IHTEPMNPETALIA PE3YNLTATIB

IHTeprontoBaTh 3Ha4YeHHA AN 3paskiB nauieHTa i 3Ha4eHHs KOHTPOMio SKOCTi Ha NobyAoBaHii
KaniépyBanbHii NPAMIA i 0BYUCIITU TOYHI 3HAYEHHSI aKTUBHOCTI LUMSIXOM KOpPeKLii pi3HWLb Y
KanibpyBanbHUX 3HAYEHHAX:

Kop i (%) = (Pegbep Kaniépy Hoi nnasmu / 100)
d1ox IHmepnonbLo8aHe KOHMPOJIbHE 3Ha4YeHHs1 abo 3Ha4YeHHs1 Nna3mu nauieHma

HOPMAIbHI BENU4YUHU

HopmanbHi Benu4uHM akTuBHOCTI thakTopa X| MOXyTb KONMBATUCA Y 3aNeXHOCTI Bifl peareHTis
i MeTomiB i BM3HauyeHHsi. 3 ornagy Ha uUe, KoxkHa nabopaTtopisi camoCTiMHO BCTaHOBMIOE
Aianas3oHn HopMmanbHUX 3HaveHb. OuYikyBaHWA HOpManbHWIA AianasoH Ans AaHoro daktopa
cTaHoBUTL 50-150 %.°

QUALITY SYSTEM CERTIFIED

1SO 13485

rba:

KOHTPOIb AKOCTI

KoxxHa nabopatopisi BCTaHOBNIOE BracHi NpoLeaypy KOHTPOIO SIKOCTI.

PekoMeHOBaHUM € BWKOPUCTAHHSI KOHTPOMbHMX MasM KpOBi 3 [1BOMa PIBHAMMU KOHTPOIIO,
OAVH 3 AKUX AN HOpMarnbHUX (BMM3bkUX [0 HOpMarbHKX) 3HadeHb: KOHTporbHa nnasma
HopmanbHa lntoc (Erba Control N Plus), apyrvii - Anst natonoriyHux 3HayeHb: KoHTporbHa
nnaama natonorisi Mntoc (Erba Control P Plus), kat. Homep EHL00017.

Baansa 3abesneyeHHs SKOCTi | edpeKTMBHOCTI poboTU Nepea KOXHOK cepieto aHanisis cnif
npoaHanisyBaTi HopmarbHi Ta NaTonoriyHi KOHTPOMbHI MaTepiany. AKLLO KOHTPOMI He Nokasanu
OuiKyBaHWUX pe3yneTaris, TO pe3ynsraTv, OTPUMaHi Ans 3paskiB nawieHTiB, MOBUHHI BU3HABaTUCSA
HeJOCTOBIPHUMM (HediNnCHUMM).

OBMEXEHHA 3ACTOCYBAHHA

Peaynbrati aHanisis, oTpumani 3 peareHTom ®aktop F XI 3anexats Big HU3KkW chakTopis, cepen
AKUX BU3HAYanbHUMK € IHCTPyMeHTanbHuin (obnagHaHHs, Lo 3acTOCOBYBanocs) i peareHTHWi
(Tunu peareHTiB | AediunTHI cybcTpaTu), TOMy B-LIiNoMy MOXYTb BiAPI3HATUCS Bif OTPUMaHUX B
pi3HKx nabopatopisix. > ° TakuM YMHOM, OHiKyBaHWI AjanasoH OTPUMaHKX 3HaYeHb CamMOCTINHO
BCTaHOBIIOETLCS KOXHOIO nabopaTopieto, rPyHTYIOUNCh HA MeToAax i MeToauKax BU3HAYEHHS!
(Habopax peareHTiB), siki 3acTocoBye naboparopisi.

MAPAMETPU PEATEHTIB

MepenbavyBannii  diana3oH NiHIAHOCTI  kaniGpyBanbHOI  KpyBOT
BHyTpillHbOCEpitHa | MiKCepiiHa BiATBOPIOBAHICTE Ha HW3LI
obnaaHaHHs o4ikyeTbest B Mexax CKB fo 5 %.

ctaHoBuTb 10-150 %.
Mogeneil aBTOMaTUYHOrO

TNITEPATYPA

1. Penner JA(1979) The University of Michigan Medical School Blood Coagulation Laboratory
Manual, 14th Ed., University Publications, Ann Arbor, 72-78.

2. Clinical and Laboratory Standards Institute (2008) Collection, Transport and Processing of
Blood Specimens for Testing Plasma-Based Coagulation Assays and Molecular Haemosta-
sis Assays: Approved Guideline, 5th edn. CLSI: H21-A5.

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

4. Goldenfarb MD (1971) Reproducibility in Coagulation Assays, AJCP, 55:561-564.

5. Palkuti HA and Longberry JR (1973) A Precision Study of Coagulation Factor Assay Tech-
niques, AJCP, 59:231-235.

6. Triplett DA, Harms CS (1981) Procedures for the Coagulation Laboratory, Am. Society for
Clin. Path, Chicago, 36

UA YnoBHOBaXXeHWI NpeAcTaBHUK B YKpaiHi:
TOB ,,[EPBA OJATHOCTUKC YKPAIHA“
01042, Kuis, Byn. IOHHA MABHA I, 6ya. 21, ocic 401
Ten. +38-050-4483456
ukraine@erbamannheim.com

BUKOPUCTAHI MO3HAYKM

KatanoxHuit Homep
- Homep naprii

g TepmiH npuaaTHocTi

Mepen BUKOPUCTaHHSIM YBaXHO

In vitro gjarHocTuka - .
BMBMIT IHCTPYKLUIO
“ Bupo6Huk Bwmict
/Y Temneparypa 36epiraHHa N HauionansHuii snak

BignosigHocTi Ans Ykpaitu

Erba Lachemas.r.o., Karasek 2219/1d,621 00 Brno, CZ
e-mail: diagnostics@erbamannheim.com, www.erbamannheim.com

N/155/20/D/INT [Hama nposedeHHsi koHmporo: 2. 9. 2020



