ANTT-EA-10

APTT-EA-10

Kam. Ne: K-450 Jama sunycky iHcmpykuii: 04-2011

OcHOB0I0 _Npu__NposedeHHi _aHaniay € opueiHan _iHcmpykuii
aHenilicekotlo Mosolo, 8kadeHol 8 Habip. Homep i dama eepcii
opue2iHamy ma nepekaady iHcmpykuil NnoguHHi cnisnadamu.

HasBa Ha6bopy Bmicr Kat. N2
APTT-EA-4 10 x4 mn K-420
APTT-EA-10 10x 10 mn K-450
BCTYN

3 BuToKiB npaui JleHrgena Ta noro Koner, fika nisHiwe 6yna moandikoBaHa
iHWK1MK, TecT Ha AKTBOBaHWIA YacTkoBuid TpombonnactuHosuin Yac (APTT, vac
KaoniH-KkedaniH) pokamy LIMPOKO BUMKOPWCTOBYBABCA fAK NepeponepaviiHuii
CKPUHIHT AN OLUiHKM neBHUX $aKTopiB Koarynauii i mpu MoHIiTopuHry Tepanii
renapuvHoM. Yci $akTopy BHYTPILWHbOroO WAXYy HeobXigHi AnA HOpManbHUX
pe3ynbTaTiB Npu BUKOHaHHI TecTy AYTY.

Tect AYTY TakoX BMKOPUCTOBYETbCA A/1A MOHITOPUHIY renapuHOBOI Tepanii,
NoKasytoumn TpuBani pesynbraTv Tecty Npr6aunsHo 0.1 oanHMLb i BULLe.

Lleil TecT TakoX BMKOPWCTOBYETbCA ANA KiNbKiCHOro Bu3HauyeHHA (DakTopHi
Ananisun) ®aktopis VIlI, IX, XI, XIl Ta ®akropa OneTuepa.

NPUHLUUMN METOAY

PeareHT APTT-EA-REAGENT micTutb docdoninigHy Ta enaroBy KMCIOTy fK
AKTMBATOP i € UyTNMBUM A0 PaKTOPHYKX AedilnTiB Ta renapuHy.

Tect APTT-EA BMMIipIo€ Yac 3ropTaHHA TeCTOBOI Nia3Mmu nicna goaaBaHHA APTT-
EA-REAGENT 3 nopanblunm foAaBaHHAM Xiopuay KanbLito.

Lediunt npnbnusHo 40% i Huxde daktopis VI, IX, XI Ta XIl npussege fo
noposxeHoro AYTY. l'enapuH Tako» NPU3BOAUTb A0 NofoBKeHoro AUTY.

PEATEHTU
Cknap Ha6opy

APTT-EA-4 APTT-EA-10
PEATEHT APTT-EA 10x 4 mn 10x 10 mn

MNigroroBkKa Ta cTabinbHicTb po604Oro peareHTy

PeareHTV roToBi O BUKOPUCTaHHA.

PeareHT npwn 36epiraHHi npu 2-8 °C cTabinbHi JO 3aKiHYEHHA TepMiHy
npuAaTHOCTI, 3a3Ha4eHOro Ha yrnakosLi. He 3amopoxysaTu.

BigkpuTi dpnakoHn ctabinbHi npotarom 30 gHiB Npw 36epiraHHi npu 2-8 °C.

KoHueHTpaLii B TecTi

enarosa KucsioTa 0.003%

BSA 0.005%

deHon 0.30%

6ydepun 1.9%

NMONEPEMAKEHHA | MPUMITKU

. MpoayKT Npy3HaYeHU TiNbKK ANA AiarHOCTMKK in vitro.

. PeareHTV NOBWMHHI BUKOPUCTOBYBATMCA TifIbKA 33 MPU3HAYEHHAM,
KBanipikoBaHUM nepcoHanom nabopaTopii, y BiANOBIAHUX NabopaTopHUX

yMOBaXx.

. PeareHTn APTT-EA npusHaveHi gns po6otu npu 37 °C + 0,5 °C. MepiognyHo
nepesipAnTe TemnepaTypy BCiX HarpiBasbHNX eNeMeHTIB.

. Mepen BUKOPUCTaHHAM 06epeXxHO nepemillanTe.

. 3aBXgn  AOTPUMMYWTECh  IHCTPYKLiA  BUPOOHMKA
HaNeXXHOro TEXHIYHOro 06CNYroByBaHHS.

obnagHaHHA  WoA0

AOAATKOBE OBJIAAHAHHA

. peareHT KAJTbLIIV XJTOPW 0.020 M (KaT. N2 K-455);

. PYYHWI, MeXaHiuHMiA abo GOTOONMTUYHMIA 3acib BMABNEHHA 3ropTaHHA
KpOBI;

L] Tanmep;

L] KOHTPONbHI Nnasmu;

. 3arafibHe nlabopaTopHe obnagHaHHs.

Mepexknaday TemaHa 3eneHcbKa

BIONIOTYHUA MATEPIAN

A. AHTUKOArynasT - UMTpaT HaTpilo - 3,2% (0,105 M).

B. 36ip 3pa3kis:

1. OTpumariTe BEHO3HY KPOB.

2. HeraiiHo 3miwante 9 YacTMH KpoBi 3 1 YaCTUHOI aHTUKOArynsHTy, fJobpe

3MiLaiiTe WRAXoMm iHBepCii Npob6ipKu.

LlenTpudyryite 3pasok npu 1000 rcf ynponosx15 xB.

4. Bwupanitb nnasmy 3 npobipkun uepes 60 XBUIVWH,
NNacTUKoBY MiNeTKy Ta 36epiraiTe y NnacTKoBii Npobipui.

5. TecTyiiTe nnasmoBuii 3pa3ok A0 2 rofuH abo X 36epiraiiTe y 3aMopoKeHOMy
BUrNAAI Ta 3abesneute 1Oro po3MOpoXyBaHHA Ge3nocepefHbo nepen
BUKOPWCTaHHAM.

PiseHb pH nnasmu nigBulyeTbcA nNpu Aii NoBiTpA. 36epiraiiTe  3pasku

3aKynopeHumun.  He 3aTpumyiiTe 3MmillyBaHHA KpOBi 3 aHTMKOArynAaHTOM.

YHuKanTe YTBOPEHHA MiHW B 3pa3Ky. BuKopucToByiiTe TiNbKW NNacTUKOBI

KOHTelHepw.

w

BUKOPUCTOBYIOUN

NPOLIEAYPA
Habip npusHauyeHWn [NA BUKOPUCTAHHA 3 PYYHMM, MeXaHiYHuM abo
aBTOMATUYHUM HCTPYMEHTOM [ANA  BUABMNEHHA 3rycTkiB. [MB. iHCTPYKUil

BMPOGHMKa 06M1agHaHHA 4NA OTPYMMAHHA NOBHOI iHpopMalii.

PYYHUI AHANI3

1. MonepenHbo Harpinte XJTIOPUA KAJbLIIO 0.020M po 37 °C.  ObepexHo
nepemiwanre.

2. Hopawvite 0,1 mn TeCTOBOI Nna3mm AO KIOBETM i MonepeaHbo Nigirpinte go
37°C.

3. Nopante fo pocnigkysaHoi nnasmu 0,1 mn APTT-EA-REAGENT. 3miwarite
Ta 3anycTiTb Tanimep.

4. IHKyOyiTe cymiw nnasma-peareHT npu 37 °C ynpodoBX 3-5 XBUAUH (4ac
aktueauii). InAa nocnigoBHMX pe3ynbTaTiB nepesipTe BCi NnasMu 3 TUM
CaMMM YacoM aKTMBaLil.

5. O6oB'azkoBO AopanTte 0,1 mn nonepeaHbo nigirpitoro KANIKO XNOPUAY

0,020M.
6. 3adikcyiiTe yac yTBOPEHHS 3rycTKiB.
7. BrikoHaliTe B1U3HauyeHHsA B fyonax.
PO3PAXYHOK

BHeciTb AaHi uacy 3ropTaHHA ANA KOXHOI Nnasmu 3 TouHicTio go 0,1 cekyHAw.
Binobpaxante uvacoBuin pesynbtat AYUYTY y cekyHpgax. HopmanbHwuii
PedepeHTHuii [liana3oH TakoX Moxe OyTU BKasaHWA AnA MOPIBHAHHA. He
NnoBiAOMNANTE NPO 3HA4YeHHA NauieHTa, MOB'A3aHi 3i 3HaYeHHAMW yaciB
3ropTaHHA KOMEepLiNHO AOCTYMHOI KOHTPOSbHOI Nna3mu. KoHTponi npusHayeHi
nuwwe ana 3abesneyeHHA AKOCTI CUCTEMI TeCTyBaHHSA, HaNpuKNaa: Temnepartypa,
peakTuBU, NINeTKK, iIHCTPYMEHT TOLLO.

HOPMAJIbHI 3HAYEHHA

Meton CepepHe [Liana3oH (£ SD)
MeXaHiYHUN 29.9 24.0-35.2
DOTO-ONTUYHMN 29.8 24.2 - 36.3
Lli 3HaueHHs cnig BUKOpUCTOBYBaTU NuLlie AK AUPeKTUBU. KoxHa nabopatopis
NOBUHHA BCTAaHOBUTW HOPMasnbHWA  KOHTponbHUA  Aiana3oH (NRR) 3

BMKOPWCTaHHAM Mpunagis, MeTofiB 360py KpoOBi Ta MeTOAIB TeCTyBaHHA, AKi
BMKOPUCTOBYIOTbCA B Uit nabopaTtopil.

Hoeuit NRR noBrHeH 6yTn BcTaHOBREHWI 3 OyAb-AKOIO 3MiHOIO Npunagis, MeTogy
360py KpOBi, TEXHIK BUKOHaAHHA aHani3y, aHTUKOArynaHTy Ta npu nepexofi Ha
HOBI MapTii peareHTiB.

KOHTPOJIb AKOCTI

CONTROL PLASMA NORMAL (Kat. N K-100), CONTROL PLASMA-ABNORMAL
PIBEHb 1 Ta PIBEHb 2 (Kat. N2 K-101 i K-102) cnig npoTectyBaT pasom i3
nnasmolo nauieHTa. PeKoMeHAyeTbCA NPOBOAUTU KOHTPOSb KOXHY 3MiHy Ta
LLOHaMeHLue oAuH pa3 Ha 20 3pa3kiB nauieHTa.

JNlabopaTtopis NoBUHHa BCTaHOBUTW KoHTponbHWUiA [iana3oH, Wob6 Bu3HAuWUTK
[0NYCTUMY 3MiHY LWOAEHHOIO BUKOHAHHA KOXHOI KOHTPONbHOI NAasmu.

KoxHa nabopatopia NoBMHHA BCTaHOBUTM KOHTPONbHUIA [liana3oH 41 KOXKHOro
KOHTpPOJIIO.

OBMEXEHHA

A. 3pa3ku nnasmy 3 rematokputammu nosa fianasoHom 20-55% MOXyTb 6yTu
HenpaBWIbHO aHTWMKOAryNboBaHWMMN | MOBWHHI OyTVW HaneXHWM YMHOM

HanalToBaHi.

B. MoMyTHini, >)KOBTAHWYHI, NiNigHI abo reMoni3oBaHi 3pa3ky MOXyTb CNPUUYMHUTA

NOMWIKOBI pe3ynbTaTu.



C.  3amopo’KyBaHHA Ta TaHEHHA MNa3Mu MOXe BIIMHYTW Ha pe3ynbTar.

D. locTpi 3ananbHi peakuii MOXyTb cKOpoTUTK pe3ynbTatn AYTY uyepes

nigsuLLeHnin GibprHOreH.

E. Okcanat Hatpito, EATA Ta renapuH He € nNpuaaTHUMK ANA 3aCTOCYBaHHA

aHTUKOoarynAaHTamun. BcraHoBneHo, o

HaJIOKCOH BMNNMBAOTb Ha pe3ynbTaTti AYTY.

POBOYI XAPAKTEPUCTUKIU
1.  YyTnuBicTb renapuHy:

Hanpuknag, HacTynHi pesynbtatu 6ynm oTpyumaHi Ha GOTOONTUYHOMY Npunagi 3

OfHi€to napTi€to peakTney Cormay:

nepopanbHi

KOHTpauenTmsey,
ecTporeH, BariTHiCTb, NpenapaTtun TNy KyMmapuHy, renapvH, acnapariHaza Ta

KoHueHTpaLia renapudy(Oa/mn) AYTY (c)
0.0 28.8
0.1 383
0.2 50.1
0.3 63.1
0.4 80.9
0.5 98.0

KoxHa nabopatopis NOBMHHa BCTaHOBUTU BNACHIi flianasoHn YyTAMBOCTI renapuiHy.

2. Yytnusicrb Qakropa:

PeareHTy Cormay oujiHIoBany Ha 3paskax niasmu 3i clabko BUPAXXEHUM Ta CUITbHO
BUPaXeHVM AediLiuTOM 3 HACTYMHVMM pe3ynbTaTamu:

DakTop % aKTMBHICTb AYTY ()
VIl <1% 82.0
Vil 20% 44.8
IX <1% 83.5
IX 20% 40.9
XI <1% 134.2
Xl 20% 47.8
Xl <1% >200
Xl 20% 36.2
Prekallikrein <1% 69.5

Kpim Toro, uytnusictb APTT-EA o daktopa VIl 6yna Br3HauyeHa HaCTyNHUM YMHOM:

% ®akTop VIl APTT (c)

100% 32.5
70% 34.0
50% 36.9
40% 38.9
30% 40.8
20% 444
10% 50.6

5% 56.1

1% 68.1
<1% 83.6

Lli 3HaueHHsA cnig BMKOpWCTOBYBaTW nue AK Aupektusu. KoxxHa nabopatopis
NOBMHHA BCTAHOBUTM UYyTIMBICTb A0 iHAMBIAYanbHUX GaKTOpiB, BUKOPUCTOBYOUM
{HCTPYMEHTM, peareHT Ta MeTOLAMKM, IKi BUKOPUCTOBYIOTbCA B iX labopaTopil.

NMOBOAXKEHHA 3 BIAXOAAMU
BignosigHoO fo MicueBux BMMOT.

Mepexknaday TemaHa 3eneHcbKa

I BUPOBHUK
13 KOPMEN C.A.
8yJ1. BiocenHa, 22
05-092 m. JlomsHKi, Monbwa
men.: +48 (0) 81 749 44 00
hakc: +48(0) 81749 44 34

http://www.cormay.pl
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YMOBHOBAXEHUW NMPEACTABHUK

TOB «[JIAMEB»
8yn. YopHosona, 97
M. leaHo-@®paHkiecbk, 76005
men.: +38(0342) 775 122
¢hakc: +38(0342) 775 123
e-mail: info@diameb.ua
www.diameb.ua
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