NMPOTPOMBIHOBUI YAC, cyxui Dia-PT 10

Dia-PT10
Kamanoe. N°: 81100 Jama sunycky iHcmpykuii: 01-09-2017
Bepcia: 11
OCHOB0I0 _Npu _nposedeHHi _aHanizy € Opu2iHan _iHCMPpyKyii

aHeniticbkolo Mogoto, 8kiadeHoi 8 Habip. Homep i dama eepcii
opuziHany ma nepeknady iHCmpyKyii Nno8uHHi cnisnadamu.

Kar. N2: 81100 10x10 mn
Kar. N2: 81050 10x5mn
Kar. N2: 81025 5x5mn
Kar. N2: 81020 10x2mn
HA3BA MPOOYKTY

Dia-PT peareHT npoTpoMb6iHOBOro yacy.

NPU3HAYEHHA

(Jinwe pna giarHoctukn In Vitro)

Dia-PT € peareHTOM TPOM60OMMACTNHY MO3KY KPOSIMKA i3 BIACHUM PO3UMHHUKOM,
AKNI BUKOPUCTOBYETHLCA ANA BU3HaUEHHA NPoTpombiHoBoro vacy (PT).

KOPOTKU ONUC | IPUHLMN

PeareHT Dia-PT- ue eKkcTpakT TpoMOONNacTvHy MO3KY KPONUKa, AKUA MiCTUTb
TKaHUHHUI akTop, Ninign Ta ioHM Kanbuito. Tect PT BignosigHo go Kgika -
YYTAVBUI CKPUHIHIOBUIA TECT 30BHILLHbOrO WAAXy Koarynauii. Dia-PT Ak peareHT
PT pyKe 4yTnvMBUWI [O aHTaroHicTiB BiTaMiHy K, 3HWXeHUX piBHIB pakTopiB Ha
30BHiWHbOMY wnAxy (pakrtop Il, V, VIl i X), cnagkoBmx abo HabyTux nopylieHb
3ropTaHb Ta nNeyviHKoBOi HepoctaTHocTi. Tomy, PT 3 peareHtamu Dia-PT
ONTUMANbHO  BUKOPUCTOBYETbCA AN1A  MepeaxipypriyHoro  CKpUHiHry Ta
MOHITOPUHTY ANA NikyBaHHA opanbHoro aHTukoarynanty (OAT). PearenT Dia-PT 3
BifiNOBiAHOW AediUUTHOIO NNa3Mol, TaKOoX MNiAXOAMTb ANA  BU3HAUYEHHA
AKTUMBHOCTI 30BHILLUHbOrO WAAXY Koarynauii.

NPUHLUUN TECTY

PeareHT Dia-PT Ak TpombonnactuH KanbLilo, iHAYKYE yTBOpeHHA ¢ibpuHoBOro
3rycTKy, KOnv NOro foAaloTb 0 Nna3mu nauieHTa. Yac Lboro npouecy 3ropTaHHA
BUMIPIOETLCA BPYUHY ab0 3a AOMOMOrOI0 ONTUYHUX Ta MEXaHIYHWX aHani3aTopiB
3ropTaHHsA.

AKTUBHI IHTPIOIEHTU

PearenT Dia-PT sBnAe coboto niodinizaT, TKaHUHHWUIA TPOMOONNACTUH MO3KY
KposKKa i3 KOHCepBaHTOM. PO3UMHHUK - Le bydep, Wo MICTUTb iOHU KanbLito Ta
KOHCepBaHT.

3ACTEPEXXEHHA

. JllognHa, WO BCTAHOBMIOE peareHT
kBanidikoBaHUM paxiBuem nabopaTopiil

. BrsHauatoun HenpaBunbHi AaHi abo HenpaBMSIbHO BUKOPUCTOBYIOUMN
HapAaHi AaHi, MOXyTb CTaTMCA NOMUIKOBI pe3ynbTaTu!

. Yepes iHrpepieHTn peareHTiB Dia-PT, 3 Hum cnig obepexHo
NOBOANTNCA, AOTPUMYIOUNCH 3aMOBIKHUX 3aXOAIB, PEKOMEHLOBAHNX
ana 6ionoriyHo Hebe3neyHUx matepianis!

. PeareHT, Lo BCTynae B KOHTAKT i3 3pa3kaMu Ta iHWMMW MaTepianamu,
NoBUHEH 06PO6NATUCA TaK, Haue BiH MoXe nepepasath iHdeKLito, i
NOBUHEH BYTV YTUNI30BaHUIA HANEXHVMYM 3anobiXHUMK 3axoaamu!

. YHuKanTe MiKpobHOro 3abpyaHeHHA peareHTy, 60 MoXeTe oTpumaT
NoMWNKOBI pe3ynbTtatu!

. BianoBigHO [O NOTOYHOI iHPOPMALii peareHT He MICTUTb eNEMEHTIB,
AKi MOXKYTb NOLUNPIOBATUCA Bif TBAPWHW JO NognHm!

. Bci peareHTn, Bigpxoam Ta yTunisoBaHe ofHopa3oBe nabopaTopHe
obnafHaHHA MOBUHHI po3rnagaTMca Ak Hebesneuni Bigxoan! Ix
obpobka Ta yTunisauia MOBWHHI 3AINCHIOBAaTACA BIANOBIAHO [0
BiANOBIAHUX NpaBun 06po6KN Hebe3neyHrx MaTepianis.

. He BUKOpUCTOBYINTE peareHT Micna 3akiH4eHHA TepMiHy NPUAATHOCTI,
BKA3aHOro Ha eTukeTu,i!

Dia-PT, noBuHHa 6yTn

NIArOTOBKA

PeareHT Dia-PT po3unHAETLCA 3 YCiM BMICTOM OHOTO drlakoHa po3umHHMUKA 3 Tiel

X cepil. 36epirante peareHt Ternnum (37 °C) woHanmeHwe 30 XBWAWH Ans
1

npaBunbHOro po3seaeHHs. MNepen BUKOPUCTAHHAM NIErko NOKPYTiTb GpnakoH, y
ropr30HTaIbHOMY MONOXKeHHI binblue pasis (5-10), ane He 360BTyiiTe. 3aueKaiTe,
[lOKV peareHT focArHe pobouoi Temnepatypu! BukopuctoByiTe 3miwyBay nig
4ac BUMipoBaHHA.

BIOJIONYHUIA MATEPIAN

Ona Tecty Dia-PT HeobxifHa CBiXO AeKanbLUMHOBaHa nnasma. [na oTpvMaHHs
3MillaiiTe AEB'ATb YaCTWMH CBIXKO HabpaHOi BEeHO3HOI KPOBi 3 OAHIEI0 YacTHOIO
TpuHaTpito unTpaty (3,2%; 109mMmonb/n). He pekomeHAYETbCA BUKOPUCTOBYBATH
6inblL BUCOKY KOHLIEHTPaLito TpUHaTpito Luutparty (3,8%, 129 mmonb/n). PetenbHo
3MiwanTe KpoB i UeHTpudyryinte nnasmy nepep TecTyBaHHAM. BumiptoBaHHA
HeobXxilHO NpoBOANTU BNPOAOBX 24 roauH. He 36epiraiTte 3pasku npu 2-8 °C.
MocunaiiTech Ha BKasiBKWM IHCTUTYTY KANiHiYHMX Ta nabopaTopHUX CTaHAapTiB
(CLSI) H21-A5.

MPOLIEAYPA TECTY

Tect Dia-PT- ue opHocTyneHesuii PT TecT, AKMIA MOXHa BMKOPWUCTOBYBaTU 3
HaniBaBTOMaTU30BaHUMW KoarynauinHumun aHanizatopamu (Coag 4D) signosigHo
[10 AaHNX, HaBeAEHNX HIXKYe. PEKOMEHYETbCA MOBTOPHE BUMIPIOBaHHA.

1. HarpiBaHHsA peareHnTty o 37 °C ~15xB
2. [AopaBaHHA 3pa3Ka B KIOBeTY. 50 mkn
3. IHKy6aLia 3pa3ka. 2xB

4. [AopasaHHA PT peareHTy B KIOBeTY. 100 mkn
5. OpHovyacHe YBiMKHEHHA Talimepy. ~1XxB

PekomeHpyeTbcA nepeBipATM BUMIPIOBAaHHA HOPMAJIbHUX Ta MaTOMOTMiYHUX
KOHTponiB. KoxHa nabopaTopis MOBMHHA BCTAaHOBUTWM BAIACHY Mporpamy
KOHTPOJIIO AKOCTI. ¥ pasi BU3HaYeHHA OyAb-AKUM iHWIKMM KoarynomeTpom, 6yab
nacka, JOTPUMYWTECh IHCTPYKLIN.

3BEPIFTAHHA | CTABUIbHICTb

HeBigkpuTnin dnakoH peareHTis Dia-PT cTabinbHuii 4O AaTU 3aKiHUEHHA TEPMIHY
NPVAATHOCTI, BKa3aHOro Ha GnakoHi 3a ymoBu 36epiraHHA npu TemnepaTypi 2-8
°C. CrabinbHicTb Micna BiAKPUTTA opuriHanbHOro ¢GnakoHy NnokasaHa HuKye B
Tabnuui:

T(°Q) 37 20-25 15-19 2-8

feHb 8 ropguH 1 5 12

He 3amopoxysatu!

OYIKYBAHI PE3YJIbTATU

Pe3synbtatn Tecty Dia-PT MoXyTb OyTV MOBIfOMMEHi B TakuX OAMHWLAX, faHi

KOHKPEeTHOI cepii B ynakoBL|i AOMOMOXYTb Y pO3paxyHKy:

1. CeKyHAM, WO O3HAYa€E CNOCTepexXyBaHUIA Yac 3ropTaHHA.

2. CnisBigHoweHHsA (koediuieHT cniBeigHoweHHs = PT / MNPTT), Wwo o3Hayvae
4ac 3ropTaHHA 3paska, NofineHnin Ha cepefHiit Yac NPOTPOMOIHY Y HOpMI
(MNPTT). 3HaueHHAa MNPTT, wo 3anexuTtb Bifg MeTofy y AaHWX, € nuie
iHpOpMaLi€l0, OCKINbKM Ue 3anexuTb Big 06CTaBUH BUMIPIOBaHHA Ta
KiNbKOCTi HaceneHHs.

3. BipcoTok, Wo o3Havya€ NponopuLiiHy YacTUHY akTMBHOCTI PT y Hopmi, AKa
0OUNCNIIOETCA 3 KanibpyBanbHOI KpuBoi. MeToa, WO 3anexuTb Bif
OCHOBHOI KPUBOI Y JaHNX, MOXe BUKOPUCTOBYBATUCh AJ1A PO3PaxyHKy.

4,  MixHapogHuin  HopMmanizoBaHuin  KoediuieHT (INR), wWwo o3Hauyae
CNiBBIAHOLWIEHHA, NiAHATE 3 YypaxyBaHHAM MOTYXHOCTi MixHapogHoro
inaekcy uytnmsocTi (ISI) [INR = (PT / MNPT)®]. na po3paxyHky Moxe
BMKOPUWCTOBYBATNCA 3HaYeHHA, BUpa)keHe metogom ISl y Tabnuui paHux.
INR € eaguHuM 00iLiiHO BM3HAHVMM 3HAYEHHAM pe3ynbTaTy NauieHTiB, AKi
NiKyBanumca 3a JOMOMOroI0 aHTaroHiCTiB BiTaMiHy K.

HopmanbHuii giana3oH, BupaxeHuin B INR, ctaHoBuTb 0,8-1,2.

KoxHa nabopatopis NOBWMHHA BW3HauuTu BnacHy BenuuuHy MNPTT Ta
pedepeHTHUI Aiana3oH. TouHe Ta 3aranbHe nepepaxyBaHHA BigcoTka B INR
(abo HaBnakm) He moxnuee! Tabnuua KoHBepciii Ha Be6-canTi Diagon
fonomarae  nNpuM  BUKOPUCTAHHI  peareHTy  Py4yHUM  MEeTOAOM
(www.diagon.com/ / MiaTprmKa KopucTyBauvis).

OBMEEHHA
Ha pesynbtat Tecty PT 3 peareHTamu Dia-PT moxyTb BnAvBaTh nikn Ta iHLWi
nonepenHbo-aHaNiTUUHI  iHTepdepeHUiiHi  areHTn.  TloTeHUiHi MexXi uux
napameTpis 6ynu nepesipeHi Ha aHani3aTopax Diagon (Coag Line) 3 HacTynHum
pesynbTaTom:

FenapuH Femorno6ix Tpurniuepnan Binipy6in

0.75 O/mn 6.8r/n 9 mmonb/n 270 mKmonb/n




POBOYI XAPAKTEPUCTUKU

Tect Ha TouHicTb peareHTy Dia-PT Ha aHanisatopax Diagon (Coag Line) pae

HacTyMHi pesynbTaT:

Y mexax aHanisy Mix aHanizammn
3pa3ok 1 2 3 4
K-ctb 10 10 10 10
CepepHe 124 23.0 12.0 213
(cek)
CV (%) 0.864 1.775 1.731 3.047

HEOBXIAHI MATEPIANIN, AKI HE HAQAIOTbCA

. Pi3Hi piBHi KOHTponio ana KoHTposnto AkocTi (Dia-CONT I-II; KaTt. Ne:

91020, 91010).

. PekomMeHayeTbcA  ONTUYHUIA  abo  MeXaHiuHui

aHanisatop Ana suMiptoBaHHA, Diagon aHanisatopu (Coag Line).

. MarHiTHui 3miwyBay Ana 3miwyeaHHA (MarHiTHUI 3miwyBay Kat. N2

KoarynauinHun

DT-ST).
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