NMPOTPOMBIHOBUI YAC, PIAKUI Dia-PT LIQUID

Dia-PT LIQUID

Kamanoe. N°: 82096 Jama sunycky iHcmpykuii: 01-09-2017

Bepcis: 07

OCcHOB0I0 _npu__nNposedeHHi aHasnizy € opueiHan _iHCmpyKyii
aHeniticekoro Mogoto, 8kiadeHoi 8 Habip. Homep i dama sepcii
opu2iHany ma nepeknady iHCmpyKyii nosuHHi cnisnadamu.

-

Kart. N2: 82096 12x8mn
Kar. N°: 82048 12x4mn
Kar. N2: 82024 12x2mn
Kar. N2: 82012 6x2mn

HA3BA NPOAYKTY
Dia-PT LIQUID peareHT npoTpomMbiHOBOrO Yacy.

MPU3HAYEHHA

(JInwe pna giarHoctukn In Vitro)

Dia-PT LIQUID - Le piauHa, rotoBa 1O BUKOPUCTAHHA, peareHT TpoM6onIacTuHy
MO3KY KPOJIMKa AnA B13HauYeHHA Yyacy NpoTpombiHy (PT).

KOPOTKUIA ONUC | MPUHLUN

PeareHT Dia-PT LIQUID - e eKcTpakT TPOMOOMNNACTUHY MO3KY KPOnvKa, AKUIA
MICTUTb TKaHVHHWIA daKTop, Ninian Ta ioHN Kanbuito. TecT PT BignosigHo ao Keika
- YYT/IMBUIA CKPWHIHFOBMIA TECT 30BHIWHbOTO WNAXy Koarynsauii. Dia-PT LIQUID
AK peareHT PT fgyxe 4yTnvBWMIA AO aHTAroHicTiB BiTamiHy K, 3HWXeHWX piBHIB
dakTopiB Ha 30BHiWHbOMY LWAAXY (pakTop I, V, VIl i X), cnagkoBux abo HabyTux
nopyLlueHb 3ropTaHb Ta NeYiHKOBOI HepgocTaTHOCTI. Tomy PT 3 peareHtamu Dia-PT
LIQUID onTtrmanbHO BUKOPUCTOBYETbCA ANA NepeaxipypriyHoro CKpuHiHry Ta
MOHITOPUWHIY A NiKyBaHHA opanbHoro aHTukoarynaHty (OAT). PeareHT Dia-PT
LIQUID 3 BignosigHoto AedilnTHO MasmMoto TakoX MigxoanTb ANnA BU3HAYEHHSA
AKTUBHOCTI 30BHILUHbOrO WAAXY Koarynauii.

NPUHLUN TECTY

PeareHT Dia-PT LIQUID Ak Tpom6onnacTuH Kanbuilo, iHOYKYE YTBOPEHHSA
$ibpMHOBOro 3rycTky, Konu MOro AopalTb A0 Miasmy nauieHTta. Yac uboro
npouecy 3ropTaHHA BUMIPIOETbCA BPYYHY abo 3a AOMOMOrol ONTUYHMX Ta
MeXaHiYHMX aHaniaTopis 3ropTaHHA.

AKTUBHI IHTPIAIEHTA
PeareHt Dia-PT LIQUID aBnAe cobok TKaHWHHWIA TPOMOOMNACTUH MO3KY
KPOJIMKA, O MiCTUTb IOHM KanbLlilo Ta KOHCePBaHT.

3ACTEPEXXEHHA

. JliopvHa, Wwo BcTaHoBMe peareHT Dia-PT LIQUID , nosuHHa 6yTn
KBanipikoBaHumM paxisLem nabopatopii!

. BvsHauaoun HenpaBwibHi AaHi abo HenpaBWIbHO BUKOPUCTOBYIOUN
HapaHi AaHi, MOXYyTb CTaTUCA NOMUIKOBI pe3ynbTatul

. Yepes iHrpegieHTn pearentis Dia-PT LIQUID , 3 Hum cnip obepexxHo
NOBOANTNCA, AOTPUMYIOUNCH 3aMOGIKHUX 3aXOAiB, PEKOMEHL0BAHMX
anA 6ionoriyHo Hebe3neyHUx maTepianis!

. PeareHT, L0 BCTyna€e B KOHTAKT i3 3pa3kamu Ta iHWMMK MaTepianamu,
NoBUHEH 06POBNATUCA TaK, Hauye BiH MOXe nepefaBatu iHoekuito, i
NOBVHEH BYTIN yTUNI30BaHWNI HaNEXHUMU 3anobixKHUMYK 3axoaamu!

e YHuKalTe MIKPOGHOro 3abpyAHEHHA peareHTy, 60 MOXeTe oTprumaTu
nomMunKkosi pesynbtatu!

. BignoBigHO A0 nNoTouHoi iHbopMaLUii peareHT He MICTUTb eNemMeHTiB,
AKi MOXYTb NOLUNPIOBATNCA Bif TBaPUHK A0 NtoanHM!

. Bci peareHTw, Bigxoau Ta yTunizoBaHe OAHOpPa3oBe NlabopaTopHe
obnagHaHHA MOBUMHHI po3rnagaTuca Ak Hebesneuni sigxoan! Ix
obpobka Ta yTunisauia MOBWMHHI 3AINCHIOBATACA BIAMOBIAHO [O
BiANOBIAHMX NpaBun 06po6KM Hebe3rneyHUx maTepianis.

. He BrKopucTOBYNTE peareHT NicnA 3aKiH4eHHA TepMiHy NPMAATHOCTI,
BKa3aHOro Ha eTukeTu,i!

NIArOTOBKA

Pearent Dia-PT LIQUID roTtoBuin OO BMKOPUCTaHHA. [lepen BUKOPUCTaHHAM
Nerko MOKpPYTiTb GpIAaKOH, y rOPU3OHTaNIbHOMY MOMOXeHHi binblue pasis (5-10),
ane He 360BTY/iTe. 3aUeKaliTe, [JOKM peareHT He JoCArHe pobouoi TemnepaTtypu!

BIOJIOTIYHUIA MATEPIAN

Ona Tecty Dia-PT LIQUID HeobxifHa cBiXO AekanbuMHOBaHa nnasma. [na
OTPUMAHHSA 3MilIANTe JEB'ATb YAaCTUH CBIXXO HabpaHOi BEHO3HOI KPOBi 3 OAHIED
yacTvHolo TpuHaTpilo unTpaty (3,2%; 109mmonb/n). BukopuctoByBatn 6Ginblu
BMCOKY KOHLeHTpauitlo TpuHatpito uutpaty (3,8%, 129 wmmonb/n) He
peKoMeHAy€eTbCA. PeTenbHO 3MmilwanTe KpoB i LeHTpudyryiiTe nnasmy nepes
TecTyBaHHAM. BumiploBaHHA HeobxigHO mpoBoanT BRpoposX 24 roavH. He
36epiranTe 3pasku npu 2-8 °C. Mocunantecb Ha BKasiBKN IHCTUTYTY KNiHIYHMX Ta
nabopatopHux ctaHpapris (CLSI) H21-A5.

MPOLEAYPA TECTY

Tect Dia-PT LIQUID - ue opHocTyneHesun PT TecT, AKnA  MOXHa
BMKOPUCTOBYBaTM 3 HaniBaBTOMaTV30BaHWMMK KOArynauiiHUMK aHanisatopammu
(Coag 4D) BignoBigHO [0 AaHWX, HAaBeAeHUX HUXKYe. PeKOMEHAYETbCA NOBTOPHE
B/MIpPIOBaHHA.

1. HarpisaHHs pearenty o 37 °C ~15xB
2. JonaBaHHA 3pa3Ka B KIOBeTy. 50 mKkn
3. IHKy6aLia 3pa3ka. 2xB

4. AopnasaHHAa PT peareHTy B KloBeTy. 100 mkn
5. OpHovacHe YBiMKHEHHA Talimepy. ~1xB

PekomeHayeTbCcA MepeBipATU BUMIPIOBaHHA HOPMalbHMX Ta MO3a HOPMOBUX
KOHTponiB. KoxHa nabopaTopid MNOBMHHA BCTAaHOBUTU BRAacHy nporpamy
KOHTPOSIO AKOCTI. Y pa3si BU3HauYeHHA OyAb-AKUM iHWKMM KoarynomeTpom, 6yab
nacka, [OTPUMYMTeCh IHCTPYKLi LibOro NoCiOHMKa.

3BEPIFAHHA | CTABUIbHICTb

HesigkpuTuii ¢pnakoH pearentis Dia-PT LIQUID ctabinbHuii Ao AaTh 3aKiHYeHHA
TEepMiHY NpuAaTHOCTI, BKasaHoro Ha ¢nakoHi npu 36epiraHHi npu  2-8 °C
CrabinbHicTb nicnAa BiAKPUTTA OpuriHanbHOro ¢nakoHy nokasaHa HuXuye B
Tabnuui:

T(°Q) 37 20-25 15-19 2-8
OeHb 2 4 5 12
He 3amopoxysaTn!

OYIKYBAHI PE3YJIbTATU

Pe3synbTaTn Tecty Dia-PT R MOXyTb 6yT1 BifO6GPaxeHi B HAaCTYNMHUX OANHULAX,

NacrnopTHi faHi ANA KOHKPETHOI cepii ONOMOXYTb y PO3pPaxyHKy:

1. CeKyHAW, IO O3HAYAE CNOCTEPEXYBAHMI YacC 3ropTaHHS.

2. CniBBigHoweHHs (koediuieHT cniBBigHoWweHHsA = PT / MNPTT), wo o3Havae
yac 3ropTaHHA 3pa3Kka, NofineHNn Ha cepefHiit Yac NPOTPOMOIHY Y HOpMi
(MNPTT). 3HaueHHAa MNPTT, wo 3anexuTtb Bif mMeToAy Yy AaHWX, € nuvwe
iHpOpMaLli€Elo, OCKIMIbKM Ue 3anexuTb Big OOGCTaBUH BUMIPIOBaHHA Ta
KiNbKOCTi HaceneHHs.

3. BipcoTok, Wo 03Hava€ NpPonopLiiHy YacTUHY akTMBHOCTI PT y HOpmi, AKa
06UNCNIOETbCA 3 KanibpyBanbHOI KpuBOi. MeToa, WO 3anexuTb Bifg
OCHOBHOIT KpMBOI Y AlAHNX, MOXE BUKOPUCTOBYBATUCh ANA PO3PAXYHKY.

4.  MixHapogHuin  HopMmanizoBaHmin  KoediuieHT  (INR), wWo o3Hauae
CNiBBIAHOLWEHHA, NiAHATE 3 YypaxyBaHHAM MOTYXHOCTi MixHapogHoro
inaekcy uytnusocri (ISI) [INR = (PT / MNPT) ISI]. ina po3paxyHKy Moxe
BMKOPUCTOBYBATNCA 3HaUYeHHs, BupaxeHe meToaom ISl 'y nucTti gaHux. INR €
€AnHUM  OILINHO BM3HAHWM 3HAYEHHAM pe3ynbTaTy nauieHTIB, AKi
NiKyBanuca 3a fJONOMOroI0 aHTaroHICTiB BiTamiHy K.

HopmanbHuin gianasoH, BupaxeHuin B INR, craHoBuTb 0,8-1,2.

KoxHa nabopatopis MOBMHHa BM3HAuWTW BRacHy senunumHy MNPTT Ta
[OBifKOBWI fiana3oH. ToYHe Ta 3aranbHe nepepaxyBaHHA BigcoTka B INR
(abo HaBnaku) He moxnuBe! Tabnuua KoHBepci Ha Beb-canTti Diagon
Jonomarae  npuM  BUKOPUCTA@HHi  peareHTy  pPyyHUM  MeTOAoM
(www.diagon.com/ / MiaTprMKa KopucTyBauis).

OBMEEHHA
Ha pe3ynbtat Tecty PT 3 peareHTamu Dia-PT LIQUID moXyTb BNAnBaTy Nikn Ta
iHWi nonepeaHbo-aHaNiTUYHI iHTepdepeHUinHi areHTn. [MoTeHUiHI MexXi Lmx
napametpis 6ynu nepesipeHi Ha aHanizatopax Diagon (Coag Line) 3 HacTynHUm
pesynbTaTom:

FenapvH Femorno6iH Tpurniyepungn Binipy6in

0.75 MO/mn 6.8r/n 8 mmonb/n 270 mKmonb/n




POBO41 XAPAKTEPUCTUKA
TecT Ha TouHicTb Dia-PT LIQUID Ha aBTOMaTUYHOMY KOarysomMeTpi Aa€ HacTynHi
pesynbTaTtii:

Y mexax aHanisy Mix aHanisamun
3pa3ok 1 2 3 4
K-ctb 10 10 10 10
CepepHe (ceK) 11.3 18.3 11.3 19.0
CV (%) 0.590 0.387 1.521 1.094

HEHAJAHI HEOBXIAHI MATEPIAJIU
. Pi3Hi piBHI KOHTponio ans KoHTponto sAkocTi (Dia-CONT I-II; KaT. N2
91020, 91010).
. PekomeHayeTbcA  ONTMYHUIA  abo  MeXaHiuyHWuiA  KoarynauiiHui
aHanisatop Ana BumiptoBaHHaA, Diagon aHanizatopu (Coag Line).
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