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OCHOB0I0 _Npu__NposedeHHi _aHanizy € _opueiHan _iHcmpykuil
aH2ilicbkor M080k, 8kddeHoi 8 Habip. Homep i dama eepcii
opuziHany ma nepekniady iHCmpyKuii Nno8UHHI cnisnadamu.

NMPU3HAYEHHA

(JiInwe pgna giarHoctuku In Vitro)

Dia-PT € peareHTOM TPOMGONNACTVHY MO3KY KPOJMKA i3 BMACHUM PO3YNHHUKOM,
AKNI BUKOPUCTOBYETHCA ANIA BU3HAUEHHA Yacy NpoTpom6iHy (PT).

KOPOTKUIA ONUC | MPUHLIUN

PeareHT Dia-PT- Lie eKCcTpaKT TpOMOOMNACTUHY MO3KY KPOMKa, AKUIA MiCTUTb
TKaHUHHWIA GaKTop, Niniau Ta ioHW Kanbuito. Tect PT BignosigHo o Keika -
YYTNVBUIN CKPUHIHTOBUIA TECT 30BHILWHBbOrO WAXy Koarynauii. Dia-PT Ak peareHT
PT Ay»e 4yTnmBWi [O aHTAroHicTiB BiTamMiHy K, 3HVWXKeHUX PiBHIB paKTOpiB Ha
30BHiLIHbOMY WAAXy (pakTop I, V, VIl i X), cnagkoBux abo HabyTux nopyLieHb
3ropTaHb Ta NeviHkoBoi HegocTaTHOCTI. Tomy PT 3 peareHtamu Dia-PT
ONTMMaJIbHO BUKOPUCTOBYETbCA ANIA NepeaxipypriYHOro CKPUHIHIY Ta
MOHITOPUHIY ANA NiKyBaHHA opanbHOro aHTukoarynanTty (OAT). PearenT Dia-PT 3
BiZiNOBiAHOW0 AediLUTHOIO NIa3MOI0 TAKOX MiAXOAUTb ANA BU3HAUEHHSA
AKTVBHOCTI 30BHILLIHbOrO WAAXY Koarynauii.

NPUHLUUN TECTY

PeareHT Dia-PT Ak Tpomb6onnacTvH KanbLito, iHAYKY€ yTBOpeHHs ¢ibprHoBOro
3rycTKy, KONIM NOro A0oAatoTb A0 Nia3mm nauieHTa. HYac Lboro npouecy 3ropTaHHA
BMMIPIOETLCA BPYUYHY ab0 3a AJONOMOroio ONTUYHMX Ta MeXaHiYHMX aHanizaTopis
3ropTaHHsA.

AKTUBHI IHTPIAIEHTN

PeareHT Dia-PT aBnsae coboto niodinizat, TKAHMHHWI TPOMOONNACTAH MO3KY
Kposnuka 3 cTabinizatopamm. PO3UMHHUK - Le Bydep, Wo MiCTUTb iOHM KanbLiito Ta
a3mpa HaTpito (<0,01%) AK KOHCepBaHT.

3ACTEPEXXEHHA

JlioavHa, Wwo BcTaHoBNIOE peareHT Dia-PT, noBuHHa 6yt KBanidpikoBaHUM
daxiBuem naboparopiil

BnsHauatoun HenpaBwbHI faHi ab0 HeNpPaBWIbHO BUKOPUCTOBYIOUM HafaHi AaHi,
MOXYTb CTaTUCA MOMWIIKOBI pe3ynbTaTu!

Yepes iHrpegieHTun peareHTiB Dia-PT, 3 HUM cnif 06epexxHO NoBOANTMICS,
[OTPVMYIOUMCb 3aMO6IKHIX 3aXOAiIB, PeKOMEHOBaHNX AnsA 6ionoriyHo
Hebe3neyHunx matepianis!

PeareHT, o BCTyna€e B KOHTAKT i3 3pa3kamMi Ta iHWIMMU MaTepianamu, NoBUHEH
06po6NATUCA TaK, Haue BiH MOXKe nepefaBaTyi iHPeKLilo, i MOBUHEH byTu
YTUNi30BaHWN HaNEXHUMY 3anobiXHMMKM 3axofamu!

YHUKanTe MiKpoGHOTr0 3a6pyfiHEHHA peareHTy, 60 MOXKeTe OTPUMaTU MOMUIKOBI
pe3synbTtaTtn!

BignosiaHO Ao NnoTouHOI iHPOpMaLLii peareHT He MICTUTb enemMeHTIB, AKi MOXyTb
NoLMPIOBATUCA Bifi TBAPVHU A0 NOANHN!

Bci peareHTw, Bifxoau Ta yTunisosaHe ogHOpa3oBe fnabopaTopHe 0b6nafHaHHA
MOBUHHI po3rnagaTnca Ak Hebesneuni sigxoau! Ix 06pobka Ta yTunisauin
NOBVHHI 3AiNCHIOBATMCA BiANOBIAHO A0 BiANOBIAHUX NPaBun 06po6KU
Hebe3neuyHrx maTtepianis.

He BuKopucToBynTe peareHT nicna 3akiH4eHHA TePMiHy NPUAATHOCTI, BKa3aHOro
Ha eTuKeTLUi!

NIATOTOBKA

PeareHT Dia-PT po3unHA€ETbCA 3 YCiM BMICTOM OHOTO GpriakoHa PO3YMHHIIKA 3 Ti€l
X cepii. 36epiraiTe peareHT Tennum (37 °C) woHanmMeHwe 30 XBUAUH Ans
npaBuUIbHOro po3BefeHHs. Mepe BUKOPUCTAHHAM JIerko NOKPYTiTb GpraKkoH, y
rOpPU30OHTaNbHOMY MONOXeHHI 6inblue pasis (5-10), ane He 360BTyiTe. 3aueKaiiTe,
[IOKW peareHT He focArHe poboyoi Temnepatypu! O60B'A3KOBO BUKOPUCTOBYNTE
3MiLyBay nif Yac BUMIploBaHHA.

BIOJIOTIYHUIA MATEPIAN

[Ina Tecty Dia-PT HeobxigHa CBiXO AeKanbumnHOBaHa nnasma. Ans oTprMaHHs
3MillainTe feB'ATb YaCTUH CBIXKO HabpaHOT BEHO3HOT KPOBI 3 OAHIEI YaCTUHO
TPWHATpIto uUTpaTy (3,2%; 109mMmonb/n). BukopuctoByBaTh GinbLu BUCOKY
KOHLieHTpaLito TpUHaTpito umTpaTy (3,8%, 129 MMONb/N) He peKOMeHAYETbCA.
PeTenbHo 3milwaiiTe KpoB i LeHTpUdyryiiTe Nnasmy nepep TeCTyBaHHAM.
BumipioBaHHA HEOOXigHO NPOBOAWTY BNPOAOBX 24 rofunH. He 36epiraiite 3pasku
npu 2-8 °C. MNocunanTtech Ha BKa3iBKW IHCTUTYTY KAiHIYHWX Ta 1abopaTopHMX
ctaHpapris (CLSI) H21-A5.

MNPOLEAYPA TECTY

Tect Dia-PT- ue ogHocTyneHeBuin PT TecT, AKMIN MOXHa BUKOPUCTOBYBATU 3
HaniBaBTOMaTM30BaHMW KoarynauinHumy aHanizatopamu (Coag 4D) BignosigHo
[0 [aHKX, HaBeAeHUX HuKue. [OBTOPIOBAHHSA BUMIPOBaHHSA PEKOMEHAYETLCS.

1. HarpisaHHs peareHTy fo 37 °C ~15 xB
2. [lopaBaHHA 3pa3Ka B KIOBETY. 50 mkn
3. IHKy6aLjis 3pa3Ka. 2 xB

4. [lopaBaHHA PT peareHTy B KIOBETY. 100 MKn
5. OpfHoyvacHe yBiIMKHEHHA Tanmepy. ~1x8B

PekomeHpayeTbCA NepeBipATH BUMIPIOBaHHA HOPMabHUX Ta M03a HOPMOBUX
KOHTponiB. KoxxHa nabopaTopis NoBMHHA BCTAHOBUTU BNacHy Nporpamy
KOHTPOJSII0 AKOCTI. Y pasi BU3HaUeHHA 6yAb-AKMNM iHLIMM KoarysiomeTpom, byab
nacka, JOTPUMyMTeCh IHCTPYKLil LibOro NOCiOHMKa.

3BEPIFAHHA | CTABUIbHICTb

HesigkpuTuii dpnakoH pearexTis Dia-PTcTabinbHuii 4o AaTh 3aKiHUeHHA TepMiHY
NpVAATHOCTI, BKa3aHOro Ha ¢pnakoHi npu 36epiraHHi npu 2-8 °C CTabinbHiCTb
nicnsA BigKPWTTA opuriHanbHOro ¢GakoHy nokasaHa HK4e B Tabnmui:

T(°C) 37 20-25 15-19 2-8

JAeHb 8 roanH 7 10 14

He 3amopoxysatu!

OYIKYBAHI PE3YJIbTATU

PesynbTaTty TecTy Dia-PTMOXyYTb 6T NOBIAOMNEHI B TaKUX OAVHULAX, AaHi

KOHKPEeTHOI cepii B ynakoBLji AOMOMOXYTb Y pO3paxyHKY:

1. CeKyHAW, L0 O3HAYa€E CNoCTepeXXyBaHNI Yac 3ropTaHHs.

2. CnisBigHoweHHs (KoediuieHT cniBBigHowWweHHA = PT / MNPTT), Wwo o3Havae
yac 3ropTaHHA 3pasKa, MOAINEHNIN Ha CEePeAHI Yac NPOTPOMGIHY Y HOPMI
(MNPTT). 3HaueHHA MNPTT, wo 3anexuTb Big MeTOAy y faHUX, € Nnlue
iHbopMaLUi€lo, OCKINbKM Lie 3aNeXuUTb Bif 06CTaBUH BUMIPIOBAHHA Ta
KiNbKOCTi HaceneHHs.

3. BipcoTok, Wwo o3Hava€e NponopuifHy YaCcTUHY akTMBHOCTI PT y HOpMmi, Aika
06YNCNIOETbCA 3 KanibpyBanbHOT KPUBOI. MeTOg, WO 3anexuTb Bif
OCHOBHOI KPUBOI Y laHNX, MOXe BUKOPWNCTOBYBATUCh ANIA PO3PaxyHKy.

4.  MixHapogHuin HopmanizoBaHui KoediuieHT (INR), Wo o3Havae
CNiBBIAHOLWEHHA, MifHATE 3 ypaxyBaHHAM NOTYXXHOCTi MixHapoaHoro
inpekcy uytnmeocTi (ISI) [INR = (PT / MNPT) ISI]. ina po3paxyHKy moxe
BMKOPUCTOBYBATNCA 3HAUEHHSA, BUpaxeHe meTofom ISIy nucti gaHux. INR €
€AVHUM 0diLiiHO BU3HAHUM 3HaYeHHAM pe3ynbTaTy NaLieHTIB, AKi
NiKyBanmca 3a JONOMOrOI0 aHTaroHicTiB BiTamiHy K.

HopmanbHuii fianasoH, BupaxeHun B INR, ctaHoBuTb 0,8-1,2.

KosxHa nabopatopis NoBVHHa BU3HauMTV BRacHy BenuunHy MNPTT 1a

[l0BiAKOBMI fliana3oH. TouHe Ta 3aranbHe nepepaxyBaHHA BigcoTka B INR (abo

HaBnaku) He moxnuBe! TabnuuA KoHBepcil Ha Be6-caiiTi Diagon gonomarae npu

BMKOPUCTaHHI peareHTy pyuHum metogom (www.diagon.com/ / MNigTprmka

KOpWCTyBauiB).

OBMEXEHHA

Ha pe3ynbtat Tecty APTT 3 peareHtamu Dia-PT MoXXyTb BnAnBaTh Niku Ta iHLWi

nonepeaHbo-aHaNITUUHI iHTepdepeHUilHi areHTU. MoTeHLiHI Mexi Lnx

napameTpiB 6ynu nepesipeHi Ha aHanizatopax Diagon (Coag Line) 3 HacTynHum
e3ynbTaToM:

lenapuH lemorno6iH Tpurniuepvan Binipy6iH
0,75 Oa/mn 6,8r/n 9 Mmonb/n 270 MKmonb/n
POBOYI XAPAKTEPUCTUKU

Tect Ha TouHicTb Dia-PT Ha aBTOMaTUUHOMY KoarynomeTpi Ja€ HacTynHi
pesynbTaTy:

Y mexax aHanisy Mix aHanisamu
3pasok 1 2 3 4
n 10 10 10 10
CepepHe 14,9 20,8 14,9 20,5
(c)




| CV (%) |

0739 | 0786

| 3648

HEHAJAHI NOTPIGHI MATEPIANIN
Pi3Hi piBHi KOHTposto ans KoHTponto sikocTi (Dia-CONT Ddi I-1I; KaT. N991020).
PekoMeHpy€eTbCcA ONTUUHMI @60 MeXaHiUHWI KoarynauiiHuiA aHanisaTtop ana
BuMiptoBaHHsA, Diagon aHanizatopu (Coag Line).
MarHiTHuUi 3miwyBay Ana 3amiwysaHHA (MarHiTHWI 3milwyBay Kat. Ne DT-ST).
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