Prothrombin-DAC.Lq ISI

NMPOTPOMBUHOBbIA TECT XXUAKWUA MOHOPEATEHT
PT MD 11-15796482-003:2003
UHCTPYKLMA NO UCMNOJIb30BaHUIO
TONbKO ANsi AMArHOCTUKMK «in vitro» XpaHuuTb npu_2-8°C

Kop N2 KoMmnnekrauus N2 perucrpauwm B PM
4013P100 PT-Reagent 4x5 mn DM000118990
4013P200 PT-Reagent 4x10 mn DM000118991
HA3HAYEHME

MNpOTPOMBUHOBBI  TECT NpeAHasHayeH ANd OLUEHKU NpOTPOMGMHOBOIO BpPEMEHU
CBepTbiBaHWUs M WCMONb3yeTcs ANs MpefonepaumoHHOro CKPUHUHIA U MOHWTOPWHIra
Tepanuu opasibHbIMU aHTUKOAryHTaMu.

nPMHUMN METOAA

PeareHT u3roToBfleH 13 npenapata TpoMbonnacTuHa, 3KCTParMpoBaHHOro U3
KPO/IMYbEro MO3rOBOrO BELUECTBA, COAEpXallero OnTUMU3MPOBAHHOE KOJIMYECTBO
VOHOB KasnbLM1s, YTO AenaeT peareHT BbICOKOYYBCTBUTENbHBLIM K AeduumnTy GakTopos
BHyTpeHHero nytu (II, V, VII, X.) Takxe 3TOo npuaaeT peareHTy 3P@PeKTUBHOCTU B
MOHWTOPWHIE MnepopasibHOM aHTukoarynsaHTHon Tepanun (OAT). XapaKTepucTtuku
AAHHOTrO peareHTbl MOXOXW Ha XapakKTepucTukn pedepeHcHoro MaTepuana BO3
(NIBSC RBT05-2012).

AWATHOCTUYECKUE XAPAKTEPUCTUKUN

MpoTpomM6buHoBoe BpeMmsi (PT) sABAsieTCs K/OYEBbIM TECTOM A4S UCCNefoBaHus
dYHKUMKM  PaKTOpoB KoarynsuuMu, npuHagnexalimx K BHewHeMmy nytn (®dakTopbl
IL,V,VII,X).

YanuHeHHoe npoTpombuHoBoe BpeMsi (PT) 06blYHO O3HayaeT MOHMXXEHHbIW YpPOBEHb
OAHOr0 WM HeCKONbKMX (PaKTOpOB M3-3a HACNeACTBEHHbIX WAW NPUOBpPeTeHHbIX
HapyleHuii CBepTbIBAEMOCTU KPOBW, AeduunTa BuTamuHa K, 3aboneBaHuii neyenw,
dubprHonusa,  ANCCEMUHUPOBAHHOM BHYTPMCOCY/ANCTON Koarynauum (DIC),
rnepopasibHOW aHTMKoarynaHTHon Tepanun (OAT ).

AHTVKOarynsHTebl npenapaTbl CHMUXAT aKTMBHOCTb BWTaMuHa K, 3aBucsAwylo oT
dakTopos koarynsumm (daktopsl II, VII, IX, X, Protein C, Protein S), yanuHsiowmx
npotpomMbuHoBoe Bpems. CrnocobHOCTb KpoBu 0b6paszoBbiBaTb (UOPMHOBBIE CryCTKKU
BHeLHNM nyTeMm TpebyeT TpoMbonnactuHa, kanbuus, daktopos I, II, V, VII n X. Takum
obpa3oM, aKTopbl, BOBJIEYEHHblE BO «BHYTPEHHWI»  KOArynsiUMOHHbIA NyTb
obxoaaTcs; aTo o3HadvaeT, 4yto Aeduunt daktopos VIII, IX, XII He onpenensitoTcs HU
OfHWUM peareHTOM ANns ornpeaeneHuss NpoTpoM6UMHOBOro BpeMeHu. B 3ToM cnyuvae
MCMoNb3yeTcs TeCT Ha aKTUBMPOBaAHHOE YacTUYHoe TpoMbuHoBoe BpeMs (APTT).

COCTAB HABOPA

PT-Reagent

XKnaknit  pekoMbMHaHTHbLIN TKaHeBbli TpomMbonaacTMH U3  KPOAWYbErOo MO3roBOro
BellecTBa C MWOHaMM Kanbuusi M cTabunusatopamu. MexayHapoaHbli WHaekc
YyscTBuTENbHOCTM (MWY), HOMEpP NnoTa M CPOK rOAHOCTM yKasaHbl Ha yNaKoBKe.

XPAHEHME N CTABUW1bHOCTb

PeareHTbl B HEBCKpbITbIX (nakoHax cTabuibHbl [0 MCTEYEHUS CpOKa FOAHOCTY,
YKa3aHHOro Ha 3TUKeTKe, MPU YCN0BUM XpaHeHus npu Temnepatype 2-8°C B 3aKpbITOM
nepBoHavanbHOM (nakoHe, He nMoABeprasiCb BO3AEUCTBUIO Tenna u/wnv U3MEHEeHUsM
AaBnieHus. B cnyyae noBpexaeHWs nepBoHayanbHOro (riakoHa criefyeT peareHT
YTUNN3NPOBATb KakK O0TX0Abl.

Mocne oTKpbITUSA peareHT ctabuneH B TeyeHue 30 AHel npu Temnepatype 2-8°C B
nepBoHavyanbHOM nakoHe.

Bo BpeMSA UCNOJIb30BAaHNA PEKOMEHAYETCA peareHT NOCTOSAHHO nepeMewnBaTb.

Mo okoH4YaHMM pabouyero uuMKIa PeEKOMEHAYeTCs XpaHWTb peareHT npu 2-8°C B
nepBoHavanbHoOM dnakoHe Ans nydwen ctabunbHoctu. He 3amMopa>knBarts!

AOMOJIHUTEJIbHbIE OBOPYAOBAHMUE U PEATEHTbI

CraHzapTHoe nabopatopHoe o6opyaoBaHue.

Koarynometp. Tavimep. [lo3aTopbl Ha 3-1000 pL.

HopmanbHas 1 natonorvyeckas nnasMa Ans KOHTPOSIS KayecTBa UCCNeAoBaHUS.
Mna3sma kanubpatop ANs KanMbpoBKU CKPUHWHI TecToB remoctasa (Coagulo St-DAC
Kop 4018C1).

CBOP N NOAroTOBKA OBPA3LIOB

TecTupyemasi nnasma AosXHa 6blTb NMPUroTOBNIEHa M3 LENbHOW LMTpaTHOM KpoBu. He
ncnonb3osaTh renapud, 3ATA unu okcanaT B KayecTBe aHTUKOarynsHTa.

C60p kpoBu: HabpaTb KpoBb B MNAaCTUKOBYIO Npobupky, coaepxaluyto 3,8% pacTBop
umTpaTta HaTpus. CooTHoweHWe 06beMOB KPOBY U UuTpaTa Hatpus - 9:1.
MpuroTtoBneHue nnasMbl: KpoBb LeHTpudyrmuposaTte npu 3000-4000 o6/MuH (1200
g) B TeyeHue 15 MUH. LleHTpudyrvposaHue [OMKHO MPOBOAUTLCS HEMOCPEACTBEHHO
nocne B3ATUS KPOBW. lnasMy nepeHecT B MAAcTMKOBYIO MPOGWUpPKY cpasy xe nocne
LeHTpUdYyrnposaHms.

XpaHeHue nnasMbl: O6paslbl N1a3Mbl XpaHUTL Npu 18-26°C He Gonee 2 yacos, Npu
2-8°C He 6onee 4 yacos, 3aMOpOXeHHOIt npu -20°C ao 2 Mecsiues, Npu -70°C - o 6
Mecsues. Mocne 3amMopo3ku o6pasubl JOSXKHBI ObiTb 6bICTPO pPasMOPOXEHbl U
HeMe/[/IeHHO MpOTeCTUPOBaHbI.

MEPbI MPEAOCTOPOXXHOCTHU

Habop npeaHasHauyeH TOIbKO ANS AMArHOCTUKM in vitro.

MpenoTBpallainTe KOHTAKT C KOXeN, rnasamu v oaexaoun.

O6pasubl  npob, KanubpaTopbl W  KOHTPONU  AO/MKHLI  paccMaTpuBaTbCs  Kak
noTeHUManbHO onacHble n o6pabaTbiBaTbCst Kak MHMEKLMOHHbIE.

He ncnonb3oBaTb peareHT No Ucte4yeHnn Cpoka rogHoCT, yKasaHHOro Ha 3TUKeTKe!
CnepyeT u3beraTb MWKPOGHOrO 3arpsisHEHWUs peareHTa, T.K. BO3MOXHO MOny4YyeHue
OLWNBOYHbIX pe3ynbTaToB.

NOAroTOBKA PEATEHTA

PT-Reagent He TpebyeT cneumanbHOro MOArOTOBUTENLHOMO 3Tana, nepeq
MCMoNb30BaHMEM MHKY6MpOBaTL peareHT npu Temnepatype 25°C B TeueHune 30 MUHYT,
BpaLlas OCTOPOXHO (hNaKkoH, He TPSICTU. M36eraTb KOHTaKTa XWUAKOCTW C NPOGKOIA.

NMPOBEAEHWUE AHAJIU3A
Mpoueanypa onucaHa Ans
KOarysioMeTpos.

B cnydyae onpefeneHuns Ha KoarysoMeTpe, crneayiTe MHCTPYKUMKU K aHanusaTopy.

1. Joseaunte PT-Reagent no Temnepatype 37°C.

2. MNepemewaiite PT-Reagent HenocpeACTBEHHO Nepej UCMOoNb30BaHNEM.

3. B KkiloBeTy KoarynoMetrpa uauM B Npobupky (Npu MaHyasbHOM ornpeaeneHuu)
BHecTu 100 pl obpasua.

4. NHKybupyliTe npu TemnepaTtype +37°C 1-2 MUH.

5. [No6asbTe 200 pl PT-Reagent, wmelowero Temnepatypy +37°C, wn
OAHOBPEMEHHO BKNKYUTE CEKYHAOMEp ANa OTCYeTa BpeMeHU CBepTbiBaHMA A0
obpasoBaHusa cryctka dubpuHa.

6. Onpeaenute BpeMsi 06pasoBaHns CrycTka B CeKyHAax.

MaHyasibHOro onpeaeneHns U“ noayaBTOMaTUYECKUX
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DAC-SpectroMed
KOHTPOJ1b KAYECTBA
ﬂ}'lﬂ KOHTPOJIA X04a peakuun mn npouenypbl U3aMepeHna peKoMeHAYyeTCa UCNOoJib30BaTb
HOpPMasbHYO n naToNornyecKyro KOHTPO/IbHYO nnasmy Cc aTTeECTOBAHHbIMU
nokasaTtendamu onpegensaeMbiX napamMeTpos. Ka)K,Cl,aﬂ naGopaTopMﬂ AO/IKHA YCTaHOBUTb
CO6CTBeHHyK) BHYTPEHHIOKO CUCTEMY KOHTPONA KayecTBa.

PACYETbI
PaccuntaitiTe cpenHee Bpemsi obpasoBaHusi cryctka Ay6nukatos o6pasuoe 1
KOHTponei. PasHuua mexay pesynbTatamu Ay6nvkaToB AoskHa 6biTb MeHee 10 %.
MoBTOpUTE TECT, €cnn 3T0 HeobxoAMMO.
PesynbTaT BblpaxatoT N0 OAHOMY U3 CleAyloWMX BapuaHToB:
1. OtmevatoT MpoTpomMbuHoBoe Bpems (MB) B cekyHAax y 60nbHOro C ykasaHWeMm
3HaYeHui, NONyYEHHbIX NPU UCCNef0BaHUN KOHTPO/IbHONM MnasMmbl.
2. PaccuuTbiBatoT MpoTpoM6uHoBoe oTHoweHue (MO) no dopmyne:

NO = TB 6onbHoro / MNB KOHTPONbLHOW MasMbl
MB KOHTPO/bHOW MnasMmbl - BpeMs 06pa3oBaHns CrycTka B HOpMasibHOW nnasme.
CneunduryHo Ans kaxaoro sota. OnpeaensieTcs Kaxzaoi nabopatopuelt U 3aBUCKT OT
ncnonb3yemMoro obopyaoBaHus.
3. PaccuutbiBaloT MexayHapogHoe HopMann3oBaHHoe oTHoweHue (MHO),
International Normalized Ratio (INR).
[Ans pacyeta MHO ucnonb3yeTtca cneaytowas dopmyna:
MHO = MO M, unu no Tabnuue pacuyeta MHO, NpuBEAEHHOI B MPUIOXKEHUW ANs
Kkaxgoro  Habopa. MWY =  MexayHapoAHbIA  MHAEKC  YYyBCTBUTENbHOCTU
TpombonnacTnHa, cneunduyHbIn Ans KaXaoro foTa.
4. OnpeaensioT akTMBHOCTb MPOTPOMBMHOBOro KoMnnekca no Keuky (% OT HOpMbI) Mo
KannbposoyHOMY rpaduky 3asncmumoctu MNB (cek) oT akTMBHOCTU hakTopoB
MpPOTPOMGUHOBOIO KOMMIEKCa HOpMasibHOW nniasmbl (%).
MoAroToBUTb pasBeAeHns HOpMaabHOW N1asMbl:

Ne Mnasma un ee dusnonormyeckunii | Paseaenue | MpoTpoM6yH HOpM
npo6bl | paseeaeHuns + pacTtsBop nnasmbl, %
1 0,25 Mn + 0,0 mn - 100
2 0,25 mn + 0,25 mn 1+1 50
3 0,25 M npobbl 2 + 0,25 mn 1+3 25

e

MNB kaxzoro pa3seaeHns nnasmbl (Cek) oTNoXUTb Ha ocun abcumcc (X), %
npoTpomM6uHa no Keuky Ha ocu opauHat (Y).

OrPAHUYEHUSA

v PeareHT MoOXeT WCMNOMb30BaTbCS C Ppas/INyHbIMKM cUCTEMaMK O6HapyXeHus
CrycTkoB. ABTOMaTM4Yeckue onpeaeneHuns Ao/MKHbI BbIMONHATLCS B COOTBETCTBUM
C KOHKPETHBbIMW MHCTPYKLUMSIMU, NpUaaraeMbiMn K UCNOb3yeMoMy npubopy.

v Ans npepotepateHns notepu V u VII pakTopa MHKY6UpyiiTe o6pasubl npu 37°C
He 6onee 5 MUHYT. MNoTeps V dakTopa MOXET BeCTU K yannHenuto MB.

v He ponyckaeTcsi aHanus nnasmbl, UMeloLen CrycTku, reMonus, n3bbiTok umMTpata
HaTpus 1 Nony4YeHHoW 6onee 2 yacos Haszan.

v MB MoxeT 6bITb YAMHEHO PSAOM BELLECTB, BKOYas KoOpTukocTepouabl, SATA,
opasibHble KOHTpauenTuBbl, acnaparvHasa, knobubpaTt, 3pUTPOMULMH, STaHon,
TETPALMKIUH U aHTUKOArysiHTbl, Takne Kak renapuH n KyMapuH.

v YkopoueHue B Bbi3bIBalOT @aHTUTMCTaMWHbI, peHobapbutan, kodeunH,ButamuH K.

PE®EPEHTHbIE 3HAYEHUA

PesynbTaTbl onpenenenus MNB 3aBUCAT OT MeToda perncTpaunm BpeMeHn obpasoBaHus

cryctka. B TecT, BbINOSIHEHHbI C HOPManbHOW nnasmol, GyaeT AaBaTb BpeMms

obpaszoBaHusa cryctka B npeaenax 13-15 cekyHa Ha onTuyeckoMm koarynomeTpe, oT 11

A0 15 cekyHA Ha MexaHunyeckoMm koarynomeTrpe u 12-15 cekyHn npu MaHyanbHOM

onpegeneHnn. Y HOBOPOXAEHHbIX MnageHues [B yannHeHo Ha 2-3 cek, y

HEeAOHOLWEHHbIX MiajeHuUeB — Ha 3-5 cek.

Kaxxpas nabopatopusi [O/KHA YCTaHOBUTb pedepeHTHbIi WHTepBan, WCnonb3ys

VHAMBUAYANbHbBIE NAAa3Mbl MALUMEHTOB, Pernpe3eHTaTUBHbIE 4151 CBOEW Nonyasumu.

HoBbl1 pedepeHTHbIN MHTepBan AOMXEH YCTAHAaBNMBATLCA MPU JIIO6bIX WU3MEHEHUSX

VIHCprMeHTaJ'IbHOVI TEXHUKU, TEXHUKWN B3ATUSA KPOBU UNN aHTUKOAryngaHTa.

WHTepBan cpeaHero pedepeHTHoro MMB  fJo/KEeH yCTaHaBAMBATbCS 3aHOBO  WAM

NpoBepsiTbCSA NpU CMeHe cepun Habopa.

MpoTpom6buHOBLIN MHAekc (MN): 90-105 %

MpoTpombuHoBOe oTHoweHue (MN0): 0,9 - 1,1

MpoTpomM6buH no Keuky B % (no rpacdumky) — 70-125 %.

MHO ~ 1%

* PecbepeHTHble 3HaUYeHMs U3MEHSAIOTCA B 3aBUCMMOCTM OT MUY TpombonnactuHa.
Avana3zoH MHO npu neyeHnu nNepopasbHbiMU aHTUKOAryJ/IAHTaMu

NMporpom6uH
MokazaHun MHO no Keunky, %
MpodunakTuka v nevyeHne BeHO3HbIX TPOM6030B,
T3J1A, nHdapkToB MUOKapaa, TKaHeBble NPoTe3bl 2,0-3,0 36-23
KnanaHos cepaua
BonbHble BbICOKOrO pucka (NMOBTOPHbIE _ _
TpoM603ME0NIMKN, MEXAHMYECKME KNanaHbl cepaua) 2535 28-19

[ns BblpaXxeHWsl pe3ynbTaToB NPOTPOMEGMHOBOIO TECTa PEKOMEHAYETCS UCMONb30BaTh
MHO u npoTtpomMbuH no Keuky (%)
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CMMBOJIbl MAPKMPOBKM Ha noTtpe6uTtenbckoi ynakoBke EN 15223—1:201r

- npefHa3HayeH ANS AMarHOCTUKM «in vitro»

- KaTaNoXHblii HOMEP NpoAyKLMK .
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