[TEPEBOJ]

PT (Protrombin Time) Liquid

MPOTPOMBUHOBbI TECT YKUAKNIA MOHOPEATEHT
Tonbko ANS ANArHOCTUKKM «in vitro»
XpaHuTb npu 2-8°C

Kop C713

HA3HAYEHMUE

MpoTPOMBMHOBBIN TECT NpeAHa3HaYeH A1 OLEHKW NMPOTPOMEMHOBOIrO BPEMEHU CBEPTbI-
BaHUS U WUCMONb3yeTCs ANs NPeAonepaumoHHOro CKPUHUHIA M MOHWTOPUHIa Tepanuu
opasibHbIMKU aHTUKOAryIsiHTaMu.

nPMHUMN METOAA

PeareHT wu3roToBNEeH W3 npenapata TpoMmbomnnacTvHa, 3KCTParMpoBaHHOro U3
KPpOIMYbEro MO3roBOro BellecTsa, cogepiallero onTMMM3npoBaHHOE KOIMYECTBO MOHOB
KanbLusi, 4YTO [enaeT peareHT BbICOKOYYBCTBUTENbHbIM K Aeduunty dakTopos
BHyTpeHHero nytu (II, V, VII, X.) Takxe 3To npuaaer peareHTy 3PPeKTUBHOCTU B
MOHWUTOPUHIe nepopanbHON aHTUKoarynsHtHolt Tepanuu (OAT). XapaKTepucTuku
AAHHOrO peareHTbl MOXO0XMW Ha XapaKTepucTukm pedepeHcHoro matepuana BO3 (NIBSC
RBT05-2012).

8x5 mn

AWATHOCTUYECKUE XAPAKTEPUCTUKU

MpoTpomM6buHoBoe BpeMs (PT) ABNSETCS KOYEBbIM TECTOM AN1S UCCNefoBaHNs PyHKUMN
haKTopoB Koarynauum, npvHaanexawmnx K BHewHemy nytun (®aktops I1,V,VII, X).
YanuHeHHoe npoTpombuHoBoe BpeMsi (PT) 06blYHO O3HA4YaeT MOHMXKEHHbIW YPOBEHb
OAHOr0 WM HeCKosNbKMX (aKTOpoB M3-3a HaCNeACTBEHHbIX WKW MPUOBpPeTeHHbIX
HapyleHulii CBEpPTbIBAEMOCTU KPOBW, AeduumTa BuTamuHa K, 3aboneBaHuii neyexu,
dunbprHonusa,  ANCCEMUHWPOBAHHOW BHYTPMCOCYANCTON Koarynsumm (DIC),
nepopasnbHOI aHTUKoarynsaHTHol Tepanun (OAT ).

AHTVKOArynsiHTebl npenapaTbl CHUXAIOT aKTMBHOCTb BWTaMuHa K, 3aBucslylo oT
dakTopos koarynauuu (daktopel II, VII, IX, X, Protein C, Protein S), yanuHsiowmx
npotpomMbnHoBoe Bpems. CnocobHoCcTb KpoBM 06pa3oBbiBaTb (PUOPUHOBBIE CryCcTKMU
BHELWHNM nyTeM TpebyeT TpoMbonnactuHa, kanbuus, pakrtopos I, II, V, VII n X. Takum
06pa3oM, paKTopbl, BOB/IEYEHHbIE BO «BHYTPEHHWUI» KOArynsiLMOHHbIN NyTb 06xXoAsTCS ;
3TO O3HauyaeT, yto Aeduumt daktopos VIII, IX, XII He onpenensTcs HWU OAHWUM
peareHToOM ANns onpeaeneHus NpoTpoM6MHOBOro BpeMeHu. B aToM cnyyae ucnonbsyertcsa
TecT Ha aKTMBMPOBaHHOE YacTuyHoe TpoMbuHoBoe BpeMsi (APTT).

COCTAB HABOPA

NT-PeareHnT

XKnaknit  pekoMbMHaHTHbLIN TKaHeBbIA TpoM6onaacTMH U3  KPOAWYbErOo MO3roBOro
BellecTBa C MOHaMM Kanbuusi W cTabunusatopamu. MexayHapoaHbli  UHaekc
YyscTBUTENbHOCTM (MWY), HOMEpP NoTa M CPOK rOAHOCTM yKasaHbl Ha ynaKoBKe.

XPAHEHME N CTABUWI1bHOCTb

PeareHTbl B HeBCKpbITbIX (rlakoHax CTabuibHbl [0 WCTEYEHUS CpOKa FOAHOCTH,
yKa3aHHOro Ha 3TUKETKe, NMpW YCNIOBUM XpaHeHus Npu Temnepatype 2-8°C B 3aKpbITOM
nepBoHayvanbHOM (nakoHe, He noAaBeprasicb BO3AEUCTBUIO Tenna U/Wau U3MEHEHUSM
AaBnieHus. B cnyyae noBpexaeHWs nepBOHayasbHOro (riakoHa creayeT peareHT
YTUNN3NPOBATb KakK O0TX0Abl.

Mocne OTKpbITUS peareHT cTabuneH B TeyeHue 30 AHel npu TemnepaType 2-8°C B
nepBoHavanbHOM dnakoHe.

Bo BpeMSA UCNO/Ib30BaHNA pEKOMEHAYETCA peareHT NOCTOSAHHO nepeMewnBaThb.

Mo okoH4YaHuM paboyero LuUMKIa PeKOMeHAyeTCs XpaHWTb peareHT npu 2-8°C B
nepBoHayanbHoOM dnakoHe Ans nydwen ctabunsHoctu. He 3amMmopaxknBartb!

AOMNOJIHUTEJ/IbHbIE OBOPYAOBAHWE U PEATEHTbI

CraHgapTHoe nabopaTtopHoe obopyaoBaHue.

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

HopmanbHas 1 natonorvyeckas nnasMa Ans KOHTPOSIS KayecTBa UCCNeAoBaHUS.
Mna3sma kanubpatop ANs KanuMbpoBKM CKPUHMHI TecTtoB remoctasza (Coagulation
Calibrator Kog C705).

CBOP N NOArOoTOBKA OBPA3LIOB

TecTvpyemas nnasma Ao/KHa ObiTb MPUrOTOB/IEHA U3 LENIbHON LUTpaTHON Kposu. He
ncnonb3oBaTh renapuH, ATA unu okcanaT B KayecTBe aHTUKOArysHTa.

C60p kpoBu: HabpaTb KpoBb B MNAaCTUKOBYIO Npobupky, coaepxaluyto 3,8% pacTBop
umTpaTta HaTpus. CooTHoWweHWe 06beMOB KPOBM U UuTpaTa Hatpus - 9:1.
MpuroroBneHme naasmbl: KpoBb LeHTpUdyrmposatb npu 3000-4000 o6/mMuH (1200
g) B TeueHue 15 MUH. LleHTpudyrnposaHne A0MKHO NPOBOAWUTLCA HEMOCPEeACTBEHHO
nocne B3ATUS KPOBW. lnasMy nepeHecT B MNAcTMKOBYIO MPOBWUpPKY cpasy xe nocne
LeHTpUdyrnposaHus.

XpaHeHue nna3mbl: O6pasLbl NNasMbl 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 - a0 6
Mecsues. Mocne 3amMopo3ku o06pasubl AOMKHbI 6biTb 6GbICTPO PasMOPOXEHbl WU
HeMe//IeHHO MPOTeCTUPOBaHbI.

MEPbI MPEAOCTOPOXHOCTHU

Habop npeaHasHayeH TOIbKO ANS AUMArHOCTUKM in vitro.

MpepoTBpaLLainTe KOHTAKT C KOXeW, rnasaMu u oaexzaoun.

O6pasubl  npo6, kanubpatopbl W KOHTPOAW [OSKHbI  paccMaTpuMBaTbCs  Kak
noTeHUManbHO onacHble  o6pabaTbiBaTbCst Kak MHMEKLMOHHbIE.

He ncnonb3oBaTtb peareHT nNo ncTte4eHUn cpoka rogqHoCTn, yKazaHHoro Ha aTuKkeTke!
CnepyeT u3beraTb MWUKPOGHOrO 3arpsisHEHWUs peareHTa, T.K. BO3MOXHO MoOny4YeHue
OLNGOYHbIX pe3ynbTaToB.

NMOAroTOBKA PEATEHTA

PT-Reagent He TpebyeT cneuvanbHOro MOArOTOBUTENILHOrO 3Tana, nepea
Mcnosb3oBaHWEM WHKY6UpoBaTb peareHT npu Temnepatype 25°C B TedeHne 30 MUHYT,
BpaLlas OCTOPOXHO (hNaKkoH, He TPSICTU. M36eraTb KOHTaKTa XWAKOCTU C NPOGKOiA.

NMPOBEAEHWUE AHAJIU3A
Mpouenypa onucaHa Ans
KOarysioMeTpos.

B cnyuyae onpeseneHuns Ha KoarysomMeTpe, crneayite MHCTPYKLUMKU K aHanusaTopy.

1. Joseaute NT-PeareHT f0 TemnepaType 37°C.

2. Mepemewaiite MT-PeareHT HENOCPEACTBEHHO Nepes UCMOb30BaHMEM.

3. B KioBeTy KoarynomMeTpa unu B npobupky (Npy MaHyanbHOM OnpeseneHnm) BHeCTu
100 pl obpasua. L . .
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“ProfilabDiagnostic” SRL

MD 2028, Moldova, Chiginau, Miorita 5,

Tel.: /+373 22/ 882-516; Fax: /+373 22/ 882-516
e-mail: profilabdiagnostic@gmail.com

KOHTPOJIb KAYECTBA

Ana KOHTpONs xoAa peakuun 1 npoueaypbl U3MEPEHUS PEKOMEHAYETCS UCMOJib30BaTb
HOpManbHYylO ¥” NaToNOrM4YecKyr  KOHTPOJIbHYKHO  Mjia3My C  aTTeCToOBaHHbIMU
nokasaTtensamu onpenensiembix napametpos. Kaxzaas nabopaTopus fonxHa yCTaHOBUTb
COBCTBEHHYIO BHYTPEHHIOIO CMCTEMY KOHTPONS KayecTsa.

PACYETbI
PaccuunTaiite cpeaHee BpemMs o6pas3oBaHus cryctka Ay6avkaTtos 06pasLoB U KOHTPONeN.
PasHuua Mexay pesynbTaTtaMm Ayb6nvMkaToB AomkHa 6biTb MeHee 10 %. MoBTopuTeE TecT,
ecnn 310 Heo6xoAMMO.
PesynbTaT BblpaxatoT N0 OAHOMY U3 CeAyIoWMX BapuaHToB:
1. OtmevatoT MpoTpoMbuHoBoe Bpems (MB) B cekyHAax y 60/bHOro € ykasaHueM 3Haye-
HWWA, NONYYEHHbIX MPY UCCNEA0BaHUMU KOHTPOJSIbHONM NiasMbl.
2. PaccuuTbiBatoT MpoTpoMbuHosoe oTHoweHue (MO) no dopmyne:

NO = 1B 6onbHOro / MNB KOHTPONbLHOWN NNasMbl
MB KOHTPONbLHOM Mna3mbl - BpeMs 06pa3oBaHWs CrycTKa B HOPMasibHOWM nnasme.
CneundunyHo ana kaxaoro nota. Onpeaensietcs Kaxaoin nabopatopuein 1 3aBUCKT OT
Mcnonb3yemMoro o60pyaoBaHuUs.
3. PaccuutbiBatoT MexayHapoaHoe HopManu3oBaHHoe oTHoweHne (MHO),
International Normalized Ratio (INR).
Ansa pacyeta MHO ncnonb3yeTcs cneaytowas gopmyna:
MHO = NO M"Y, uan no Tabnuue pacyeta MHO, NpuBEAEHHON B MPUNOXEHUU ANS
KaXxxaoro Habopa. MUY = mexayHapoAHbIV MHAEKC YyBCTBUTEIbHOCTM TPOMGOMIacTUHa,
cneunduyHbIi ANs Kaxaoro ota.
4. OnpenensioT akTUBHOCTb NPOTPOMBMHOBOro koMnnekca no Keuky (% oT HOPMbI) Mo
KanmbpoBo4yHOMY rpaduky 3aBucumocty MNB (cek) oT aKTMBHOCTU (PaKTOpPOB
NpOTPOMBUHOBOrO KOMMJekca HopMasbHOW nnasmbl (%).
MoAroTOBUTL pasBefieHUs HOpMasnbHOW MasMbl:

Ne Mnasma n ee ®dusunonornyecknn | PasseaeHuve | MpoTpoM6buH HOpM
npobbl | pasBeaeHus + pacTteBop nnasmol, %
1 0,25 mn + 0,0 M1 - 100
2 0,25 mn + 0,25 Mn 1+1 50
3 0,25 mn npobbl 2 + 0,25 mn 1+3 25

MB kaxzaoro passeaeHns nnasmbl (CeK) 0TNoXUTb Ha ocu abecumcc (X), %
npoTpomMbuHa no Kemky Ha ocu opauHat (Y).

OrPAHMYEHMSA

v PeareHT MoOXeT WMCMONbL30BaTbCS C PpasfMyHbIMKU cUCTEeMaMn O6HapyXeHus
CryctkoB. ABTOMaTUYeCKUe onpesenieHns AOMKHbl BbIMONHATLCA B COOTBETCTBUM
C KOHKPETHBIMU UHCTPYKLMSMK, NpUnaraeMbiMy1 K UCNosb3yeMoMy npubopy.

v [Ons npenotepallenns notepu V u VII dhakTopa HKY6UpyiiTe 06pasLisl npu 37°C
He 6onee 5 MUHyT. MoTepsi V dakTopa MOXeT BECTU K yAMHeHuto MB.

v He ponyckaeTcsi aHanus nnasmbl, MMetoLelt CrycTku, reMonus, n3bbITok umMtpaTa
HaTpus M nony4deHHon 6onee 2 yacos Haszaaj.

v MB MoxeT 6bITb YANMHEHO PSAOM BeLecTB, BKJOYas KopTukocTepouabl, SATA,
opasibHble KOHTpaLenTuBbl, acrnaparvHasa, knodubpaTt, 3pUTPOMULMH, dTaHon,
TETPALMKINH U aHTUKOArysiHTbl, Takne Kak renapuH u KyMapuH.

v YkopoueHue B BbI3blBalOT aHTUrUCTaMUHbI, peHobapbutan, kodbenH,ButamMmmH K.

PE®EPEHTHbLIE 3HAYEHUSA

Pe3ynbTaThl onpeaeneHus MNB 3aBUCAT OT MeToAa perncrpauumn spemMeHun obpasoBaHus

cryctka. B TecT, BbINOMHEHHbI C HOpManbHOM nnasMoi, 6yaeT AaBaTb BpeMms

obpasoBaHus cryctka B npegenax 13-15 cekyHA Ha onTUYecKoM koarynomeTpe, oT 11

Ao 15 cekyHA Ha MexaHuyeckoMm koarynomeTrpe u 12-15 cekyHn npu MaHyanbHOM

onpeaeneHvn. Y HOBOPOXAEHHbIX MnageHuee [B yanuHeHo Ha 2-3 cek, Y

HeAOHOLWEHHbIX MNaaeHues — Ha 3-5 cek.

Kaxpas nabopaTopusi AO/MKHa YCTaHOBUTb pedepeHTHbI UWHTepBan, WCnonb3ys

VHAMBUAYaSbHBIE NAa3Mbl MALMEHTOB, Pernpe3eHTaTUBHbIE 4151 CBOEN NONyAsumn.

HoBbI pedepeHTHbI MHTepBan AOMKEH YCTAHABNMBATbLCA MPU JO6bIX WU3MEHEHUSX

WHCTPYMEHTaNbHOW TEXHUKW, TEXHUKU B3STUSI KPOBU UM aHTUKOArysiHTa.

WHTepBan cpeaHero pedepeHTHoro B [ofXeH ycTaHaBAMBaTbCS 3aHOBO WU

NpoBepsiTbCSA NpU CMeHe cepun Habopa.

MpoTpom6buHOBLIN MHAekc (MN): 90-105 %

MpoTpoM6buHOBOE OTHOWeHMe (MO): 0,9 - 1,1

MpoTpomM6uH no Keuky B % (no rpaduky) — 70-125 %.

MHO ~ 1, 0%

* PecdbepeHTHblE 3HAYEHWUSI U3MEHSIOTCS B 3aBUCUMOCTM OT MUY TpombonnacTuHa.
AnanaszoH MHO npu neyeHnu nepopasnbHbIMU aHTUKOAryAstHTaMu

MokaszaHusa MHO Mporpom6un
no Keuky, %
MpodunakTnka n nevyeHme BeHO3HbIX TPOM6030B,
T3NA, nHbapKToB MMOKapaa, TKaHeBble NpoTesbl 2,0-3,0 36-23
KnanaHos cepaua
BonbHble BbICOKOro pucka (MOBTOPHbIE 2,5-3,5 28 - 19
TpoM603Mb60nUKN, MexaHMyeckume KranaHbl cepaua)

[ns BblpaxeHWs pesynbTaToB NPOTPOMOBMHOBOIO TECTa PEKOMEHAYETCS UCMONb30BaTh
MHO u npoTpoM6uH no Keuky (%)
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C1MMBO/IbI MApPKMPOBKMK Ha noTpebuTtenbckoi ynakoske EN 15223-1:2012

- npefHa3sHayeH 419 AMarHoCTUKKM «in vitro»
- KaTaNoXHbl1 HOMEP NpoAyKLUUN

- HOMep cepum
- [aTa M3roToBneHus

- roaeH 4o

| - konnyectso TectoB

* nepea MCMONb30BaHMEM U3YUNTE UHCTPYKLMIO

- MHTepBas TeMnepaTypbl XpaHeHWs Habop



		2020-03-20T15:11:06+0200
	Moldova
	MoldSign Signature




