[TEPEBOJ]

C€

Koa C720

HA3HAYEHME
TecT npeAHasHayeH Ans KONMYECTBEHHOro onpeaeneHns yposHs dubpuHoreHa B nnasme.

MPUHUMMN METOAA

PeareHT AN onpegeneHuss ubpuHoreHa no Knaycy W3rotoBneH w3  W36bITOYHOrO
NIMOPUNNBUPOBAHHOIO Gblybero TPOM6MHA B ONMTUMU3MPOBAHHOM KanbuueBoM Gydepe. Mpu
06aBNeHNN NpesBapuTeNbHO pasBeAeHHO NasMbl K peareHTy ¢hubpuHoreH npeobpasyercs B
dnbpuH (CrycTok).

CkopocTb 06pa30BaHUs CrycTka 3aBUCUT TOJIbKO OT KOHLIEHTpaLuun hubpuHoreHa B npobe.

ANATHOCTUYECKUE XAPAKTEPUCTUKWN

OubpUHOreH SABNSETCA OAHWM W3 BaxHeWwwux 6enkoB ocTpol dasbl; 3TO YacTb Kackaja
koarynsuuu. B KoHue kackaga obpa3syeTcsi TPOMGWH, CbIBOPOTOYHO-MpOTeasHblit 6enok,
@HanornMyHblil TPUMCKUHY, KOTOpbI npeobpasyeT ¢ubpuHoreH B HUBGPUH, HepacTBOPUMBIN
nonuMepHblil  renb  (crycrok). flocnegHue uccnefoBaHWs  Mokasanu, 4TO  OTHOLIEHWE
«pUBpUHOreH/bubpuH» UrpaeT BaxHyl Ppofb B BOCMAJAWUTENIbHOM OTBETE, PasBUTUK
peBMaToOMAHOro apTpuTa 1 B ANCCEMUHUPOBAHHOW BHYTPUCOCYANCTON KOoarynsiLum.

Hu3kne KoHUeHTpauuu @uBpUHOreHa MPUBOAST K  KOAryssiuMOHHOMY —AeduuuTy, 4TO
BCTpeyaeTcsi Npu 3aboneBaHMsX NeYeHW, a Takxe Mpu HapyLleHnsx MeTabonnsma.

Bbicokne KoHUeHTpauun ¢ubpuHoreHa HabnopaloTcs npu GepeMeHHOCTU; Mpu  npueMe
OpanbHbIX KOHTPAUENTUBOB; NPpW OCTPOM BOCMAsINTENbHOM npoLuecce Uau npu HeKpose. Takxe
yCTaHOBNEHa NpsMas CBA3b MEXAY BbICOKMMMU YPOBHAMU BUOGPUHOreHa M pUCKOM CepAeYHO-
cocyancTbiX 3abonesaHuin. KAMHUMYECKWIA AMarHo3 AOJDKEH YCTaHaBNMBATbCA Ha OCHOBE
MHTErpaLmm KJIMHUYECKNX 1 NabopaTopHbIX AaHHbIX.

COCTAB HABOPA

Fibrinogen Clauss

ONPEAENEHUE ®UBPUHOTEHA METOZJOM KJIAYCA
TonbKO ANS AMArHOCTMKK «in vitro»
XpaHuTb npu 2-8°C

Kopabl C720
®un6-PeareHTt 6 x3 mn
JInodpunnnsmpoBaHHbIi 6blumnii TpoM6UH >20 US ea/mL

HanonHutenn n crabunusatopsl

OnntoeHTt 1x18 mn
HanonHutenu n ctabunusatopsbl

WHcTpyKuna nonbsoBa'reml 1 3kK3.
Ta6nuua np P p B KOHLEeHTpauuio 1 3kK3.

XPAHEHME U CTABW/I1bHOCTb PEAFEHTOB

PeareHTbl CTabusbHbl 10 UCTEYEHUS CpOKa FOAHOCTU, YKa3aHHOTO Ha 3TUKETKE MpU XpaHEeHUN B
opurMHanbHOM ynakoBke mpu TemnepaTtype 2-8°C, He mojBeprasi BO3AENCTBUIO Temna u/wuaun
M3MEHEHUSIM AaBNeHUs.

B cnyvae nospexaeHus (rakoHa peareHT crefyer yTUAM3MpoBaTh Kak OTXOAbI.

AOMNOJIHUTENIbHbLIE OBOPYAAOBAHMUE U PEATEHTbI

LlenTpudyra nabopatopHas. [lozatopbl nunetouHble. Koarynometp. Talimep.

®uspacTBop Ans pasbasrieHnst 06pa3uoBs. Mpo6upkK AN Koaryasumum.

HopManbHas 1 naTonornyeckas nnasma Aas KOHTPOsisi kadecTBa uccnegosaHus (Control Plasma
Normal+Abnormal Koz C706+C707). NMna3sma kanubpaTtop ANsS KanMbpoBKU CKPUHWHI TECTOB
remocTasa (Coagulation Calibrator Kog C705).

MEPbI MPEAOCTOPOXXHOCTU

Habop npeaHasHayeH TONbKO ANS ANArHOCTUKM in vitro.

MpenoTBpallaiiTe KOHTAKT C KOXEW, rnasamv u oaexaon.

O6pasubl Npob, KanubpaTopbl M KOHTPONM AOMXKHBI PaccMaTpUBaTbCA Kak MOTEeHUManbHO
onacHble 1 06pabaTbiBaTbCs Kak MHMEKLIMOHHbIE.

BHUMAHME!

1.  PeareHT MOXHO MCMONb30BaTb C PYYHbIMU, MEXAHWUYECKUMU, (DOTOMETPUHECKUMU U
HehenoMeTpUYECKUMU CUCTEMAMU OBHapPYXXeHUs CrycTka. OnpeAeneHue Ha aBTOMaTUYecKux
npubopax NMpoU3BOAUTCS COMMACHO MHCTPYKLMM K Npuéopy.

2. OtaenbHble nekapcTBa W Apyrue BellecTBa MOryT OKasblBaTb B/IMSHME Ha  YPOBHU
urBpVHOreHa WK Ha aHanus no onpeaeneHnio GrubpruHoreHa?.
3. PeareHTt cneayeTt ucnosb3oBaTb TO/IbKO MO HAa3HAYEHUKD, OMNbITHbIM MEPCOHANOM, COriaCcHO

nabopaTopHOI NpakTUKe.

4.  Pag cakTopoB, Takux kak TeMmmnepaTypa OKpyXalollero Bo3ayxa, TemnepaTtypa paboumx
peareHToB, TOYHOCTb MPOMbIBKM, TUM KOarysoMeTpa W XapaKTepucTUKWU AWUCTUIIMPOBaHHOMN
BOAbI, MOTYT MOBAUSITb Ha TeCT.

OBPA3LUbI ANA NCCNEAOBAHUA

LinTpaTHas KpoBb: KpOBb 0TO6paTh yTPOM, HATOLWAK, U3 IOKTEBON BEHbl, CUIIMKOHUPOBAHHOWM
VIO C LWIMPOKMM NPOocBETOM, 6€3 Wnpuua 1 HanoxeHus xryTa. MNepsble Kanam oTépocuTb.
Mnasma, 6eaHans TpoM6ouMTaAMM: LUTPATHYIO KPOBb LeHTpudruposats 20 MuH npu 4000
06/MUH. MonyyeHHyi0 NNasMy NepeHecTu B MNIacTUKOBYIO NPOGUPKY.

Mnasma ctabunbHa 4 yaca npu 18-20°C, AonyckaeTcs 0AHOKpaTHOE 3aMopa)XuBaHue Ha 2-
3 Hepenu npu MuHyc 20-40°C.
BHumaHue! WckiounTb  MOBTOPHOE — 3aMopaXMBaHWe W pa3MopaxuBaHue  6eaHoi

Tp0M6OLLI/ITaMM nnasmsbl.

NnoAroToOBKA PEATEHTOB

Pa6ounit ®u6-PeareHT: BO piakoH ¢ ®nb-PeareHT 406aB1Tb 3 M [AUSIHOEHT.
MNHKy6upoBaTh 30 MWHYT npu TemnepaType 18-25°C, 3aTeM OCTOPOXHO NepemewaTb
coaepxumoe nakoHa, He BCTpsaxuBas. [Ipy MCHO/bL30BaHUM 3arpsi3HEHUE HEAOMyCTUMO.
BoccTaHoBNEHHbIV pabounii peareHT ctabuneH 7 AHel npu Temnepatype 2-8°C, 2 mecsiua npu
-20°C B nepBoHa4asibHOM cnakoHe. CtabuneH 15 vacos npu 15°C B cuctemax ACL (I.L).

Mo okoH4aHuW paboyero UMKIa peKOMEHAYeTCs XpaHWUTb peareHT npu TemnepaType 2-8°C B
nepBoHayanbHOM nakoHe Ans nyywein ctabunbHOCTU.

NOAroTOBKA KAJIMEPOBOYHOW KPMBOW

1. MoaroToBuTL paboynii ®u6-PeareHT CornacHo MHCTPYKLUK,

2. Wcnonb3ysa NvMoGuUIM3NPOBaHHbIN KanubpaTop v (puspacTeop, NOArOTOBWTL Cheayowmve
passeaeHus:

150 % 100 % 50 %
Kanu6patop 30 Mkn 20 Mxn 10 Mkn
®duspacrsop 170 mxn 180 Mmkn 190 Mkn

3. Onpegenutb ¢dubpuHoreH no Knaycy B TeueHue 1 yaca C KaXAblM MOAFOTOBAEHHbIM
pa3BeaeHunem (Kak MMHUMYM B aybnukaTax).

4. OTMeTUTb Ha rpaduke MoslyYyeHHble AaHHble, pa3Mmellas Ha ocu X pasBefeHusi, Ha ocu Y
nonyyeHHoe BpeMsi ob6pa3oBaHus crycTka (CekyHabl). [poBeCTV NPSMYIO JIMHWIO MEXAY 3TUMM
TpeMmsi Toukamu.

5. MpuUMeHUTb K AaHHOMY rpacduky V|Hﬁfgwmvgfgmb}p%aﬁ'wiﬁanonyqeumem

pesynbTaTtoB B mg/dL.
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NMPOBEAEHUE AHAJIU3A
PekoMeHzyeTCst MpoBOAWNTbL UCCIefoBaHKe B Aybre.
1. JloBecTn Heob6xoaMMbIN 06beM paboyero ®ub-PeareHT a0 37°C.

2. MunetTupoBaTb B NPOGUPKK ANa Koarynsumm:
- Mnasmy 10 mkn
- ®uspacrtsop 90 Mkn

3. WNHky6upoBaTb npu 37°C B TEUYEHNE 2 MUHYT.

4. [o6aBuTb B Te xe npobupkn 50 Mkn paboyero ®unb6-PeareHT 1 04HOBPEMEHHO HayaTb
OTCYET BPeMeH!.

5. Onpepenutb BpeMsi 06pa3oBaHUs CrycTka KpoBu (CeKyHAbl).

*[lpy npoBefeHUn aHanm3a Ha KoarysioMeTpe o06beMbl peareHTOB MOryT ObiTb W3MEHEHbl B
COOTBETCTBUM C MHCTPYKLMEN K KoarysnomeTpy. COOTHOLEHNE 06beMOB pa3BeAEeHHON /1a3Mbl 1
®unb6-PeareHr Bcerga 2:1.

BbIYUCJIEHUE U BbIPAXXEHUE PE3YJ/IbTATOB

BbluncnuTb cpeaHee BpeMsi 06pa3oBaHus cryctka npob 1 koHTponeit B Aybnvkatax. MoBTOpUTHL
TeCcTUpoBaHue Npu HeobXoAMMOCTU.

OTMETUTL KaXA0e MoSTyYeHHOe 3HaYeHne Ha KaJMbpoBOYHOWM KPUBOWA.

Pe3ynbTaThl NaLMEHTOB CNeAyeT BbipasuTb B Mr/An Wau r/n.

OXXWAAEMbDIE PE3YJIbTATbI

HopmanbHoe 3HaueHne pubpuHoreHa:

HoBopoxaeHHble  125-300 mr/an

B3pocnble 200-400 mr/an.

Mockonbky HOpMasibHble 3HayeHWst 3aBUCST OT BoO3pacTa, Mona, MUTaHus, reorpacuyeckoro
pervioHa u Apyrux dakTopos, kaxaasi sabopaTopusi AO/MKHa YCTaHOBUTb COBCTBEHHbIE HOPMbl
ANs AaHHOM npoLeaypbl.

KOHTPOJ1b KAYECTBA

,Cl."lﬂ KOHTPONA Xo04a peakuuu n npouenypbl UsmMepeHus HEOGXO,D,MMO ncnonb3oBaTb creaywuiee:
- kanubpatop

- HOpMaJibHas KOHTPOJibHas njasMa

- naTosiormyeckas KOHTpONbHasa nnasma, yposeHb 1

Mpu Kaxaol cCMeHe cepuu peareHTa W/unmn KanubpaTtopa cCneayeT CTPOUTb KannubpoBOYHYHO
KpuBylo. Kaxpaas nabopatopusi [LO/KHa YCTaHOBUTb COGCTBEHHYIO BHYTPEHHIOK CUCTEMY
KOHTPONA KayecTBa.

AHAJIUTUNYECKUE XAPAKTEPUCTUKHN
XapaKTepucTuku peareHTa Ans onpeaeneHus hubpuHoreHa no Knaycy 6blin npoTecTupoBaHsbl
Ha koarynomeTtpe ACL-7000. 3TW AaHHble MOryT OTAMYATLCS B pasHbiXx nabopaTopusx U Ha
pasHbIX Koarynomerpax.
JInHeMHOCTb MeToAA: TeCT NIMHeeH A0 600 Mr/an. Mpu KOHUEeHTpauun hubpuHoreHa cebiwe 600
Mr/an, pekomeHayeTcs pasbasuTb npoby 1:5 ¢dwuspacTtsopoM, npoTecTMposaTh elle pas U
YMHOXUTb pesynbTaT Ha 5.
UHTepdepeHumnn:
KpuTepuit Tecta Ha uHTepdepeHunto: nsMmeHeHne £ 10 % HayanbHOro 3HauyeHus. He 6bino
06Hapy>XeHO UHTepdepeHunn npu:
- renapuHe go 1,0 Ea/mn;

- obwem 6unupybure ao 40 mr/an;

- remorno6buHe o 600 mr/an;

- nunemun go 2000 mr/an;

- ackopbuHoBoW kucnote ao 37,5 mr/an.
MNMpeun3anoHHOCTb MHTPa-aHanu3sa: onpejesieHa Ha 20 pennunkaTtax 3 Npo6. Bbin NonyyeHs
cneaywoume pesynbTaThl:

Mpo6a CpepHee (Mr/pn) £ 2 cek CV %
Yenoseueckas nnasma Normal 123 + 3,04 1,2
Yenoseyeckas nnasma Abnormal 338 + 10,68 1,6

MpeunsMoHHOCTb MHTEp-aHaNMu3a: onpeaeneHa Kaxabli AeHb B TeyeHue 5 AHel ¢
ncnonb3osaHuem 20 pennvkatos Ans 3 Nnpob. Bbiin nonyyeHbl cneayoumne pesynbTarthl:

Mpo6a CpepHee (Mr/pn) £ 2 cek CV %
Yenoseueckas nnasma Normal 123 + 4,10 1,7
Yenoseyeckas nnasma Abnormal 344 £ 15,20 2,2

TouHocTb: rpynna w3 24 npo6 nnasMbl TecTUpoBanacb /[aHHOW npoueaypoit u ¢
MCMonb30BaHMEM MOXOXKEro peareHTa ApYroro rMpov3BOAMTENS, MPUCYTCTBYIOLIEr0 Ha pbIHKE.
CpaBHeHuWe fano cneaytolme pesynbTaThbl:
JNnHeitHas perpeccus

KoadduumneHt koppensumnmn
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CUMBOJIbl MapKMPOBKM Ha noTpe6buTenbckoi ynakoske EN 15223-1:2012
- npeaHa3sHa4veH Ans AMarHoCTUKK «in vitro»

- KaTanoXHbli1 HOMEp MpoAyKLMUM

- HOMep cepumn

[ﬂ - AaTa WU3roToBneHus

E - rofieH Ao

v - KOJINYECTBO TECTOB
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