Fibrinogen-DAC
ONPEAENEHUWUE ®UBPUHOINEHA METOOM KJIAYCA
PT MD 11-15796482-003:2003
TONbKO ANS AMArHOCTUKW «in Vitro»

XpaHuTtb npu 2-8°C

Koan 4020F400

HA3HAYEHME
TecT npeAHasHayeH Ans KONMYECTBEHHOro onpeaeneHns yposHs dubpuHoreHa B nnasme.

MPUHUMMN METOAA

PeareHT ans  onpegenenus dubpuHoreHa no Knaycy W3rotoBieH W3 M36bITOYHOrO
NIMOPUNNBUPOBAHHOIO 6blybero TPOM6MHA B ONTUMU3MPOBAHHOM KanbuueBoM Gydepe. Mpu
[06aBNeHNN NpesBapuTeNbHO pasBeAeHHON NnasMbl K peareHTy dubpuHoreH npeobpasyeTcs
B OUBPUH (CrycTok).

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

OAUNATHOCTUYECKUE XAPAKTEPUCTUKHN

OU6pUHOreH SABNSETCA OAHWM W3 BaxHeWwwux 6enkoB ocTpol dasbl; 3TO YacTb Kackaja
koarynsuuu. B KoHue kackaga obpa3syeTcsi TPOMGWH, CbIBOPOTOYHO-MpOTeasHblit 6enok,
@HaNOrMYHbIN TPUMCKUHY, KOTOpbIA npeobpasyeT ¢ubpuHoreH B (GUOPUH, HEpacTBOPUMbIN
nonuMepHbll  renb  (cryctok). flocnegHue uUccnefoBaHWs  Mokasanu, 4TO  OTHOLIEHWE
«pUBpUHOreH/bUbpuUH» UrpaeT BaxHyl Ppofb B BOCMAJAWUTENIbHOM OTBETE, PasBUTUK
peBMaToOMAHOro apTpuTa U B AUCCEMUHUPOBAHHOM BHYTPUCOCYANUCTON KOaryasuum.

Hu3kne KoHUeHTpauuu @uBpUHOreHa NPUBOAST K  KOAryssiuMOHHOMY AeduuuTy, 4TO
BCTpeyaeTcsi Npu 3aboneBaHUsIX NeYeHN, a Takxe Npu HapyLleHnsX MeTabonnsma.

Bbicokne KkoHUeHTpauun ¢ubpuHoreHa HabnoaaloTcs npu GepeMeHHOCTU; Mpu  npueMe
opasibHbIX KOHTPaLENnTUBOB; MPU OCTPOM BOCMA/IUTENIbHOM MpoLiecce Wiu Npu Hekpose. Taioke
ycTaHoBneHa MnpsiMas CBsi3b MeXAY BbICOKWMU YPOBHSAMWU (DUBPUHOrEHa M PUCKOM CepAeYHO-
COCYAWCTbIX 3a6oneBaHWit. KNMHWYEeCKUi AMarHo3 AO/DKEH YCTaHaBMMBaTbCS Ha OCHOBE
MHTErpaLmm KIMHUYECKMUX U NabopaTopHbIX AaHHbIX.

COCTAB HABOPA

Koabi 4020F400
Fib-Reagent 6 x3 ml
JInodpunnnsmpoBaHHbIi 6blumnii TpoM6UH >20 US ea/mL

HanonHutenu u ctabunusatopbl

Diluent 1x18 ml
HanonHutenn n crabunusatopsl

WUHCTPYKUMA nonb3oBatens 1 k3.
Ta6nuua npeobp p B KOHLEHTpauuio 1 3k3.

XPAHEHME U CTABUW/1bHOCTb PEAFEHTOB

PeareHTbl cTabuibHbl 40 UCTEYEHUSI CPOKa FOAHOCTU, YKa3aHHOMO Ha 3TUKETKE MpU XpaHeHUu
B OpUrMHanbHOW ynakoeke npu TemnepaType 2-8°C, He noasepras BO3AeicTBMIO Tenna u/wuam
M3MEHEHUSM AaBneHus.

B cnyvae nospexaeHus (nakoHa peareHT crefyer yTUAM3MpoBaTh Kak OTXOAbI.

AOMNOJIHUTENIbHbLIE OBOPYAAOBAHMUE U PEATEHTbI

LlenTpudyra nabopatopHas. [lozatopbl nuneTouHble. Koarynometp. Taiimep.

duspacteop Ana pasbasneHuns obpasuos. MNpobupku ana Koarynaumm.

HopmanbHas u naTonornyeckas nnasma ANS KOHTpons Kayectsa wuccnegosaHus (Control
Plasma L1+L2 Koa 4032C4). Mnasma kanubpatop Ans KannMGpOBKW CKPUHWHI TeCTOB
remocTasa (Coagulo St-DAC Kopa 4018C1).

MEPbI MPEAOCTOPOXXHOCTU

Ha6op npeaHasHayeH TONbKO A1 AMArHOCTUKY in vitro.

MpenoTBpallaiiTe KOHTaKT C KOXEWN, rnasamv n oaexaon.

O6pasubl Npob, KkanubpaTopbl M KOHTPONM AOMXKHbBI paccMaTpUBaTbCA Kak MNOTEHUMaNbHO
onacHble 1 obpabaTbiBaTbCA Kak MHMEKLMOHHbIE.

BHUMAHME!

1. PeareHT MOXHO WCMONb30BaTb C PYYHbIMU, MEXaHUYeckKUMU, (HOTOMETPUYECKUMU U
HedenoMeTpUYECKNMI CUCTEMaMn OBHapyXeHWst crycTka. OnpeAeneHne Ha aBTOMaTUYECKUX
npuéopax Npou3BOAUTCS COTIACHO UHCTPYKLMK K Npubopy.

2. OTgenbHble fekapcTBa M Apyre BellecTBa MOryT OKasblBaTb B/MSHWE HA YPOBHU
uBpUHOreHa MW Ha aHanm3 Mo onpeaeneHmnio hubpuHoreHa.,
3. PeareHTt cneayet UCNoAb30BaTb TOJSIbKO MO  Ha3HA4YeHW0, OMbITHbIM MNepCcoHanoMm,

cornacHo nabopaTopHo npakTuke.

4. Psip dakTopoB, TakuMx Kak TeMmnepaTypa OKpy>KalLlero Bosayxa, TemnepaTtypa paboumnx
peareHToB, TOYHOCTb MPOMbIBKW, TUM KOaryoMeTpa U XapaKTepUCTUKU ,D.MCTI/IJ'IJ'II/IDOBaHHOﬁ
BOAbl, MOryT NOB/UATL Ha TeCT.

OBPA3LbI AN NCCNEAOBAHUSA

LiuTpaTHasi KpOBb: KpPOBb 0TO6paTh YTPOM, HaTowiaK, U3 JIOKTEBOI BeHbl, CUMKOHUPOBaHHOM
VIO C WMPOKMM NpocBeToM, 63 Wnpuua 1 HanoxeHus xryTa. MNepsble Kanam oTépocuTb.
Mnasma, 6eaHas TpoM6ounTaMmU: LUMTPaTHYIO KPOBb LeHTpudyruposaTb 20 MuH npu 4000
06/MWH. MNonyyeHHyo NnasMy nepeHecTy B NNacTMKOBYIO NPo6upKy.

MNnasma ctabunbHa 4 uyaca npu 18-20°C, AonycKaeTcs OAHOKPAaTHOE 3aMopaxkvBaHWe Ha
2-3 Hegenu npu MUHyc 20-40°C.
BHumaHue! VcknwuuTb  MNoBTOpHOE
TpoMGoLUTaMM nnasmbl.

NOoAroToBKA PEATEHTOB

Pa6ounii Fib-Reagent: Bo ¢nakoH ¢ Fib-Reagent fo6aevTb 3 ml Diluent.

WHkybuposaTtb 30 MUHYT npu TemnepaType 18-25°C, 3aTeM OCTOPOXHO nepemellaTb
copepxumoe dnakoHa, He BCTpsxuBas. [Ipy MUCMO/IL30BAHUN 3arpsi3HEHUE HEAOMyCTUMO.
BocctaHoBneHHbIi pabounii peareHT ctabuneH 7 aHelt npu Temnepatype 2-8°C, 2 mecsua npu
-20°C B nepBoHayasnbHOM cdrakoHe. CtabuneH 15 yacos npu 15°C B cuctemax ACL (I.L).

Mo okoHYaHWUK pabouero UMKIa peKOMeHZYETCsl XpaHUTb peareHT npu TemnepaType 2-8°C B
nepBoHayasbHOM (hakoHe ANs yylleit cTabunbHOCTY.

NOAroTOBKA KAJINEPOBOYHO KPUBOM

1. NoaroToBuTL pabounit Fib-Reagent cornacHo MHCTPYKLNK.

2. Wcnonb3ysa NvModunM3npoBaHHbI KanubpaTop v (puspacTeop, NOArOTOBUTL Cheayowme
pasBeseHus:

3aMopaxuBaHune n pasMopaxunsaHune 6enHoin

150 % 100 % 50 %
Kanu6patop 30 pun 20 pn 10 pn
®duspacrsop 170 pn 180 pn 190 pn

3. Onpeaenutb dubpuHoreH no Knaycy B TeyeHuve 1 yaca C KaXAblM MOAFOTOBEHHbIM
pa3BeaeHunem (Kak MUHUMYM B aybnukaTax).

4. OTMeTWUTb Ha rpaduvke nonyyeHHble AaHHble, pasMellasi Ha ocu X pasBefeHus, Ha ocu Y
nonyyeHHoe BpeMsi o6pa3oBaHus CrycTka (CekyHabl). [IpOBECTU NPSMYIO JIMHWIO MEXAY 3TUMMK
TpeMmsi Toukamu.

5. MpuUMeHUTb K JaHHOMY rpaduKy WHAWBUAyasbHOE BPeMs MO NauueHTaMm C noslyveHuem
pe3synbTatos B mg/dL.

*/lns KoarynoMeTpos C KaanbpOBOYHbIMU (QYHKLUMSMU BBECTU LMGPbI KainbpoBOYHOIro
rpaguka B namste npubopa. [anee pesynbrar ¢pmbpuHoreHa oTobpaxaercsi Ha 3KpaHe B
cex n mg/dL (g/L).
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NMPOBEAEHUE AHAJIU3A
PeKOMeHAyeTCsl MPOBOAWUTL UCCIEAoBaHWe B Aybre.

1. Josectn HeobxoanMblii 06bem paboyero Fib-Reagent o 37°C.

2. MuneTnpoBaTb B NPOGUPKM AN KOArynsLum:
- Mnasmy 10 pn
- ®uspacrtsop 90 un

3. NHKy6upoBaTb npu 37°C B TeYeHUe 2 MUHYT.

4. [o6aBuTb B Te xe npobupkn 50 pn paboyero Fib-Reagent v ogHOBpeMeHHO HayaTb
OTCYeT BpeMeH!.

5. OnpeaenuTtb BpeMsi 06pa3oBaHuUs CrycTka KpoBW (CEKYHAbI).

*[lpy npoBefeHun aHanm3a Ha KoarysioMeTpe o06beMbl peareHTOB MOryT ObiTb WU3MEHEHbl B
COOTBETCTBUM C MHCTPYKUMEN K KoarysnoMeTpy. COOTHoleHnEe 06beMOB pa3BeAeHHOM M1a3mbl
u Fib-Reagent scerpa 2:1.

BbIYUCJTIEHUE U BbIPAXXEHUE PE3YJ/IbTATOB

BbluMcnUTb cpefHee BpeMsi o6pa3oBaHWsi CrycTka npo6 W KoHTponel B Ay6nvkartax.
MoBTOPUTL TECTUPOBaHKE MPW HEOBXOANMOCTU.

OTMeTUTb KaXx/oe NoslyYeHHOE 3HaYeHne Ha KannMbpoBOYHOW KPUBOM.

Pe3ynbTaThl NaLMEHTOB CleAyeT Bbipa3uTb B mg/dL uam g/L.

OXXWAAEMbDIE PE3YJIbTATbI

HopmanbHoe 3HaueHne pubpuHoreHa:

HoBopoxaeHHble  125-300 mg/dL

B3pocnble 200-400 mg/dL.

MockonbKy HOpMasibHble 3HauYeHWs 3aBUCAT OT BO3pacTa, nona, MUTaHWs, reorpacbuyeckoro
pervoHa u Apyrux dakTopos, kaxaas nabopaTopusi AO/KHA YCTaHOBUTb COBCTBEHHbIE HOPMbI
AN AaHHOM npoLeaypbl.

KOHTPO/J1b KAYECTBA

[N KOHTponsi Xxoja peakuun
cneaytouiee:

- kanubpatop

- HOpManbHas KOHTpOsibHas niasMa

- naTtonioruyeckasi KOHTpo/ibHas nnasMa, ypoBeHb 1

Mpu KaXaoil cMeHe cepun peareHTa W/uUnW Kanubpatopa CieayeT CTpOUTb KannbpOBOYHYHO
kpuByto. Kaxpaas nabopaTopusi [O/KHa YCTaHOBUTb COBCTBEHHYIO BHYTPEHHIOI CUCTEMY
KOHTPONIS KayecTsa.

AHAJINTUNYECKUE XAPAKTEPUCTUKHN

XapaKTepucTukn peareHta Ans onpeaeneHuns GubpuHoreHa no Knaycy 6biiv npoTecTupoBaHbl
Ha koarynomeTtpe ACL-7000. 3TW AaHHbIE MOryT OT/IMYATLCS B pasHbiX NnabopaTopusx U Ha
pasHbIX Koarynomerpax.

JInHelHOCTb MeToAa: TeCT NiMHeeH Ao 600 mg/dL. Mpu KOHUEeHTpauun GubpuHoreHa CBbille
600 mg/dL, pekomeHayeTcs pasbasuTb npoby 1:5 duspacTtBopom, MpoTeCTMpPOBaTh elle pas 1
YMHOXWTb pesynbTaT Ha 5.

WHTepdepeHuma’:

KpuTepuii Tecta Ha uHTepdepeHuMio: n3MeHeHne £ 10 % HavyanbHOro 3HauyeHus. He 6bi1o
obHapyXeHo uHTepdepeHLMn npu:

- renapwvHe go 1,0 U/mL;

- obwem 6unupy6buHe ao 40 mg/dL;

- remornobuHe go 600 mg/dL;

- nunemun o 2000 mg/dL;

- ackopbuHoBoit kucnote Ao 37,5 mg/dL.

MNMpeunsnoHHOCTb MHTPa-aHanu3a: onpejesieHa Ha 20 penninkaTtax 3 Npo6. bbinu NoayyeHsb!
cneayoume pesynbTaThl:

n npoueaypbl  M3MepeHus Heob6xo0AMMO  MCMoNb30BaTb

Mpo6a CpepHee (mg/dL) £ 2s CV %
Yenoseueckas nnasma 1 123 + 3,04 1,2
Yenoseueckas nnasma 2 338 + 10,68 1,6

MpeunsnoHHOCTbL MHTEp-aHann3a: onpeaesneHa Kaxabld AeHb B TeyeHne 5 AHeld ¢
ncnonb3osaHuem 20 pennukatos Ans 3 Npob. Bbiin nonyyeHbl cneayoumne pesynbTarthl:

Mpo6a CpepHee (mg/dL) £ 2s CV%
Yenoseueckas nnasma 1 123 £ 4,10 1,7
Yenoseuyeckas nnasma 2 344 + 15,20 2,2

TouHoCTb: rpynna u3 24 npo6 nna3Mbl TecTUpoBanacb JaHHOW MNpoueaypoit U C
MCMoNb30BaHMEM MOXOXEro peareHTa ApYroro Mpov3BOAMTENS, MPUCYTCTBYIOLLErO Ha pbIHKE.
CpaBHeHUWe aano cneaytowme pesynbTaThl:
JNnHeitHas perpeccus
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y = 0,9684x + 11,890
r=0,9963 n=24

CUMBO/1Ibl MAapKMPOBKM Ha NoTpe6uTtenbckoi ynakoBke EN 15223-1:2012
- npeaHasHayveH Ansg AUarHOCTUKKM «in vitro»

- KaTanoXHbli1 HOMEp MpoAyKLUUM

- HOMep cepun
@ - AaTa U3roToBNeHUs
E - roaeH Ao

V- KOM4YEeCTBO TECTOB

EE - nepej NUCnoJsib30BaHUEM U3YUUTE UHCTPYKLUNIO

1 8°C
20 ,{ ~ - MHTepBan TemMnepaTypbl XpaHeHusi Habopa

- HAUMEeHOBaHWMe nNpousBoAUTENS HaGOpa
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