Fibrinogen-DAC

Ha6op peareHTOB Ans onpeaeneHus
¢$unbpuHoreHa merogom Knayca

SF 15796482-004:2019

WHCTpPYKLMA MO UCNONb30BaHUIO
TonbKo ANS AMArHOCTUMKMK «in vitro» XpaHuTb Npun 2-8°C

Kop N2 Komnnekrauua N2 perncrpaummn B PM
4020F120 Fib2x3ml+D1x6ml DM000118998
4020F400 Fib6x3ml+D1x18 ml DM000118999
HA3HAYEHME

Tect npeagHasHa4yeH Ans KoIM4YeCTBEHHOro onpeaeneHus ypoBHs d)VIGpVIHOFeHa B nnasme.

nPMHUMN METOAOA

PeareHT Aans onpepeneHus dubpuHoreHa no Knaycy uM3rotoBneH U3  M36bITOYHOrO
nmodunmanposaHHoro Gblybero TpoMbuHa B ONTUMU3MPOBAHHOM KanbuuesoM 6Gydepe. lNpu
pobaBneHun npeaBapuTenbHO pasBeAeHHONM MnasMbl K peareHTy ¢pubpuHoreH npeobpasyetcs
B hnbpuH (crycrok).

CkopocTb 06pa3oBaHUs CrycrTka 3aBMCUT TONbKO OT KOHLUEeHTpauun dpubpuHoreHa B npobe.

AWATHOCTUYECKUE XAPAKTEPUCTUKHN

DUbpUHOreH NBNSIETCA OAHUM U3 BaxHelwmx 6enkoB oOCTpoi dasbl; 3TO 4acTb Kackaaa
Koarynsaumn. B KoHue Kackaja obpasyeTcsi TPOM6WH, CbIBOPOTOYHO-MpOTeasHbli 6enok,
@HanornyHbLIN TPUNCUHY, KOTOPbLIN npeobpasyeTr dubpuHoreH B GUOPUH, HEpacTBOPUMBIA
nonuMepHbIi  renb  (crycrok). [locneaHve WCCnefoBaHUA nokasanu, 4YTO  OTHOLWeEeHWe
«nbpuHoreH/dnbpuH» nrpaeT BaxHyK PpoNb B BOCMANUTENbHOM OTBETE, pPasBUTUK
peBMaToONAHOro apTpuTa 1 B ANCCEMUHUPOBAHHOWM BHYTPUCOCYANCTOIN KOArynsuum.

Huskune KoHueHTpauun ¢GubpuHoreHa npUBOAAT K  KOArynsiuMOHHOMY AeduumnTy, 4TO
BCTpeyaeTcs npu 3abonesaHnaX NeYeHu, a Takxe Npu HapylweHusx metabonusma.

Bblcokne KoOHUeHTpauun ¢ubpuHoreHa HabnoaalTca npu 6epeMeHHOCTU; npu  npueme
OpanbHbIX KOHTPAUENTUBOB; MNP OCTPOM BOCNANMUTE/NIbHOM Mpouecce uauv npu HeKpose. Takxe
YyCTaHOBJ/IEHa NpsAMas CBA3b MEXAY BbICOKMMMW YyPOBHAMU (PUOBPUHOreHa m pUCKOM CepaeyqHO-
COCyANCTbIX 3aboneBaHuii. KnuHuyeckuii AVarHo3 [AoJ/hkKeH YCTaHaB/MBaTbCA Ha OCHOBE
WMHTErpauum KanHN4ecknx un naGopaToprlx AaHHbIX.

COCTAB HABOPA

Fib-Reagent 2x3ml 6x3ml
NnodunnnsnposarHbIii 6blunii TpoM6uH >20 US ea/mL

HanonHutenu n ctabunusatopsl

Diluent 1x6ml 1x18 ml
HanonHutenu n ctabunusaTopsl

WHCTpyKuMa nonb3oBarens 1 3k3. 1 3k3.
Ta6. p p p U B KOHLEHTP 1 3k3. 1 3k3.

XPAHEHMUE N CTABUW/1bHOCTb PEATEHTOB

DAC-SpectroMed

NMPOBEAEHUE AHAJIU3A
PekomeHayeTcsi NpoBOANTL UCCNefoBaHve B Aybne.

1. [oBect HeobxoanMbIi 06beM pabouero Fib-Reagent no 37°C.

2. MunetuposaTb B NPO6GUPKK ANS Koarynsumn:
- Mnasmy 10 un
- ®uspacrtsop 90 pn

3. NHKy6upoBaTb Npu 37°C B TEYEHUE 2 MUHYT.

4. [obasuTb B Te e npobupkn 50 pn pabouyero Fib-Reagent u ogHoBpeMeHHO HauaTb
OTCYET BPEMEHU.

5 OnpeaennTb BpeMs 06pa3oBaHus CrycTka KpoBW (CeKyHAbI).

*Mpu nposeaeHun aHannsa Ha KoarysiomeTpe ob6beMbl peareHTOB MOryT ObiTb U3MEHEHbI B
COOTBETCTBUM C MHCTPYKUMeEN K koarynaometpy. CooTHoweHmne o6beMOB pa3BeAEHHOM naa3mbl
u Fib-Reagent scerpa 2:1.

BbIYUC/TIEHUE W BbIPAXXEHUE PE3YJIbTATOB

Bbluncnntb cpesHee Bpems obpasoBaHus cryctka npob u  KoHTponei B aAybnukaTax.
MoBTOpPUTL TECTUPOBaHWE NpU HEO6XOANUMOCTH.

OTMETUTb Kaxzaoe Nosy4yeHHoe 3HaYeHne Ha KannbpoBOYHOWM KPUBOIWA.

Pe3ynbTaThl NauMeHToB cneayeT BblpasnuTb B mg/dL nnn g/L.

OXXWAAEMbDIE PE3YJIbTATbI

HopmanbHoe 3HayeHne pubpuHoreHa:

HoBopoxaeHHble  125-300 mg/dL

B3pocnbie 200-400 mg/dL.

MockonbKy HOpMasbHble 3HAYEeHWs 3aBUCSAT OT BO3pacTa, Mona, nNuTaHus, reorpaduyeckoro
pernoHa v apyrux $akTopos, kaxaas nabopaTopusi 4OSIKHA YCTaHOBUTb COBCTBEHHbIE HOPMbI
ANS AaHHOW npoueaypbl.

KOHTPOJ1b KAYECTBA

[ns  KOHTpONs Xxoda peakumn wu
cnepyiolee:

- kanubpatop

- HOpManbHas KOHTPONbHas nnasma

- naTonormyeckas KOHTPonbHasa nnasMa, yposeHb 1

Mpy Kaxaol cMeHe cepumn peareHTa u/unu kanubpatopa crneayeT CTPOUTb KaiMbpOBOYHYHO
kpusyto. Kaxpas nabopatopus AOMKHa YCTaHOBUTb COBCTBEHHYIO BHYTPEHHIOI CUCTEMY
KOHTPONSA KayecTsa.

AHAJINTUYECKUE XAPAKTEPUCTUKN

XapaKkTepucTuKkn peareHTa Ans onpegeneHns ubpuHoreHa no Knaycy 6biim npoTecTupoBaHbl
Ha koarynometpe ACL-7000. 3Tu faHHble MOryT OT/MYaTbCA B pasHbIX NabopaTopusx M Ha
pasHbIX Koarynomerpax.

npoueaypbl M3MepeHust Heob6XOAMMO  UCMOoNb3oBaTb

PeareHTbl CTabunbHbI A0 UCTeYeHUss CpOKa rogHOCTU, YKa3aHHOro Ha 3TUKETKE Npu Xp
B OpPUrMHanbHOM ynakoske npu TemnepaType 2-8°C, He noasepras BO3ZAeWCTBUMIO Tenna u/unu
U3MEHEHUAM AaBNeHUSN.

B cny4yae noBpexaeHusa C')J'IaKOHa peareHT cneayeTt yTunmM3npoBaTb Kak OTXOAbl.

AOMOJIHUTE/IbHbIE OBOPYAOBAHUE U PEATEHTbI

LlenTpudyra nabopaTopHas. [JosaTopbl nuneToyHble. KoarynomeTp. Taiimep.

®uspacTeop Ans pasbasiieHns 06pa3uoBs. Mpo6upku Ans Koarynsauum.

HopMmanbHasi n natonoruyeckasi nnasMa Ans KOHTPONs KayecTBa wccneposaHusi (Control
Plasma L1+L2 Koa 4032C4). MNna3ma kanubpaTop ANs KanubpoOBKM CKPWUHUHI TECTOB
remoctasa (Coagulo St-DAC Kog 4018C1).

MEPbI MPEAOCTOPOXXHOCTHU

Habop npeaHasHayeH TONbKO ANs AMArHOCTUKM in vitro.

MpenoTepallaiTe KOHTAKT C KOXeii, riasaMu 1 o4eXaoN.

O6pasubl Npo6, KanmMbpaTopbl M KOHTPONWM AO/MKHBI PacCMaTpyBaTbCs Kak MOTeHLUWanbHO
onacHble 1 06pabaTbiBaTbCs Kak MHMEKLIMOHHbIE.

BHUMAHME!

1.  PeareHT MOXHO MCMOMb30BaTb C PYYHbLIMUA, MEXaHWYECKUMMU, (POTOMETPUHECKUMU U
HedenoMeTpUYECKUMU cUCTEMaMU OBHapyXeHus Cryctka. OnpeaeneHue Ha aBTOMaTUYECKUX
npubopax NpoM3BOAUTCS COMMACHO MHCTPYKLMK K MpUGopy.

2. OTpencHble nekapcTBa M [pyrve BelectBa MOryT OKasbiBaTb B/IMSHUME Ha YPOBHM
UBPUHOreHa UM Ha aHanM3 Mo onpeaeneHnio hubprHoreHa?.
3. PeareHT criefyeT WCMonb3oBaTb TOMbKO MO HAa3HAYEHWUIO, OMbITHBIM MEepPCOHasoM,

cornacHo nabopaTopHoi npakTuke.

4.  Pap $aKkTopoB, TaKMX Kak TemrepaTypa OKpyXalowero Bo3ayxa, TeMnepartypa paboumx
peareHTOB, TOYHOCTb MPOMbIBKW, TWUM KOAryioMeTpa W XapaKTepucTUKWU AWUCTUANIMPOBAHHOM
BO/AbI, MOFYT MOB/USATL Ha TeCT.

OBPA3LbI AN1s1 NCCJIEAOBAHUSA

LiuTpaTHasi KpoBb: KpOBb 0TO6paTh YTPOM, HaTollak, U3 JIOKTEBOI BeHbl, CU/IMKOHMPOBaHHOM
MII0¥ C LUIMPOKMM NpocBeToM, 6e3 WnpuLa U HaloXeHWs XryTa. MepBble Kaniu oT6pocuTb.
NMnasma, 6eaHas TpoM6ouMTaMKN: LUMTPATHYIO KpoBb UeHTpudyrmposate 20 MuH npu 4000
06/MUH. MMoy4YeHHyto NnasMy nepeHecT B NIacTMKOBYIO NPo6UpKy.

Mnasma crabunbHa 4 uaca npu 18-20°C, AONycKaeTcs OAHOKpATHOE 3aMopaXkMBaHue Ha
2-3 Heaenv npu MUHyc 20-40°C.
BHuMaHue! VcknwounmTb  NOBTOPHOE
TpoMboLunTaMu nnasmbl.

NoAroToBKA PEATEHTOB

Pa6ouwnii Fib-Reagent: Bo ¢nakoH c Fib-Reagent fo6aButs 3 ml Diluent.

NHKky6upoBaTb 30 MMHYT npu TeMmnepaType 18-25°C, 3aTeM OCTOPOXHO MepeMellaTh
cofepxuMoe rlakoHa, He BCTpsixusas. [Ipy MCr0/b30BaHUM 3arpsis3HeHne HeZomyCTUMO.
BoccTaHOBMEHHbIM pabounii peareHT cTabuneH 7 AHel npu TemnepaType 2-8°C, 2 Mecsua npu
-20°C B nepBoHayanbHoM ¢akoHe. CtabuneH 15 yacos npu 15°C B cuctemax ACL (I.L).

Mo okoH4aHWUK paboyero UMKIa peKOMeHAYeTCsl XpaHUTb peareHT npu TemnepaTtype 2-8°C B
nepBoHayanbHOM rakoHe Ans fyyluei cTabunbHOCTU.

NOAroTOBKA KAJINEPOBOYHO KPUBOM

1. MoaroToBuTL pabounii Fib-Reagent cornacHo MHCTPYKLUK.

2. Wcnonb3ys NnodUNN3NPOBaHHbIN KanubpaTop M (pU3pacTBOp, MOATOTOBUTL Clejyiolme
pasBeseHus:

3aMopaxkuBaHue n pa3MopaxuBaHune 6eaHoM

150 % 100 % 50 %
Kanu6partop 30 pn 20 pn 10 pn
®duspacrsop 170 pn 180 pn 190 pyn

3. Onpesenutb ¢ubpuHoreH no Knaycy B TedeHMe 1 uyaca C KaxabiM MOArOTOB/IEHHbLIM
pa3BefeHneM (kak MUHUMYM B Ay6nukaTtax).

4. OTMeTUTb Ha rpaduke MoslyyeHHble AaHHble, pa3Mellasi Ha ocu X pasBefeHus, Ha ocu Y
nosyyeHHoe BpeMsi 06pa3oBaHus crycTka (cekyHAbl). MTPOBECTU MPSIMYIO JIMHWIO MEXAY 3TUMU
TpeMsi TouKamu.

5. MpUMeHUTb K JaHHOMY rpacduKy WHAMBMAyasbHOe BPeMsi MO MauueHTaM C Mojy4YeHWeMm
pe3ynbTatoB B mg/dL.

*/1ns1 Koarys0MeTpoB C KananbpoBOYHbIMU (DYHKUMSAMM BBECTU UMDPbI Kannb6poBOYHOro
rpaguka B namaTe npubopa. [anee pesynbtaT ¢pubpuHoOreHa oTobpaxaercs Ha sKpaHe B
cex n mg/dL (g/L).

STD-IC-102
REV4 30.07.2019

n WHOCTb Aa: Tect nmHeeH Ao 600 mg/dL. Mpu KoHUEHTpaumn GubpuHoreHa Cebilue
600 mg/dL, pekomeHayeTcs pa36aBuTb Npoby 1:5 hU3pacTBOPOM, NPOTECTUPOBATHL ele pas u
YMHOXWTb pe3ynbTaT Ha 5,

UHTepdepeHumnn’:

Kputepuii Tecta Ha uHTepdepeHumio: nsMeHenne = 10 % HayanbHOro 3HauyeHusi. He 6bino
o6Hapy»XeHOo UHTepdepeHLMmn Npu:

- renapuHe go 1,0 U/mL;

- obwem 6unmpybuHe go 40 mg/dL;

- remornobuHe go 600 mg/dL;

- nunemun go 2000 mg/dL;

- ackopbuHoBoi kucnote go 37,5 mg/dL.

MpeunsnoOHHOCTb MHTPa-aHanu3a: onpejesieHa Ha 20 pensikaTax 3 npo6. Bblan nofyyeHsb!
crnefyowme pesynbTaThl:

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

MpeunsnoHHOCTb WHTEp-aHanu3a: onpejeneHa Kaxabli AeHb B TeyeHne 5 aHein ¢
ncrnonb3oBaHvem 20 penankaToB Ana 3 I'IPOG. Bbin nony4yeHbl cneaywne pesynbraTbl:

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

TouHoCTb: rpynna u3 24 npo6 nnasMbl TeCTMpoBanacb [JaHHOM npoLeaypon U C
MCMONb30BAHMEM MOXOXKEr0 peareHTa ApYroro Npou3BOAWUTESNS, MPUCYTCTBYIOLWErO Ha PbIHKE.
CpaBHeHWe [ano criesytolume pesyibTaTbl:

JInHelHas perpeccus y = 0,9684x + 11,890
KoadduuneHT koppensiumm r=0,9963 n=24
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CMMBO/IbI MAPKMPOBKMN Ha noTpebuTtenbckoi ynakoske EN 15223-1:201

- npefHasHayeH AN AMarHoCTUKK «in vitro»
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