Tpombo-TecT
Ha 50-100 onp.

no NpuMeHeHu1o Habopa peareHToB

ANs onpeaesieHus TPOM6MHOBOIro BpeMeHu
(TpoMmbo-TecT)

MHCTPYKLUUA

HA3HAYEHMUE

Habop peareHTOB Ansi onpeaeneHvs TPOMOMHOBOrO BpPEMEHU
(Tpomb6o-TecT) npeaHasHayeH Ans onpeaeneHnss TPOMOGUMHOBOMO
BPEMEHW C LEMbI0 BbISIBNEHUS HApYLUEHUA KOHEYHOro 3Tana
CBEPTbIBAHMS KPOBM W KOHTPOJSIS 3a renapuHoTepanuelt npu
Tpom603ax, TpoM60aMbonmsx 1 [ABC-cHAPOMax pasnnyHoM 3Tuo-
normm.

Habop npepHa3HaueH TOMbKO Ansi NpodeccMoHanbHOro mc-
Nosb30BaHusl crieumanmMcTtamm B 061acTu nabopaTopHoW AuarHo-
CTVKW: 3aBeayowmmm nabopaTtopusimu, Bpadamm KJ1, Bpayamu-
nabopaHTamMy,  MeAUUMHCKMMM  NabopaTopHbIMM  TEXHMKAMM
(cbenbawep-nabopaHT), nabopaHTaMy, MEAULMHCKMMWU TEXHOSO-
ramu.

Obnactb npuMeHeHuns Habopa: knMHWYeckas nabopaTopHas
[AMarHOCTUKa, KIMHWYecKas MeauumHa.

XAPAKTEPUCTUKA HABOPA

MpuHuun Metopa. OnpepensieTcs BpeMsi CBEPTbIBaHUSA
nnasMbl KPOBM MOA AEWCTBMEM TPOMGMHA CTaHAAPTHOW aKTUBHO-
cTu.

Cocras Habopa:

Komnnektaumsi NQ 4 (kat. NQ 742):

1. TpoMbuH (kmakuit peareHT, 3-4 ea. NIH/mn), 10 mn - BO
dnakoHe.

AHAJINTUYECKME
XAPAKTEPUCTUKN HABOPA

KoadbduumeHT Bapuaumm pesynbTaToB onpeaeneHus TpoMbu-
HOBOro BpeMeHun — He 6onee 10 %.

[onyctumoe OTK/IOHEHNEe TPOMOMHOBOrO BpeMeHu OT aTTe-
CTOBAHHOr0 3HayeHus — He 6onee 10 %.

[JonycTumblit pa3bpoc pesynbTaToB OonpeaeneHns TPOMOUHO-
BOr0 BPEMEHW B OAHOW NMpobe nnasmbl KPOBM pasHbiMK Habopamu
oAHoM cepun — He 6onee 10 %.

Tect YyBCTBUTENEH K MPUCYTCTBUIO B KPOBWU aHTUKOArynsH-
TOB.

HopmaTuBHble 1 hakTUyeckne 3HayYeHus aHanMTUYecKmnx no-
KasaTesniell ykasaHbl B nacrnopte K Habopy.

MEPbI NPEAOCTOPOXHOCTHU

MoTeHuManbHbI pUCK NMpUMeHeHust Habopa — knacc 2a (npw-
ka3 MwuHucTepcTBa 3apaBooxpaHeHusi Poccuiickont ®epepaumm
N2 4H ot 06.06.2012 r.).

Habop peareHTOB MCMONb3yeTCs TOMbKO ANS MPUMEHEHMS in
vitro.

PearenTbl, BXOAswWuMe B cocTaB Habopa, B MCMNOMb3yeMbIX KOH-
LIeHTpauMsIX He TOKCUYHBI.

Mpu pabote ¢ Habopom cneayet cobntogate MOCT P 52905-
2007 «JlabopaTopun MeanumHckme. TpeboBaHns 6e30nacHOCTU».

Mpu pabote ¢ HabopoM cneayeT HageBaTb OAHOPa3OoBble Nnep-
YaTKK, Tak kak 0bpasLbl KPOBM YenoBeka crnegyeT paccMaTpuBaTh
KaK MOTEHUManbHO WMHMUUMPOBaHHbIE, CMOCO6HbIE AnUTENbHOE
BpPeMsi COXpaHsTb M nepefasaTb BWY, Bupycbl renatutoB unu
no6oii apyrovi Bo36yanTENb BUPYCHOWM MHDEKLMN.

Bce mcnonb3oBaHHble MaTepuansl Ae3MHbULUMPOBaTb B COOT-
BeTCTBUM C TpeboBaHuamn MY 287-113 «MeToanueckve ykasaHus
no Ae3nHdeKUNM, NPeacTEPUIN3ALMOHHON OYUCTKE U CTEpUIN3a-
LMW U3AENUi MEAULIMHCKOTO Ha3HaUYeHUs».

OBOPYAOBAHME,
MATEPWUAJIbl, PEATEHTDI

- KoarynomeTp (npu OTCYTCTBUM KOarynomeTpa - CEKyHAOMep,
BoAsiHas 6aHs Ha +37 °C, npobupku);

- ueHTpudyra nabopaTopHas;

- Ao3aTopbl NuMneTouHble Ha 0,05-0,2 n 0,1-1,0 mn;

- Npobupku;

- BOAA AUCTUNNIMPOBaHHas;

- nnasma-kanubpatop  («MynbTutex-kanubpatop» - Kart.
N2 773, npoussoantens — 000 dupma «TexHonorns-CtaHaapT»,
3aKa3blBAETCS AOMOHUTENBHO);

- KOHTPO/IbHas NJiadMa C HOPMasbHbIM AMana3oHOM 3HauYeHWN
(«TexHoknot H» kaT. N2 774, npoussBoautens — OO0 dwupma
«TexHonoruns-CraHaapT», 3aKasblBaeTcs AOMNONHUTENBHO);

- KOHTPONbHas MnasMa C NaTonorMyeckMM AnanasoHoOM 3Ha-

yeHuii («TexHoknot M» kaT. N2 775, nmpousBoguTens — OO0
dupma «TexHonorna-CraHaapT», 3aKka3biBaeTCs AONOMHUTENBHO);
- MepyaTku MeANLIMHCKME AnarHocTu4ecKme ogHopa3oBble.

NMPUIOTOBJIEHUE
AHAJINBNPYEMbIX OBPA3LIOB

KpoBb ANs MCCEAOBaHWUSA 3abyUpaloT U3 NIOKTEBOW BEHbI B
NAacTUKOBYLO NPobupKy, coaepxalyto 3,2-3,8 % pacTBop HaTpus
JIMMOHHOKMCNOro Tpéx3aMmelleHHoro (umtpaT Hatpusi). COoOoTHO-
WweHve o6beMOB KpOBM M umMTpata Hatpus - 9:1. BO3MOXHO wuc-
Nosib30BaHNE BaKyyMHbIX CUCTEM A5 3a60pa KpoBW, COAepXaLumx
uutpaT Hatpus (3,2-3,8 %). KpoBb LeHTpudyrmpytoT npu 1200-
1600 g B TeueHve 15 MuH. B pe3ynbtate nonyyaioT GegHyto
TpombounTaMu NnasMmy, KOTOPYIO NEPEHOCAT B ApYryio nNpobupky,
rie XpaHsT A0 NpoBeAeHNs NCCIIEN0BAHMS.

LieHTpndyrmpoBaHne AOMKHO NPOBOAUTLCS HEMOCPEACTBEHHO
nocne B3sATWSI KpOBM, @ OTOOp MMa3Mbl Ha MCCnefoBaHWe — cpasy
Xe nocne UeHTpudyrnposaHus. He gonyckaercs aHanus nnasmbl
KPOBM, MMEIOLLEN CrycTKM, reMonu3 M MosydeHHon 6Gonee 4 4
Hasafd, a TaKKe 3aMOPOXEHHOW NnasMbl KpoBW. [N AaHHOro
aHanu3a He pekoMeHAyeTCst XpaHeHue 06pasuoB 61onornyeckoro
MaTepuana npu TemnepaType +2... +8 °C B CBSi3n C BO3MOXHO-
CTbIO XONOAOBOM aKkT1BaUMKN (haKTOpoB CBEPTbLIBAHMSI.

NMPUITOTOBJIEHUE PEATEHTOB
N NPOBEAEHUE AHAJIN3A

1. NOAroTOBKA PEATEHTOB K PABOTE

1.1. PasBegeHne TpoMbuHa B komnnektaumum N2 4

TpoMbuH B BUAE XUAKOro peareHTa B komnnektauum N2 4 ro-
TOB K UCMONb30BaHMIO.

1.2. NonyuyeHne nnasmbi-kanubpaTtopa ANs KOMIJIEK-
Taumm N2 4

MNna3ma-kannbpatop B coctaB Habopa B komnnekTauun NQ 4,
He BXOAWT.

[Ansi KOHTPONS CBepTbIBaOLLEN aKTUBHOCTU TPOMBUHa Mpuro-
[eH OAMH W3 ABYX, NPeACTaBEHHbIX HWKE BapuMaHTOB:

BapuaHT 1: Bo ¢nakoH ¢ «Mynbtutex-kannbpatopom» (kat.
NQ 773) BHectu 1,0 MA AUCTWUNNIMPOBAHHOW BOAbI M PacTBOPUTH
COAEPXXMMOE B YC/TIOBUSIX KOMHATHOW TemnepaTtypbl (+18... +25
°C) npu NerkoM MokaynsBaHUM O MOSIHOrO PacTBOPEHWUS peareH-
Ta. Pa3sBepeHHyl0 nna3smy-kanubpaTop nepea  WCCnefoBaHWEM
BblaepXaTb 25-30 MUH NpY KOMHATHOM TeMMepaType.

BapuaHT 2: begHas TpombouuTamu nnasma, NosiyyeHHas Mo
onucaHHoMy MeToay (cM. Bbiwe pasgen «[purotosneHve aHanu-
3upyemblx 06pasuoB») OT 3-5 MpaKkTUYecKn 340POBbIX AOHOPOB,
CMELLMBAETCS B PaBHbIX NMPONOPLMSX.

2. NIPOBEAEHUE AHAJIN3A

2.1. OnpeaeneHne TPOM6MHOBOro BpeMeHM Ha mnony-
aBTOMaTMUYECKOM KOarysioMeTpe Win MaHyasibHO

1. B kioBeTy koarynometrpa BHectv 0,1 m™mn nnasmbl-
kanvbpaTtopa wnn aHanusupyemoro obpasua nnasmbl KpoBu na-
umeHTa, mbo B Npobupky — 0,2 MN NpU MaHyanbHOM onpeaene-
HUN.

2. UHkybuposaTb npu Temnepatype +37 °C B TeyeHue 1 MuH.

3. JobaBuTtb B KioBeTY KoarynomeTpa 0,1 Mn pactBopa TpoOM-
6uHa, nMetoLlero koMHaTHyto Temnepatypy (+18... +25 °C), nubo
B npobupky 0,2 mMn (Npu MaHyanbHOM OMpefeneHun) u HadvaTb
OTCYET BpeMeHW CBepTbiBaHWSA A0 0bpasoBaHWs (GpUOPUHOBOrO
cryctka (Mpy MaHyasnbHOM onpeaeneHun — Npu NepuoanyecKoMm
nokKaumBaHun Npobupkm).

ObbeM CMelLnBaeMbIX peareHTOB U MNia3Mbl MOXET OTMYaTb-
€S ANst pasHblX Moaenelt KoaryioMeTpoB.

2.2. OnpepeneHne TPpOM6MHOBOro BpeMEHM Ha aBTO-
MaTUUYECKOM Koarynomerpe

KoarynomeTp B aBTOMaTU4YEeCKOM peXnMe CMEeLLMBAET niasmy-
KanuépaTop WM aHanuavpyeMblii obpasew nnasMbl KPoBU Nauu-
€HTa C pacTBOPOM TpOMOWHa, MOCNe Yero perncTpupyet Bpems
CBEPTbIBAHWS.

OnvcaHve 1 HacTPOWMKN NpeACTaBneHbl B MHCTPYKLUMM NPOU3-
BOAWTENS aBTOMaTUYECKOro KoarynomeTpa.

3. YTEHME PE3YJIbTATOB

TpoM6UHOBOE BpeMs CBEPTLIBAHMS BbipaXKatoT B CEKyHAaX.

[AvanasoH HOpManbHbIX 3HAYEHWi MeToda 3Ha4MMO 3aBUCUT
OT criocoba perncrpaumm KoarynsiuMu, a Takoke OT JIOKasbHbIX
0COBEHHOCTEN BbINOMHEHWUSI MpeaHanuTUYEeCcKoro 3Tana uccneao-
BaHUsl, NO3TOMY B KaXKaol flabopaTopuu AOMKHbI 6biTb NPUHSTHI
cobCTBEHHbIE pedepeHTHble WHTepBanbl. Mpu  obcnegoBaHwUm
60MbHbIX C MATONOMMEN CUCTEMbI FEMOCTa3a HepeaKo BCTpeYaeTcs
YAJIMHEHNE TPOMOMHOBOIrO BPEMEHM, YTO MOXET 6biTb 06ycnoB-
JIEHO CneayoLWMMU NPUYMHAMK: NPUCYTCTBUE B KPOBU aHTUKOAry-
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nsHTOB (renapwviH, gaburatpaH v gp.); obpasoBaHve M Hakornne-
Hue B KPOBOTOKE NMpOAYyKTOB ferpagaumu ¢u6-
puHoreHa/ubpuHa; rvno- nnn apubprHoreHemus; amchmubpuHo-
reHemusi. HecBepTbliBaeMOCTb MasMbl NOA BAUSHMEM TPOMOMHa
HabntopaeTcs nocne BHYTPUBEHHOMO BBEAEHMSI TePANeBTUYECKUX
[103 renapuHa, a Takxke (4acto) npv 3abope KpoBW M3 BEHO3HOMO
KaTeTepa.

4. BHYTPU/IABOPATOPHbI KOHTPOJ1b KAYECTBA

Mpun ocywecTeneHnn BHYTprnabopaTopHOro KOHTPONS Kaue-
CTBa pPeKOMeHAyeTCsl MCMOMb30BaTb KOHTPOJIbHYO Mia3My C HOp-
MasibHbIM AMANa30HOM 3HayeHui «TexHokIoT H» (kaT. N2 774), a
TaKXKe KOHTPOMbHYIO NNasMy C MNaToNOrMYyeckuM AuanasoHoOM
3HaueHuit «TexHoKNoT M» (kaT. NQ 775).

YC/NioBUA XPAHEHUA
N NPUMEHEHUA HABOPA

Habop peareHTOB ANa onpeaeneHns TPOMOMHOBOrO BpeMEHU
(Tpombo-TecT), B 3aBUCMMOCTU OT TEXHUKW BbINOSIHEHWS, NpeaHa-
3HauYeH Ansi BbiMosfHeHWst oT 50 o 100 onpepeneHui (cM.
Tabnuuy 1).

Tabnuua 1

MakcuManbHOe YUC/Io onpeaeneHnii KOHLIEHTPaLuii

¢pnbpuHOreHa npu pasHoM pacxoge pactsopa TpoMbuHa

Pacxoa TpoMbuHa Ha oaHO KonuuyectBo onpepenexuii B
onpejeneHvne BapuaHTe KomnsekTaumm NO 4

0,1 mn 100

0,2 mn 50

Habop peareHTOB Ansi onpeaeneHyss TPOMOMHOBOIO BPEeMEHU
(Tpombo-TecT) HeobxoaAMMO XpaHWTb Mpu TemnepaTtype +2... +8
°C B TeyeHWe Bcero cpoka rogHoctu Habopa — 18 mecsiueB B
XONOAWMBHBIX KamMepax Wim B XOMoAn/bHMKaX, obecrneynBarowmx
pernameHTUPOBaHHbI TEMMNEPATYPHbIA PEXUM.

[JonyckaeTtcs TpaHcnopTMpoBka Habopa npu TemnepaType Ao
+30 °C B TeueHue 30 CyTOK TPAHCMOPTOM BCEX BUAOB B KPbITbIX
TPaHCMOPTHBIX CPEACTBaX B COOTBETCTBMM C NpaBuiaMu nepeBo-
30K, AEUCTBYIOLUIMMM HA TPAHCMOpPTe AQHHOMO BWUAA, @ TakkKe Of-
HOKpaTHOE 3aMOpaXKuBaHue.

Tabnuua 2
YCcnoBusi XpaHeHUA Nocse BCKPbITUA (h/lakOHOB
M NPUroTOBJIEHUS! peareHToB

TemnepaTypHbli MpoaoMKUTENBHOCTL XpaHEHHS!
pexXuM Xunakuin TpoM6KH

+37 °C -

+18... +30 °C He 6onee 10 cyTok

+2...+8 °C He 6onee 35 cyTok

- 20 OC -

He cnepyeT cMelwnBaTh peareHTbl M3 HAGOPOB PasHbIX CEpPHUA.

MEPbI N0 BE3OMACHOMN YTUIN3ALUN
MEAMLIMHCKOIO U3AQENNA N 0TXOA0B

YTUAM3aUMIO MU YHUUTOXEHWE, Ae3NHMEKLMIO MEAULIMHCKO-
ro wsgenus cnegyet npoBoauTb B cootBeTcTBuM € CaHluH
2.1.3684-21 «CaHuTapHO-3nMaemMuonormyeckne TpeboBaHus K
CofiepXXaHUI0 TEPPUTOPUIA FOPOACKUX U CEMbCKUX MOCENEHWi, K
BOAHbIM O6BLEKTaM, MUTLEBOM BOAE W MUTLEBOMY BOLOCHabXe-
HUIO, aTMOChEepHOMY BO3AyXy, MO4YBaM, XXWbIM MOMELLEHUSM,
3KCrlyaTauMm MpPOU3BOACTBEHHbIX, OBLIECTBEHHbLIX MOMELLEHWIA,
OpraHu3aumn 1 NpoBEAEHNIO CaHUTaPHO-NPOTUBO3MUAEMUYECKMNX
(npodunakTuueckmx) MeponpusTuii» u My-287-113 «Metoamye-
CKMEe YKa3aHusi No Ae3vHbEKUMM, NPeACTEPUNN3ALMOHHON OYMCT-
Ke W CTepununsaumv U3aenmii MeaULMHCKOrO Ha3HauYeHus».

MeauumHCKOe n3aenune, He nognexallee WMCnosb30BaHWIo, a
TaKoKe C UCTEKLWWUM CPOKOM FOAHOCTU OTHOCUTCS K MEAWMLIMHCKUM
oTxoaaM knacca A (CanluH 2.1.3684-21), He cogepxawym no-
TEHUMaNbHO onacHble MaTepuanbl U BewecTsa (3nmaeMmnonornye-
cku 6e3onacHble 0TXoAabl).

Bce ncnonb3oBaHHblE OAHOpa30Bble pacxofHble MaTepuansl,
obpasyowmecs npu pabote ¢ usgenveM, coaepxaiume obpasupl
nnasmbl KpOBM NauMeHToB, HeobxoaMmo nogsepraTb obpaboTtke
[E3VHAUUMPYIOLLMMK CPEACTBaMM C MocneaytoLwei yTunmsaumen
(cm. MY-287-113 «MeTtoamyeckue ykasaHusi No AesnHdeKuuu,
NpeacTePUIN3ALUMOHHON OYUCTKE M CTEPUIN3ALMM U3Lenuii Me-
[AMLMHCKOMO Ha3HaueHus»), Kak NoTeHUManbHO MHULMPOBaHHbIE
mMeavumnHckme otxoabl knacca b (CawluH 2.1.3684-21). C6op,
BPEMEHHOE XpaHeHMe W BblBO3 TaKWX OTXOAOB C/eAyeT BbiMon-
HSTb B COOTBETCTBUMM CO CXEMOM O6palleHUs ¢ MeAULMHCKUMM
0TX0AaMM, MPUHSITOM B OpraHv3auWu, OCYLLECTBASIOWEN Mean-
LIMHCKYIO AeSATENbHOCTb.

PearenTbl, Bxoaswume B coctaB Habopa, He SBNAIOTCA ropto-
UMMM 1 B3pbIBOOMACHbIMU. CUNbHOE HarpeBaHve BTOPUYHON yna-
KOBKM (KOpobku n 6aucTepa) MOXeT MpuMBOAUTL K UX BO3ropa-
HUIO.

FAPAHTUAHDBIE OBA3ATE/IbCTBA

MpousBoauTenb rapaHTUMpYeT COOTBETCTBUE  BbIMyCKaeMbIX
n3genuin TpeboBaHUsSIM HOPMATUBHOW U TEXHUYECKON AOKYMEHTa-
UMM B TeYeHWe YyKasaHHOro Cpoka rofHOCTU Mpu cobmioaeHun
BCEX YC/IOBUI TPaHCNOPTUPOBAHUS, XPaHEHUS U NPUMEHEHMS.

Be3onacHoCTb, KavectBO U 3MEKTUBHOCTb M3Oenus rapaH-
TUPYIOTCS MPOM3BOAMTENEM B TEYEHUE BCErO CPOKA rOAHOCTU.

Ans nonyyeHns HafeXHbIX pe3ynbTaToB HEO6X0AMMO CTporoe
cobnioAeHe MHCTPYKLUMU MO MpuUMeHeHuto Habopa. Jliobble oT-
KJTOHEHMS1 OT PEeKOMEHAOBaHHbIX MpoLeayp NpoBeAeHUs aHanv3a
1 MPUrOTOBIEHUSI PEAreHTOB MOrYT MPUBECTU K MOMYYEHUIO He-
BEPHbIX pe3ynbTaToB UCCIeA0BaHMSI.

MAPKNUPOBKA U3AENNA
Ha cnakoHax M ynakoBKe M3OENWs HaHeceHbl Ceaylowme
CMMBObI:

MeauumHckoe — u3- CepuiiHbIi
henve ans avarHo- HoMep
CTVKM in vitro

‘ TemnepaTypHbiii D'(. Wcnonb3oBaTtb
L ‘ [AvanasoH Ao ...

Mo Bonpocam, kacarowmmcs kavectsa Habopa peareHToB Ans
onpeaeneHns TpoMbuHoBOro BpemeHu (Tpombo-TecT), cnepyeT
obpawatbcs B 000 ¢upmy «TexHonorus-CtaHgapT» Mo agpecy:
656037, r. bapHayn, a/s 1351; Ten.: (3852) 22-99-37, 22-99-38,
22-99-39. E-mail: mail@tehnologia-standart.ru.
https://www.tehnologia-standart.ru, htpp://TexHonorus-
cTaHaapT.pd.
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