Tpombo-TecT
Ha 100-200 onp.

no NpuMeHeHu1o Habopa peareHToB

ANs onpeaesieHus TPOM6MHOBOIro BpeMeHu
(TpoMmbo-TecT)

MHCTPYKLUUA

HA3HAYEHMUE

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

Habop npegHa3HayeH TOMbKO ANS NPOdECcCMOHANbHOro MUc-
Mosb30BaHusl creumanmcTamm B 061acTu nabopaTopHoOW 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:

Komnnektaumst N2 1 (kat. N2 609):

1. TpoMbuH (NMModunbHO BbiCyLLEHHbIW, 6-8 ea. NIH Bo dn.) -
4 odn.

AHAJINTUMECKME
XAPAKTEPUCTUKN HABOPA

KoadbduumeHT Bapnaumm pesynbTaToB onpeaeneHus TpoMbu-
HOBOro BpeMeHW — He 6onee 10 %.

[Jonyctumoe OTK/IOHEHWE TPOMOGMHOBOIO BPEMEHW OT aTTe-
CTOBAHHOr0 3HauyeHus — He 6onee 10 %.

[JonycTvMbii pa3bpoc pesynbTaToB OnpeaeneHnst TPOMEUHO-
BOrO BPEMEHW B OAHOW Npobe Mnnasmbl KPOBU pasHbiMKM Habopamu
oAHol cepun — He 6onee 10 %.

TeCT 4YyBCTBMTENEH K MPUCYTCTBMIO B KPOBW @HTUKOArysnsH-
TOB.

HopmaTtuBHble 1 akTUyeckne 3HayeHus aHanMTUYecKux no-
KasaTenel ykasaHbl B nacropTe k Habopy.

MEPbI NPEAOCTOPOXHOCTHU

MoTeHUManbHbI PUCK NpUMeHeHWst Habopa — knacc 2a (npw-
ka3 MUHUCTepCTBa 34paBoOXpaHeHuns Poccuiickolt degepaumm N2
4H ot 06.06.2012 r.).

Habop peareHTOB MCMONb3yeTcs TOMbKO ANSt MPUMEHEHMS in
vitro.

PearenTbl, BXOAswWuMe B cocTaB Habopa, B MCNOMb3yeMbIX KOH-
LIeHTpaLMAX He TOKCUYHBI.

Mpu pabote ¢ Habopom cneayet cobntogate MOCT P 52905-
2007 «J1labopaTopun meanumHckue. TpebosaHuns 6e30macHOCTH».

Mpu pabote ¢ HabopoM cneayeT HageBaTb OAHOPa3oBble Nnep-
YaTKM, Tak Kak obpasLbl KpOBM YenoBeka creayeT paccMaTpuBaThb
KaK MOTEHUManbHO WMHMUUMPOBaHHbIE, CMOCO6HbIE AnUTeNnbHOe
BpeMsl COXpaHsATb W nepefasatb BWY, Bupycbl renatutoB wnm
noboii apyrovi BO36yanTENb BUPYCHOW MHMbEKLMN.

Bce ncnonb3oBaHHble MaTepuansl Ae3MHbULUMPOBaTb B COOT-
BETCTBUM C TpeboBaHmamu MY 287-113 «MeToamuyeckune ykasaHus
no Ae3nHdeKUUM, NPeacTePUIN3ALMOHHON OYUCTKE U CTEpUIn3a-
LMK M3AENNUI MEAULIMHCKOTO Ha3HaueHMs».

OBOPYAOBAHME,
MATEPWUAJIbI, PEATEHTDI

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

- ueHTpudyra nabopaTtopHasi;

- A03aTopbl NMneTouHble Ha 0,05-0,2 n 0,1-1,0 mn;

- Npobupku;

- BOAa AUCTUINNPOBaHHas;

- nnasma-kanubpatop  («MynbTuTex-kanubpatop»  Kart.
N@ 773, npoussoantens — 000 dupma «TexHonorns-CraHaapT»,
3aKa3blBAETCS AOMOSHUTENBHO);

- KOHTPOJ/IbHas! Mfia3Ma C HoOpMasibHbIM AMana3oHOM 3HaueHWi
(«TexHoknot H» kaT. NO 774, npoussoautenb — OO0 dwupma
«TexHonorna-CraHaapT», 3aKa3blBaeTCs AONOMHUTENBHO);

- KOHTPO/ibHas nniasMa C NaTofIorMyecknuM AnanasoHoM 3Ha-
ueHuit («TexHoknoT M» kaT. N2 775, npoussogutens — OO0

¢upma «TexHonorms-CraHaapT», 3aka3biBaeTCcs AOMOMHUTENBHO);
- nepyaTku MeAMLIMHCKME ANarHOCTUYECKME OAHOPa30BbIe.

NMPUIOTOBJIEHUE
AHAJINBNPYEMbIX OBPA3LIOB

KpoBb Ans MCCNEAoBaHWUs 3abupaloT U3 JIOKTEBOW BEHbI B
NIacTUKOBYHO Npobupky, cogepxailyto 3,2-3,8 % pacTBop HaTpus
JIMMOHHOKMCIOro Tpéx3amelleHHoro (umtpaT Hatpusi). CooTHO-
WweHve 06bEMOB KpOBM M uuTpata Hatpus - 9:1. Bo3MOXHO wc-
Nnosib30BaHNE BaKyyMHbIX CUCTEM A5 3a6opa KpoBM, CoaepXalLmx
umTpat HaTtpua (3,2-3,8 %). Kposb LeHTpudyrmpytoT npu 1200-
1600 g B TeueHvne 15 MuH. B pe3ynbtate nonyyatoT 6GegHyto
TpombouuTamMu nnasMmy, KOTOPYKO NEPEHOCAT B APYryto nNpobupky,
rAe XpaHAT 4O NPOBeAeHNs UCCNefoBaHUs.

LieHTpndyrinposaHne AOMKHO NPOBOAUTLCS HEMOCPEACTBEHHO
nocne B3sTWSI KPOBM, @ OTOOp Ma3Mbl Ha MUCCnefoBaHWe — cpasy
Xe nocne UeHTpudyrnposaHus. He gonyckaetcs aHanus niasmbl
KPOBM, MMEIOLLEN CrycTKM, FreMonu3 M MonyyeHHon 6onee 4 4
Ha3aj, a TakKe 3aMOPOXEHHOW Mna3Mbl KposW. [ns AaHHOrO
aHanusa He pekOMeHOyeTCsl XpaHeHue obpasuoB 61onornyeckoro
MaTepuana npu Temnepatype +2... +8 °C B CBSi3n C BO3MOXHO-
CTbIO XONOLAOBOM aKkT1BaUMKN (PaKTOPOB CBEPTLIBAHMS.

NMPUITOTOBJIEHUE PEAFEHTOB
U NPOBEAEHUE AHAJIN3A

1. NOAroTOBKA PEATEHTOB K PABOTE

1.1. PasBegeHne TpoMbuHa B KoMiekTauum N2 1

B oanH 13 nakoHOB C TPOMOMHOM BHECTM HeobxoanMoe KO-
JINYECTBO AMCTUIIMPOBAHHOW BOAbl (CM. Tabnuuy B macropre K
Habopy) W pacTBOPUTb COAEPXKMMOE B YCIIOBUSIX KOMHAaTHON TeM-
nepatypbl (+18... +25 °C) npu nerkom nokauvMBaHUM A0 MOSHOrO
pacTBOpeHUsi peareHTa.

CeepTbiBaloLWasl akTMBHOCTb MPUrOTOBNEHHOrO Takum obpa-
30M pacTBopa TpoMbuHa MpoBepsieTCs Ha nna3Me-kanubpartope
«MynbTuTex-kannbpatop» (kat. NQ 773, npoussoauTens — OO0
dupma «TexHonorms-CraHaapT», 3aKa3blBaeTcs AONOMHUTENBHO),
a TaKKe CBEXel HOpMasbHOMW MniasMe.

PactBop TpoMbuHa He pekoMeHAyeTCs MporpeBaTb Npu Tem-
nepatype +37 °C M XpaHUTb MpW KOMHATHOM TemnepaType He
6onee 2 u.

1.2. NMonyyeHne nnasmbi-kanmbpaTopa AN KOMIUJIEK-
Taumn N2 1

Mna3ma-kannbpatop B coctaB Habopa B komnnekTaumn N2 1
He BXOAWT.

[Nt KOHTPONS CBEPTbLIBAOLEN aKTUBHOCTU TPOMBUHA MpUro-
[€EH OAVH U3 ABYX, NPEACTaBNEHHbIX HKE BapuaHTOB:

BapuaHT 1: Bo dnakoH ¢ «Mynbtutex-kannbpatopom» (kaT.
N2 773) BHecTM 1,0 MA AUCTWUIMPOBAHHON BOAbI M PacTBOPUTL
COAEpXMMOoe B YC/IOBMSIX KOMHaTHOW TemnepaTypbl (+18... +25
°C) npu nerkoM rnokaynBaHuM A0 MOJSIHOrO PacTBOPEHMUSI peareH-
Ta. Pa3sBepeHHyl0 nna3smy-kanubpaTop nepea MCCnefoBaHUEM
Bblaepxatb 25-30 MMH NpK KOMHaTHOWM TeMnepaType.

BapuaHT 2: BbegHas TpombouuTamu nnasma, NosyyeHHas no
OMMCcaHHOMY MeToAay (CM. Bblwe pasgen «[puroToBneHve aHanu-
3upyemblx 06pasuoB») OT 3-5 MpaKkTU4Yeckn 340POBbIX AOHOPOB,
CMeLIMBAETCS B paBHbIX NPONOPLIMSX.

2. NIPOBEAEHUE AHAJIN3A

2.1. OnpegeneHne TpOM6MHOBOro BpeMeHM Ha mnony-
aBTOMaTMUYECKOM KoaryJsioMeTpe Win MaHyasibHO

1. B kioBeTy koarynometpa BHectu 0,1 Mn  nnasmbl-
kanubpaTtopa wnu aHanu3Mpyemoro obpasua nnaasmbl KpoBu na-
umeHTa, mbo B Npobupky — 0,2 M Npu MaHyanbHOM onpegene-
HUW.

2. UHKy6buposaTb npu Temnepatype +37 °C B TeyeHne 1 MUH.

3. [lobaBuTb B KtoBeTY koarynometpa 0,1 Mn pacTBopa TpoM-
6uHa, nMetoLlero kKoMHaTHyto Temnepatypy (+18... +25 °C), nubo
B npobupky 0,2 mMn (Npu MaHyanbHOM onpeaeneHun) U HadvaTb
OTCYET BpEMEHM CBepTbiBaHWS A0 obpa3osaHuss MOpMHOBOro
cryctka (Npv MaHyanbHOM onpefeneHun — Mnpu nepyvoanyeckoM
nokKaumBaHUn NpPobupKH).

O6beM cMelLMBaEMbIX peareHToB M Naa3Mbl MOXET OT/MYaTb-
Cst ANs pasHbIX MOAENei KoarynioMeTpoB.

2.2. OnpepeneHne TpoM6MHOBOro BpeMEeHM Ha aBTO-
MaTUUYECKOM Koarysiometpe

KoarynomeTp B aBTOMaTM4ECKOM peXuMe CMELUMBAET M1asmy-
KanuépaTop MM aHanuavpyeMblii obpasel nnasMbl KPoOBU Nauu-
€HTa C pacTBOpPOM TpoMbWHa, nocne Yero perncTpupyer BpeMms
CBEpTbIBAHWS.

OnucaHne 1 HacTpoWku NpeacTaBfieHbl B UHCTPYKLUMU MPOuU3-
BOAWTENS aBTOMaTUYECKOro KoarynomeTpa.

KaTano»Hblii Homep Habopa: m
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3. YTEHME PE3VYJIbTATOB

TpoMbuHOBOE BpeMs CBEpPTbIBAHWSI BbIPAXalOT B CeKyHAAX.
PesynbTaT onpegeneHus 3TOro  nokasatens B nnasme-
KanubpaTope 3aBUCUT OT BbIOPAHHON aKTWBHOCTWM TpoM6MHa. B
60nblIMHCTBE CNyyaes LenecoobpasHo WCMonb30BaTb PacTBOp
TPOMOMHA, aKTUBHOCTb KOTOPOro B nna3me-kanubpaTtope cocTaB-
nser 14-18 c. B nacnopte k Habopy peareHTOB npeacTaBlieH
BapuaHT pasBefeHust Ans MnosyvyeHus HeobxoaMMO akTUBHOCTU
TpoMbuHa.

[vana3oH HOpManbHbIX 3HAYEHW MEeToAa 3HauMMO 3aBUCUT
OT crnocoba peruvcTpaumy Koarynsiumu, a Takke OT JOKasbHbIX
0COBEHHOCTEN BbINOMHEHWSI NPeaHaNUTUYEeCcKoro 3Tana Mccieno-
BaHWs, NMO3TOMY B KaXaol NnabopaTopun AOMKHbI ObITb NPUHSATHI
cobcTBeHHbIE  pedepeHTHble  WHTepBanbl. [pu  obcnefosaHWM
60/1bHbIX C NATONOrMEN CUCTEMbI reMOCTa3a HEPeAKO BCTpeYaeTcst
yASIMHEHME TPOMOGWHOBOIO BPEMEHM, YTO MOXET 6biTb 06ycnoB-
NIEHO CeayoWwmMM NPUYMHAMK: NPUCYTCTBUE B KPOBM aHTMKOAry-
naHToB (remapwH, aaburatpaH u Ap.); obpa3oBaHue U Hakomnne-
Hue B KPOBOTOKe NpoAyKTOB ferpagaumu ub-
puHoreHa/dubpuHa; rno- nnm admbpuHoreHemmsi; ancchnbpuHo-
reHemusi. HecsepTbiBaeMOCTb Mna3Mbl NOA BAUSHWEM TpoMBWHa
HabnoaaeTcs nocne BHYTPUBEHHOMO BBEAEHUS TepaneBTUYECKMX
[103 renapuHa, a Takxe (4acto) npv 3abope KpoBW U3 BEHO3HOrO
KaTeTepa.

4. BHYTPUIABOPATOPHbIi1 KOHTPOJIb KAYECTBA

Mpu ocywecTsneHnn BHYTpUNabopaTOpHOrO KOHTPONs Kaye-
CTBa PEKOMeHAyeTCs MCNOMb30BaTb KOHTPOJSIbHYKO Na3My C HOp-
MasnbHbIM AMana3’oHOM 3HaueHuin «TexHoKNoT H» (kaT. N2 774), a
TaKXKe KOHTPOMbHYIO NNasMy C MNaToNOrMYyeckuM AuanasoHoM
3HaueHul «TexHoknoT M» (kaT. N2 775).

yCcnoBua XPAHEHUA
N NPUMEHEHUA HABOPA

Habop peareHTOB Ansi onpefeneHns TpPOMOMHOBOIO BpPEMEHU
(Tpomb60o-TecT), B 3aBMCMMOCTU OT TEXHUKW BbINOMHEHMWS], NpeaHa-
3HayeH Ans BbinonHeHuss oT 100 go 200 onpepeneHuit (cM.
Tabnuuy 1).

Tabnuua 1

MakcuMasibHOe YMC/I0 OnpeaeneHnii KOHLEeHTpauui

¢pmbprHoreHa npu pasHoM pacxofe pacrtsopa TpoMbuHa

Pacxop TpombrHa Ha ofHO KonuuecTso onpeaeneHuii B
onpeaenexHne BapuaHTe KoMmnnekTaumm N 1
0,1 mn 200
0,2 mMn 100
MNpuMeyaHue: npu pa3BeaeHny TpoMbuHa Ha 5,0 M.

Habop peareHTOB Ansi onpeaeneHyst TPOMOMHOBOIO BPEMEHU
(Tpombo-TecT) HeobxoaMMO XpaHuTb Mpu Temnepatype +2... +8
°C B TeYeHWe BCEro Cpoka rogHoctn Habopa — 18 mecsiueB B
XONOAMNBHBIX KaMepax WM B XONOAWSIbHUKAX, obecneynsatoLmx
pernamMeHTUpOBaHHbI TEMNEPATYPHBIN PEXUM.

[JonyckaeTtca TpaHcnopTMposBka Habopa npu TemnepaType Ao
+30 °C B TeyeHue 30 CyTOK TPAHCMOPTOM BCEX BWAOB B KPbITbIX
TPaHCMOPTHBIX CPEACTBaX B COOTBETCTBMM C MpaBWfiaMu MepeBo-
30K, AEUCTBYIOLUIMMM Ha TPAHCMOpPTe AQHHOMO BMUAA, a TakkKe 0f-
HOKpaTHOe 3aMopaXkmBaHue.

Tabnuua 2
Ycnosusa XxpaHeHUs nocse BCKpbITUA plakoHOB
M NPUroTOBJIEHUS peareHToB

TemnepaTypHblii MpoaoMKUTENBHOCTL XpaHEHUS!
pexum Pabouni
pacTBop TPOMbUHa

+37 °C -

+18... +30 °C He 6onee 7 cyTok
+2...+8 °C He 6onee 10 cyTok
-20°C 3aMopaxkuBaHne He AOonycKaeTcs

He cnegyeTt cMeluvBaTh peareHTbl 13 HaGOpOB Pa3HbIX cepvu7|.

MEPbI MO BE30MACHOMN YTUIN3ALUN
MEAMLIMHCKOIO U3AENINA N OTXOA0B

YTUAM3aUMIO MU YHUYTOXEHWE, AE3UHMEKUMIO MEANLIMHCKO-
ro wsgenus cnegyet npoBoauTb B cooTBeTcTBuM € CaHluH
2.1.3684-21 «CaHuTapHO-3nMaemMunonormyeckne TpeboBaHus K
COAEPXKaHUID TEPPUTOPUIA TOPOLACKUX M CENbCKUX MOCENEHUI, K
BOAHbIM 06bEeKTaM, MUTLEBOM BOAE W MUTLEBOMY BOAOCHabXe-
HUIO, aTMOC(hEpHOMY BO3AYyXY, MO4YBaM, >XWbIM MOMELLEHUSM,
3KCMNyaTauuMmu NPOU3BOACTBEHHbIX, OGLLECTBEHHbLIX MOMELLEHUN,
OpraHusaumn 1 NpoBEeAEHNIO CaHUTapHO-NPOTUBO3MUAEMUYECKMNX
(NpodmnakTUUecknx) mMeponpustuin» n My-287-113 «Metoamnde-
CKMe yKkasaHusl No Ae3vHdeKUMmM, NpeacTepunmn3aumoHHON OUNCT-
Ke U CTEpUIn3aLmMm U3nennii MEAMLMHCKOTO Ha3HauYeHUs».

MeauumHCKoe M3Aenune, He nognexallee WUCnosb30BaHWIo, a
TaloKe C UCTEKLWMUM CPOKOM FOAHOCTU OTHOCWUTCS K MEAMLMHCKUM
oTxodaM knacca A (CanluH 2.1.3684-21), He copepxawmm no-
TeHUManbHO onacHble MaTepuasbl U BelecTsa (3nnMaemMmonornye-

cku 6e3onacHble 0TXoabl).

Bce vcnonb3oBaHHble OAHOPa30Bble pacxoAHble MaTepuansl,
obpasylowmecs npu pabote ¢ usgenveMm, coaepxalume obpasupl
nnasmbl KPOBM MauUMEHTOB, HeobxoaMMo noaeepratb obpaboTke
AE3VHMUUMPYIOWMMI CPEACTBaMI C MOCIEAYIOLLEN YTUIM3aUMeNn
(cM. MY-287-113 «MeToanyeckne ykasaHusi Mo Ae3MHGEKLMN,
NpeaCTEPUIN3ALIMOHHON OYMCTKE WM CTEPUIM3aLMM M3aenvin Me-
OVLMHCKOTO Ha3HauveHus»), Kak NoTeHuManbHO MHMULMPOBaHHbIE
MeauumnHckmMe otxoabl knacca b (CanluH 2.1.3684-21). C6op,
BPEMEHHOE XpaHeHWe W BbiBO3 TaKWX OTXOAOB CredyeT BbiMon-
HSTb B COOTBETCTBMM CO CXEMOW O0OpalLeHUsi C MeAULMHCKMMU
0TX0AaMM, MPUHSITOM B OpraHv3auMu, OCYLLECTBASIOWEN Meau-
LIMHCKYIO AeSTENbHOCTb.

PeareHTbl, BXoaswwme B CcOCTaB Habopa, He SBNSIOTCA ropto-
YUMK 1 B3PbIBOOMACHBIMU. CUNbHOE HarpeBaHWe BTOPUYHOM yna-
KOBKM (KOpObkM M 6nnctepa) MoXeT NpuBOAUTbL K UX BO3ropa-
HUIO.

FAPAHTUMAHDBIE OBAI3ATE/IbCTBA

MpousBoauTenb rapaHTMpYeT COOTBETCTBME  BbIMycKaeMblX
n3genuin TpeboBaHUsSM HOPMATUBHOW U TEXHUYECKON AOKYMEHTa-
UMM B TeYeHMe YKa3aHHOro CpoKa rogHOCTM npu cobnogeHwn
BCEX YC/IOBUI TPAHCMOPTUPOBAHUS, XPaHEHUS U MPUMEHEHMSI.

Be3onacHoCTb, kayecTBO M 3((EKTUBHOCTb WU3AENUS rapaH-
TUPYIOTCS MPOM3BOAWTENEM B TEYEHWE BCEro CPOKa rOAHOCTU.

[Ans nonyyeHnst HageXHbIX pe3ynbTaToB HeO0bX0AMMO CTporoe
cobnogeHe MHCTPYKUMM NO NpuMeHeHuto Habopa. Jliobble oT-
K/TIOHEHMS1 OT peKkoMeHAOBaHHbIX MpoLeayp NpoBefeHUs aHanu3a
1 MpUroTOBMIEHUSI PeareHTOB MOryT MPUBECTU K MOMYYEHUIO He-
BEPHbIX pe3y/bTaToB UCCIeA0BaHMsI.

MAPKUPOBKA U3AENINA

Ha crakoHax M yrMakoBKE W3AENNS HaHeCeHbl ceayolme
CVMBOSbI:

MeauuuHckoe — u3- CepwiiHblin
fenve Ana AnarHo- HOMep

CTUKK in vitro
~ TeMmnepaTypHbiit D3 Wcronb3oBath
: 1 ro ...

Anana3oH

Mo Bonpocam, kacarowmmcs kavectsa Habopa peareHToB Ans
onpeaeneHns TpoMbuHoBoro BpemeHun (Tpomb6o-TecT), cneayeT
obpalatbest B OO0 ¢upmy «TexHonorusi-CTaHgapT» No 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.

Bepcus nHcTpykumnm 1.0.
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