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 npepHa3HaueH TOMbKO Ansi NpodeccMoHanbHOro mc-
Nosb30BaHusl creumanmctamm B 06n1actu nabopaTopHoW AuarHo-
CTVKW: 3aBeayowmmm nabopaTtopusimu, Bpadamm KJ1, Bpayamu-
nabopaHTamMy,  MeAUUMHCKMMM  NabopaTopHbIMM  TEXHMKAMM
(cbenbawep-nabopaHT), nabopaHTaMy, MEAULMHCKMMWU TEXHOSO-
ramu.

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

XAPAKTEPUCTUKA HABOPA

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

Cocras Habopa:

Komnnektaumst NQ 2 (kat. N2 151):

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

2. MNna3ma-kanubpatop (NMMOPUIbHO BbICYLLEHHas), HAa 1 Mn -

1 dn.

AHAJINTUYECKME
XAPAKTEPUCTUKN HABOPA

KoadduumeHT Bapnaumm pesynbTaToB onpeaeneHus TpoMbu-
HOBOro BpemMeHun — He 6onee 10 %.

[onyctumMoe OTK/IOHEHME TPOMOMHOBOrO BpeMeHu OT aTTe-
CTOBaHHOr0 3HayeHus — He 6onee 10 %.

[onycTumblii pa3bpoc pesynbTaToB OnNpeaeneHnst TpOMOUHO-
BOr0 BPEMEHW B OAHOW Mpo6e NnasMbl KPOBM pasHbIMU Habopamu
oaHol cepun — He 6onee 10 %.

TecT 4yBCTBMTENEH K MPUCYTCTBMIO B KPOBM a@HTUKOArynsH-
TOB.

HopMaTuBHble M (aKTUYeCKMe 3HauYeHUs] aHalIMTUYEeCKUX Mo-
KasaTenen ykasaHbl B nacropTte K Habopy.

MEPbI MPEAOCTOPOXXHOCTHU

MoTeHUManbHbI PUCK NpUMeHeHWst Habopa — knacc 2a (npw-
ka3 MUHUCTEpCTBa 3ApaBoOXpaHeHus Poccuiickoli ®edepaumnm NQ
4H ot 06.06.2012 r.).

Habop peareHTOB MCMOMb3yeTcs TOMbKO AN MPUMEHEHWS in
vitro.

PeareHTbl, Bxoasilme B cOCTaB Habopa, B MCNO/b3YEMbIX KOH-
LIeHTpaLMAX HEe TOKCUYHBI.

Mpu pabote c Habopom cneayet cobntogatb FTOCT P 52905-
2007 «J1labopaTopun meanumHckue. TpebosaHus 6e30macHOCTH».

Mpu pabote c Habopom cneayeT HageBaTb OAHOPa30Bble nep-
YaTKK, Tak kak 06pasLbl KPOBM YenoBeka credyeT paccMaTpuBaTh
KaK MnoTeHUManbHO WHMUUMPOBaHHbIE, CMOCO6HbIE ANUTENbHOE
BpeEMSl COXpaHsaTb W nepegasaTb BWY, Bupycbl renatutoB wnm
noboii apyrovi Bo36yanTENb BUPYCHOW MHMbEKLMN.

Bce ucnonb3oBaHHble MaTepuanbl Ae3MHUUMPOBaTL B COOT-
BETCTBUK C TpeboBaHmsMn MY 287-113 «MeToanueckue ykasaHus
no Ae3nHdeKUMK, NpeacTepuan3aLmoHHON OUUCTKE U CTEpUnn3a-
LMK U3AENUI MEAULIMHCKOTO Ha3HaueHMs».

OBOPYOBAHME,
MATEPWUAJIbI, PEATEHTDI

- Koarynometp (Npu OTCYTCTBMM KOarynomeTpa - CEKyHAOMep,
BoAsiHas H6aHs Ha +37 °C, npobupku);

- ueHTpudyra nabopaTopHasi;

- Ao3aTopbl NuMneToyHble Ha 0,05-0,2 1 0,1-1,0 mn;

- Npobupku;

- BOAa AUCTUINNPOBaHHas;

- KOHTPOJ/IbHas! Mfia3Ma C HOpMasibHbIM AManasoHOM 3HaueHWi
(«TexHoknot H» kaT. NO 774, npoussoautens — OO0 dupma
«TexHonorna-CraHaapT», 3aKa3blBaeTCs AONOMHUTENBHO);

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

¢upma «TexHonorms-CraHaapT», 3aka3biBaeTcs 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
JIMMOHHOKMCNOro Tpéx3aMmelleHHoro (umtpat Hatpusi). COOoTHO-
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 nonydyaioT 6eaHyio
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 aHanu3 nnasmbl
KPOBM, MMEIOLLEN CrycTKM, FreMonu3 M nonyyeHHon 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 CBEPTLIBAHMSI.

NMPUITOTOBJIEHUE PEAFEHTOB
U NPOBEAEHUE AHAJIN3A

1. NOAroTOBKA PEATEHTOB K PABOTE

1.1. PasBegeHne TpoM6uHa B KoMmsiektaumm N2 2

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

CeepTbiBaloLWasl akTMBHOCTb MPUrOTOBNEHHOrO Takum obpa-
30M pacTBopa TpoMbuHa NpoBepsieTCs Ha nna3me-kanubpartope,
BXoZsLLel B cocTa Habopa.

PactBop TpoMbuHa He pekOMeHAyeTcs nporpesaTb MpU TeMm-
nepatype +37 °C U XpaHWTb MpU KOMHAaTHOW TemrepaTtype He
6onee 2 u.

1.2. NogroTtoBka nJyiasMbl-KannbpaTtopa Al KOMIJIeK-
Taumm N2 2

Bo cnakoH ¢ nnasmoii-kanubpaTtopoM BHecTn 1,0 Mn gucTun-
JIMPOBAHHOW BOAbI M PacTBOPUTL COAEPXKMMOE B YC/IOBUSIX KOM-
HaTHoM TeMmnepaTypbl (+18... +25 °C) npu ferkoM nokaunBaHum
[0 MOMHOrO pacTBOPeHWs peareHTa. PasBegeHHylo nnasmy-
KanubpaTop nepea MCCNeAOBaHWEM BbiAepXaTb He MeHee 25-30
MWH MpU KOMHaTHoOW TemnepaType (+18... +25 °C). Vcnonb3oBatb
[Ns1 KOHTPONS CBEPTbIBAIOLLEN aKTUBHOCTY TPOMBUHA.

2. NIPOBEAEHUE AHAJIN3A

2.1. OnpegeneHne TPOM6MHOBOro BpeMeHM Ha mnony-
aBTOMaTUUYECKOM KOarysioMeTpe Win MaHyasibHO

1. B kioBeTy koarynomerpa BHectu 0,1 Mn  nnasmbl-
kanubpaTtopa wnu aHanuM3mpyemoro obpasua nnaasmbl KpoBu na-
umeHTa, mbo B Npobupky — 0,2 M NpyM MaHyanbHOM onpegene-
HUW.

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

3. [lobasuTb B KoBeTy koarynometpa 0,1 Mn pactBopa Tpom-
6uHa, nMetoLero KOMHaTHyto Temnepatypy (+18... +25 °C), nmbo
B npobupky 0,2 mMa (NpyM MaHyanbHOM OfpefenieHnn) U HavaTb
OTCYET BpEMEHM CBEPTbiBaHWA A0 obpa3oBaHus MOpMHOBOro
cryctka (npyv MaHyanbHOM onpefeneHun — Mnpu nepyvoanyYeckoM
nokKaumBaHun NpobupKH).

Ob6beM CMelLMBaEMbIX peareHToB M Naa3Mbl MOXET OT/MYaThb-
€S ANst pasHbIX MoAenelt KoaryJioMeTpoB.

2.2. OnpepeneHne TpoM6MHOBOro BpeMeHM Ha aBTO-
MaTUYeCKOM Koarysnomerpe

KoarynomeTp B aBTOMaTM4ECKOM peXmMe CMELUMBAET Miasmy-
KanMbpaTop MM aHanusupyemblil 0bpasel, nnasMbl KPoBW Maum-
€eHTa C pacTBOpOM TpoMbWHa, nocne Yero perncTpupyer BpeMms
CBEPTbLIBAHWS.

OnucaHne 1 HacTpPoWKky NpeAcTaBfieHbl B UHCTPYKLUMU MpOU3-
BOAMUTENS @aBTOMATUYECKOro KoarynomeTpa.

3. YTEHME PE3YJIbTATOB

TpombuHOBOE BpeMsi CBEpPTbIBAHWSI BbIpaXalT B CEKyHAaX.
PesynbTaT onpegeneHuss 3TOro  nokasatens B NaasMe-
KanmbpaTope 3aBUCUT OT BbIGPAHHOW aKTMBHOCTU TpoM6WHa. B
60nbLIMHCTBE CNyyaeB LenecoobpasHo MCronb3oBaTh PacTBOp
TPOMOMHA, aKTUBHOCTb KOTOPOro B Mna3Me-kanubpartope cocTaB-
nser 14-18 c. B nacnopte k Habopy peareHTOB NpeacTaBieH
BapuWaHT pas3BefeHusl Ans NoyvyeHusl Heo6XxoaMMOWM aKTUBHOCTU

KaTtano)xHbih HoMep Habopa: m
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TpoMbuHa.

[nanasoH HOpMasbHbIX 3HAYEHWM MeToAa 3HaYMMO 3aBUCUT
OT crnocoba pervcTpauum KoarynsiuMu, a Takke OT NOoKanbHbIX
0COBEHHOCTEN BbINOMHEHUSI MPEaHaNUTUYECKOro 3Tana uccnego-
BaHWsI, NO3TOMY B KaXKaoi nabopaTopun A0/MKHbI 6bITb MPUHSITHI
CoBCTBEHHbIE pedepeHTHble WHTepBanbl. Mpu  obcnefoBaHWUM
60MbHBIX C NATONOMMEN CUCTEMbI FeMOCTa3a HepeaKo BCTpPeYaeTcs
yASIMHEHNE TPOMOGWHOBOIO BPEMEHM, YTO MOXET 6biTb 06ycnoB-
JIEHO CeayoLWMMM NMPUYMHAMK: NPUCYTCTBUE B KPOBW @aHTUKOAry-
NnsHTOB (renapuvH, gaburatpaH v ap.); obpasoBaHWe M Hakonse-
Hue B KPOBOTOKE NMpOAYKTOB ferpagaumu ¢u6-
puHoreHa/ubpuHa; rvno- nnn apubprHoreHemns; amcchnbpuHo-
reHemusi. HecsepTbiBaeMOCTb MnasMbl NOA BAWSHWEM TPOMOMHA
HabnoaaeTcs nocne BHYTPUBEHHOrO BBEAEHUS TepaneBTUYECKUX
[103 renapuHa, a Takxke (4acto) npv 3abope KpoBW M3 BEHO3HOMO
KaTeTepa.

4. BHYTPU/TIABOPATOPHbI KOHTPOJ1b KAYECTBA

Mpun ocywwecTBneHnn BHyTprnabopaTopHOro KOHTPONS Kaue-
CTBa pPeKOMeHAyeTCsl MCMOMb30BaTb KOHTPOJIbHYO Mia3My C HOp-
MasbHbIM AMANa30HOM 3HayeHui «TexHoknoT H» (kaT. N2 774), a
TaKXKe KOHTPOMbHYIO NfasMy C naToNorMyeckuMm AuanasoHoM
3HaYeHUi «TexHoKNoT M» (kaT. NQ 775).

YC/NioBUA XPAHEHUA
N NPUMEHEHUA HABOPA

Habop peareHTOB Ang onpeaeneHns TPOMOMHOBOrO BpeMeHU
(Tpombo-TecT), B 3aBUCMMOCTU OT TEXHWUKW BbINOSHEHWS, NpeaHa-
3HayeH Ans BbiNonHeHust oT 100 go 200 onpepeneHmii (cMm.
Tabnuuy 1).

Tabnuua 1

MakcuMasibHOe YMC/I0 OnpeaeneHnii KOHLeHTpauui

¢mbpuHOreHa npu pasHoOM pacxofe pacrsopa TpoMbuHa

Pacxop TpoM6uHa Ha oaHO KonunuectBo onpeaeneHuii B
onpeaeneHue BapuaHTe KomniekTaumm NQ 2
0,1 mn 200
0,2 mn 100
MpumMeyaHue: Npu paseegeHun TpoMbuHa Ha 5,0 mn.

Habop peareHTOB ANa onpeaeneHns TPOMOMHOBOrO BpeMeHM
(Tpombo-TecT) HeobxoaMMo XpaHuTb Mpu Temnepatype +2... +8
°C B TeueHMe BCero Cpoka rogHoctu Habopa — 18 mecsiueB B
XONOAMMBHBIX KaMepax WMN B XONOAWSIbHUKAX, obecrneumBatoLwmx
pernamMeHTVpOBaHHbIV TEMNEPATYPHBIN PEXUM.

[JonyckaeTtcs TpaHcnopTMpoBka Habopa npu TemnepaType Ao
+30 °C B TeyeHue 30 CYTOK TPaHCMOPTOM BCEX BMAOB B KPbITbIX
TPaHCNOPTHBLIX CPEACTBaX B COOTBETCTBMM C MpaBuiaMu Nepeso-
30K, AEMCTBYIOLUMMM Ha TPaHCMOpPTe AQHHOMO BWUAA, a Takxke of-
HOKpaTHOe 3aMOopaXkuBaHue.

Tabnuua 2
Ycnosusa xpaHeHns nocne BCKpbiTsa ¢nakoHOB
M NPUroTOBJIEHUS peareHToB

TeMnepaTypHbIi MpofoMKUTENBHOCTb XpaHEHMS!

pexum Pabounit Mna3ma-kanubpatop
pacTBop TpoMbuHa

+37 °C - -

+18... 430 °C He 6onee 7 cyTok He 6onee 3 yacos

+2...48 °C He 6onee 10 cyTok -

-20°C 3amMopaxuBaHue He | 3amopa)kuBaHue He

AonyckaeTcst [onycKaeTcst

He cneayeT cMelwmBaTh peareHTbl U3 HabopoB PasHbIX CEpUii.

MEPbI MO BE3OMNACHOM YTUWIN3ALUN
MEAMLIMHCKOIO U3AEINA N OTXOA0B

YTUAM3aUMIO MU YHUYTOXEHWE, AE3UHMDEKLMIO MEANLIMHCKO-
ro wsgenus cnegyet npoBoauTb B cooTBeTcTBUM € CaHluH
2.1.3684-21 «CaHuTapHO-3nMaeMuonoruyeckne TpeboBaHus K
CoAEpXKaHUID TEPPUTOPUIA TOPOACKUX M CENbCKUX MOCENEHUN, K
BOAHbIM 06beKkTaM, MUTLEBOM BOAE M NMWUTLEBOMY BOAOCHabXe-
HUIO, aTMOC(hEpHOMY BO3AyXy, MO4YBaM, XXWbIM MOMELLEHNSM,
3KCrlyaTauMm MpPOU3BOACTBEHHbIX, OBLIECTBEHHbLIX MOMELLEHWIA,
OpraHusaumu 1 NpoBeAEHNIO CaHUTapHO-NPOTUBO3MUAEMUYECKMX
(NpodunakTuuecknx) meponpustuin» u My-287-113 «Metoamnye-
CKMe yKkasaHusl No Ae3vHdeKUMM, NpeacTepunmn3aLmoHHON OUNUCT-
Ke W CTepununsaumv Usfenmii MeauLMHCKOro Ha3HaueHUs».

MeauumHCKOe M3aenune, He nognexallee WUCnosb30BaHuo, a
TaKXKe C UCTEKLWUM CPOKOM FOAHOCTU OTHOCWUTCS K MEAMLMHCKUM
orxoaaM knacca A (CanluH 2.1.3684-21), He cogepxalym no-
TEHUMaNbHO OMacHble MaTepuanbl U BelecTsa (3nuaeMmnonornye-
cku 6e3onacHble 0TXoAabl).

Bce ncnonb3oBaHHblE OAHOpa30Bble pacxofHble MaTepuansl,
obpasylowmecs npu paboTte ¢ usgenveMm, cogepxaiume obpasubl
nnasMbl KPOBM MaLMEHTOB, HeO6X0AMMO noaBepraTb 06paboTke
[E3VHGUUMPYIOLLMMM CPEACTBaMU C MOCiefytoLlei yTunmnsaumen
(cM. MY-287-113 «MeToamyeckme ykasaHus Mo Ae3vHdbekumu,
NpeACTEPUIM3ALIMOHHON OUYUCTKE U CTEPUNM3ALMN U3Aennii Me-

AMUMHCKOTO Ha3HayeHus»), Kak NoTeHuManbHO MHMULUMPOBaHHbIE
MeauumnHckne otxofbl knacca b (CanluH 2.1.3684-21). C6op,
BPEMEHHOE XpaHeHWe W BbIBO3 TaKWX OTXOAOB CleayeT BbiMon-
HSTb B COOTBETCTBMM CO CXEMOW O6palLEHMSt C MEAULMHCKMMU
0TX0AaMM, MPUHSTOW B OpraHv3aLMu, OCYLLECTBASIOWEN Meaun-
LIMHCKYIO AeSTENbHOCTb.

PeareHTbl, BXoasiluMe B CcocTaB Habopa, He SIBASIOTCSA ropto-
UYMMK 1 B3PbIBOONACHBIMU. CUNbHOE HarpeBaHWe BTOPUYHOM yna-
KOBKM (KOpOBKWM ¥ 6nucTepa) MOXeT NpuBOAUTL K MX BO3ropa-
HUIO.

FAPAHTUAHDBIE OBA3ATE/IbCTBA

MpousBoauTenb rapaHTUMpYeT COOTBETCTBUE BbIMyCKaeMbIX
n3genuin TpeboBaHUsSIM HOPMATUBHOW U TEXHUYECKON AOKYMeHTa-
UMM B TEYEHWE YKa3aHHOro CpoKa rofAHOCTU Mpu COGIoAEHUM
BCEX YC/IOBWIA TPAHCMOPTUPOBaHUS, XpaHEHUS U MPUMEHEHMSI.

Be3onacHocTb, kauyecTBO U 3hEKTUBHOCTL M3LENWS rapaH-
TUPYIOTCS MPOM3BOAMTENEM B TEYEHUE BCErO CPOKA rOAHOCTU.

[Ansi nonyyeHus HaieXHbIX Pe3yNbTaToB HEO6XOAVMMO CTPOroe
cobnofieHVe WHCTPYKLUMKM MO NMpUMEHeHUto Habopa. Jliobble oT-
K/TOHEHWS1 OT PEKOMEHZOBaHHbIX NMpoLeayp NpoBefeHWUs! aHanu3a
1 MPUrOTOBMIEHUSI PEAreHTOB MOrYT MPUBECTU K MOMYYEHUIO He-
BEPHbIX Pe3y/bTaToB UCCIIeA0BaHMSI.

MAPKWUPOBKA U3AENNA
Ha cnakoHax M ynakoBKe M3OENWs HaHeceHbl Creaylome
CUMBOJIbI:

MeauumHCKoe  U3- CepuiiHbIi
[enve Ans AuarHo- HoMep

CTUKW in vitro
‘ - TeMnepaTypHblil D(I Mcnonb3oBaTtb
7 ‘ [vanasoH AO ...

Mo BonpocaM, kacarowmmcs kavectsa Habopa peareHToB ans
onpeaeneHns TpoMbuHoBoro BpemeHun (Tpombo-TecT), cneayeT
obpauwatbcs B 000 ¢upmy «TexHonorms-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.

Bepcusi MHCTpyKkumn 1.0.
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