ANTB-9n-Tecrt
Ha 100-200 onp.

no NpuMeHeHu1o Habopa peareHToB
ANs onpepesieHNsl akTUBMPOBAHHOI O

napuuanbHOro TpoM60n1acTMHOBOro BpEMeHU
(ANTB-3n-TecT)

MHCTPYKLUUA

HA3HAYEHMUE

Habop peareHTOB Ansi onpeneneHvs akTMBMPOBAHHOIO nap-
LmanbHoro TpombonnactnHosoro Bpemenn (AMTB-In-TecT) npea-
HasHayeH ANsi BbIMONHEHWs 6a30BOM METOAMKM WCCNEAoBaHUs
CUCTEMbI FeMoCTasa - onpeaeneHns akTMBMPOBAHHOMO napumanb-
HOro (4YacTuyHoro) TpombonnacTtMHoBoro Bpemexn (AMNTB/AYTB).
OnpegeneHue AMTB Ucnonb3yeTcs ANs OLEHKM BHYTPEHHEero nyTu
CBEpTbIBAHWSA B MNya3Me KpoBM, BbISIBNEHWS TMnep- W runokoary-
JIIUMOHHOMO CABWUra, KOHTPO/S 3a renapuHoTepanueil Npu TpoM-
603ax, TpoM6oaMbonuax M [BC-cuMHApOMax pasnnMyHoi 3TWO-
lorMK, Ans avarHoctuku remodpunuin (aedpuumt daktopos VIII,
IX, XI), HanMumsl B NiasmMe KpoBM aHTMKOAryNsiHTOB BOSIYaHOYHO-
ro Tvna, 6onesnu BunnebpaHaa.

Habop npepHa3HaueH TONMbKO ANs NpOdeCccMOoHanbHOro Mc-
Nosib30BaHWs cneumanmcTamm B 061actu nabopaTopHoM AuarHo-
CTVKW: 3aBeayowmmmn nabopatopusimu, Bpadamu KJ1[, Bpayamu-
nabopaHTamu,  MeAUUMHCKMMM  nabopaTopHbIMM  TEXHMKaMM
(denbawep-nabopaHT), nabopaHTamu, MeAULMHCKUMU TEXHOIO-
ramu.

Obnactb npuMeHeHust Habopa: knMHMYeckas nabopaTopHas
[MarHOCTUKa, KNMHWYecKas MeauumnHa.

XAPAKTEPUCTUKA HABOPA

MpuHunn meropa. OnpeaensieTcs BpeMsl cBepThiBaHus (pe-
Kanbumukaumm) nnasmbl KpOBU B YCNIOBUSIX CTaHAAPTU3MPOBaH-
HOW KOHTaKTHOM (3nn1aroBoi Kucnotoi) u cocdonmnuaHon (B
3aBMCMMOCTM OT KomnnekTaummn docdonmnuaamm ns com unm us
Mo3ra Kponuka (kedanuH)) akTMBauMmu npouecca B MpUCyTCTBUM
WOHOB KasbLusi.

Cocras Habopa:

Komnnektaums NQ 3 (kat. NQ 731):

1. AMTB-2n-peareHT (pacTBop, cofepxalmii cdocdonmnuabl
pacTUTENBHOMO MPOUCXOXAEHUS (COEBblE), 3MNaroByl0 KWUCNOTY,
6ydep n crabunuzatopsl), 5 mn — 2 ¢n.

2. Kanbumnsi xnopug (0,277 %, 0,025 M pactsop), 10 mn —
1 dn.

AHAJINTUYECKME
XAPAKTEPUCTUKN HABOPA

[onyctumoe oTkIoOHeHne AITB oT aTTecToBaHHOro 3HaveHus
B koMmnnekTauum N2 3 — He 6onee 10 %.

KoachduumeHT Bapvaummn pesynbtaTtoB onpeaeneHus AMNTB B
komnnekTauun N2 3 — He 6onee 10 %.

[LonycTumblii pa3bpoc pesynbTaToB onpeaeneHus AMTB B oa-
HoW npobe nnasMbl KpOBWM pasHbiIMM Habopamu ofHoW cepun B
komnnektaummn N2 3 — He 6onee 10 %.

TecT 4yBCTBUTENEH K MPUCYTCTBUIO B KPOBWU a@HTUKOArynsiH-
TOB.

HopmaTuBHble 1 akTUyeckne 3HayeHus aHanMTUYecKnx no-
KasaTesieil ykasaHbl B nacropTte K Habopy.

MEPbI
NMPEAOCTOPOXXHOCTHU

MoTeHUManbHbIA pUCK NpUMeHeHust Habopa — knacc 2a (npu-
ka3 MUHUCTEpCTBa 34paBOOXpaHeHuns Poccuiickol deaepaumm NQ
4H ot 06.06.2012 1.).

Habop peareHTOB MCMOMb3yeTCs TOMbKO AN MPUMEHEHUs in
vitro.

PeareHTbl, BXxoAsiLMe B cocTaB Habopa, B UCMOMb3YyeMbIX KOH-
LIEHTPaLMSIX HE TOKCUYHBI.

Mpu pabote c Habopom cneayeT cobntogatb FTOCT P 52905-
2007 «J1labopaTopun MmeanumHckue. TpebosaHus 6e30macHOCTH>.

Mpu pabote ¢ HabopoM creayeT HageBaTb OAHOPA3oBble Mep-
yaTKu, Tak Kak 06pasLibl KPOBM YenoBeka crneayeT paccMaTpuBaTh
KaK MOTEHUManbHO MHMbULMPOBaHHbIE, CMOCOGHbIE ANUTENbHOE
BpeMsi COXpaHsTb M nepefasBaTb BWY, Bupycbl renatutoB unu
noboi apyrovi Bo36byanTeNb BUPYCHOW MHMDEKLMN.

Bce ucronb3oBaHHble MaTepuarbl Ae3MHGULMPOBaTL B COOT-
BETCTBUM C TpeboBaHmnamn MY 287-113 «MeToanuyeckme ykasaHus
no fAe3nH@eKUMK, NpeacTepuaIn3aLMoHHON OUNCTKE U CTepunn3a-
LMW U3AENWI MEAULIMHCKOTO Ha3HauYeHWs»,

OBOPYOBAHME,
MATEPWUAJIbI, PEATEHTDI

- Koarynometp (Npv OTCYTCTBMW KoarysioMeTpa - CEKyHZAOMep,
BoAsIHasi 6aHs Ha +37 °C, npobupku);

- ueHTpudyra nabopaTtopHasi;

- 4o3aTopsbl nuneTo4Hsble Ha 0,05-0,2 1 0,1-1,0;

- Npobupku;

- BOAA AMCTUNIMPOBaHHas;

- nna3Ma-kanubpatop  («MynbTuTex-kannbpaTtop» - KarT.
N2 773, npoussoagutens — 000 dvpmMa «TexHonormsa-CtaHgapT»,
3aKa3blBaeTCs AOMONHUTENBHO);

- KOHTPO/IbHas njasMa C HOpPMaribHbIM AMana3oHOM 3HaYeHWi
(«TexHoknoT H» kart. NQ 774, npoussogutens — OO0 dupma
«TexHonorns-CraHaapT», 3aKka3blBaeTCs AOMOMHUTENBHO);

- KOHTpO/bHas nna3Ma C NaToforMYyeckuM AvManasoHOM 3Ha-
yeHuit («TexHoknoT M» kaT. N2 775, npowussoautens — OO0
dupma «TexHonorns-CtaHaapT», 3aKa3blBAeTCs AOMOMHUTENBHO);

- NMepyaTKn MeanUMHCKME AMarHoCcTMyeckne ofgHOPasoBbie.

NMPUIOTOBJIEHUE
AHAJINBNPYEMbIX OBPA3LIOB

KpoBb Ans uccnepoBaHust 3abupaloT U3 NIOKTEBOW BeHbl B
NAacTUKOBYLO NPobupKy, coaepxatlyto 3,2-3,8 % pacTBop HaTpus
JIMMOHHOKMCNOro Tpéx3aMelleHHoro (umtpat Hatpusi). CoOoTHO-
WweHve o6beMOB KpoBM M umMTpata Hatpus - 9:1. BO3MOXHO wuc-
Nosib30BaHNE BaKyyMHbIX CUCTEM A5 3a6opa KpoBMW, CoAepXaLLmxX
umTpat HaTtpusa (3,2-3,8 %). Kposb LeHTpudyrmpytoT npu 1200-
1600 g B TeueHve 15 MuH. B pe3ynbTaTe nonyyatoT 6GeaHyto
TpombouuTamMu nnasmy, KOTOPYK NEPEHOCAT B APYryto nNpobupky,
rAe XpaHAT 4O NPOBeAeHNs UCCNefoBaHus.

LlenTpndyrnposaHne AOMKHO NPOBOAUTLCS HEMOCPEACTBEHHO
nocsie B3STMS KPOBK, @ OTOOP Nfia3Mbl Ha UCCefoBaHWe - cpasy
Xe nocne UeHTpudyrnposaHus. He gonyckaetcs aHanus3 nnasmbl
KPOBM, MMEIOLLEN CrycTKM, reMonu3 M MosydeHHon 6Gonee 4 4
Ha3aj, a Takke 3aMOpOXEeHHOW Mna3Mbl KpoBW. [ns AaHHOro
aHanu3a He pekoMeHAyeTCs XxpaHeHue obpasLoB 61onor1MyecKoro
MaTepuana npu Temnepatype +2... +8 °C B CBSi3M C BO3MOXHO-
CTbiO XONOJ0BOW aKTUBaLMK (PaKTOPOB CBEPTHIBAHMSI.

NMPUIOTOBJIEHUE PEATEHTOB
N NPOBEAEHUE AHAJIN3A

1. NOAroTOBKA PEATEHTOB K PABOTE

1.1. Npurorosnenune AMNTB-dn-peareHTOB

AlMNTB-2n-peareHTbl KoMnnekTaumm N2 3 BXOAST B COCTaB Ha-
60poB B xuakol (opMe, roToBoi K UCnonb3oBaHwuio. MNepea npo-
BEJlEHWEM UCCNeaoBaHusl 0auH 13 (akoHoB C Xuakum AMTB-On-
peareHToM HeobXxoaMMO BCTPSIXHYTb, 3aTEM BbiAepXKaTb Npu KOM-
HaTHOW TeMmnepatype (+18... +25 °C) He MeHee 10 MuH.

Mpn AnUTENbHOM XpaHeHuM Ha AHe GnakoHa C XKUAKWM
AMNTB-2n-peareHTOM BO3MOXHO 06pa3oBaHve TOHKOro Cfios ocaj-
ka 6yporo unu 6ypo-3eneHoro LBeTa, YTO He WM3MEeHsIeT CBOWCTB
peareHTa. locne BCTpsixMBaHMS peareHT BHOBb byAeT npeacras-
NATb CO60M FOMOTEHHYIO XXMAKOCTb CBET/IO-KENTOro LBeTa C 3e-
NIEHOBATBIM OTTEHKOM.

BaxxHo! 3anpelleHo nepenveatb U XpaHuTb AMTB-peareHTbl
M3 OPUrMHAMbHbLIX MAACTUKOBBLIX (PIAKOHOB B CTEK/SIHHbIE EMKO-
CTW.

1.2. MpuroroBneHne pacrtsopa KaabLuua xaopuaa

PacTBop Kkanbums xnopuaa BXOAUT BO BCE KOMMJIEKTaUMKU Ha-
60pOB roTOBLIM K MCMOJIb30BAHMIO.

2. MPOBEAEHUE AHAJIU3A

2.1. Onpepenenne ANTB Ha noOJyaBTOMaTU4E€CKOM
KoarysoMeTpe uamu MaHyasbHO

1. B kioBeTy KoarynomeTpa wnav B npobupky (Mpu MaHyanb-
HOM onpegeneHun) BHectv 0,1 Mn nnasmbl-kanubpatopa wnm
aHanuaupyemoro obpasua naumueHTa.

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

3. [obaBuTb B KIOBETY UK B NpobupKy (Mp1 MaHyanbHOM On-
peaenenun) 0,1 mn AMTB-peareHTa, MMEKOLEro KOMHATHYIO TeM-
nepatypy (+18... +25 °C).

4. Yepes 3 MuH Kk cMecn aobasuTb 0,1 Mn pacTBopa Kanbuus
xnopuaa (Mmerowero Temnepatypy +37 °C) 1 HayaTb OTCYET Bpe-
MEHUN CBepTbiBaHusi A0 obpasoBaHus GubpuHOBOro cryctka (npu
MaHyanbHOM OnpefeneHnn — Npu NepuoanyeckoM NnoKaunBaHum
npobupkm).

O6beM cMelLMBaeMbIX peareHToB M Naa3Mbl MOXET OT/MYaTb-
Cst ANS pasHbIX MOAENeit KoarynoMeTpoB.

2.2. Onpepenexne AMNTB Ha aBTOMaTM4eCKOM Koary-
nomerpe

KoarynomeTp B aBTOMaTM4eCKOM peXuMe CMELUMBAET MNiasmy-
KanMbpaTop MM aHanusupyembii obpasel naumeHta ¢ AMTB-
peareHTOM M pacTBOPOM KanbLMsi X1opvaa, Nnocse Yero pernct-

KaTanoxxHbiii Homep Habopa:
000 dbupma "Texwonorun-Crauwpgapt"”
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pUpYeT BpeMsi CBEPThLIBaHUSI.
OnucaHue 1 HaCTPOWKK NpeACTaBfieHbl B MHCTPYKLMW NPou3-
BOAMTENSI aBTOMATUYECKOrO KoarynoMeTpa.

3. UTEHME PE3YJ1IbTATOB
AMNTB B HOpMe Y 340pOBbIX Ntogei — cM. Tabnuuy 1.

Tabnuua 1
HopMmaTtuBHble nokasaTenu AMNTB
Habop (kat. N2) MaHyanbHo KoarynomeTtpuyecku
AMNTB-3n-tect (731) 32-44 30-42

3HauyeHus1, NoNyYeHHbIe y 340POBbIX UL, B pas/iMyHbIX nabo-
paTopusix, 3aBUCAT OT peareHTOB M aHanuM3aTopoB, a Takxke OT
NOKanbHbIX 0COBEHHOCTEN BbINOMHEHWSI NpeaHanMTUYeckoro Ta-
na uccnenosaHns u cnocoba perncTpaumm Koarynsiumm, nosToMmy
B Kaxkgol nabopaTopuu AOMKHbI ObiTb MPUHSATHI COBCTBEHHbIE
pedepeHTHbIE UHTEpBasbI.

YAnuHeHne BpeMeHn CBEPTLIBAHWS BO3MOXHO MPU Pa3fnyHbIX
3abonesaHnax u cuHApoMax (koarynonaTtuu, B TOM YuCie remo-
dunum, ABC-cvHapoM, aHTUdoCchonUnuaHbIA CMHAPOM W Ap.), a
TaKoKe Npy Ha3Ha4YeHUN aHTUKOAryNsHTOB.

4. BHYTPU/IABOPATOPHbI1 KOHTPOJIb KAYECTBA

Mpu ocywecTsneHnn BHYTpUNabopaToOpHOro KOHTPONs Kaye-
CTBa PEeKOMeHAYeTCs MCNOMb30BaTb KOHTPOJIbHYIO MNa3My C HOp-
ManbHbIM AMana3’oHOM 3HaueHui «TexHokNoT H» (kaT. N2 774), a
TalOKe KOHTPOSIbHYIO M/a3My C NaToNOrMYECKUM  AMana3oHOM
3HaueHul «TexHoknoT M» (kaT. N2 775).

ycnoBua XPAHEHUA
N NPUMEHEHUA HABOPA

Habop peareHTOB AN onpeaeneHns akTMBMPOBAHHOMO Map-
umanbHoro TpombonnactuHoBoro BpemeHn (AMTB-dn-TecT), B
3aBMCUMOCTN OT TEXHUKMN BbIMOMHEHMS U KOMNJEKTaUWK, npeaHa-
3HayeH Ans BbinonHeHust ot 100 go 200 onpeaeneHuit (CMm.
Tabnuuy 2).

Tabnuua 2
MakcuMarnbHoe uyucno onpeaeneHnii ANTB npu pasHoM
pacxope peareHTOB U UCNOJIb3yeMOii KOMIJIEKTaLMKN
Pacxon AMTB-On-peareHTa KonmyecTBo onpeaeneHui
Ha OAHO onpejeneHue Komnnektaumsa N2 3

0,1 mn 100
0,05 mn 200

Habop peareHTOB Ans onpefeneHus akTMBMPOBAHHOIO nap-
umanbHoro TpombonnactHoBoro Bpemenn (AMTB-2n-TecT) Heob-
XOAMMO XpaHuTb MNpu Temnepatype +2... +8 °C B TeueHne Bcero
Cpoka rogHocTn Habopa, B komnnekTauum N2 3 — 18 mecsiues, B
XONOAWMBHBIX KamMepax Wnn B XOmoAufbHMKaX, obecneynBatowmx
pernamMeHTUPOBaHHbI TEMMNEPATYPHbIA PEXUM.

[JonyckaeTtcs TpaHcnopTMpoBka Habopa npu TemnepaType Ao
+30 °C B TeyeHue 30 CyTOK TPaAHCMOPTOM BCEX BWAOB B KPbITbIX
TPaHCMOPTHBIX CPEACTBaX B COOTBETCTBMM C NMpaBuiaMu NnepeBo-
30K, AEUCTBYIOLUIMMM Ha TPAHCMOpPTe AQHHOMO BWUAA, @ TaKkKe Of-
HOKpaTHOE 3aMOpaXkMBaHue.

Tabnuua 3
YcnoBusi XxpaHeHUs NOC/e BCKPbITUA (PlaKOHOB
M NPUroTOBJIEHUS peareHToB

TeMnepaTypHblit MpOAOIHKNTENBHOCTL XPaHEHNS

pexum AMNTB-2n-peareHT Kanbuus xnopua
+37 °C - He 6onee 1 cytok
+18... +30 °C He 6onee 7 cytok -
+2... +8 °C He 6onee 35 cytok | He 6onee 35 cytok
-20°C OpaHokpaTHoe OpHokpaTHoe
3aMopaXkvBaHue 3aMopaXkuBaHue
[0 2-X MecsueB [0 2-X MecsiueB

He cnegyeTt cMeluvBaThb peareHTbl 13 HaGOpOB Pa3HbIX cepvu7|.

MEPbI MO BE3OMNACHOM YTUWIN3ALUN
MEAMLIMHCKOIO U3AENINA N OTXOA0B

YTUAM3aUMIO MU YHUYTOXEHWE, AE3UHMDEKLMIO MEANLIMHCKO-
ro wsgenus cnegyet npoBoautb B cootBeTcTBuM € CaHluH
2.1.3684-21 «CaHuTapHO-3nMaemMunonormyeckne TpeboBaHus K
CoAepXKaHUIO TEPPUTOPUIA TOPOACKUX M CENbCKUX MOCENEHUN, K
BOAHbIM 06beKTaM, MUTLEBOM BOAE M NMWUTLEBOMY BOAOCHabXe-
HUIO, aTMOC(hEpHOMY BO3AYyXY, MOYBaM, >XWbIM MOMELLEHUSIM,
3KCrlyaTauMm MpPOU3BOACTBEHHbIX, OBLIECTBEHHbLIX MOMELLEHWIA,
OpraHusaumu 1 NpoBEAEHNIO CaHUTapHO-NPOTUBOIMUAEMUYECKMNX
(npodunakTuyecknx) meponpustnin» u My-287-113 «Metoamnye-
CKMe ykasaHusl No Ae3vHdeKUMmM, NpeacTepunmn3aLmoHHON OUNCT-
Ke U CTepUnuU3aLmv U3aenmii MeaULMHCKOrO Ha3HauYeHus».

MeauumHCKoe M3Aenune, He nognexallee WUCnosb30BaHWIo, a
TaKKe C UCTEKWMUM CPOKOM FOAHOCTU OTHOCUTCS K MEAMLIMHCKUM
oTxodaM knacca A (CanluH 2.1.3684-21), He copepxawmm no-

TEeHUManbHO onacHble MaTepuanbl U BellecTsa (3nuaeMmnonormye-
cku 6e30nacHble 0TXoAbl).

Bce vcnonb3oBaHHble OAHOPa30Bble pacxoAHble MaTepuansl,
obpasytowmecs npu pabote C usgenveM, cogepxalume obpasubl
nnasmbl KPOBM MauMEHTOB, HeobxoauMo noasepraTb 0bpaboTke
Le3MHOUUMPYIOWMMI CpeacTBaMK C MOCNEAYIOLEN yTunsaumen
(cM. MY-287-113 «MeToanyeckne ykasaHusi Mo Ae3vHbeKUmH,
NPeACTEPU/IN3ALIMOHHON OUYMCTKE U CTEPUNIM3ALMM M3Aenvin Me-
OVLMHCKOTO Ha3HaYeHUs»), Kak noTeHuManbHO MHPULMPOBaHHbIE
MeauumnHckme otxoabl knacca b (CanluH 2.1.3684-21). C6op,
BpPEMEHHOE XpaHeHWe W BbiBO3 TakMX OTXOAOB CredyeT Bbinos-
HSTb B COOTBETCTBMM CO CXEMOW O0OpalLeHUst C MEAULMHCKMMU
0TXOAaMM, NMPUHSTOM B OpraHv3auuu, OCYLLECTBAsIOWENn Meau-
LIMHCKYIO eSTENbHOCTD.

PeareHTbl, Bxoasiwme B cocTaB Habopa, He SBNAIOTCS ropto-
YUMK 1 B3pbIBOOMACHbIMU. CUNbHOE HarpeBaHWe BTOPUYHOM yna-
KOBKM (KOpO6KM M 6nmncTepa) MOXET MpUMBOAUTL K MX BO3ropa-
HUIO.

FAPAHTUAHDBIE OBA3ATE/IbCTBA

Mpou3BoaUTENb rapaHTUPYET COOTBETCTBUE  BbIMYCKAEMbIX
n3genuin TpeboBaHUsSIM HOPMATUBHOW U TEXHUYECKON AOKYMeHTa-
UMM B TEYEHWEe YKa3aHHOro CpoKa rofHOCTU Mpu COBoAEHUM
BCEX YC/IOBWIA TPAHCMOPTUPOBAHUS, XPaHEHUS U MPUMEHEHMSI.

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

[Ansi nonyyeHUst HaAEXHbIX pe3ynbTaToB HEOBX0AMMO CTPOroe
cobniofieHVe WHCTPYKUMKM MO MpUMEHeHUIo Habopa. Jliobble oT-
K/IOHEHWS1 OT PEKOMEHOBaHHbLIX NpoLeayp NpoBEAEHUsI aHanW3a
1 MPUrOTOBJIEHNSI PEAreHTOB MOryT MPWBECTU K MOMYYEHUIO He-
BEPHbIX Pe3y/bTaToB UCCIIEA0BaHMSI.

MAPKUPOBKA N3OENUA
Ha cdrnakoHax M yrnakoBKE W3AENNS HaHeCeHbl cieayolme
CVMBOSbI:

MeauuuHckoe — u3- CepwiiHblin
fenve Ana AnarHo- HOMep
CTUKW /n vitro

W) TeMmnepaTypHbii DC. Wcnonb3oBaThb
‘ 1 AVanaso [o ...

Mo Bonpocam, kacarowmmcs kavectsa Habopa peareHToB Ans
onpeaeneHns akTMBUMPOBAHHOMO MapumanbHOro TpoMbonnacTMHo-
Boro Bpemenu (AMTB-2n-TecT), cnegyet obpawatscs B 000
upmy «TexHonorma-Crangapm 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://TexHonoruna-craHgapt.po.

Bepcus nHcTpykumnm 1.0.
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