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 cBepTbiBaHus (pe-
KanbUMukaumm) nnasmbl KpoBM B YCIOBUSX CTaHAAPTU3UPOBAH-
HOM KOHTaKTHOM (3n1aroBoi KUcioton) u dochonunuaHoi (B
3aBMCMMOCTM OT KomnnekTaummn docdonmnuaamm ns com unm us
Mo3ra Kponuvka (kecdanuH)) akTMBauMmu npouecca B MpUCyTCTBUM
MOHOB KasibLusl.

Cocras Habopa:

Komnnektaumsa N2 4 (kaT. N2 649):

1. ANTB-2n-peareHT (AMOMPWNIBLHO BbICYLIEHHAs CMeCb, CO-
fepxalas doconmnuabl XMBOTHOFO NPOUCXOXAEHUS (M3 MO3ra
KponnKa), annarosyto kucnoty, 6ydep u crabunusatopbl), Ha
2,5mMn -4 dn.

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

AHAJINTUYECKME
XAPAKTEPUCTUKN HABOPA

[Jonyctumoe oTkoHeHue AMNTB OT aTTecToBaHHOro 3HayYeHus
B komnnekTaummn N2 4 — He 6onee 5 %.

KoadbduumeHT Bapvaummn pesynbtaTtoB onpegenexus AMNTB B
komnnekTaumn N2 4 — He 6onee 5 %.

[JonycTumblit pa3bpoc pesynbTaToB onpeaeneHus AMTB B oa-
HoW npobe nnasMbl KpOBWM pasHbiIMM HabopamMu OAHOW cepun B
komnnektaumm N2 4 — He 6onee 5 %.

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

HopmaTtuBHble 1 hakTUyeckue 3HayYeHus aHanMTUYEeCKUX Mo-
KasaTenei ykasaHbl B nacrnopTte kK Habopy.

MEPbI
NMPEAOCTOPOXXHOCTHU

MoTeHUManbHbI pUCK NpUMeHeHUst Habopa — knacc 2a (npu-
ka3 MUHUCTEpCTBa 34paBOOXpaHeHuns Poccuiickolt degepaumm NQ
4H ot 06.06.2012 r.).

Habop peareHTOB MCMOMb3yeTCs TOMbKO AN MPUMEHEHUs in
vitro.

PeareHTbl, BXxoasiLme B COCTaB Habopa, B UCMO/b3YEMbIX KOH-
LIEHTpaLMsIX He TOKCUYHBI.

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

Mpu paboTe c HabopoM cneayeT HageBaTb OAHOPA30BbLle Nep-
YaTKM, TaK kak 0bpa3Lbl KPOBM YenioBeKa credyeT paccMaTpuBaTh
KaK MoTeHUManbHO WMHQUUMPOBaHHbIE, CMOCOGHbIE ANUTENbHOE
BpPEMsi COXpaHsTb M nepefasBaTb BWY, Bupycbl renatutoB wnu
noboii apyrovi Bo36yanTENb BUPYCHOW MHDEKLMN.

Bce ucnonb3oBaHHble MaTepuanbl Ae3nHdMUMpoBaTb B COOT-
BETCTBUM C TpeboBaHusimMm MY 287-113 «MeToanyeckme ykasaHus
no Ae3nHdeKUMM, NPeaCTEPUIN3ALMOHHON OYUCTKE U CTEpUIN3a-
LMW M34ENNI MEAULIMHCKOTO HAa3HaYeHMs».

OBOPYOBAHME,
MATEPWUAJIbI, PEATEHTDI

- Koarynometp (Npv OTCYTCTBMW KoarysioMeTpa - CEKyHZAOMep,
BoAsiHast 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);

- KOHTPOJIbHas nnasMa C HOpPMaJsibHbIM AMana3oHOM 3HaYeHUi
(«TexHoknoT H» kart. NQ 774, npoussogutens — OO0 dupma
«TexHonorns-CraHaapT», 3aKka3blBaeTCs AOMOMHUTENBHO);

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

- NMepyaTKn MeanUMHCKME AMarHoCcTMyeckne ofgHOPasoBbie.

NMPUIOTOBJIEHUE
AHAJINBNPYEMbIX OBPA3LIOB

KpoBb Ans MccnenoBaHusi 3abupaloT U3 JIOKTEBOW BEHbI B
NAacTUKOBYLO NPobupKy, coaepxallyto 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 TeueHue 15 MuH. B pe3ynbtate nonydyatoT 6eaHyio
TpombouuTamMu nnasmy, KOTOPYK NEPEHOCAT B APYryto nNpobupky,
rAe XpaHAT 4O NPOBeAeHNs UCCNefoBaHus.

LleHTpundyrmpoBaHne AOMKHO NPOBOAUTLCS HEMOCPEACTBEHHO
nocne B3sTUS KPOBW, @ OTBOP MnasMbl Ha UccnegoBaHve - cpasy
Xe nocne UeHTpudyrnposaHvs. He gonyckaetcs aHanus3 nnasmbl
KPOBM, MMEIOLLEN CrycTKM, reMonu3 M MosydeHHon 6Gonee 4 4
Hasaz, a TakkKe 3aMOPOXEHHOW nnasMbl KpoBW. NS AaHHOro
aHanu3a He pekoMeHAyeTCst XpaHeHue 06pasLoB 61Monornyeckoro
MaTepuana npu Temnepatype +2... +8 °C B CBS3U C BO3MOXHO-
CTbIO XON0LAOBOM aKT1BaLMKN (PaKTOPOB CBEPTLIBAHMS.

NMPUIOTOBJIEHUE PEATEHTOB
N NPOBEAEHUE AHAJIN3A

1. NOAroTOBKA PEATEHTOB K PABOTE

1.1. Npurorosnenune AMNTB-dn-peareHTOB

PasBepgeHune AMNTB-dn-peareHTa kommiekrauum N2 4

B oauH w3 cdnakoHoB € nnocdunmsmpoBaHHbiM  AMNTB-In-
peareHTOM BHECTU 2,5 Mi AUCTUANNPOBaHHOW BOAbl U PacTBOPUTbL
CoZePXMUMOe MpW KOMHaTHOW Temnepatype (+18... +25 °C) o
NOJSIHOr0 PacTBOPEHWUs peareHTa, MOC/ie 4Yero BblAepXaTb Mony-
YeHHbI pacTBop AMTB-Dn-peareHTa He MeHee 10 MuH. lNepepn
MCMNONb30BaHMEM pa3BefeHHbIli AMTB-In-peareHT nocne XpaHe-
HUst Mpu +2... +8 °C, AoMmKeH 6biTb BblAEPXXaH MpyM KOMHATHOW
TemnepaType He MeHee 10 MuH.

1.2. MpurotosBnieHMe pacTBoOpa KasibLus xnopuaa

PacTBop Kkanbums xnopuaa BXOAUT BO BCE KOMMJIEKTaLMKU Ha-
60p0B roTOBbLIM K MCMOMb30BAHUIO.

2. MPOBEAEHUE AHAJIU3A

2.1. OnpepeneHue ANTB Ha nonyaBTOMaTU4ECKOM
KoaryJioMeTpe Win MaHyasibHO

1. B kioBeTy koarynometrpa wam B nNpobupky (Npu MaHyanb-
HOM onpepeneHun) BHectn 0,1 Mn nnasmbli-kanubpatopa wnu
aHanuaupyemoro obpasua naumeHTa.

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

3. [lobaBnTb B KIOBETY UK B NpobupKy (Mpy MaHyanbHOM On-
peagenenHun) 0,1 mn AMTB-peareHTa, MMeIOLWEro KOMHATHYIO TeM-
nepatypy (+18... +25 °C).

4. Yepes 3 MuH Kk cMecn aobasuTb 0,1 Mn pacTBopa Kanbums
xnopuaa (metowwero Temnepatypy +37 °C) u HayaTb OTCYET Bpe-
MEHUW CBepTbiBaHusi A0 0b6pasoBaHus GubpuHOBOro cryctka (npu
MaHyaslbHOM ornpefeneHnn — Mnpu NepuoanMveckoM MoKaunmBaHUm
npobupkm).

Ob6beM CMelLMBaEeMbIX peareHTOB U MNia3Mbl MOXET OTMYaTh-
Cst ANs pasHbIX MOAENeit KoarynioMeTpoB.

2.2. OnpeneneHuve ANTB Ha aBTOMaTM4eCKOM Koary-
nomMerpe

KoarynomeTp B aBTOMaTU4YECKOM peXxnMe CMeLLMBAET Nniasmy-
KanMbpaTop MnM aHanuaupyembii obpasel nauveHta ¢ AMTB-
peareHTOM M pacTBOPOM KarnbLuMsi xjopuaa, nocsie 4ero pernct-
pUpYyeT BpeMsl CBEPTbIBAHUS.

OnvcaHve 1 HaCTPONKN NPeACTaBeHbl B MHCTPYKLMM NPOU3-
BOAMUTENS @aBTOMATUYECKOro KoarynomeTpa.

KaTtano)xHblit HoMep Habopa: m
000 dbupma "Texwonorun-Crauwpgapt"”

54007, Bapmaya a/a 1381, Tea /chaxc (3852) 22-99.27_ 22.99.38. 22.99-2%. 271300




3. YTEHUE PE3YJIbTATOB
AINTB B HOpMe Y 340pOBbIX Ntoge — cM. Tabnuuy 1.

Tabnuua 1
HopMmaTtuBHble nokasartenu AMNTB
Habop (kat. N9) MaHyanbHo KoarynomeTpuyecku
ANTB-2n-Tect (649) 26-39 25-38

3HayeHusi, NoNyYeHHbIE Y 340POBbIX UL B Pa3nnyHbIX Nabo-
paTopusix, 3aBUCAT OT peareHTOB M aHaiM3aTopoB, a Takxe OT
JIOKaNbHbIX OCO6EHHOCTEN BbINOSIHEHMSI NMPEAHANIMTUYECKOrO 3Ta-
na uccneanoBaHus M cnocoba perncTpaumm KoarynsiuMm, nosToMy
B KaXXaoW nabopaTopun [OMKHbI 6biTb MPUHSTHI COBCTBEHHbIE
pedepeHTHbIE UHTEpBanbI.

YAnuMHeHne BpeMeHn CBEPTbIBAHMSI BO3MOXKHO MPY PasfinyHbIX
3aboneBaHusaxX U cMHApoMax (koarynonaTtuu, B TOM YuC/ie remo-
dunum, ABC-cuHapoM, aHTUdOochoNMNUAHbIN CUHAPOM M Ap.), a
TaKXKEe MPU Ha3HAYEHNN aHTUKOAry/ISHTOB.

4. BHYTPU/IABOPATOPHbIA KOHTPOJ1b KAYECTBA

Mpu ocywecTsneHnn BHYTpUNabopaToOpHOro KOHTPONS Kaye-
CTBa PEKOMEHAYETCS UCMOMb30BaTb KOHTPOJIbHYIO Ma3My C HOp-
MasnbHbIM AMana3’oHOM 3HaueHui «TexHoknoT H» (kaT. N2 774), a
TaKKe KOHTPOMbHYIO NMasMy C NaTooOrM4yeckuMm AnanasoHoOM
3HaueHul «TexHoknoT M» (kaT. N2 775).

ycnoBua XPAHEHUA
N NPUMEHEHUA HABOPA

Habop peareHTOB Ans onpefeneHus akTMBUMpPOBaHHOMO nap-
umnanbHoro TpombonnactuHoBoro Bpemenu (AMTB-Sn-TecT), B
3aBMCUMMOCTWN OT TEXHWKM BLINOSHEHUS U KOMMNIEKTaUuW, npeaHa-
3HauyeH Ans BbinosHeHust oT 100 o 200 onpepeneHmii (cM.
Tabnuuy 2).

Tabnuua 2
MakcuManbHoe uucno onpeneneHunit AMTB npu pasHoM
pacxofe peareHTOB U UCNOJIb3yeMOi KOMIJIEKTauum
Pacxon AMTB-On-peareHTa Konm4yecTBo onpeaeneHui
Ha OAHO onpejeneHue Komnnektaumus NQ 4

0,1 mn 100
0,05 mn 200

Habop peareHTOoB Ans onpeneneHvs aKTMBMPOBAHHOIO nap-
umanbHoro TpombonnactmHoBoro BpemeHn (AMTB-2n-TecT) Heob-
XOAMMO XpaHuTb Mnpu Temnepatype +2... +8 °C B TeueHue Bcero
Cpoka rogHoctu Habopa, B komnnekTaumm N2 4 — 24 mecsaua, B
XONOAMNBHBIX KaMepax WM B XONoAuNbHUKAX, obecrneunsatoLmx
pernamMeHTUpOBaHHbI TEMNEPATYPHBIN PEXUM.

[lonyckaeTtca TpaHcnopTMposBka Habopa npu TemnepaType Ao
+30 °C B TeyeHue 30 CyTOK TPAHCMOPTOM BCEX BUAOB B KPbITbIX
TPaHCNOPTHBLIX CPEACTBaX B COOTBETCTBMM C NpaBuiaMu NepesBo-
30K, AEUCTBYIOLUIMMM Ha TPAHCMOpPTe AQHHOMO BMUAA, a TakkKe 0f-
HOKpaTHOE 3aMOpaXKvBaHue.

Tabnuua 3
Ycnosusa XxpaHeHUs nocse BCKpbITUA plakoHOB
M NPUroTOBJIEHUS peareHToB

TeMnepaTypHbIi MNpoAo/MKUTENBHOCTb XPaHEHUS

pexXum AlTB-2n-peareHT Kanbums xnopua
+37 °C - He 6onee 1 cytok
+18... +30 °C He 6onee 7 cyTok -
+2... +8 °C He 6onee 35 cyTtok He 6onee 35 cyTok
-20°C OpHokpaTHoe OpHokpaTHoe
3aMopaXkmBaHue 3aMopaxuBaHve
[0 2-X MecsueB [0 2-X MecsiueB

He cnegyeTt cMeluvBaTh peareHTbl U3 HaﬁOpOB Pa3HbIX Cele)'I.

MEPbI N0 BE3OMACHOM YTU/IU3ALUN
MEAMLIMHCKOIO U3AENINA N OTXOA0B

YTUAM3aUMIO MU YHUYTOXEHWE, AE3UHMDEKLMIO MEAULIMHCKO-
ro wsgenus cnegyet npoBoauTb B cootBeTcTBuM C  CaHluH
2.1.3684-21 «CaHuTapHO-3nMaemMunonormyeckne TpeboBaHns K
COAEpXKaHUID TEPPUTOPUIA TOPOACKUX M CENbCKUX MOCENEHWUN, K
BOAHbIM 06bEeKTaM, MUTLEBOM BOAE M NMWUTLEBOMY BOAOCHabXe-
HUIO, aTMOC(hEepHOMY BO3AYyXY, MO4YBAM, >XWbIM MOMELLEHUSM,
3KCMNyaTauuMmu NPOU3BOACTBEHHbIX, OGLLECTBEHHbLIX MOMELLEHUN,
OpraHusaumu 1 NpoBEeAEHUIO CaHUTapHO-NPOTUBOIMUAEMUYECKMX
(npodunakTuyeckmx) MeponpusTuit» u My-287-113 «Metoamye-
CKMe yKkasaHusl No Ae3vHdeKUMmM, NpeacTepunmn3aumoHHON OUNCT-
Ke U CTepUIN3aLmnm U3aenuin MeAMUMHCKOTO HazHauYeHNs».

MeauumHCKOe M3Aenune, He nognexallee WMCnosb30BaHWIo, a
TaloKe C UCTEKLWUM CPOKOM FOAHOCTU OTHOCWUTCS K MEAWMLMHCKUM
oTxoaaM knacca A (CanluH 2.1.3684-21), He cogepxawym no-
TEHUMaNbHO OnacHble MaTepuanbl U BellecTsa (3nMaeMmnonornye-
ckn 6e3onacHble 0TXoabl).

Bce vcnonb3oBaHHblE OAHOPa30Bble pacxXoAHble MaTepuanbl,
obpasylowmecs npu pabote ¢ usgenvem, coaepxalume obpasubl
nnasMbl KPOBM MauueHToB, HeobxoaumMmo noaeepraTb obpaboTke
AE3VHMUUMPYIOWMMI CPEACTBaMI C MOCNEAYIOLLEN YTUIM3aUMEN
(cm. MY-287-113 «MeToamyeckve ykasaHus Mo Ae3vHdekuuu,
NpeACTEPUIN3ALIMOHHOM OYMCTKE WM CTEPUIM3aLMM M3penvin Me-
OMUMHCKOrO Ha3HayeHus»), Kak noTeHumanbHO MHMULMPOBaHHbIE
MeauumnHckme otxoabl knacca b (CanMuH 2.1.3684-21). C6op,
BPEMEHHOE XpaHeHWe W BbiBO3 TaKWX OTXOAOB CrleayeT BbiMon-
HATb B COOTBETCTBUMM CO CXEMOW O6palLEHMSt C MEAMLMHCKUMU
0TX0AaMM, MPUHSTOW B OpraHv3aumu, OCYLIECTBASIOWEN Meau-
LIMHCKYIO AeATeNbHOCTb.

PeareHTbl, BXxoaswwme B CcOCTaB Habopa, He SBNSOTCA ropo-
UYMMKU 1 B3PbIBOONACHBIMU. CUNbHOE HarpeBaHWe BTOPUYHOM yna-
KOBKM (KOpObkM M 6nnctepa) MoXKeT NpuBOAUTbL K UX BO3ropa-
HMIO.

FAPAHTUMAHDBIE OBA3ATE/IbCTBA

MponssoauTens rapaHTMpyeT COOTBETCTBME BbIMYCKAEMbIX
n3genuin TpeboBaHUsSM HOPMATUBHOW M TEXHUYECKON AOKYMEHTa-
UMM B TeYeHMEe YKa3aHHOro CpoKa roAHOCTM npu cobnoaeHwun
BCEX YC/IOBUI TPAHCMOPTUPOBAHUS, XPaHEHUS U MPUMEHEHMSI.

be3onacHoCTb, KayecTBO M 3(PEKTUBHOCTb U3AENNS rapaH-
TUPYIOTCS MPOVU3BOAWTENEM B TEYEHWNE BCErO CPOKA FOAHOCTM.

Ans nonyvyeHns HaaeXHbIX pe3ynbTaToB HEOH6XO0AMMO CTPOroe
cobnogeHe MHCTPYKUMM NO NpuMeHeHuto Habopa. Jliobble oT-
KIIOHEHUS1 OT PEKOMEHAOBaHHbIX MpoLuesyp MpoBeAeHUs aHanusa
1 NPUroTOBSIEHWUS PeareHTOB MOMyT MPUBECTU K MOJSTyYEHUIO He-
BEPHbIX Pe3yNbTaTOB UCCNEA0BAHNS.

MAPKWUPOBKA U3AENNA
Ha cnakoHax M ynakoBKe M3OENWs HaHeceHbl Crepylowme
CUMBOTbI:

MeauumHCKoe  U3- CepuiiHbIi
fenvie ans avarHo- Homep
CTVUKW in vitro

| TeMnepaTypHblii D'(. Vcnonb3oBaTb
‘ ‘ AVanasoH Ao ...

Mo BonpocaM, kacarowmmcs kavectsa Habopa peareHToB ans
onpeaeneHns aKTMBMPOBAHHOIO MapumanbHOro TpoMbonnacTMHo-
Boro Bpemenu (AMTB-2n-Tect), cnegyet obpawartscs B 000
dupmy «TexHonorus-CtaHgapT» no agpecy: 656037, r. bapHayn,
a/a 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-cranaapt.po.

Bepcus nHcTpykuun 1.0.


mailto:mail@tehnologia-standart.ru
https://www.tehnologia-standart.ru/

	‎\\Server1\личныепапки\Roma\Сайт\2022-01-12\АПТВ-Эл-тест (100-200 опр.), 649.doc‎
	ИНСТРУКЦИЯ
	ПРИГОТОВЛЕНИЕ РЕАГЕНТОВ
	4. ВНУТРИЛАБОРАТОРНЫЙ КОНТРОЛЬ КАЧЕСТВА
	УСЛОВИЯ  ХРАНЕНИЯ




