TEXHONOMAS
CTAHAAPT

U MHCTPYKLUA

no NpuMeHeHu1o Habopa peareHToB
ANs onpeaesneHnsi BOTYaHOYHOro
aHTUKOArynsiHTa

HA3HAYEHMUE

Habop Jkcnpecc-Jllonyc-TeCT npegHasHaveH Ans CKpPUHWMHIA
QHTUKOArynsiHTOB BOMYAHOYHOrO Tvna (BA nnmn ntonyc-aHTMKoary-
ngHTa). B nnasme kposu BA CBA3bIBAIOTCS C OTpULATENBHO 3aps-
XeHHbIM ochonmnmuaamm u 6enkoBo-hochonMNUAHBIMA  KOMI-
NIeKCaM1 1 TOPMO3ST aKTUBaLMIO U B3aUMOAEWNCTBUE Mexay coboi
nnasMeHHbIX PaKTOpoB CBEPTLIBaHWS KpoBu. Hanbonee 4eTko aTu
HapylweHusi BbisBAsOTCA B ochonunua-3aBuCUMbIX  Koarynsi-
LIMOHHBIX TecTax.

Hanuune B nnasme BA conpoBOXAaeTCs peunavBUpYHOLWMMN
TpoM603aMM BEH U apTepuii, HapyLIEHUsIMW MO3roBOrO KpoBOOG-
pawieHusi (ronoBHble 60nM, 0OMOPOKM, AMHaMM4eckue pac-
CTpO/CTBa MO3roBOr0 KpOBOOGPALUEHWsl, Mapesbl, 3SMUCUMHAPOM,
HapyLeHWsi 3peHnst U Ap.), deTonnaueHTapHOM HeAOCTaTOYHOC-
TbtO, MPMBbLIYHBIM HEBbIHALIMBaHWEM 6epeMeHHOCTU (BbIKMABILLK,
BHYTpUyTpoGHasi rubenb nnoga), TPOMGOLMTOMEHWEW, pexe —
KPOBOTOYMBOCTBIO MUKPOLMPKYNSITOPHOrO TUMa, Monvaniepruen,
APYrYMU UMMYHHBIMA HapyLIEHWUSMM, HAKIOHHOCTBIO K pasBUTULO
[ABC-cvHapoma.

XAPAKTEPUCTUKA HABOPA

MpuHuMn Metoaa. Onpegenenne BA B OpurMHanbHOM
CKPUHWHIOBOM BapuaHTe [3] 0CHOBaHO Ha CpaBHUTENbHO OLEeHKe
pesynbTaToB B nnia3Me 607bHOr0 aKTUBMPOBAHHOMO MapLyanbHO-
ro TpombonnactuHoBoro Bpemenn (AMTB) ¢ AByMS peareHTamu:
BbICOKOYYBCTBUTENMbHbIM K BA (AMTBga+) U HU3KOYYBCTBUTENb-

HbiM K BA (AMTBga-).
Hanuuune B nnasme BA BeaeTt K cpaBHUTENbHO 6onblueMy ya-

JIMHEHUIO BpeMeHn cBepTbiBaHWa B Tecte C AllTBgat+, 4YeMm C

AlTBga- -peareHToMm.

STO pa3nuuve He BbISBASETCA NPU APYrMX NpUYMHAX yasuHe-
HUS CBEpTbIBaHUS, B YacTHOCTKU, Npu aedbuumTe dakTopos ceep-
TbIBAHWUS, HANUYMKU UX MHTMOUTOPOB, NPU NeYeHun renapuHom (4o
KOHUeHTpauun renapvHa 0,25 ed./mn nnasmbl) M HeEMpsMbIMK
aHTUKoarynsHTamu. lNpu Bcex 3TUX CUTyauMsIX MUMEeTCs CxoaHas

runokoarynaumst B AlTBga+ 1 AlTBga- -TecTax.

CocrtaB Habopa:
1. AlITB-peareHT ¢ HU3KOH YYBCTBUTEbHOCTLIO K BA

(AMNTBga- -peareHT) (JIMOUNBLHO BbICYLLEHHBIN) - 2 .

2. A[lITB-peareHT C BbICOKOU YyBCTBUTE/ILHOCTbIO K BA
(AMTBga+ -peareHT), 5 Mn - 1 dn.

3. KoHTpo/ibHAasA 1/1a3mMa, NonoxutenbHas Ha BA (nmodunbHO
BbICyLUEHHas) - 1 ¢n.

4. Kambuyns xnopug (KOHUEHTpUpOBaHHLIN 20:1 pacTBop,
0,5M),2mn -1 dn.

[pumeyanme: [ANs NpOBEAEHVS UCCNeaoBaHWi HeobxoauMa
TaKXkKe cBexenonyyeHHass uuTpatHas 6OepgHas TpombouuTamu
nnasMa 3a0poBoro 4enoseka wnn PHIM-nnasma OOO umpmMbl
"TexHonorus-Ctangapt" (kat. N2 012).

Jkcnpecc-Jlronyc-Tect

AHAJTIUTUMECKME
XAPAKTEPUCTUKN HABOPA
KoaddmumeHT Baprauum pesynbtatoB onpegenexunst AMTB He
npesbiwaeT 10 %.
[JlonycTumblin pa3bpoc pesynbTaToB onpeaeneHus AMTB B oa-
HOW Mpo6e nna3Mbl KpoBW pa3HbiMKM Habopamu OAHOW cepun He
npesbiwaeT 10 %.

MEPbI
NMPEQOCTOPOXXHOCTHU

MoTeHUManbHbIN pUck NpuMeHeHus Habopa — knacc 2a (FOCT
P 51609-2000).

Bce peareHThl, BXogsiLuMe B Habop, UCMONb3YIOTCS TOMbKO ANst
nNpuUMeHeHus in vitro.

Bce KOMMNOHEHTbI Habopa B UCMOMb3yeMbIX KOHLEHTpaLUMsX He

TOKCHUYHbI.
KaTtano)xHbit HoMep Habopa: @

000 ¢upma "TexHonorua-Crangapt”

656037, bapHaya, a/a 1351, TeA./cakc (3852) 22-99-37, 22-99-38, 22-99-39, 27-13-00




Mpu paboTe c HabopoMm cnepyeT HageBaTb OAHOPA30Bble pe-
3MHOBbIE WM MNACTVMKOBbLIE MEpYaTKM, Tak Kak obpasubl nnasmbl
KPOBM YerioBeka crieflyeT paccMaTpvBaTb Kak MOTEHUMANbHO WH-
(pvumpoBaHHble, CnocobHble AAMTENbHOE BpeMsi COXpaHsTb U
nepegasaTb BUY, Bupyc renatuta B unu nioboii apyroii Bo3dyam-
Tesb BUPYCHOM MHEKLMM.

Bce ucnonb3oBaHHble MaTepuanbl Ae3vHbULMPOBaTb B CO-
OTBETCTBMM C TpeboBaHusmMm MY-287-113.

OBOPYOBAHME,
MATEPWUAJIbl, PEATEHTDI

- LleHTpudyra nabopatopHasi;

- KoarynoMmetp (Npu OTCYTCTBMM KOoarynoMeTpa - CEKyHAOMep,
TepMobaHs Ha +37 °C);

- nuneTkn eMectumocTbio 0,1 n 0,2-1,0 mn;

- NPOBUPKM CTEKNAHHBIE;

- BOAA AUCTUNIMPOBaHHas;

- NMepyaTKn pe3vHOBbIE XMpYpruyeckue.

NMPUIOTOBJIEHUE
AHAJINBNPYEMbIX OBPA3LIOB

KpoBb Anst uccnenoBaHvst 3abupaloT M3 JIOKTEBOW BeHbl B
NNacTUKOBYIO MM CUIMKOHMPOBaHHYIO MPOBUPKY, CoAepiKallyio
3,8 % pacTBOp HaTpusl IMMOHHOKMCIIONO TPEX3aMeLLeHHOro (UnT-
paTa HaTpws), COOTHOLEeHne 06beMOB KPOBM U UMTpaTa HaTpus -
9:1. Kpoeb ueHTpudyrvpytot npu 3000-4000 o6/mMuH (1200 g) B
TeyeHue 15 MuH. B pesynbTaTte nonyyaiot 6eaHyio TpoMboumTamm
nnasMy, KOTOpPYIO NepeHOCAT B APYryto Npobupky, rae XpaHaT Ao
NpoBefEeHNs NCCneaoBaHus.

Buumanwue! /g rosyyenns Bocripon3BoAUMbIX M TOYHbIX
Pe3ysibTaToB 0cOb60E BHUMAHWUE AOIKHO YAENATLECS COO/IIOAEHMNIO
PEKUMAE LEHTPUDYIMPOBaHUA.

LieHTpndyrmposaHme AOMKHO NPOBOANTLCS HEMOCPEACTBEHHO
nocne B3sTUS KPOBW, @ OT6OP MnasMbl Ha UCCNeAoBaHve - cpasy
Xe nocne ueHTpudyrnpoBaHns. He aonyckaeTcs aHanus nnasmbl
60NbHbIX, cofepXXalleii renapuH, UMeloLLel CryCTKW, FemMonm3 u
ronyyeHHoi 6onee 2 4 Hasaj, a Takke 3aMOPOXEHHOMN MasMbl
KPOBW.

NMPUITOTOBJIEHUE PEAFEHTOB
N NPOBEAEHME AHAJIN3A

1. NOArOTOBKA PEAFEHTOB K PABOTE
1.1. ANNTBga: -peareHT

AMNTBga+ -peareHT BXoAUT B COCTaB Habopa pa3BeAeHHbIM U
roTOBbIM K MCMOMb30BaHWIO. PekomeHayeTcs oTnmBaTbh Heobxoam-
MOe Ha AeHb paboTbl KOMMYECTBO peareHTa B OTAENbHYK Mpo-
61pKYy, OCHOBHOM >Xe hnakoH HeobXOAMMO MOCTOSIHHO XpaHWTb
npu Temnepatype +2... +8 °C B TeueHne BCEro cpoka MCrosnb3o-
BaHusl Habopa.

Mepea NpyMEHeHWeM BCTPSIXHYTb O MONYYEHUs! FOMOreHHO
CyCreH3uu.

1.2. PasBepenme AlNTBg,- -peareHTa

B oauH u3 ¢nakoHoB ¢ AMNTBga- -peareHToM BHecTn 2,5 Mn
OUCTUIINIMPOBAHHON BOAbl W PacTBOPUTL COAEPXXMMOE MpU KOM-
HaTHol TemnepaTtype (+18... +25 °C) 1 nerkom nokaumBaHuu B
TeyeHue 2 MWH, MOC/Ie Yero MOoJTyYEHHYH CYCMEH3MIO AOMOSHU-
TeSIbHO FOMOreHn3npoaBaTb NUMNETUPOBaHNeM, nsberas obpasoBa-

HUS neHbl. B pesynbtate nonyyatoT pactBop AlNTBga- -peareHTa,
KOTOPbIi A0 MCMOMb30BaHUSI AOMKEH ObiTb BblaepXaH Npu KOM-
HaTHOW TeMmnepaType B TeueHue 15 MuH. lMepen nMpuMeHeHWeM
BCTPSIXHYTb A0 MOJyYEHWs! FOMOreHHOW CYCreH3WM.

1.3. [MMpurotoBneHne pabouyero pacrBopa Kanbuus
xsopmaa

B neHb nccnepoBaHus, B COOTBETCTBUM C MOTPEOHOCTbLIO, KOH-
LIEHTPMPOBaHHbI pacTBOp KasbuuMs Xiopuaa U3 drakoHa passec-
TM AUCTMRAMpoBaHHOM Bopoi B 20 pa3 (1 06beM KOHLEHTpUpo-
BaHHOro pacTteopa + 19 o6bemoB Boabl). MonyyatoT paboumii
(0,277 %) pacTBop kanbums xnopuaa (aanee no TEKCTY - pacTBop
Kanbuus xiopuaa).

1.4. Pa3BefieHUe KOHTPOJIbHOW MJ1a3Mbl, NOJIOXKUTE b~
HOW Ha BA

Bo ¢h1akoH ¢ KOHTPONBHOIN NNa3MoN, NOMOXKUTENBHOW Ha BA,
BHeCcTM 1,0 M AMCTUNNMPOBAHHOW BOAbI U PacTBOpUTL Coaep-
XXMMOE MpKU KOMHaTHOM TeMmnepaType M JIerkoM NoKauuBaHuM B
TeYeHne 3 MUH.

KOHTponbHas nnasMa pasBoauTCsl B AeHb Hayana WCrosnb3o-
BaHWUS peareHToB Habopa "dkcnpecc-Jlionyc-Tect" u CnyxuT ans
NpOBEPKY NPaBUILHOCTY BbIMO/IHEHUS @HaNM3a.

2. MPOBEAEHUE AHAJIN3A

Jran 1. B kioBeTy KoarynomeTpa uan B npobupky (npu ma-
HyanbHOM onpegeneHun) BHectn 0,1 Mn nnasmbl 60bHOTO.

2. UHKy6upoBaTb Npu TemnepaType +37 °C B TeueHne 1 MUH.

3. JobasuTb 0,1 Mn AlMTBga+ -peareHTa, MMelOLEro KoMHarT-
HYIO TemMnepartypy.

4. NHkybuposaTb nNpu Temnepatype +37 °C B Te4eHne 3 MUH.

5. K cmecn pobasute 0,1 mn pabouero pacteopa Kanbums
xnopuaa (npeaeaputensHo nogorpetoro Ao +37 °C) u 3aperuct-
pvpoBaTb BpeMs CBEPTbIBAHMSI.

AHanornyHo, C npuMmeHeHnem AlTBga+ -peareHTa, onpege-
NUTb BPEMS CBEPTbIBaHUS B KOHTPOJIbHOM HOPManbHOM nna3me
(wnu PHM-nna3me).

3ran 2. B kioBeTy Koarynometpa win B npobupky (npu ma-
HyanbHOM onpegeneHun) BHecty 0,1 Ma nnasmbl 601bHOO.

2. MHKy6upoBaTh Npu Temnepatype +37 °C B TeueHne 1 MUH.

3. fobasutb 0,1 Mn pa3BeaeHHoro AlNTBga- -peareHTa, UMeto-
LLero KOMHaTHYIO TemnepaTypy.

4. NHkybuposaTb npu Temnepatype +37 °C B Te4eHne 3 MUH.

5. K cmecn pobasutb 0,1 mMn paboyero pactBopa Kanbums
xnopuaa (umerowero Temnepatypy +37 °C) u 3aperucTpuposaTtb
BpeMSl CBEPTbIBAHMUS.

AHanornyHo, ¢ ucnonb3osaHueM AlNTBga- -peareHTa, onpeae-
UTb BPEMS CBEPTbIBaHUS B KOHTPOJIbHOW HOpMasnbHOM mnasme
(wnn PHM-nnasme OO0 cdupmbl "TexHonorna-CtaHaapt”, kat. N2
012).

3. UTEHUE PE3YJIbTATOB
BbluncnsitoT nokasatenb MR no copmynam:

t; t3 Ry
Ry =—; R; =—; MR =—,
tz t4 R2
rge: ;- BpeMsi CBepTbIBaHMS M/1a3Mbl GOSILHOMO C peareHToM

AHTBBA+;

t,- BpeMs cBepTbIBaHUS KOHTPOSIbHON HOpMasibHOM MnasMbl C
peareHToM AlMNTBga+;

L3 - BpeMs cBepTbiBaHWs MNfa3Mbl 60MILHOrO C peareHToM
AHTBBA_;

t4- BpeMs cBepTbIBaHUS KOHTPOSIbHOM HOPMasibHOM MnasMbl C
peareHToM AlMNTBga-;

R; - nokasaTtenb yanMHEHUs BPEMEHU CBEPTbIBaHUSA Y 60/b-
HOro, B CpPaBHEHWM C KOHTporeM, B TecTe ¢ AlMTBga+ -peareHToMm;

R> - nokasaTenb yAIMHEHWUS BPEMEHW CBEPTLIBAHMSA Y 60/1b-
HOro, B CPaBHEHWM C KOHTposeM, B TecTe C AlNTBga- -peareHToMm;

NR - oTHOLLEHWE, KOTOPOE KOSIMYECTBEHHO OLIEHMBAET MUMO-
KoarynsiuMoHHbIl 3ddekT BA.

Y 300p0oBbIX NtoAeN M 6OMbHBIX C pa3HbIMKM BUAAMMW NATONIOMUM
remocrtasa, Ho 6e3 Hannums B nnasme kposu BA, nokazatens NR
B cpeaHeM paBeH 0,99 (6=0,10), ¢ npeaenamm HopMasbHbIX KO-
nebanuin (£20) ot 0,79 po 1,19. [lnanasoH 3HadeHuii NR oT 1,2
00 1,3 9BNgeTcs COMHUTENbHBIM pe3ynbTaToM U TpebyeT noBTop-
HOro obcnefoBaHusi, @ TaKXKe COMOCTaBNeHUs! C ApYrMMU TecTaMu
ans BoisiBneHns BA. Ecnv NR paseH vnu npesbiwaet 1,3, BblcOKa
BEPOSITHOCTb HaNM4Ms BOJTYQHOYHOIO aHTMKOArysiHTa.

YC/NNIOBUA XPAHEHWA
n NPUMEHEHUA

Habop paccuntaH Ha uccnegosaHne 50-100 o6pasuoB
nnasmbl KpoBu npu pacxoae AMTB-peareHtos no 0,1-0,05 mn Ha
aHanms.

XpaHeHue Habopa [OMKHO MPOBOAWTLCS MpU TemnepaType
+2... +8 °C B TeueHue Bcero cpoka rogHocTu Habopa (18 mec).
[lonyckaeTcs TpaHCMopTMpoBKa Mpu TemnepaTtype o +25 °C B
TeueHune 30 cyT. 3aMOpaXMBaHUe He AOMYCKAeTCs.

Bpemsi ucnonb3oBaHus Habopa He AO/MKHO MpeBbllaTh 2 He-
[eflb C MOMeHTa BCKPbITUS €r0 KOMMOHEHTOB.

AMNTBga+ -peareHT MOXHO XpaHUTb MpW KOMHaTHOW TeMmre-
patype (+18... +25 °C) He 6onee 7 AHel 1 B TEYEHWE BCErO CPO-
Ka MCnonb3oBaHUs Habopa npu Temnepatype +2... +8 °C. 3amo-
paxvBaHue He AonycKaeTcs.

AMNTBga- -peareHT MOXHO XpaHWTb MpW KOMHATHOM TeMmre-
paType He 6onee 6 4 1 He bonee 7 aHel Npu TemnepaTtype +2...
+8 °C. 3amMopaxviBaH1e He [A0MyCKaeTcs.

Paboumii pacTBop KasnbLmsi X/iopyaa MOXHO XpaHuUTb npu +37 °C
He 6onee 6 4, NpM KOMHATHOW TemrepaType He 6onee 1 AHa wnu
He 6onee 2 AHel B repMETUYHO 3aKpbLITOM hlakoHe Mpu Temne-
patype +2... +8 °C.

KOHTpOnbHYtO MnasMmy, NONoXUTENbHYIO Ha BA, MOXHO Xpa-
HUTb NPY KOMHATHOM TemMnepaType He Gonee 2 4.
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