el Tex-daktTop IX-TecT
WHCTPYKLMA

no NpUMMeHeHUIo Habopa peareHToB AN
onpeaeneHus akTMBHOcTU cdakTopa IX
B N/JIa3Me KPOBM

HA3HAYEHMUE

Habop Tex-®aktop IX-TecT npeaHasHayeH Ans KOIMYeCTBeH-
HOro ornpeaeneHuns koarynsumoHHoro daktopa IX B nnasme kpo-
Bu. Onpepenenne daktopa IX ucnonblyercs Ans AMArHOCTUKK
reModunuu B, Ans KOHTPONs 3aMecTUTENbHON Tepanuu 60MbHbIX
remMocunmeli B koHueHTpaTtamMu cdaktopa IX.

XAPAKTEPUCTUKA HABOPA

MpuHunn meroaa. OnpenensioT BpeMs CBepTbIBaHWS Nas-
Mbl KPOBM B CMecu, cofepxalueit aeduunTHyto no dakrtopy IX
nnasMy, pasBefeHHylo uccnegyemyto nnasmy n AMNTB-peareHT, B
NPUCYTCTBUN MOHOB Kanbuus. KonnyecTBeHHOe onpeaeneHve ak-
TMBHOCTU (pakTopa IX BbINOAHAOT MO rpacduKy 3aBUCMMOCTU ak-
TMBHOCTU ¢hakTopa IX (B %) OT BpemMeHw cBepTbiBaHus B AMTB-
TecTe.

CocrtaB Habopa:

1. fepuuyntras no gakropy IX naazma (nModUIbHO BbICY-
LleHHas mnasMa KpoBW 4enoBeka, ypoBeHb (akTopa IX B KOTO-
poii He Bbiwe 1 %), Ha 2 mMA - 1 .

2. KontposibHas miazma (NMMOMWUNbHO BbICYLUEHHAs! KOH-
TpO/ibHas MnyiasMa KpPOBW YerioBeKa C YCTAHOBNIEHHOW aKTUBHO-
cTbto akTopa IX), Ha 1 Mn - 1 dn.

3. AlITB-peareHT (pacTBOpP 3/1aroBoi KWUCNOTbI, Coaepxa-
Lmid Mo3roBele docdonunuasl kponvka), 2,5 Mn - 1 dn.

4. Kanbuns xaopua 0,025 M, 10 mn - 1 dn.

5. bygep mpnc-HCT (KOHUEHTpUpoBaHHbIN 20:1; 1 M, pH 7,4),
5wmn -1dn.

AHAJINTNYECKME
XAPAKTEPUCTUKN HABOPA

JIuHelHOCTb onpeaeneHust - B ananasoHe ot 1 go 100 %.

KoadduumeHT Bapuaumm pesynbTaToB onpeaeneHus AMNTB
He npesblwaeT 10 %.

JonycTuMbIi  pa3bpoc pe3ynbTaToB OMpefesieHnsl YpPOBHS
¢dakTopa IX B oaHoi Npobe nnasMbl pasHbiMU HabopaMu OAHOW
cepun He npesbiwaeT 10 %. TecT YyBCTBUTENEH K NPUCYTCTBUIO
B KPOBMW @HTUKOAryfsHTOB.

MEPbI
MPEQOCTOPOXXHOCTHU

lMoTeHUuanbHbI pUck NpuMeHeHUs Habopa — kacc 2a (FTOCT
P 51609-2000).

Bce peareHTbl, Bxoaswme B Habop, MCNOMAb3YIOTCA TONbKO
0N NpUMeHeHuns in vitro.

Bce KOMMOHeHTbI Habopa B MCMOMb3yeMbIX KOHLEHTPALMSX He
TOKCUYHbI.

Mpu pabote c HabopoMm cneayeT HageBaTb OAHOPa3OBble pe-
3MHOBbIE MM NIACTUKOBbLIE MEPYATKKM, Tak Kak obpasubl nnasMbl
KPOBM 4enoBeka criegyeT paccMaTpuBaTb Kak MOTeHUMansHO
MHOUUMPOBaHHbIE, CMOCOGHbIE ANUTENBbHOE BPEMSI COXPaHSiTb U
nepeaaBatb BMY, Bupyc renatuta B unm noboit apyroi Bo3Gyam-
TeNb BUPYCHON MHEKLUMN.

Bce ucnonb3oBaHHble MaTepuanbl Ae3nHdUUMpoBaTb B CO-
OTBETCTBMM C TpeboBaHusMm MY-287-113.

OBOPYAOBAHME,
MATEPWUAJbI, PEATEHTDI

- KoarynomeTp (npu OTCyTCTBMM KOarysioMeTpa - CeKyHOo-
mep, TepMobaHsi Ha +37 °C);

- ueHTpudyra nabopatopHas;

- nuneTku BMmectnumoctbio 0,1, 0,5 1 0,2-1,0 mn;

- MEpHbIN LmnMHAp Ha 100 mn;

- NPOBGUPKM CTEKNSIHHbIE;

- BOZa AUCTWUNNMPOBaHHas;

- MepyaTKu pe3nHOBbIE XMPYpruyeckue.

KaTanoHblit HoMep Habopa:

000 ¢upma "TexHonorua-Cranpgapt"

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




MPUIOTOBJIEHUE
AHAJINBNPYEMbIX OBPA3LIOB

KpoBb ans uccnefoBaHusi 3abupatoT M3 JIOKTEBOW BEHbI B
NAaCTUKOBYIO MM CUIMKOHUPOBAHHYIO MPOBMPKY, CoaepXKaluyto
3,8 % pacTtBOp HATpUs JIMMOHHOKMCIOrO Tpéx3aMelLeHHOro
(uMTpaTa HaTpusl), COOTHOLWEHWE 06bLEMOB KPOBM M UMTpaTa
HaTpusa - 9:1. Kpoeb ueHTpudyrupyoT npu 3000-4000 06/MuH
(1200 g) B TeyeHve 15 MuH. B pesynbTaTte nony4ator 6eaHyio
TpomMboumTamMu nNnasMy, KOTOPYK NEPEHOCAT B APYryto Npobupky,
rAe XpaHsaT A0 NPOBEAEHNS UCCNeaoBaHUS.

LleHTpndyrmpoBaHme A0MKHO NPOBOAUTLCS HEMOCPEACTBEH-
HO nocne B3sTMSI KPOBW, @ OTOOp MfasMbl Ha WcciefoBaHMe —
cpasy xe nocne ueHTpudyrvposaHus. He ponyckaeTcs aHanus
nnasMbl KPOBU, UMEIOLLEN CrYCTKK, FEMONI3 U MoydeHHol 6onee
2 Y Ha3aa.

MNepen npoBegeHneM aHanu3a Bce wccneayemble obpasubl
pa3BecTu pabounM pactBopoM bydepa B 5 pa3 (0,1 mn obpasua
+ 0,4 mn paboyero pacrsopa 6ydepa).

NMPUITOTOBJIEHUE PEAFEHTOB
N NPOBEAEHNE AHAJIN3A

1. NOArOTOBKA PEATEHTOB K PABOTE

1.1. Pa3zBegeHne paeduumtHoM no cakropy IX
nnasmbl

Bo dnakoH ¢ aedmumTHONM Mo dakTopy IX nnasmoii BHeCT
2,0 MA AUCTUNNMPOBAHHOMN BOAbI U PacTBOPUTL COAEPXKMMOE MpU
KOMHaTHOW TemnepaType B TeueHue 3 MuH. lMepes wcnonb-
30BaHVeM fdeduumTHas no daktopy IX nnasma AomkHa 6biTb
BblAepXkaHa Npy KOMHaTHOM TeMnepaType B TedeHne 15 MUH.

1.2. Pa3zBefeHne KOHTPOJIbHOI N1a3Mbl

Bo ¢niakoH ¢ KOHTPOMbHOW MnasMoi BHeCcTM 1,0 MA aucTws-
JIMPOBaHHOM BOAbI U PacTBOPUTb COAEPXKMMOE MpU KOMHATHOM
Temnepatype (+18... +25 °C) B TeueHune 3 MuH. Mepes ncrnonb3o-
BaHMEM KOHTPO/bHAs nnasMa Ao/mkHa ObiTb BblAepXaHa npyu KOM-
HaTHOW TeMnepaType B TeyeHue 15 MUH.

1.3. Mpurotosnenue AMNTB-peareHTa

AlTB-peareHT rotoB K NPUMEHEHWIO, MEPEA UCMO/Ib30BAaHNEM
BCTPAXHYTb.

1.4. NpuroroBneHue pacreopa KasibLua xiopuaa
Kanbums Xnopua rotoes K NnpUMeEHEHUI0.
1.5. PasBepeHue KOHLEHTpUpoBaHHOro 6ydgepa

CopepxvMoe nakoHa C KOHLEHTPMpPOBaHHbIM Bydepom
Tpuc-HCI nepeHecTV B MepHbI LMAVHAP U A0BECTU 06beM auc-
TUNMpoBaHHOW Boaoi Ao 100,0 M. B pesynbTaTe nonyyatoT
pabouunit pacteop 6ydepa.

MpuroroBneHne pa3BeAeHNit KOHTPOJIbHOWM NJIa3Mbl
ANA NOCTPOeHUs KannbpoBoYHOro rpaduka

Mpobupka, Ne 1 2 3 4 5 6

Bychep, M 08 | 05 | 05 | 05 | 05 | 05

KoHTponbHas nnasma ¢
aTTeCTOBaHHbIM 3Haye-
HMEM aKTUBHOCTU ak-
Topa IX (100 %)

Mepemewatb v nepexe- | ¥ AY AV AV AV 4
cti B apyrylo npobupky | L0,5mn= L0,5und LO,5und L0, 5und L0, Tmnd

02wmn| - -Il- -Il- -II- -II-

Monydaemoe passese-
HU1e

1:5 | 1110 | 1:20 | 1:40 | 1:80 | 1:500

AxtusHocTb daktopa IX [ 100% | 50% | 25% [125%|6,25% | 1%

1.6. NocTpoeHune kanMbpoOBOUYHOI KPUBOA

NS KaX[oro pasBeAeHUst KOHTPOSIbHOM M/1a3Mbl BbIMOIHUTD
onpefeneHns ABaxKabl, CPeAHWA pe3ynbTaT OTMETUTb Ha Kanwb-
POBOYHOM KpuBOM. COEAMHUTL HAHECEHHbIE TOUKMU.

2. NIPOBEAEHUE AHAJIU3A
Koarynomerpnyecknsii BapnaHr:

1. B kioBeTy koarynometpa BHecTu 0,1 Mn pasBeaeHHol B 5
pa3 wccnegyemol nnasmbl (MM OAHOMO W3 Pa3BEAEHWU KOHT-
PONbHON Ma3Mbl NPY NOCTPOEHUM KaNMBPOBOYHOIO rpaduka).

2. B kioBety fobasutb 0,1 mn pedbuunTtHOM no dakTopy IX
nnasmbl 1 NporpeTb cMechb npu +37 °C B TeyeHne 1 MuH.

3. B kioBety gobasutb 0,1 mn AMTB-peareHTa, vMetoLEro
KOMHaTHYI0 TemMnepaTypy.

4. Yepe3 3 MUH. Kk cMecn aobasuTtb 0,1 mn paboyero pacTso-
pa Kanbuus xnopuaa (umerowero Temnepatypy +37 °C) u 3ape-
rMCTPUPOBaTb BpeMsi CBepTbIBaHUA (CM. Takke UHCTpyKumio K
Koary/iomerpy).

5. Wcnonb3ys KanubpoBOYHYIO KPWBYKD, HaWTU aKTUBHOCTb
chakTopa IX.

MaryasibHblif BApHaHT:

1. K 0,1 mn pa3BeneHHol B 5 pa3 uccneayemon nnasmbl (Mnu
OfHOTO U3 pasBefeHUi KOHTPOSbHOM Ma3Mbl MpU MOCTPOEHUM
KanubpoBoYHOro rpacmka), B3dTolN B Npobupky, AobasuTb 0,1 Mn
neduumntHon no daktopy IX nnasmbl 1 0,1 Mn AMTB-peareHTa.

2. NMpobupky BCTPSIXHYTb U MOMECTUTb Ha BOASHYIO 6aHIo npu
TemnepaTtype +37 °C.

3. Yepes 3 MWH. kK cMecn aobasuTb 0,1 Mn pacTBopa Kanbums
xnopuaa (uMetowero Temnepatypy +37 °C) U BKIOUYATL ce-
KyHAOMEp.

4. [octaTb Npobupky 3 6aHn 1 OTMETUTb BpeMsi CBepTbiBa-
Husi (0bpasoBaHus ubpuHa) Npu NEPUOANUECKOM MOKaYMBaAHUM
npobupku.

5. Wcnonb3ys KanubpoBOYHYHD KPUBYHD, HalTW aKTMBHOCTb
¢daxTopa IX.

B HopMe ypoBeHb (hakTopa IX HaxoauTcs B Anana3oHe 50-
150 %.

yYCNoBUA XPAHEHUA
N NPUMEHEHUA

Habop paccuvtaH Ha nposegeHne 20-40 aHanM30B Mpu
pacxoge peareHTos no 0,1-0,05 Mn Ha oaHO onpeaeneHue.

XpaHeHne Habopa [O/MKHO MPOBOAWUTLCS MPU TemnepaType
+2... +8 °C B TeuyeHue Bcero cpoka rogHocTu Habopa (18 mec).
[lonyckaeTcs TpaHCrMopTupoBKka Npu Temnepatype Ao +25 °C B
TeueHune 30 CyT. 3aMOpaXMBaHUe He AOMYCKAeTCs.

Bo BckpbiTOM hnakoHe AMTB-peareHT AO/MKEH HaxoaMTbCs B
TeueHue paboyero AHS NpU KOMHATHOW TeMrepaType, Mo OKOHYa-
HWM KOTOPOro peareHT crneayeT XpaHUTb Npu Temnepatype +2...
+8 °C. Takoe YepenoBaHve TeMrnepaTypHOro pexxmMa onycKaeT-
Cs A0 MOSHOTO pacxofoBaHusi obbema AlTB-peareHTa Ha npo-
TSOHKEHWUU 2 Hepenb.

lMocne BCKPbITUS pacTBOp KanbLums X/1I0pyMaa B repMETUYHO 3a-
KPbITOM (bniakoHe criedyeT XpaHWTb Npu TemnepaType +2... +8 °C.
HeobxoauMbliA Ans NpoBeAeHWst UccefoBaHUi (Ha MpOTSHXKEHWUH
paboyero aHs1) obbeM pacTBopa kanbuusi xiopuaa HeobxoaMmo
OTNUTb B OTAENbHYIO NPOBUPKY unun (nakoH, rae 3TOT pacTeop
MOXET XpaHWTbCA Npu TeMmnepatype +37 °C B TeyeHue 4 4 um
npy KOMHaTHOW TeMmnepaType He 6onee 1 aHs. He ponyckaetcs
CNMBaHWEe OCTaTKOB 3TOrO pacTBopa MOCNe MNPOrpeBaHns BO
BCKPbITbI FEPMETUYHO 3aKPbITbI1 (DNAKOH C XPaHsSLWMMCS Npu
TeMmnepatype +2... +8 °C pacTBopoM Kanbuus xnopupa. Bo
BCKPbITOM (hflakOHE pacTBOP KasnbLUyMs X/I0pUAA MOXET XPaHUTbCA
[10 NOSTHOrO PacXOA0BaAHMS Ha NPOTSHKEHWUN 2 Hepenb.

Pa3BeseHHY0 KOHTPOMbHYIO NIa3My MOXHO WMCMOMb30BaTh B
TeueHue 3 4 B YC/IOBUSIX XPaHEHMS MpY KOMHATHOW TeMnepaType
(+18... +25 °C), BO3MOXHO 3aMOpaXXMBaHWe Mpu TemnepaType
-16... -20 °C Ha CpoK A0 ABYX Headenb.

PazseneHHyto aeduunTHyto no daktopy IX nnasmy MOXHO
MCNOMb30BaTh B TeYeHWEe 3 Y B YCNOBUAX XPAHEHWUS NMPU KOMHAT-
Hol Temnepatype (+18... +25 °C), BO3MOXHO 3aMOpaXwvBaHue
npu Temnepatype -16... -20 °C Ha Cpok A0 ABYX Heaenb.
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