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OWATHOCTUKA

SENEPANIBHAA CNYXBA MO HAO30PY B COEPE 3[]IPABOOXPAHEHN/A PO

PeructpaumnoHHoe yaoctoBepeHune Ne dCP 2010/06858 ot 01.03.2010 1.

MHCprKLLIAH yTBEpXKAEeHa pykoBoautenemMm QeﬂepaﬂbHOﬁ Cﬂy)KGbl no HaAa3opy

B cchepe 34paBoOOXpaHeHUs U coLmanbHOro pas3sutus 4 oktsadpst 2004r.

MHCTPYKLIUA
no MpUMEHeHNo Habopa peareHToB 4115 IMMYHOXpOMaTorpadnieckoro
onpegeneHnsa CKpbITON KpoBU B Kane vyenoBeka «MmmyHoXpom-F'EM-3kcnpecc»
Tonbko Ans in vitro AMarHocTMKM

HA3HAYEHME:

Habop «MmmyHoXPOM-TEM-Okcnpece»  npeaHasHaueHansobl-
CTPOrO  Ka4eCTBEHHOTO onpefeneHns remMornobuHa Yenoseka
(ckpbITOV KpOBM) B (hekannsx MeTOLOM OAHO3TAMHOrO MMMYHOX-
pomaTorpadnieckoro aHanuaa. Tonbko Ans invitro anarHoOCTMKM (B
[OMaLLHMX, JOKTOP-0ch1C M NabopaTopHbIX YCNIOBHUSIX).

PE3IOME:

MosiBrieHve CKPbITOMKPOBUBEKANNSX MOXKET ObITb

0bycrnoBneHo MHorumu 3abonesanusmin.HapaHHux aTanax passu-
TIS Takvie MOpaXeHs Xemny[oYHO-KULLIEYHOrO TpaKTa Kakpak Ton
CTOMKWLLKM,S3BbI,MONNMbI, KOMNT, ANBEPTUKYNIUT, TEMOPPON  Tpe-
LYYHbI NPSIMOI KULLKW MOTYT npoTekaTh 6e3 kakux-nubo BUAMMBIX
CYMNTOMOB, HO 0BYCMOBMMBATL HanM4Me CKpbITOM KPOBYW B Karne
(dekanusx).

TpaauumoHHble TeCTbl, OCHOBaHHble Ha rBaskoBoi npobe, He
06nagatoT BbICOKOI YyBCTBUTENbHOCTbIO W Heobxoaumoil cnev-
MUYHOCTBIO, @ Takke TpebyloT CyLeCTBEHHOTO OrpaHU4YeHus
NUTaHUS NaLWEHTOB Nepes NPOBELEeHNEM TECTUPOBaHUS (1CKIHO-
YeHne 13 MULLM MSACHBIX NPOAYKTOB, CBEXMX OBOLLE 1 (PYKTOB,
BbICOKMX [03 ackopOuHoBol kucrnoTbl U ap.). «/MmyHoXPOM-
IEM-Oxkcnpecc» npefcraBnsieT cobolt MeMBpaHHbIi IMMYHOTECT
ANS CeneKTUBHOTO BbISIBNEHNS reMornobuHa Yenoseka (CKpbIToM
hekanbHoit kpoBu) Bkonnyectse 0,88 mr remornobuHa u Gonee
Ha 11 cbekanuit.

BaxHoe npeumyljecTBO: B OTAM4ME OT rBasKoBbIX Mpob,
TOYHOCTb ~ TecTa  He3aBMCMT ~ OT  XapakTepa  NuUTaHus
NaLMeHTOoB,CreaoBaTenbHo, CreLnanbHoi AneTsl He TpebyeTcs.

MPUHLUUN OEUCTBUSA:

Onpepienexre 0CHOBAHO Ha MpUHLMNE UMMYHOXpoMaTorpacuye-
ckoro aHanusa. Bo Bpemsi npoBefeHust Tecta UCMbITyeMblit 06-
pasel, ((hekanbHasi B3BECb) pearupyeT C YacTuLamu, NOKPbITIMK
aHTUTEnamu K reMornobuHy Yernosexa.

O6pasel; BcacbiBAETCA MOTMOLALMM Y4acTkoM paboyeil 30HbI
nnaHLeTa | MUrpupyeT BBEPX N0 MembpaHe Mo AeicTBMeM Ka-
MUNNSAPHBIX CUN.

Mpu Hannuum B 06pasLie YenoBeyeckoro reMornobuHa nocnesHui
BCTYNaeT B peakLmio Co CrienniHbIMI K HeMy MOHOKMOHaIbHbI-
MM @HTUTENaM, CBA3AHHBIMI C YacTuLiaMm KonnouaHoro 30n0Ta,
00pa3ys OKpaLLEeHHbII KOMMIEKC aHTUreH-aHTUTeNo.

OTOT KOMNNEKC ABWKETCS C (POHTOM XMAKOCTM U BCTyNaeT B pe-
aKUMIOC ApYriMIN aHTUTeNamu, MIMMOBUIN3oBaHHbIMM Ha Membpa-
He B TECTOBOI 30He NnaHLueTa.

B Tom cnyyae, ecnu KoHLEHTpauus remornobuHa B aHanuanpye-
Mom 06pa3Lie npeBbILIaeT noporosbIit yposeHs (0,88 mr/r), To B
TECTOBOI 30He Ha YpoBHE MapkipoBok C (koHTponb) u T (TecT) Bbl-
ABNSETCA N0 OGHOV NHUM PO30BO-(hNONETOBONO LiBETA.

YYBCTBUTEJIbHOCTb:
YyscTautensHoTb MmmyHoXpom-TEM-Okenpecc coctasnsieT 0,88
mr remornobuHa Ha 1 r chekanmit.

MEPbI NPEAOCTOPOXHOCTM:
He nonb3yiitecb Habopom mocne OKOHYaHWst Cpoka rofHo-
cTu.

. He ewbTe, He neiTe uHe KypuTe B MeCTe, rae HaxoasaTcs
npo6bl 1 Habopb! ANg aHanusa.

. He ncnonbayiite Habop peareHToB, ecnu
Has ynakoBka noBpexaeHa.

. Ob6palLaitteck co Bcemu npobamu kak ¢ MHPULMPOBAHHBIMU
maTtepuanamu. Bo Bpems nposefeHus aHanuaa cobniopai-
Te YCTAHOBNEHHble Mepbl MPEeJOCTOPOXHOCTU MU pucke
3apaxeHus ncnepynTe cTaHgapTHbIM MHCTPYKLUMSM NOHaA-
nexalemy yHuuToxeHwio. Mpu npoBefeHun aHannsa Hage-
BaiTe 3alMTHY0 OAEXAY, HanpuMep, TabopaTopHbIii xanar,
a TaKke 0AHOPa30BbIE NepyaTky, MNCNONb3YiTe 3aLuTy Ans
rna3. BnaxHocTb u Temnepartypa MoryT HebnaronpustHo
BMWSATb HA pe3yrbTaTbl aHanuaa.

COCTAB HABOPA:
lMnaHweT NHAnKaTopHbI — 10 WT.

. CBOpHYK C peareHToM A5 MoAroTosky obpasija 1 annnuka-
TOpom — 10 .

. WHCTpyKLMsi N0 NpUMeEHeHMIo

. Heobxoaumble, HO He NocTaBRsiEMble NMPUHAANEXHOCT

. KoHTeitHep ans cbopa npob

. Taiimep

Heobxoanmble, HO He NocTaBNsEMbIe NPUHAANEXHOCT

. KoHTeitHep ans cbopa npob

. Taitmep

B3ATUE NPOB ANA AHAINU3A:

. B3sTne npob HegonycTMMOBO  Bpemst UMK B TeYeHue
TPeX AHelt nocne MeHCTpyanbHOro nepuoaa,nnu
€CNM NaLmMeHTCTpagaeT oT  BMAMMOTO reMOpPONAANLHON0
KPOBOTEYEHWS, @ TaKkKe NPY Hanuuun KpoBM B MOYE NaLeH-
Ta.

. AnKoronb 1 HecTepouaHble NPOTUBOBOCTANUTENbHbIE Mpe-
naparbl (acnvpuH, AuknodeHak, Haia v fp.), NpuHsTbIE B
130bITKe,MOrYT CTaTb MPUYMHON Pa3SpaxeHns u 13bsi3Bre-
HWS CMM3NCTON 0BOMOYKM KeMy[oYHO-KULLEYHOTO TpaKTa,
4TO NpUBEAET K BO3HUKHOBEHMIO CKPLITOTO KPOBOTEYEHMS.
Heobxoaumo npepsath npuem aTnx BELLeCTB, M0

. kpaitHelt Mepe,3a 48 YyacoB [0 TecTupoBaHus. HeT Heobxo-
[LMMOCTV BBOAWTb Kakie-nnbo orpaHnyeHns nuTaHns nepea
npoBefjeHMeM aHanuaa ¢ noMoLLbto Habopa Ans ogHoaTan-
HOTO ONpefieneHms CKPbITON KPOBM B Kare YenoBeka.

NPOLIEAYPA TECTUPOBAHUA:

+ [lo npoBedeHns aHanu3a (ecnu TecT-Habop XpaHuNcsia xo-
NIOAMMbHIKE) HEOBXOAMMO [OBECTU TeCT-Nnallky, npobe
WMnn KOHTpOMbHble 06pa3Libl A0 KOMHATHOM TeMnepaTypbl
(oT+18 po+25°C).

MHOMBUAYanb-

. [ns B3aTMs dhekanbHbix npob: OT6epuTe dhekanum B YNCTbIA
1 CyXOil KOHTeitHep ansi copa npob. Hannydime pesynb-
TaTbl OyayT nomyyeHsl, ecni aHanua byaeT nposefeH B
TeYeHue 6 Yacos nocre B3sTUS NPoBbI. Ecrnin TecTposaHue
HenpoBeaeHo B Teuerme 1 yaca, B3ATble NPobbl MOXHO Xpa-
HWTb B TeyeHue 3aHen npuTemnepatypeoT+2 go+8°C.

. [ins noproToBky hekanbHbIX Npob: 0TBEpHNUTE Kpbl-
LUeYKy cOOpHMKa 1 13BNEKATE annnukaTop, Aepxa npy 3Tom
cOOpPHIK BEpTUKanbHO Tak, YToBbl peareHT, HaxoasALmiAcs B
HeM, He pasnuncsi. Herny6oko norpyaute annnukatop B 3
Pa3nuyHbIX y4acTka aHanuaupyemoro obpasiia kana 4eno-
Beka, YTobbl Ha KOHLe annmnvkaTopa ocTanoch HebonbLuoe
KONW4eCTBO (hekanui.

. M3nuwuku kana yaanuTe ¢ NOBEPXHOCTM annamkaTopa cyxon
uncTolt unbTpoBanbHol bymaroi. MomecTuTe annavkaTop
06paTHO B COOPHUK 11 3aKPOITE BUHTOBOM KPbILLKOM. /HTEH-
CMBHO BCTPsAXHUTE COOPHIK Tak, YTobbl 06pasel kana xopo-
LU0 CMeLLancs ¢ peareHTomM.

. BekpoiiTe ynakoBky nnaHLeTa BAOMb MPOpe3u, M3BnekuTe
NMaHLWeT U MOMOXUTE HA CYXYK YWCTYIO rOpU3OHTamNbHYI0
MOBEPXHOCTb TECTOBOW 30HOI BBEPX. [epeBepHHTe COOPHIK
W OTBEPHUTE LLMEHek-NPobKy. BHecuTe B Kpyrnoe OKOLLKO
nnaHweTa, MapkuposaHHoe S (obpased), 2 kannm (npumep-
Ho 90 mkn) obpasLia (dekanbHolt B3Becy) U3 cbopHuka. Ye-
pe3 5 MIHYT BIU3yarbHO OLIEHNTE Pe3ynbTaT peakLm.

. Ecnu nogrotoeneHHble B npobupkax npobbl He GyayT npo-
TECTMPOBaHbI BTeYeHne 1 yaca nocne nofroToBKW, TO OHM
MOryT XpaHWTbCsB 6 Mecsies npu Temnepatype - 20 °C.

WHTEPMNPETALNA PE3YNbLTATOB:

lMonoXwuTenbHbIR: NOSBNAIOTCA [Be YETKNE OKpaLLEeHHbIE MMHIM.
OpHa nrHva fomkHa BbITb B KOHTponbHoM obnactu (C), a apyras
NUHUS - B TecToBoit obnactu (T).

AN QIR OTBEpHATE
abopa wnesek-npoficy 2 mannm obpasua
npabu
T
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[Mp1MeYaHue: MHTEHCMBHOCTb OKpaLLMBAHWS IMHUN B TECTOBO 06-
nactit (T) MoXeT BapbipoOBaTh B 3aBUCUMOCTU OT KOHLEHTPaLM
remornobuHa B npobe. Moatomy nbas UHTEHCUBHOCTL OKpaLLK-
BaHWA NMHWM B TecTOBOI 0bnactu (T) AomKHa MHTEpNpPeTpoBaThb-
51 KaK NOnoXuTENbHbIA pe3ynbTar.

OTpuuaTenbHbIit: 0aHa OKpaLUeHHas NUHUA MOSBMAETCH B KOH-
TporbHolt obnactu (C). B Tectosoit obnactu (T) He nosiBnsieTcs
YeTKO OKpaLLEHHOW JINHIN.

Ownbka TECTUPOBAHWS: KOHTPOMbHAS NUHUS He MOsBRSETCS.
Yalle BCEroaTo MPOMCXOAMT M3-3a HEAOCTATO4HOro obbema
npo6bl U HenpaBUNbHOM MPOLEAYpPbI NPOBEAEHNS aHanu3a.
MpoBepbTe MeTOAVKY BbIMOMHEHNS NPOLIEAYPbI 1 NOBTOPUTE aHa-
N3 ¢ HoBbIM TecT-Habopom. Ecnu npobnema octaetcs, Hemep-
NEHHO MpekpaTuTe NoMb3oBaThCA 3TUM HABOPOM U CBAXMTECH C
MECTHbIM NpefCTaBUTENEM.

OrPAHUYEHUA NO NPOLEOYPE:

1. Tect-HabopmmyHoXpom-TEM-3kcnpecc  Ans oaHo3TanHoro
ONpesieneHunst CKpbITON KPOBM B Karne YeroBeka YKaKeT TONbKoHa
npUCYTCTBIE CKPBITO KpOBW B Mpobe, HO Hanmuume Kposu B de-
Kanusix He 06s13aTenbHO YKa3bIBaET Ha KULIEYHOE KPOBOTEYEHME.
2. Ecnu nonyyeHbl HesicHble pesynbTathl, TpebyeTcs npoBecTu
[ONOMHUTENbHOE TECTUPOBAHWE C MOMOLLBI  APYTAX  KIMHUKO-
[MarHoOCTUYECKUX METOLIOB.

yCcnoBusd XPAHEHUA U SKCIMNNYATALUN:

Habop Heobxoanmo XpaHUTb  NpU  KOMHATHO
Temnepatype unu B xonogunbHuke (01+2 go +30°C) Habop pe-
areHToB [N1s aHanM3a CoxpaHsieT cTabunbHOCTb 10 KOHLA cpoka
TOLHOCTW, HaneyaTaHHOro Ha repMeTUYHON ynakoske. Habop ans-
aHanu3a [IoMKeH 0CcTaBaTbCs B repMeTUYHON YNakoBKe A0 Npume-
HeHus.

HE3AMOPAXMBATb. Heucronb3oBaTtb Nocre okoHYaHusi cpoka
rogHocTn. CpoK rofHOCTY 24 MecsiLia OT AaTbl M3rOTOBNEHMS.
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06paTHO B COOPHUK 11 3aKPOITE BUHTOBOM KPbILLKOM. /HTEH-
CMBHO BCTPsAXHUTE COOPHIK Tak, YTobbl 06pasel kana xopo-
LU0 CMeLLancs ¢ peareHTomM.

. BekpoiiTe ynakoBky nnaHLeTa BAOMb MPOpe3u, M3BnekuTe
NMaHLWeT U MOMOXUTE HA CYXYK YWCTYIO rOpU3OHTamNbHYI0
MOBEPXHOCTb TECTOBOW 30HOI BBEPX. [epeBepHHTe COOPHIK
W OTBEPHUTE LLMEHek-NPobKy. BHecuTe B Kpyrnoe OKOLLKO
nnaHweTa, MapkuposaHHoe S (obpased), 2 kannm (npumep-
Ho 90 mkn) obpasLia (dekanbHolt B3Becy) U3 cbopHuka. Ye-
pe3 5 MIHYT BIU3yarbHO OLIEHNTE Pe3ynbTaT peakLm.

. Ecnu nogrotoeneHHble B npobupkax npobbl He GyayT npo-
TECTMPOBaHbI BTeYeHne 1 yaca nocne nofroToBKW, TO OHM
MOryT XpaHWTbCsB 6 Mecsies npu Temnepatype - 20 °C.

WHTEPMNPETALNA PE3YNbLTATOB:

lMonoXwuTenbHbIR: NOSBNAIOTCA [Be YETKNE OKpaLLEeHHbIE MMHIM.
OpHa nrHva fomkHa BbITb B KOHTponbHoM obnactu (C), a apyras
NUHUS - B TecToBoit obnactu (T).

AN QIR OTBEpHATE
abopa wnesek-npoficy 2 mannm obpasua
npabu
T
|
w - o
@mn

[Mp1MeYaHue: MHTEHCMBHOCTb OKpaLLMBAHWS IMHUN B TECTOBO 06-
nactit (T) MoXeT BapbipoOBaTh B 3aBUCUMOCTU OT KOHLEHTPaLM
remornobuHa B npobe. Moatomy nbas UHTEHCUBHOCTL OKpaLLK-
BaHWA NMHWM B TecTOBOI 0bnactu (T) AomKHa MHTEpNpPeTpoBaThb-
51 KaK NOnoXuTENbHbIA pe3ynbTar.

OTpuuaTenbHbIit: 0aHa OKpaLUeHHas NUHUA MOSBMAETCH B KOH-
TporbHolt obnactu (C). B Tectosoit obnactu (T) He nosiBnsieTcs
YeTKO OKpaLLEHHOW JINHIN.

Ownbka TECTUPOBAHWS: KOHTPOMbHAS NUHUS He MOsBRSETCS.
Yalle BCEroaTo MPOMCXOAMT M3-3a HEAOCTATO4HOro obbema
npo6bl U HenpaBUNbHOM MPOLEAYpPbI NPOBEAEHNS aHanu3a.
MpoBepbTe MeTOAVKY BbIMOMHEHNS NPOLIEAYPbI 1 NOBTOPUTE aHa-
N3 ¢ HoBbIM TecT-Habopom. Ecnu npobnema octaetcs, Hemep-
NEHHO MpekpaTuTe NoMb3oBaThCA 3TUM HABOPOM U CBAXMTECH C
MECTHbIM NpefCTaBUTENEM.

OrPAHUYEHUA NO NPOLEOYPE:

1. Tect-HabopmmyHoXpom-TEM-3kcnpecc  Ans oaHo3TanHoro
ONpesieneHunst CKpbITON KPOBM B Karne YeroBeka YKaKeT TONbKoHa
npUCYTCTBIE CKPBITO KpOBW B Mpobe, HO Hanmuume Kposu B de-
Kanusix He 06s13aTenbHO YKa3bIBaET Ha KULIEYHOE KPOBOTEYEHME.
2. Ecnu nonyyeHbl HesicHble pesynbTathl, TpebyeTcs npoBecTu
[ONOMHUTENbHOE TECTUPOBAHWE C MOMOLLBI  APYTAX  KIMHUKO-
[MarHoOCTUYECKUX METOLIOB.

yCcnoBusd XPAHEHUA U SKCIMNNYATALUN:

Habop Heobxoanmo XpaHUTb  NpU  KOMHATHO
Temnepatype unu B xonogunbHuke (01+2 go +30°C) Habop pe-
areHToB [N1s aHanM3a CoxpaHsieT cTabunbHOCTb 10 KOHLA cpoka
TOLHOCTW, HaneyaTaHHOro Ha repMeTUYHON ynakoske. Habop ans-
aHanu3a [IoMKeH 0CcTaBaTbCs B repMeTUYHON YNakoBKe A0 Npume-
HeHus.

HE3AMOPAXMBATb. Heucronb3oBaTtb Nocre okoHYaHusi cpoka
rogHocTn. CpoK rofHOCTY 24 MecsiLia OT AaTbl M3rOTOBNEHMS.
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Mbl TAKXXE NPEOJNTATAEM OPYITME BAPUAHTbI 3KCMPECC-TECTOB:

OKCMPECc-TECT Ha BbISIBNEHNE
renatuta C

OKCrpecc-TeCT Ha BbisBNEHUE
renatuta B

SKCI'IDECC-TeCT Ha BblsiBNieHne
A3Bbl Xenyaka



