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IfHCTpyKIHIH DO UpHMeHeHHIO 
iSCREEN- Troponinl 

whole blood/serum/plasma cassette 

TecTLI iSCREEN-Troponinl ~JIB BLIHBJieHHH Kap~uo-Tpononuna I B 

CLIBOpOTKe, ll.Jia3Me H QeJILHOH KpOBH 'leJIOBeKa. 

------------------------------------------~~----~~------~ 
TonhKO ):(Jill in vitro ,LIHarnoeTHKH. 

IlpnMenenne: 
TeeT iSCREEN-Troponinl - 3To O,LIHOeTa,LIIDfHh!H HMM)'HoxpoMaTorpatfJWieeKHH in vitro TeeT ,LIJUI BhlliBJieHHl! eep,Lie'lnoro 
Tponounua I (eTnl) (eep,Lie'!Horo MapKepa) B ~eJihHOil. KpOBH, e~>mopoTKe n DJia3Me '!enoseKa. On pa3pa6oTan ,LIJUI KaqecTseuuoro 
onpe,Lienemi.SI eep,Lie'lnoro Tponomrna I (eTnl) B o6pa3~ax ~eJihHoif Kposn '!eJioBeKa n enylKHT scnoMoraTeJihHhiM epe,LICTBOM npn 
,[(HarHOCTHKe HHtflapKTa MHOKap,Lia. 

KpaTKaH xapaKTepncTnKa: 
Cep,Lie'!Hhiil TporronHH I - 3TO rrpoTeHH eep,Lie'lnoH: MYeK)'na:ryphl e MOJieK)'JillpHhiM seeoM 22.5 KHJIO ,LiaJihTona. BMeeTe e 
TporronnnoM T (TnT) H TporronnnoM C (TnC), Tporronnu I q'opMnpyeT TaK na3h!BaeMhiH TpononnHOBhiH KOMnJieKe B cep,LI~e, 
KOTOphiH HrpaeT rnasnyiO pOJih B nepeuoce BnyTpHKJieTO'lHOro KaJih~Hll npH B3aHMO,LieHCTBHH aKTHHa e MH03HHOM. TponOHHH I 
6hiJI TaKlKe Haif,LieH B eKeJieTHOH M)'eKyJiaType, eep,Lie'!HbiH TpOnOHHH I HMeeT B esoeM eOeTaBe ,[(OnOJIHHTeJibHhiH aMHHOKHeJIOTHhiH 
oeTaTOK B N-TepMnnane, 'ITO OTJIWiaeT ero oT TPOnoHHna I eKelleTHhiX Mhiiii~ n ,LienaeT cne~ntfJWieeKHM MapKepoM, yka3hiBaiO~HM 
ua nutflapKT MHOKap,[(a. Ilo THny Bh!eBo6olK,LieHHl! eep,Lie'lHhiH TponOHHH I IIOXOlK ua K<l>K (KpeaTHHHH-tfloetfJOKHHa3a) (4-6 qaeoB 
noeJie npHeTyrra). 0,L1HaKO ypoBeHh K<l>K B03Bpa~aeTell K HOpMaJibHhiM 3Ha'leHHliM '1epe3 36-48 'laeOB, TOr,Lia KaK ypoBeHb 
eep,Lie'!HOrO Tponomma I OeTaeTell Ha nOBhiiiieHHhiX 3Ha'!eHFI.SIX JJ,O 6-10 ,[(Heif. Y 3,L10p0Bh!X JIIO,LieH B epe,LIHeM ypoBeHb eep,Lie'lHOrO 
TpOnOHHHa I HHlKe 0.06 ur/MJJ, OH TaKlKe He onpe,LieJil!eTell y Jl!Q~WH e noBpelK,LieuneM CKeJieTHOH M)'CK)'JiaTyphl. TaKHM o6pa30M, 
cep,Lie'!Hh!H TponOHHH I liBJUieTell enelUftfJWieeKHM MapKepOM np11 ,[(HarHOeTHKe HHtflapKTa MHOKap,Lia. Y HeKOTQphiX na~HeHTOB e 
HHtflapKTOM MHOKap,Lia ypoBeHb eep,Lie'!HOrO TPOnOHHHa I MOlKeT ,[(OeTHraTh OTMeTOK 100-1300 ur/MJI. 

IlpHH~UU TCCTHpOB3HHH: 
TeeT iSCREEN-Troponinl- 3TO xpoldaTorpatfJWieeKnil. HMM)'HOTeeT ,[(JUI KaqeeTBennoro onpe,D;enenHl! eep,D;e'lnoro Tponounua I B 
~eJibHOH KpoBH, eh!BOpOTKe H nJia3Me 'leJIOBeKa. IJoeJie ,[(06aBJleHHl! necJie,Z:~yeMOro o6pa3~a Ha nO,L~yllle'!KY ,[(JlJI o6pa3~3, o6pa3e~ 
Ha'!HHaeT llpO,[(BHraTbell no KOHhiOraTHOH nO,Z:~y!lle'!Ke H eMenrnnaeTell e aHTn-eTnl 30Jl0Th!M KOHbiOraToM, KoTophlil. HaneeeH Ha 
KQHhiOraTnyiO no,L~yllle'IK)'. CMeeb e noMo~hlO KanHJJJUipHhlX eHJJ rrpo,LIBHraeTell no MeM6pane H pearnpyeT e anTn-cTnl 
aHTHTeJTaMH, HaHeeeHHhiMH Ha MeM6pany B TeeTOBOH 30He. Dpn HaJIH'lHH eTni, B TeeTOBOH 30He tflopMHpyeTell OKpallleHHal! 
nonoea. EeJIH o6pa3e~ He eo,LieplKHT eTnl B KOH~a~HH Bhiiiie noporoBOH, TeCTOBal! 30Ha OeTaHeTeH 6ee~eTHOH. 06pa3e~ 
npO,D;OJilKaeT npO,LIBHraTbeH ,[(0 KOHTpOJihHOH 30Hhl H tflopMHpyeT OKpallleHnyiO B p030BhlH ~eT KOUTPOJihnyiO nonoey, 
eBH,LieTeJiheTByiODJ,ylO 06 nerrpaBHOeTH TeeT-ycTpOHCTBa H ,[(eifeTBHTeJibHOeTH pe3yJihTaTa TeeTHpOBaHHll. 
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1. XpanHTh B 3ane'!aTaunoM BH,Lie npn TeMnepazype 2-30 "C. 
2. TeCT-yeTpoil.eTBO ,[(OJilKHO xpaHHThCH B 3aiTe'!aTaHHOH ynaKOBKe ,[(0 MOMenTa HCITOJih30BaHHl!. 
3. HE3AMOPA)I{HBATb! 
4. He HCITOJih30BaTh ITO HCTe'!eHHH epoKa rO,[(HOeTH. 

Mepb! npe,LIOCTopmKnocTn: 
1. ToJihKO ,[(JUI npotf!eeeHOHaJihHoro HenoJih30BaHHJI. 
2. TeeT-yeTpoil.eTBO ,[(OJilKHO HaxO,[(HTheJI B 3aiTe'laTaHHOH ynaKOBKe BITJlOTh ,[(0 MOMenTa nenOJih30BaHHl!. He HeDOJlh30BaTh 

ITOeJie HeTe'!eHHll CpoKa rO,[(HOeTH. 
3. Bee o6pa3~hi, B3l!Thie Ha aHaJIH3, ,[(OJilKHhl paeeMaTpHBaTbeH KaK ITOTeH~HaJihHO HHtfJH~HpOBaHHhie H XpaHHTbeH KaK 

HHtfJH~HpOBaHHhie areHThl. 
4. IloeJie TeeTHpOBaHHJI TeeT-yeTpoil.eTBO ,[(OJilKHO 6h!Th YTHJIH3HpOBaHO B ene~HaJihHOM 6H03~HTHOM KOHTeifnepe. 
5. Bo H36elKaHne nepeKpeeTHOH KOHTaMHHaii,HH, llpH pa6oTe e o6pa3~aMH KalK,[(hiH pa3 HeiTOJih3YHTe HOBYIO llHIIeTK)'. 

C6op o6pa3~on: 
1. TeeTrrpOBaHHe eJie,L~yeT npOBO,[(HTh HeMe,[(JJeHHO noene e6opa o6pa3~0B. He oeTaBJUiil.Te o6pa3~1 rrpn KOMHaTHOH 

TeMnepazype ua ,[(JIHTeJihHhiil nepno,[( speMeHH. 06pa3~r MoryT xpanHThe& ,[(O 3-x ,[(neil. npn TeMnepazype 2-8 oc. ):VI.SI 
6onee ,[(JIHTeJihHoro xpaneHHll o6pa3~I ene,L~yeT eo,L~eplKaTh npn TeMnepazype HHlKe -20 °C. 

2. Ilpn npoBe,[(eHHH TeCTHpOBaHHJI eHa'!aJia ,[(OBe,[(HTe TeMnepazypy o6pa3~0B ,[(0 KOMHaTHOH. Jf36eraifTe ITOBTOpHhiX 
npo~e,L~yp 3aMOp03KH-pa3MOp03KH o6pa3~0B. 

Ilpe,LIOCTaBJieHHbiC MaTepHaJibl: 
I. TeeT-KaeeeTa B HH.LIHBH.li:YaJihHOH yrraKOBKe n3 tf!onhrn e oeylllnTeneM. 
2. IIJiaeTHKOBal! ITHITeTKa. 
3. llHcTpy~Hll. 

Heo6xo,[(HMbie, no ne npe,LIOCTaBJieHHbie MaTepnaJIM: 
1. qaeh!/Tail.Mep. 

Ilpo~e,Liypa TeCTHpOBaHUH: 
J. Ilepe,LI Ha'laJIOM TeeTHpOBaHHll T~aTeJihHO npO'IHTaHTe HHeTpyK~HIO. ,[(OBe,[(HTe TeMnepaTypy o6pa3~0B H TeeT

yeTPOHeTBa ,[(0 KOMHaTHOH (15-30 °C). He OTKpbiBaifTe HH,LIHBH,[(yaJihnyiO ynaKOBK)', DOKa He 6y,D;eTe IIOJIHOeThlO roTOBhl 

2. 
3. 

K Ha'lany TeeTHpOBaHIIJI. 
I13BJieKHTe TeeT-yeTPOHeTBO H3 HH,[(HBH,[(yaJihHOH ynaKOBKH H HeMe,[(JieHHO Ha'!HHail.Te TeeTnposaune. 
IlOJIOlKHTe TeeT-yeTPOHeTBO Ha '!HeTyiO, eyxyiO nOBepXHOeTb. ,[(eplKa llHITeTKy sepTHKaJihHO, ,LI06aBhTe 100 f.l) HJIH 3 
KaDJIH o6pa3~a B nyHK)' ,[(JIH o6pa3~a (S) Ha TeeT-yeTPOikTBe. 
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4. flo,IJ,OlK,!IHTe, IIOKa He IIOJIBHTCJI IJOJIOCa(bl). Pe3yJibTaT TeCTHpOBaHHJI ,IJ,OJIJKeH 6biTb HHTepnpeTHpOBaH B TeqeHHH 10 

MHHYT, HO He Il03)J,Hee, qeM qepe3 15 MHHYT C Haqana TeCTHpOBaHHJI. 

HuTepnpeTa~HH pelyJit.TaToB TeCTHpOBaunu: 
1. IlOJIO:IKHTe.TihHhJH: B OKOWKe )J,JIJI qTeHHJI 

pe3yJibTaTa BH,Il,Hbl ,IJ,Be OKpameHHbie JIHHHH 

- TeCTOBaJI (T) H KOHTpOJibHaJI (C), KOTOpaJI 

CJIYlKHT KOHTPOJieM ,IJ,OJIJKHoro 

HCIIOJib30BaHHJI TeCT-JCTPOiicTBa 

HHTeHCHBHOCTh oKpacKH TecTOBoii IIOJIOChi 

MOJKeT OTJiftqaTbCJI OT HHTeHCHBHOCTH 

OKpaCKH KOHTpOJibHOH IIOJIOChl. 

2. OTpn~aTeJit.Ht.Iil: lloJIBJieHne TOJibKO 

O,Il,HOH OKpameHHOH KOHTpOJibHOH IIOJIOebi 

(C) B OKOWKe )J,.JIJI qTeHHJI pe3JJihTaTa 

rOBOpHT 06 OTpH~aTeJibHOM pe3yJihTaTe 

TeeTHpOBaHHJI. 
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3. He,IJ,eHCTBHTeJihHhiH: B OKOWKe )J,JIJI qTeHHJI pe3yJII.TaTa TeeTHpOBaHHJI He BH,IJ,HO OKpameHHblX IIOJIOe. floJIOlKHTe!IbHblH 

pe3yJII.TaT TeeTHpOBaHHil MO:IKeT 6b!Tb yeTaHOBJieH TOJibKO B TOM enyqae, eeJIH KOHTpOJibHaJI JIHHHJI IlOJIBHJiaeb B OKOWKe 

)J,JIJI qTeHHJI pe3yJII.TaTa (TaKJKe K3K H TeeTOBaJI). EeJIH KOHTpOJibHaJI JIHHHJI OTeyTeTByeT, pe3yJibTaT TeeTHpOBaHHJI 

eqHTaeTCJI He,IJ,eHCTBHTeJibHblM H )J,OJIJKeH 6b!Tb IIOBTOpeH C HCIIOJib30B3HHeM HOBOrO TeCT-yeTpoifeTBa. 

Orpaun'leHnH npo~e.r~yphl TeCTnpoBauun: 
1. flpH )J,HarHOeTHKe HHQJapKTa MHOKap.z:~a pe3yJibTaTbl TeeTHpoBaHHJI Ha eTnJ He06XO,Il,HMO epaBHHTb C ,Il,pyroif KJIHHnqeeKOH 

HHQJOpMa~HeH, TaKOH KaK KJIHHnqeeKHe eHMIITOMbl H pe3yJihT3Tbl ,Il,pyrHX aHaJIH30B, HeiiOJib3yeMhiX npH ,IJ,HarHOeTHKe 

HHQJ3pKTa MHOKap,IJ,a. 0TPH~aTeJibHblH pe3yJihT3T TeeTHpOBaHHJI, rronyqeHHb!H y rra~HeHTa, qeif o6pa3e~ KpOBH 6I.IJI B3JIT 

Ha aHaJIH3 qepe3 2-16 qaeOB IIOeJie rrpncryrra 6oJIH 33 rpy,IJ,HHOH, MOJKeT IIOMQqb B HCKJIIOqeHHH B03MOJKHOrO HHQJapKT3 

MHOKap)J,a. f!OJIOJKHTeJibHblH pe3yJII.TaT TeeTHpOBaHHJI, IIOnyqeHHblH y Il~HeHTa e IlO)J,03peHHeM Ha HHQJapKT MHOKap,IJ,a, 

MO)!(eT 6b!Tb ITOJie3eH npH IIOeTaHOBKe ,IJ,HarH03a HHQJapKTa MHOKap,IJ,a H Tpe6yeT )J,aJihHeifmero IIO,IJ,TBeplK,!IeHHJI. Y 
na~HeHTOB e Il0,!1,03peHHeM Ha HHQJapKT MHOKap,IJ,a peKOMeH.[IyeTeJI rrpOBO)J,HTb eepmo 3a6opOB o6pa3~0B KpOBH )J,JIJI 

aHaJIH3a, 3TO eBJI3aHO e TeM, qTO IIOBhiiiieHHe ypOBHJI eep,IJ,eqHOrO TpOIIOm!Ha J B KpOBH IIpOHeXO)J,HT ropa3)J,O II03JKe 

IIpHeryrra 60JIH H IlOJIBJieHHJI ,Il,pyrHX eHMITTOMOB HHQJapKTa MHOKap)J,a. 

2. TeeT iSCREEN-Troponinl )J,JIJI BbiJIBJieHHJI eep.z:~eqHoro TponoHHHa I ,IJ,aeT TOJihKO KaqeeTBeHHbiH pe3yJII>TaT. ,ll,.rui 
yeTaHOBJieHHJI KOH~eHTPa~HH eTnJ )J,OJIJKeH HeiiOJib30BaTbeJI KOJinqeeTBeHHb!H MeTO)J, aHaJIH3a. 

3. KaK H B enyqae e mo6biMH ,Il,pyrHMH ,IJ,HarHoeTnqeeKHMH TeeTaMH, pa3sepHYThiR KJIHHHqecKHH )J,HarHo3 iie MoJKeT 6I>ITh 

IIOCTaBJieH Ha OeHOBaHHH e,IJ,HHHqHoro TeeTHpOBaHHJI. Bpaq )J,OJIJKeH CTaBHTb ,IJ,HarH03 TOJibKO IIOeJie TOrO, K3K 6y,IJ,YT 

eo6paHbl H IDyqeHbl pe3yJihTaTbl Beex KJlHHHqeCKHX H Jia6opaTOpHbiX HeeJie,IJ,OBaHHH. 

O:~~~:n,IJ,aeMLie 31ia'leunu: 
TeeT iSCREEN-Troponini )J,JIJI BhiJIBJieHHJI eep.z:~eqHoro Tponomma I .z:~aeT rroJIOJKHTeJibHhiH pe3yJihTaT npH aHaJIH3e o6pa3~a e 

CO,!IepJKaHHeM eTnJ 0.5 Hr/MJI H Bhiiiie. qepe3 4-6 qacoB rroeJie IIpHeTyrra H IlOJIBJieHHJI rrepBbiX eHMIITOMOB HHQJ3pKTa MHOKap,IJ,a, 

KOH~empa~HJI eep,IJ,eqHoro TpOIIOHHHa I B KpOBH )J,OeTHraeT BepxHeH rpaHH~I HOpMbl. qepe3 12-24 qaea IIOeJie rrpneryrra 

KOH~eHTp3~HJI eTnJ B KpOBH )J,OeTHraeT MaKeHMJMa H B HeKOTOpb!X enyqaJIX OeTaeTeJI Ha IlOBbJIIIeHHOM ypoBHe ,!1,0 6-10 ,IJ,HeH. 

TaKHM o6pa30M, OTpH~aTeJibHblH pe3yJibTaT TeeTHpOBaHHJI, IIOJiyqeHHbiH y II~HeHTa e IIO)J,03peHHeM Ha HHQJapKT MHOKap,IJ,a B 

TeqeHHe rrepBb!X qaeOB IIOeJie ITpHeTyrra, He MOJKeT HeKJIIOqaTh HaJIHqHe HHQJapKTa. flpH IIO)J,03peHHH Ha HHQJapKT MHOKap,!la, 

TeCTHpOBaHHe )J,OJIJKHO 6hiTb IIOBTOpHO IIpOBe)J,eHO qepe3 IIO)J,XO)J,li~H rrpoMeJKYTOK BpeMeHH. 

TexHH'IeCKHe xapaKTepncTnKn: 
qyBCTBHTeJihHOCTh: 
0,IJ,HOCT3,IJ,HHHhiH TeeT ,IJ,JIJI BhiJIBJieHHJI eep,IJ,eqHoro TporroHHHa I MOJKeT orrpe.r~eJIHTh cTnl B KpOBH, ebiBopoTKe HJIH rrJia3Me 

na~HeHTa B KO~eHTPa~H 0.5 Hr/MJI H Bhiiiie. 

To'IHOCTh" 

11oporOB3H KOH~eHTp3~HH ' TO'IHOCTh 

0.5 Hr/MJI 99.9% 

0.2 Hr/MJI 97% 

0.1 Hr/MJI 93% 

Memarowne cy6CTau~nn: 
HHJKe rrepeYineneHHbie ey6eT~H 6MJIH ,IJ,o6asneHI.I K oTpn~aTeJII.HOMY Kompomo H o6pa3~aM ei.IBOpOTKH, eo.r~epJKa~M 0.5 

Hr/MJI cTnJ. DhiJIO yeTaHOBJieHO, qTQ B YKa3aHHbiX KOH~eHTPa~HJIX 3TH BemeeTBa He BJIHJIIOT Ha pe3yJihTaT TeeTHpOBaHHJI. 

Cy6CT3H~HH Kou~euTpa~un 

Dill!Hpy6HH 10 Mr/MJI 

XoneeTepoJI 800 Mr/MJI 

feMOrJI06HH 250 MJI/MJI 

TpHrnH~epH,IJ, 250 Mr/MJI 

sTni 1000 Hr/MJI 

eTnT 1000 Hr/MJI 

eTnC 1000 Hr/MJI 

Pernerpa~HOHHoe y.z:~oeToBepeHHe N~ <l>C3 2011110368 oT 18 asryeTa 2011r. 
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