iSCREEN- Troponinl

MHCTPYKIUSI 110 TTPUMEHEHHIO whole blood/serum/plasma cassette

|' 2Tan Tectsr ISCREEN-Troponinl pas BeisiBiaenusi kapauo-Tpononuna | B
__(_l_ AN, ChIBOPOTKE, IJIa3Me U LeJIbHOI KPOBH YeJI0BeKa.
PRODUCTS, INC,
ToJbKo a1 in Vitro JUarHOCTHUKU.
IIpumenenne:
Kparkas xapakTepucTHKA:
Cepaeunsiit Tpononun | - 3T0 mpOTeMH CcepAeYHOM MYCKylIaTypsl C MOJIEKYJSIpHBIM BecoM 22.5 kwino pansToHa. Bwmecre ¢

Tpomonnsom T (TnT) u Tpomoruuom C (TnC), TpomonuH | dopmupyer Tak Ha3bIBaGMbIii TPOIOHHHOBBIH KOMIUIEKC B CEpLE,
KOTOPBIA MIrpaeT IJIaBHYIO POJIb B NEPEHOCE BHYTPHKJICTOYHOTO KaJbLMS IPU B3aUMOACHCTBHUM aKTHHA C MHO3MHOM. TpomoHuH | Obut
TaKXKe Hal/ICH B CKEJICTHOH MyCKyJIaType, Cep/IeYHbli TPOMOHUH | HMeeT B CBOEM COCTaBe JOIOIHUTENbHBIA aMHHOKHCIOTHBIH OCTaTOK B
N-TepMuHaie, 4TO OTJIMYACT €ro OT TPONOHMHA | CKEJIETHBIX MBIIII U JAENAeT CIeHU(DHYSCKUM MapKepoM, YKa3bIBAIOIIMM Ha MH(apKT
muokapia. ITo Tumy BbICBOOOXKICHHUS cepiedHblii TporoHuH | moxox Ha KOK (kpearunuH- Qocdornnasza) (4-6 4acos mocie nprucryra).
Onnako ypoBenb K®K Bo3Bpamaercss Kk HOpMalbHBIM 3Ha4YeHHsM uepe3 36-48 yacoB, Toraa Kak ypoBeHb CEpAEYHOr0 TPOMOHHHA |
ocCTaeTcsl Ha IMOBBIMICHHBIX 3Ha4YeHHsX 10 6-10 nmHeil. Y 3m0poBBIX Jrofei B cpemHeM ypoBeHb cepiedHoro Tpomonuna | mmke 0.06
Hr/MJI, OH TaKKe HE OMpEACNIseTCs y JIFOJAeH C TMOBPEKICHHEM CKEJETHOM MycKyiarypbl. Takum o6pasoM, cepiedHblii TpormoHuH |
SIBJIsieTCS  CHeU(UICCKUM MapKepoM IIpU JHarHoCcTHke HH(apkra Muokapaa. Y HEKOTOPBIX IMAlMEHTOB C HH(APKTOM MHOKapja
ypoBeHb cepedroro tTporonnna | moxer gocrurars ormerok 100- 1300 mr/mur.

IpuHuun recTupoBaHus:

Tect iISCREEN-Troponinl — ato xpomarorpaduueckuii MMMYHOTECT IJIsi Ka4E€CTBEHHOTO OIpPENCICHUs CEepACYHOro TpOroHuHA | B
LETbHONH KPOBH, CBHIBOPOTKE M IUIa3Me dYenoBeka. [locie nobGaBineHus mccieqyeMoro obpasiia Ha MOAyIIeUKy Uil oOpasma, oOpaser
HAuMHAET MPOJBHTATHCS MO KOHBIOTATHOW IOMYNIEYKE M CMEIIMBAeTCS ¢ aHTHU-CTN| 3070TBEIM KOHBIOraTOM, KOTOpPBIH HAaHECEH Ha
KOHBIOTaTHYIO TMOAymIedky. CMech ¢ IMOMOIIBIO KaMMULIPHBIX CHJI MPOJBHTaeTcs Mo MeMOpaHe u pearupyer ¢ aHtu—cTnl anTuTenamy,
HaHECEHHBIMH Ha MeMOpaHy B TecToBoi 30He. Ilpm Hammumm cTnl, B TecroBoif 30He (oOpMHpyeTcs OKpamleHHas mosoca. Ecim
oOpasery He comepxuT c¢Tnl B KOHUHTpalMM BBIIIE MOPOTOBOM, TecToBasg 30Ha ocTaHeTcsi OecuBeTHOW. OOpasen MNPOIOIKAET
MPOJBUTaThCS IO KOHTPOJBHOM 30HBI M (DOPMHUPYET OKpAIICHHYIO B PO30BbIM I[BET KOHTPOJIBHYIO IIOJIOCY, CBHJETEIBCTBYIOMLIYIO 00
UCIIPAaBHOCTH TECT-YCTPOICTBA U ACHCTBUTEIBHOCTH Pe3yIbTaTa TECTHPOBAHMSI.

XpaHeHue H CTA0HIbHOCTD!
1. Xpauuts B 3anedaTaHHOM Bujie npu Temmeparype 2-30 °C.
2. TecT-ycTpOMCTBO TOJDKHO XPAHHUTHCS B 3aIIEYaTAHHOM YIIAKOBKE 10 MOMEHTA HCIIOIB30BAHHSL.
3.  HE3AMOPAXHNBATB!
4.  He ucronp30Bath 10 HCTEYEHUH CPOKA TOTHOCTH.

MepbI Ipe10CTOPOKHOCTH
Tosbko 17151 TPodhecCHOHANBHOTO HCHOIB30BAHHS.
2. TecT-ycTpOWCTBO JOJDKHO HaXOAUTHCS B 3alleUaTaHHON yIaKOBKE BILIOTh 0 MOMEHTA HCIOb30Banus. He ucrnosp30Bars mocne
HCTEYCHHUsI CPOKA TOHOCTH.
3. Bce 00pasusl, B3SThle Ha aHAN3, AOJDKHBI PACCMAaTPHBATHCS Kak MMOTCHLIMAIBHO WH(OHIMPOBAHHBIE M XPAHUTBHCS Kak
UHOHLUPOBAHHBIC aTCHTEL.

4. Ilocne TeCTHPOBAHHS TECT-YCTPOHCTBO JOJDKHO OBITh YTHIIM3HPOBAHO B CIIEIIMATBHOM OHO3aIUTHOM KOHTEHHEpE.
5. Bo u3bexanue nepekpecTHON KOHTAMHHALUH, IIPH paboTe ¢ 00pa3aMu Kax bl pa3 NCHONB3yHTE HOBYIO ITUIIETKY.
Coop o0pa3uos:

1. TecrupoBanue cienyeT IPOBOIUTH HEMEIJICHHO mociie cbopa obpa3noB. He ocrapmsiite 0Opasibl Ipy KOMHATHOW TeMIiepatrype
Ha JUIMTENbHBIA nepron BpeMeHd. OOpasibl MOT'YT XpaHHThCs 10 3-X AHel mpu temmeparype 2-8 °C. Ins GoJjee JIHTEIbHOTO
XpaHeHus 00pasibl CIeayeT conepkarh pu Temmneparype Hike —20 °C.

2. Tlpu mpoBeleHHH TECTHPOBAHMS CHavana JOBEIWTE TeMIlepaTypy OoOpasloB 10 KOMHaTHoO#. I36eraiite MOBTOpHBIX
IpOILENYp 3aMOPO3KU-Pa3MOPO3KH 00pa3LIoB.

TIpenocTaBjieHHbIE MATEPHATIBI:
1. Tecr-kaccera B HHIMBHAYAIbHON YIAKOBKE U3 (DOJIBTH C OCYIIHTEIEM.
2. IlnmactukoBas IMUIETKA.
3. Hucrpykuws.

HeoGxoxuMble, HO He PeIOCTABJIEHHbIE MATEPHAJIBI:
1. Yacsl/taiimep.

ITpouenypa TecTHpOBaHUA:

1. Ilepex HayamOM TECTHPOBaHMA TLIATENBHO MPOYNTalTe MHCTpyKuuio. JloBemure TemiepaTypy OOpasloB M TECT- YCTPOWCTBa
no komuaTHO# (15-30 °C). He oTkpbIBaiiTe HHIMBHIYalbHYIO YIAKOBKY, MMOKa He OyjeTe MOJHOCTHIO TOTOBBI K Hayaily
TECTUPOBAHMSL.

2. V3Bnekure TECT-yCTPOWCTBO M3 HHANBHAYAIBHOH yIIAKOBKY M HEME/UICHHO HAYMHAITEe TECTUPOBAHHE.

3. TlomoxuTe TECT-yCTPOMCTBO HA YHCTYIO, CYXYIO MOBEPXHOCTh. Jlepka MHUIETKY BepTHKaibHO, n00aBbre 100 pl wmm 3
Karui o0pasiia B JIyHKY Jutst o0pasia (S) Ha TecT-ycTpocTBe.



4. Tlogoxaure, MoOKa He MOsBUTCS Tojoca(bl). Pe3ynbrar TeCTHPOBaHHs OJDKEH ObITh HMHTEpPIpETHpOBaH B TeueHud 10
MHHYT, HO He NI03/1Hee, 4eM depe3 15 MIUHYT ¢ Hadata TeCTHPOBaHMSL.

HuTtepnperanus pe3y1bTaTOB TeCTHPOBAHMS

1. MonoxurenbHulii: B oxomke mis
pe3yabTaTa BUIHBI JIBE OKPAIIECHHBIE TMHUN
— TtecroBas (T) u koutposbHas (C), Koropas
CITyXKHUT KOHTPOJIEM JIOTKHOTO
UCIIONIB30BAHUS TECT-yCTpoiicTBa.  VIHTEHCHMBHOCTB c m
OKpPacK{ TECTOBOM IIOJIOCHI MOXKET OTIMYAaThCS OT T
HWHTEHCHBHOCTH OKpPacK! KOHTPOJILHOMN MOJIOCHL.

2. OtpuunareabHblii: [losBicHHE TONBKO OIHOM
OKpaIlleHHOW KOHTpoJbHOM mosockl (C) B OKOIIKe
JUIst YTEHUsI pe3ynbrara
OTPUIATENILHOM PE3yIbTaTe TECTUPOBAHNSI.

3. HepeiictBUTeNIbHBINH: B okolike s 4TeHWs pe3yiabrara TECTHPOBAHHS HE BHAHO OKPAILICHHBIX I0JOC. II10JIOXUTENBHBIN
pe3yabTaT TECTHPOBAHMS MOKET OBITh YCTAaHOBJICH TOJBKO B TOM CIIydae, €CIM KOHTPOJIbHAS JIMHUS IOSBAIACH B OKOLIKE JUIS
YTEHHsl pe3yibTaTa (Takke Kak W TecToBas). ECiM KOHTPOJbHAs JIMHHS OTCYTCTBYET, PE3YJbTaT TECTHPOBAHHS CUHUTACTCS
HEJIeHCTBUTEIILHBIM U IOJDKEH OBITH TIOBTOPEH C MCIOJIL30BAHIEM HOBOTO TECT-yCTPOICTBA.
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Orpannyennst NpoueaypbI TECTHPOBAHMS .

1. Ilpu mmarnoctuke nH(papkTa MHOKapaa pe3yibTaThl TecTHpoBaHmsi Ha cTnl HeoOXoxMMO CpaBHHUTH C JPYrod KIMHHYIECKOI
nHopManmel, Takol Kak KIMHWYECKHE CHMIITOMBI M PE3YJIbTaThl JPYrMX aHAJIN30B, HCHOJIB3YEMBIX IIPH JHarHOCTHKE
nHpapkra Muokapaa. OTpUIATENBHBIA pe3yabTaT TECTUPOBAHUS, MONyYEHHBIH y IarUeHTa, 4eil oOpaser KpoBH ObUI B3ST Ha
aHanu3 4depe3 2-16 yacos moce mpucTyna 00JM 3a rPYANHON, MOXKET HOMOYb B UCKITIOYEHHH BO3MOXKHOTO HH(pApPKTa MHOKapJa.
TTosio>KUTENbHBIN pe3ysbTaT TECTHUPOBAHMS, NOJYYCHHBIH y NalMeHTa ¢ MOAO3PeHHEM Ha MHGApKT MHOKApAa, MOXET ObITh
HOJIE3eH MPM MOCTaHOBKE JMarHo3a WH}apkra MHOKapAa M TpeOyeT MAaibHEHIIero NOATBEPKACHHA. Y TAlMEHTOB C
MO/IO3pPeHNEM Ha MH(]ApKT MHOKap[a PEeKOMEHIyeTcsl NMPOBOIUTH CEPHI0 3a00pOB 00pAa3IoB KPOBM Ul aHANIM3a, 3TO CBS3aHO
C TEM, YTO MOBBIIICHHE YPOBHS CEPAEYHOrO0 TPOIOHHMHA | B KPOBM HPOMCXOIHUT ropas3[o IMO3KE IPUCTYNA OOJIM U NOSBICHUS
JIPYTHX CHMITOMOB HH(apKTa MHOKapa.

2. Tecr iSCREEN-Troponinl mns BbisBieHus cepiedHoro TpomoHuHa | [aer TONBKO KayeCTBEHHBIH pe3ylibTar.
YCTaHOBJICHUSI KOHIICHTparuy ¢ TNl 1oipkeH NCoNb30BaThCs KOJIMIECTBEHHBIH METOI aHAJIN3A.

3. Kak um B cimyyae ¢ JMIOOBIMH JIPYTrHMMH JUATHOCTHYECKHMMH TECTaMH, Pa3BEPHYTHIH KIMHWYECKUH JHar€Ho3 He MOXET ObITh
MOCTAaBJICH HAa OCHOBAaHWM CIMHUYHOIO TECTHPOBaHWA. Bpau JODKEH CTaBUTh JAWMArHO3 TOJBKO IIOCJIE TOro, Kak OymyT
coOpaHbI U U3y4EHbI Pe3y/IbTaThl BCEX KIMHUYECKUX U JIA0OPATOPHBIX HCCIIEA0BaHHHI.

st

O:kuaaemMble 3SHAYEHUS .

Tect iISCREEN-Troponinl mms BbisiBieHus cepieuyHoro TpomoHuHa | jaeT MOJOKMTENBHBIN pe3ynbTaT NpU aHanu3e obpasma ¢
comepxanneM cTnl 0.5 ur/mi u Bbume. Yepes 4-6 4yacoB Imocie NPHCTYNa M IOSBICHHS MEPBBHIX CHMITOMOB HH(ApKTa MHOKapAa,
KOHIIGHTpALMs CEpJEYHOro TPOIIOHNHA | B KPOBHU JIOCTHIaeT BepXHel rpaHuibl HOpMbL. Uepes 12-24 yaca mociie MpycTyna KOHLEHTpaLus
c¢Tnl B kpoBH mocTHUraeT MakCMMyMa M B HEKOTOPBIX CIIy4asx OCTaeTcs Ha IIOBBINIEHHOM ypoBHe 1o 6-10 nmeii. Takum oGpasom,
OTPHILATENBHBII Pe3yJIbTaT TECTUPOBAHMUS, TOTYy4YEHHBIH Yy INAlMEeHTa C MOJO3PeHHEM Ha MH(APKT MHOKapJa B TEUCHHE IEPBBIX 4YacOB
HoClie MPHUCTYIA, HE MOXKET HCKIoYaTh Hanuaue uHoapkra. [Ipm momo3pennn Ha WH(apKT MHOKapaa, TECTUPOBAHHE JOJDKHO OBITh
MIOBTOPHO TIPOBEAEHO Yepe3 MOAXO NI IIPOMEKYTOK BpEMEHH.

TexHn4ecKHe XapAKTePUCTHKH

YyBCTBUTEJIbHOCTD!

OpHocTaMHHBIA TEeCT I BBIBIECHHS cepiaeyHoro TpomonuHa | moxer ompeaenuts cTnl B KpoBH, CBIBOPOTKE MM IIa3Me
nanueHTa B KoHnenrpanuu 0.5 Hr/mu u Bee.

ToyHOCTD:
IloporoBasi KOHIIEHTPALUs TouyHoCTh
0.5 ur/mn 99.9%
0.2 ur/mn 97%
0.1 ur/mn 93%

Memaromue cyGcTaHIMHU:

Hmxe nepeunciieHHble cyOCcTaHIMM OBUTH JOOABJICHBI K OTPHIATEILHOMY KOHTPOJIIO M 00pasiaM CHIBOPOTKH, copepxkammM 0.5
Hr/mi ¢Tnl. Beuto ycTaHOBJICHO, Y4TO B YKa3aHHBIX KOHICHTPALMSAX 9TH BEIIECTBA HE BIHUSIOT Ha PE3yJIbTaT TECTUPOBAHMSL.

Cy6cTraHuus Konuenrpanus
bunpyoun 10 mr/mn
Xosecrepon 800 mr/mn
I'emorno6uH 250 mur/mi

Tpurnuuepun 250 mr/mn

sTnl 1000 ur/mn
cInT 1000 Hr/ma
cTnC 1000 Hr/ma

Perucrpanuonnoe ynocroseperre @C Ne 2006/1002 ot 28 uronst 2006r.
Ipoussoautens: UnTek [Iponakre Nuk., 332, Cunbryan Poan, Cunbsin Unnactpu Apea, Xaiikanr, Cuamens 361022, Kurait
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