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HAUMEHOBAHUWE MEJULIUHCKOI'O U3JEJNA

Habop pearentroB (3xcmpecc-tect) DrAccu mist KomudecTBEHHOTO ompezeneHuss MB-u3odepmeHTa KpeaTMHKHHA3bI
(CKMB) uMMyHO(MIYyOpPECUCHTHBIM METOJOM B LICNHOW KPOBH, CBHIBOPOTKE WM IUIa3Me C MOMOIIBIO
uMmyHodryopecuenTHoro anaiusaropa DrAccu (CKMB FIA), B cocrage:

1. Tecr kacceta (CKMB FIA) — 25 mir.

2. Tlpob6upxka c Oydepom mms pa3zseaenus oopasnos (0,3 mir.) — 25mT.

3. MHWnentndukammonHas kapTa — 1 mrT.

4. VHCTpyKUuus 0O MPUMEHEHHIO.

Hckmouumenvro 015t npogheccuonanbHo2o npuMeHeHus 8 pamKax OUAZHOCMUKY in Vitro.

Jasiee mo TeKCTY MPUMEHSIIOTCH cienyoiue cokpamenusi: Habop peareHtoB s onpenencHust MB-uzodepmenra
KpEeaTHHKUHA3bI, METUIIMHCKOE U3JIeIIHeE, TECT, IKCIPECC-TeCT, TecT-KacceTa, TecT-kacceta (CKMB FIA).

HA3BHAYEHUE MEJUIWHCKOI'O U3JEJINA

Habop pearenToB ais onpeneicaus MB-u3odepMenTa KpeaTHHKHHA3HI TPeIHA3HAYCH I OBICTPOTr0 KOJMYESCTBEHHOTO
in vitro onpexnenenus konentpamnun CKMB B cbIBOpOTKE, 1IeTbHON BEHO3HOM, IEIBHON KATMULSIPHOH KPOBH U IIJIa3Me
C MHCIOJB30BAHUEM CIEAYIOUIMX aHTHKOATryJSHTOB: aAuKaiaueBas conb OJTA, murpar wim remapuH HaTpus,
UMMYHO(ITyOpECLIEHTHBIM METOAOM Ha aHanu3aTope DIrACCU, B kauecTBe BCIIOMOTaTeIbHOTO CPE/ICTBA MIPU AUATHOCTHKE
nHpapkra Muokapaa. TecT MOXET NPOBOJAHUTCS JIIOOBIM KaTeropusM MAlMEHTOB [0 Ha3HAYCHHUIO MEIUIIMHCKOTO
MepcoHana.

OBJIACTHh IPUMEHEHUA

Kimanaeckas na60paT0pHaﬂ JAUAargsoCTukKa, HpO(I)CCCI/IOHaJ'ILHOG INpUMCHCHUC B YYPCIKACHUAX MCIAULIHUHBI H
3ApaBOOXpPAaHCHUA.

KPATKOE OIIUCAHHE

Habop pearenToB [uisi onpenenenus u3odepMenTa KpeaTHHKMHa3bl MB 1cnosb3yercss B KauecTBe BCIIOMOTaTEIbHOIO
CpenCTBa MpH AUarHocTuke nHdpapkTa Muokapaa (MM).

Kpearunkunaza MB (CKMB) — 310 ¢epMeHT, MpUCYTCTBYIOMINIA B CEPICYHON MBIIIIE W UMEIONIHHA MOJEKYISIPHYTO
maccy 87.0 k/la. Monekyna KpeaTHHKHHA3bl MNPEACTABISIET COOOH OUMeEp, COCTOSAIIMHA U3 [BYX CyOBEIUHHIL,
o0o3HauaeMbIx «M» u «By», KOTOpbIE, coYeTasiCh B Pa3IMuHbIX KOMOMHAIMAX, MOTYT ()OPMHUPOBATh TPH Pa3IHYHBIX
nm3odpepmenta: CKMM, CKBB u CKMB. CKMB — 310 m30(epMeHT KpeaTUHKHHa3bl, HanboJIee aKTUBHO yYaCTBYIOIIUH
B METa0OJM3Me TKaHU cepedHor MBIIEL. BricBoOoxaeane CKMB B kpoBb nociie UM MoxkeT ObITh 00HApyKEeHO B
TeyeHue 3-8 yacoB nociie nospieHus cumnromoB. CKMB nocturaer makcumyma B Teuenue 9-30 yacoB 1 Bo3Bpaliaercs
K ICXOJHOMY YpoBHIO B TeueHue 48-72 vacop. CKMB sBisieTcst oqHIM U3 HanOoJee BaXXHBIX CEPACYHBIX MapKEPOB U
IIMPOKO MPHU3HAH B KAYECTBE TPAJIUIIMOHHOTO MapKepa Ul AuarHocTuku M.

IOKA3AHMUS K IPUMEHEHHUIO
Juarnoctuka nH(papKTa MUOKap/a.

NPOTUBOINIOKA3AHUA K MIPUMEHEHHWIO

He npumenumo.

NPUHOUII METOJA

Habop pearentoB aiis onpezenenns MB-u3zohepMenTa KpeaTHHKHHA3bI PACCUUTAH Ha MPOBeICHUE 25 TECTOB.

JanHb1if Habop peareHToB Hcnonb3yercs it ooHapyxenust CKMB nmMyHo(IyopeciieHTHBIM METOI0M Ha aHAIH3aTOpe
DrAccu ¢ npuMeHeHHEM TEXHOJIOTHU CIHBHYA, T.€. JBOMHOIO paclio3HaBaHUS IIEJIEBOT0 aHAINTA MOHOKJIOHAJILHBIMA
anTuTenaMi. MoHoKIoHanbHEIe aHTUTena K CKMB uMMOOMIM3MpYIOTCS B TECTOBOW 30HE MeMOpaHbl. Bo Bpems
MIPOBEJIEHUS aHATN3a 00pa3el] BCTYIAeT B PEAKIIUIO C MOHOKJIOHATbHBIMY aHTUTelaMu K CKMB, KOHBIOTHPOBaHHBIMHU C
(IyopecuieHTHON MEeTKOH, KOTOPBIMH IPEIBApUTEIBHO TOKPHITA KOHBIOTATHAs IOAJIOXKKA (PacHojoXKeHa Ha TeCT-
MIOJIOCKE BCJIE 3a JIyHKOH /I 00pasiia) Ha TecToBoi nosocke. [locie 3Toro cMecs mepeMeriaercs yepes MeMOpaHy moJ
JNEHCTBHEM KalMWUIIPHBIX CHJI, B3aMMOJCHCTBYS C HAaXOMAINUMHCS Ha MeMmOpaHe peareHTamH. [Ipu JgocTaToOYHOM
koHueHrpaun CKMB B 06pasiie B TecToBO# 30He MeMOpaHbI Oy1eT 00pa30BEIBaThCs (IIyOpeCclieHTHBIH KoMIuIeKe. Yem
OoJibllle TAaKMX KOMIUIEKCOB HAaKONMTCS B cMecH, TeM Ooibpuie Oynmer 3axBadyeHo CKMB, m Tem cuibHee Oyzmer
00OHapyKnBaeMbIii aHAJIN3aTOPOM (ITyOpPECLEHTHBIH CUTHAJI OT BO30YKICHHOTO CBETOM KOMILIEKCa.
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[NosiBnenue QiyopecleHTHON NONOCH B KOHTPOJILHOM 00JIaCTH paccMaTpUBAaeTCs KaK BHYTPEHHHI MOJIOKUTEIbHBIN
KOHTPOJIb ITPOLIEAYPHI ¥ MOATBEPXKAAECT HAIMYHE JOCTATOYHOTO 00beMa 00pa3slia 1 CIIyJHuBIIeecs IPOHUKHOBEHHE Yepe3
MeMOpaHy. DTOT BHYTPEHHHH KOHTPOJIb NPOUCXOAMT Oylarojapsi Jpyromy (JyopecleHTHOMY KOMIUIEKCY, KOTOPBIi
oOpasyercst B pe3yiabTaTeé MUTPALMH MEYEHOTro (hIyOpEeCHEHTHOH METKOW HMMMYyHOrnoOynuHa Y  KypHIbI
(«KOHTPOJIBHBINY» KOHBIOTAT) C KOHBIOTATHOW IIOJUIOKKM Yepe3 BCIO MeMOpaHy B KOHTPOJBHYIO 30HY, IJiEe OH
3aXBaTHIBACTCSI UMMOOMIN30BAHHBIMU TaM KO3bUMHU aHUTEIAMHU.

Ilocne 3aBCPUICHUA pCaKlun I/IMMyHO(l)HyOpeCHeHTHHﬁ aHaJIu3aTop DrAccu OIMpCACIACT ONTHYCCKYIO IJIOTHOCTH
(bﬂyOpeCHeHTHLIX KOMIIJIEKCOB B TECTOBOU U KOHTpOJ'ILHOﬁ 30HaX, paCCUUTLIBACT KOHIICHTPAIUIO aHaJIuTa NOCPEACTBOM
CpaBHCHUA pE3YyJIbTAaTOB aHaJInM3a C HpeL[YCTaHOBHeHHOﬁ CTaHJ.'[apTHOﬁ KpHBOﬁ 1 BBIBOAUT PE3YyJIbTAaThl HA 3KPaH.

NH®OPMAILIUSA O BOSMOKHOCTH NOBTOPHOI'O ITIPUMEHEHUM A

He nmoanexur MMOBTOPHOMY IPUMCHCHHUIO.

MEPBI IIPEJOCTOPOKHOCTH

e 3amperaercs UCIOJIL30BaTh U3/IEIIHE TI0CIIe NCTEUEHHs CPOKa IT'OTHOCTH, YKa3aHHOTO Ha ynakoBke. He ncrons3yiite
U3JeNue, eclid yIakoBKa noBpex/eHa. [loBTopHOe HCIob30BaHUE TECTOB HE IOy CKaeTCs.

e Habop peareHTOB Uil ONIpelelieHHs: KpeaTHHKHHa3bl MB cONEpXUT NpOAYKTHI KUBOTHOTO MPOUCXOXKICHUS,
TIOATBEPKICHHBIE CEPTU(HUKATAMH IPOUCXOXKICHNSA W/WIA CAaHUTAPHOTO COCTOSIHUS KMBOTHBIX. OIHAKO OHH HE
TapaHTHPYIOT IIOJHOTO OTCYTCTBHS TNATOT€HHBIX MHMKPOOPTAaHM3MOB, KOTOPBIE MOTYT II€PEAaBaThCS YEIIOBEKY.
ITosToMy pexkomeHmyeTcsl pacleHHBATh NAaHHOE H3ZEIHe KaK IMOTCHIMAIbHO HMHQHUIHMPOBAHHOE W COONIIOAATH
CTaHAAPTHBIE MEPHI MPEIOCTOPOKHOCTH (HAIIPUMEp, HE IJIOTaTh M HE BIBIXATh).

e CobnrozaiiTe OCTOPOXKHOCTB, YTOOBI HE IOIYCTUTH 3arpsI3HEHHSI KOMITIOHEHTOB Habopa. He ncnons3yiite npyn Hanuaun
MPU3HAKOB MUKPOOHOTO 3apaKeHUs] WM OCaKAeHHs. bronorndeckoe 3arpsisHEHHE J03aTOPOB, KOHTEHHEPOB WU
PCarcHTOB MOXKCT IMPUBOJAUTD K IMOJTYUYCHUIO JIOKHBIX PE3YJILTATOB.

e He nomyckaiite epekpecTHOro 3arpsi3HeHUst 00pa3LoB, HCTIOJIB3YHTE HOBBIN KOHTEHHED [T KaXKIOTO MOJy4eHHOro 00pasIia.

° Hepe,u MMPOBEACHUEM TCCTUPOBAHUA BHUMATECIIbHO U3YUUTC BCE onmucaHue npoueaypanl.

e 3ampemiaercsi NPUHATHE NHIIM M HAIUTKOB, U KypeHHE Ha ydacTKe, TJe IPOUCXOJUT 0OpabdoTKa 00pasloB H
coliepKUMOro Habopa pearenToB. OOpainaiiteck co BceMu 00pa3iaMu Tak, KaK €CJId ObI OHU COJICPKATH BO30Y TUTEITU
nHdexnun. CoOmoaliTe yCcTaHOBICHHBIE MEPBI MPEAOCTOPOKHOCTH VISl MPEAOTBPAIIECHUST MUKPOOHOIOTHUECKIX
PHCKOB Ha IPOTSHKEHUM BCEH NPOLENYpbl M CileAyiiTe CTaHJapTHBIM MpPOILENypaM [0 Ha UIeKallel yTHIN3aliH
oOpasmos. [Ipu npoBeneHnn aHanm3a oOpa3LOB HOCHTE 3alIUTHYIO OAEXKIY, TAKyl0 Kak JlabopaToOpHbIE XaiaTbl,
OJTHOPA30BbIe EPUATKH M CPEACTBA 3AIIUTHI IJ1as3.

e 3ampemaercsi MCHATh MECTaMH WJIM CMEIINBATh PEareHThl U3 Pa3HBIX MapTHIL.

e Bira)xHOCTb U TeMIIEpaTypa MOTYT OTPULIATCIILHO IMMOBJIUMATHL HA PE3YyJIbTAThI.

XPAHEHUE U CTABUWJIBHOCTbD

e Habop cnenyer xparuts npu Temneparype ot 2°C mo 30°C.
e Habop nomkeH ocTaBaThCs B 3alI€4aTAHHOM ITAKETE 0 Haualla UCIIOJIb30BAHUS.
e He 3amopa:xxuBarhb.

CTatnibLHOCTD B TeYeHUE CPOKA T'OAHOCTH

Habop pearenTtoB mist onpenenennss MB-n3odepMeHTa KpeaTHHKHHA3bI COXPAHSET CTA0MIBHOCTD TP TEMIIEpaType OT
2°C no—30°C B TeueHHe 3asBIEHHOIO IPOU3BOIUTENIEM CPOKA TOAHOCTH U3Jenus — 18 Mecsues.

CTa0WIBHOCTH IPH TPAHCIIOPTHPOBKE

Brumn mpoBeneHBI HWCHBITAHWSA, WMUTHPYIONIME MSATh BHIOB BO3JEHCTBHA NPHU TPAHCIOPTHPOBKE (TIOBTOPHOE
3aMOpaXMBaHHE M OTTaMBAaHWE, BBICOKAas TEMIIEpaTypa, BBICOKAs BIAKHOCTh, HH3KAas BIAKHOCTH, ITOHIDKCHHOE
napieHue). Pe3ynbTaThl MOKa3aiaM, 4YTO HA CTaOMIIBHOCTh Habopa pEareHTOB ATl ONpPEICTICHUS ChIBOPOTOYHOTO
aMIJIOUTHOTO Oeka A yKa3aHHBIC BUABI BO3ACHCTBISI HE OKa3bIBAIOT BIMAHUSA. [Tocie BeIIepKUBaHUS B SKCTPEMATBHBIX
YCIIOBHSIX — B TedeHue 48 yacoB npu noBwIeHHOH TeMmeparype (37°C), moBsieHHON BiaxHOCTH (80%), MOHMKEHHON
BraxHocTd (20%), B TeuyeHne 24 4acoB NpH MOHIKEHHOM JaBieHuH (500 MM PT.CT.), a TaKkKe IOCie TPEXKPaTHOTO
3aMOpaXMBaHMS M OTTaWBaHMS M3JIeJINE COXPaHsIET CTAOMILHOCTD IPH MOCIIEAYIONIEM XpaHEeHHH 1IpH Temneparype 30 +
2°C B TeueHue 3asBIEHHOTO cpoka rogHoctH (18 mecses).
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CTa0WJIBHOCTH IPH UCNOIb30BAHUH

OnruMainbHbIle PE3YIbTAaThl MPUMCHCHUS Ha60pa PpearcHToB jid ONpECACJICHUA MB-I/I30(1)epMeHTa KpCaTMHKWHA3bI

JIOCTUTAIOTCS B TeueHue 60 MUHYT MOCJe BCKPBITHSI YIAKOBKU.
Bonee noapoOHas nHpopManus npeactarieHa B OT4ere 00 UCTIBITAHUAX HA CTAOMIBHOCTD.

CPOKTOJHOCTH
Cpok rogHocTH Habopa peareHToB Ui onpeneneHnss MB-n3odepmenTa kpeaTHHKHHA3B! 18 MecsIeB npu XpaHeHUH B

YCIIOBHSAX, PEKOMEHIOBaHHBIX NpousBoauteneM (ot 2°C o 30°C).

CBOP 1 TIOATOTOBKA OBPA3IIOB

HaGop pearenros aist onpeaenenus MB-usohepmenTa kpeaTHHKUHA3EI PeIHa3HAYEH ISl HCIIOJIb30BAHUS TOJIBKO C
o0paslamu 1enbHON KPOBH, CBIBOPOTKH MM TIJIa3Mbl YeJIOBEKa.

PexoMeHyeTcs MCHONB30BaTh TOJIBKO YHCTHIE HETEMOJIM3HPOBAaHHBIE 00pasibl. YTOOBI MPEAOTBPATUTH TEMOJIH3,
CeTaparfio CHIBOPOTKH MITH TTa3Mbl HEOOXOAMMO OCYIIECTBIATh B KpaTYaHIIHe CPOKH.

INepen mpoBenenueM Tecta 00pasipl HEOOXOANMO JOBECTH 10 KOMHATHOHM TeMIEpaTyphl. 3aMOPOKEHHBIE 00pa3IIbl
nepesl TECTUPOBAHWEM HEOOXOIMMO IMOJHOCTBIO pa3MOPO3UTh M TIIATENHHO mepememars. He crnexyer momyckaTsh
MTOBTOPHOTO 3aMOPA)XUBAHUS M OTTaWBaHUS 00Pa3IOB.

IIpu WMCHOJB30BaHMU JKENTYIIHBIX, JIMIEMUYHBIX, T'€MOJIM3UPOBAHHBIX, IOJBEPIIIMXCS TEILUIOBOW 00paboTke U
3arpsi3HEHHBIX 00Pa31I0B MOTYT OBITh MOJIYYEHbI OIIHMOOYHBIC PE3yJIbTaThI.

CymiecTByeT HeOOIbIIasi BEPOSTHOCTh TOTO, YTO HEKOTOPbIE 00paslbl LEJbHONH KPOBH, KOTOPhIE MMEIOT OYEHb
BBICOKYIO BSI3KOCTh WJIM XpaHWIUCH OoJjiee 2 JHEH, MOI'yT He MOJOWTH Ul TECTUPOBAHHS C MCIOJIb30BAHUEM ITOTO
TecTa. B Takux ciydasx cieayer HOBTOPUTH aHalu3 ¢ 00pa3loM CHIBOPOTKHU HJIM IIa3Mbl KPOBH TOTO )K€ MALMEHTa,
UCIIONIb3Ysl HOBYIO TECT-KacCeTy.

XPAHEHUE U TPAHCIIOPTUPOBKA OBPA31IOB

PexomeHyeTcst mpoOBOAUTH TECT cpasy IMocie B3sATusA obpasma. He crnemyer ocTaBimsaTh 00pasmbl MpH KOMHATHON
TeMIepaType Ha JUIMTeNbHoe BpeMs. OOpa3isl CBIBOPOTKH U TUIa3MbI MOXKHO XPaHHUTh NpH Temmepartype ot 2°C o
8°C makcumyM 3 nHs. B ciydae IIMTEeNsHOTO XpaHeHHs 00pasIlbl ClIeyeT XpaHuTh Npu TeMiieparype Himke —20°C.
[lenbHas BeHO3HAs KPOBB JIOJIKHA XPAaHUTHCS ITpu TemnepaType oT 2°C 1o §°C, eciu TeCT IUTaHUPYETCs UCTI0Ib30BaTh
B TedyeHwue 2 nHei nocie coopa. O6pasibl HeIbHONW KPOBH 3aMOPaXKUBATh HE JIOITYCKAETCS.

Jst XxpaHeHUs eTbHOM BEHO3HOM KPOBH HEOOXOAMMO HCIIONIb30BaTh KOHTEHHEPHI C aHTUKOATYJITHTaMH, TAKUMH KaK
nukanueBas conb D TA, uuTpaT Win renapud HaTpust

Ecnu o0pasmpl mojuiexxaT nepeBo3ke, OHM JIOJDKHBI OBITH yNAaKOBAaHBI B COOTBETCTBHM CO BCEMH NPHMEHHMBIMHU
TIpaBUJIaMH, KaCAIOIMMUCS EPEBO3KH 3THOJIOTHYECKHUX areHTOB.

MATEPHAJIBI

IpenocraBisieMble MATEPHAIBI
* Tecr-kaccera (Serum Amyloid A FIA) * [Ipobupku ¢ Oydepom aiist pa3BeaeHns: 00pas3oB
* UnentnukannoHHas kapra * MHCTPYKIHMS IO IPUMEHEHHIO

Heoﬁxoz[uMue, HO HE MPEeA0OCTaABJAsAECMbIC MAaTECPUAJIbI

e Taiimep

e MukponumneTka

e llentpudyra

o KonreiiHeps! as cbopa 00pas3ios

¢ lIMmmyHOdayopectenTHbIN ananmm3aTop DrAccu

*MoryT ObITh HCIIOJb30BAHBI JIIOObIE MPOAYKTHI, 0100PEHHBIE K 00palleHuI0 HA TeppuTopun P®.
CrnenuanbHbIX TPeOOBAHMIT / OTPAHMYCHHUI HET.

KOMIIOHEHTBI PEAT'EHTOB

PearenT / uHrpenenT / cbIpbeBOii MaTepHal Kosaunyectso /
KOHIEHTpaLus

KoMmnoneHT Tecra

TecrtoBas 30Ha
Monoxknonansaele antureaa kK CKMB 0.5+0.1 Mkr




CriAccu

(KOMIIOHEHTHI OCHOBHOM PEaKIIN)
Kontponbhast 3012 Ko3zbu anturena k nmmysoriaooymuny Y (1gY)
(KOMIIOHEHTBI (PYHKIMOHATBHOTO KOHTPOJIS) KyPHIIbI 0.25+0.1 mxr
Teepnas daza (MmemOpana) Hutpouemnmonoza -
Jlynka ams obpasma CTeKIIOBOIOKHO -
[onmspupHOE BOIOKHO -
KoHbioraTHas noLoxia MomnoknonaneHbIe anTHTeNa K CKMB 0.15+ 0.03 Mkr
Nmvmyrornobymua Y (1gY) Kypuribn 0.03 £0.01 mkr
dnyopecLeHTHas: METKa 1.8 £0.2 MKkr
IInactuna (A1 COOPKHU TECT-TIOIOCKH) TBX (IOMMBHHIIXIOPHI) _
OunbTp Bywmara _
Kopmyc st Tect-nonocku TliacTuk _
NaH2PO4-2H20 20 MM
Na;HPO4-12H,0 20 MM
ITAB 0.50 %
Bydep mis pasBenenus o6pas3ios KCI (xnopun kanus) 0.30 %
NaCl (xiopun HaTpus) 0.85%
ITpoxnun-300 (koHCepBaHT) 0.10 %
JuctunnupoBaHHas Boaa 98.25%

MATEPHAJIBI ZKUBOTHOTI'O NTPOUCXOXKJIEHUS

Martepwuaisl ;KHBOTHOTO TIPOMCXOXKACHUS TPOBEPEHHI U pucku npuMeHeHnss MU ykazansr B [lacmopte 6e30macHOCTH.
[TacmopT 6€30MacHOCTH MPENOCTABIIAETCS MIPH 3aMPOCe YIOTHOMOYEHHBIM MpeacTaBuTeaeM npoussoautenst MU B PO.

CTEPUWIBHOCTDH

IlocTaBnsercs B HCCTCPUIbHOM BUIC. CTepI/IHI/ISaHI/IH nepea NpuMEeHEHHUEM HE Tpe6y€TC$I.

NHO®OPMAIIA O HAJIMYNAU B MEJUITNHCKOM U3JEJNUA JIEKAPCTBEHHOI'O CPEJCTBA

He conepxwur.

HPOUEAYPA NPOBEAEHUA TECTUPOBAHUA

[Nepen ucnonp30BaHNEM JOBEUTE TECT-KACCETHI, 00pa3Ibl H/WIIN CPECTBA KOHTPOJIS 10 KOMHATHOW TeMIepaTypsl (B

npenenax 20-30°C).

1. M3Briekure TecT-KacceTy W3 3alleyaTaHHOTO MaKeTa M, MOJIOKUB €€ Ha YHCTYIO POBHYIO MOBEPXHOCTb, IIPOMapKUpPYyHTE
NIPUCBOCHHBIM MAlMCHTY WM JAHHOMY aHAINW3y YHUKaJIbHBIM HOMepoM. [l moiydeHuss HamOojee TOYHBIX
Pe3yJIbTaToOB aHAJM3 CJIEAYET IIPOBOJUTEH B TEUCHHE OJIHOTO Yaca.

2. BcraBbre npenrnduxannonnyto kapry (ID xapty) pearenroB Ha CKMB B cooTBeTcTBYyMOIMIA pa3beM Ha OOKOBOM
naHenu aHaju3aTopa. Beibepute B MeHIo «Project Management» (YmpasieHue aHaIH30M), 4TOOBI IPOBEPUTH BBOA
naHHBIX TecTa ¢ |D xapThL.

3. TIpoBepbTe MOJOKEHHE TECT-KACCEThI Ha YUCTOH POBHOM MOBEPXHOCTH.

4. TloaroroBka M HaHeceHHe oOpasma. OTMephTe MUKPONHIIETKON 75 MKJ o0pasna IeJbHOW KPOBH, CHIBOPOTKU HIIN
IUTa3MBbl), 100aBbTe €ro B Oydep 1 TmaTensHO IepeMenIaiTe. 3aTeM ¢ OMOIIBI0 MUKPOITUIIETKH ITepeHecuTe 75 MK
TIOJTyYeHHOH CMECH B JIYHKY JUTs oOpasna (S) Ha TecT-KacceTe.

5. IIpoBenenue Tecra

5.1 CrannapTHbIN aHATU3:
* Cpasy nocie HaHECEHHs PacTBOpa B JIyHKY JUIs 00pa3iia BCTaBbTE TECT-KACCETy B COOTBETCTBYIOIINI pa3beM Ha
HepeHel IaHeIu aHaJIn3aTopa.
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* BriGeprte B MCHIO Ha BepxHell manenu ananmsatopa «Scheduled Test» (3ammaHupoBaHHBIA TECT) U BHIOEPUTE THIT
obpasua «WB/S/P» (kpoBb/CBIBOpOTKa/ma3Ma). AHanMM3aTop OTOOpa3sMT Ha JKpaHe HAMMEHOBaHHE
OTIpeessIeMOr0 aHAIUTa M HOMEP MapTUH PEarcHTOB.

» Haxwmure «Standard Test» (CrannapTHbIH aHau3).

75ul. Mixture °

75uL. Serum/

Plasma/ ‘o» [ T H}][“U » ‘ 23

Whole blood 2 AR 6000 | [ Standare Test ||

[Ty

AHamM3aTop OTCKaHUPYET C TecT-KacceThl Ko obpasia (Sample ID) u Bpemst nHKyGarmu (BpeMst peakitin oopasiia
C peareHTaMH Ha TeCT-KacceTe), aBTOMAaTHUECKH OTCYUTAET 9TO BpeMs (15 MUHYT 11t JAaHHOTO aHan3a), BHIBEACT
Ha 9KpaH KoJ 00pasiia, MpOBeIeT TECT U 0TOOPA3HT Pe3yIbTart.

YroOBI pacrieyarath pe3yabTaT, BRIOSPHTE OKOLIKO ¢ H300paKeHHEM MPHHTEpA.

5.2 Dkcmpecc aHaIu3:

* ITocse HaHEeCeHHS pacTBOpPA B JIYHKY JUIS 00pasiia 3alyCTUTE TalMep U OTCYUTANTE BpeMs HHKyOanuu 15 MUHYT.

* 3aTeM BCTaBbTE TECT-KACCETY B COOTBETCTBYIOIIMI pa3beM Ha MEpe/IHeH MaHeIn aHATU3aTopa.

* Beibepure B wMmeHio «Immediate test» (Hememnenusiii TecT) u BbiOepuTe THH o00Opasua «WB/S/Py»
(KpOBB/CBIBOPOTKA/TIIa3Ma). AHATIH3AaTOP OTOOPA3HT HA IKPaHE HANMEHOBAHHUE OMPEIENIIEMOT0 aHAIUTA U HOMEP
MapTHH PEareHTOB.

» Haxxmute ««Quick Test» (Jxcnpecc-aHanms).
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AHanu3aTtop OTCKaHHPYEeT U BBIBENIET HA SKpaH Koj oOpasna (Sample ID), npoBenet TecT U BBIBEAET pe3yIbTaT Ha
sKkpaH. YToObI pacnieyaraTs pe3yabTaT, HAKMUTE Ha OKOIIKO ¢ M300paKeHNeM IpHHTepa.
Boree nonpodHyto nadopmarmio cM. B PykoBoscTBe nosbs3oBaTenss ”MMYyHO(ITyopecieHTHBIM aHanm3atopoM DrAccu.

HUHTEPHOPETAIIUA PE3YJBTATOB

NmmyHodyopecuieHTHbIH ananu3atop DrACCU aBTOMaTHYECKH paCCYUTBHIBAET PE3YJIbTAThI aHAJIHM3a U BBIBOJUT Ha KPaH
KOHIIEHTPAIMIO KpeaTHHKHHA36I MB B nccnemxyemom o6pasiie B HI/MII.

KOHTPOJIb KAYECTBA

e Tect BKIIOYaET B ce0sl BHYTPEHHHE CpEJCTBA KOHTPOJIS Npolenypsl. Hannune wiy ucue3HOBEHHE CHHEH MOJIOCH! B
KOHTpOJbHOM obnactu (C) paccMaTpuBaeTcs Kak BHYTPEHHMH ((QyHKIMOHAIBHBIN) KOHTPOJb HPOLELYpPHI.
VcuesHoBeHne cUHEH II0JIOCHI C TOSIBIEHHWEM (UIyOpeCHEHIMH OT NPOLICAIINX Yepe3 MeMOpaHy peareHTOB
BHYTPEHHET0 KOHTPOJII HOATBEp)KJaeT HAJIMYHE JOCTaTOYHOro oObeMa obpas3na W HpaBHIBHOCTH ITPOBEACHUS
MIpOIIeTypHI (TIOJIOKUTENBHBIN BHYTPEHHUH KOHTPOJB).

e Bremnwne cpeactBa KOHTPOIS HE BXOIAT B KOMIUIEKT IOCTaBKH JaHHOTO Habopa. IIpoBepka ¢ mMOMOIIBIO CPENICTB
MTOJIOKHUTETHHOTO M OTPHUIIATEIEHOTO KOHTPONIS PEKOMEHIYyeTCS B COOTBETCTBHH C HajJiexamied jabopaTopHON
MIPaKTUKOM JIs1 IOATBEPKAEHUS IPOLEAYPbl TECTUPOBAHUS U POBEPKH IPABUIBHOCTU PE3YJIbTATOB TECTUPOBAHUS.
HexoTopble kKOHCEpBaHTBI MOTYT IOBIMATh HAa (YHKIMOHHPOBAaHUE TecTa. BHemHue cpencTBa KOHTPOIS JOIKHBI
OBITH IPOBEPEHEI IIEpe/T UCIIOIb30BaHUEM IJIsl 0OECTIeUeHHsI JOCTOBEPHBIX PE3YJIbTaToB.
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e Habop peareHTOB A ompenesieHUs] KpeaTHHKHHA3bI MB numb BeIABIsIET KonmmdecTBeHHBI ypoBeHF CKMB B
o0paslie ¥ He T0IDKEH HCIIOIb30BaThCs B KAUECTBE €ANHCTBEHHOTO KPUTEPHUS IS TUArHOCTHKY HH(papKTa MHOKap/a.

e DKcmpecc-TecT Ui KOIMYECTBEHHOTO ornpeaeneHust MB-u3o0¢depMenTa KpeaTHHKHHA3BI HE TI03BOJIIET OOHAPYKUBAThH
koHneHTpanuio CKMB B o0pasne Ha ypoBHe MeHee 2 HI/Mi. OTpHIATENBHBIA Pe3yibTaT HU Ha KAaKOH CTaIuu
3a00JIeBaHNS HE MO3BOJISIET HCKITIOYUTH BEPOSITHOCTh HH(APKTa MUOKAP/a.

e Kax u B cityyae ¢ JTr00BIMH JPYTHMHU TUarHOCTUYECKHMHU TECTaMH, BCE PE3YJIbTaThl HEOOXOIUMO HHTEPIIPETHPOBATh
B COYETaHUH C JPYTOH JOCTYITHOW Bpady KIMHUYECKOI HHpOpMalUe.

e Jlacxe ecnu pe3ysbTaThl TeCTa MOJNOXKUTENIbHBIE, CIEAYeT PacCMOTPETh BONPOC O JOMOJHUTENBHOM KIMHUYECKOI
OLIEHKE C YUETOM JPYTroi KIMHUYECKOH HHPOPMAINH, JOCTYITHOH Bpavy.

OKHNJAEMBIE 3HAYEHUSA

Pedepencnoe 3Hauenue (Hopma): < 5 Hr/mi.

OYHKIIMOHAJIBHBIE XAPAKTEPUCTHKH
AHaTUTHYeCKasi YyBCTBUTEIBHOCTD

AHanuTHyeckas UYyBCTBHTENBHOCTH OJKCIIpecc-TecTa Uil omnpenesneHus MB-msodepmenta KpeaTHHKHHa3bl ObLIa
NIPOBEPEHA C HCIIOJIB30BAaHMEM 3-X MAapTHH pPEarcHToB, A KaXJAOW M3 KOTOPBIX MpoBoawIock mo 20 aHalu30B
KaIMOPOBOYHOTO PACTBOPA C HyJIEBOH KOHIIEHTpAIMEH, M COCTaBMIIa HE MEHEe 2 HI/MIL

Juana3oH u3MepeHus: M JINHEHHOCTH

DKcrpecc-TecT Ui OMpPEIeNeHUs] ChIBOPOTOYHOro MB-uzodepMenta KpeaTHMHKHUHA3BI JIEMOHCTPUPYET BBICOKYIO
cTereHs InHeHoCTH (r > 0.99) Bo BcéM nmuamazoHe KonmmdecTBeHHOTO m3Meperust: 2 — 100 ’r/mir.

IIpeun3noHHOCTH

BHyTpucepuiiHas Hper3HOHHOCTh PAaCCUUTHIBANACH OJHUM AHAJTUTHKOM, KOTOPBIH mpoBoaui mo 10 aHanmu3oB ams
KOHTPOJIBHBIX CTAHAAPTHBIX 00Pa3IOB C pa3HON KOHIEHTpALel KpeaTHHKMHA36l MB 1 ncnone30BaHueM OHON MapTHH
Habopa peareHToB IS ee omnpenesieHus. BHyTpuiadopaTopHas NMper3MOHHOCTD ObUTa MOATBEPIKAEHA 3-MsI pa3HbIMU
aHAINTHKAaMH, TPOBOJMBIIMMY 110 10 aHATM30B U1 00pa3IoB ¢ Pa3HON KOHIEHTPALMEH C NCTIONIb30BaHUEM 3-X pa3HbIX
napTuit HAOOPOB PEareHToB.

Kommerrparms CK-MB BuyTpucepuiinas npequ3noHHOCTh BryTtpunabopaTopHas npernu3noHHOCTh
B 06Gpasile, HI/MI Cpennee 3HaueHue, KB, % Cpennee 3HaueHue, KB, %
HT/MJT (kodduIHeHT BapHarfy) HI/MJI (k03(huneHT Bapualmn)
5 4.82 9.72 4.75 10.17
40 40.61 6.99 40.45 6.50

IlepexkpecTHasi peaKTUBHOCTDH

C nmomonipio HaboOpa peareHTOB ISl ONpeeieHust KpeaTHHKMHa3kl MB Obi1 nmporectupoBan o0Opasel, conepiKamnit
n3BecTHOe KonmdecTBo kpeaTnHknHa3el MM (CKMM) ¢ xornentpanueii 1390 ur/mn n xpeatnakuaazsl BB (CKBB) ¢
koHneHTparuei 1000 ur/mi. [Tepexpectnoit peaktnBHOCTH (peakumu ¢ CK-MM u CK-BB) He 0b110 0TMEU€EHO.

HNureppepenuns

He 6but0 BBISIBIIEHO MHTEP(EPHUPYIOIIETo JEHCTBHS B TecTaXx ¢ 00pasliamMu, B KOTOpPbIE OBbUIM BBEAEHBI IOTEHIIMAIBHO
uHTep(EpUpYOLIHEe BEIIECTBa B CIEIYIONIEH KOHIIEHTPALIUH.

HNnTepdepent Konuentpanusi uarepgepeHrta
Bunupyoun 0.6 mr/mn

Tpurnuuepust 50 mr/mn
Xonectepun 60 Mr/mn
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Kaunnveckas 3¢ pexTuBHOCTH

Omnpenenerne KoHIeHTpauun MB-m3odepmenTa KpeaTHHKHHA3E! ObUTO TipoBerieHo B 100 oOpasmax CEIBOPOTKH KPOBH B
nuamnazoHe 2 — 100 Hr/Mi1 He3aBHCHMO, Ha pa3HBIX aHamm3aTtopax — DrAccu m Wondfo, B COOTBETCTBHH C TIpEANTMCaHHBIMH
HpoLeNypaMy TECTUPOBAaHMA. Pe3ysIbTaThl TeCTUPOBAHMS IIPUBEICHBI HIDKE B IMarpaMMme pa3zdpoca JaHHbIX.

120

100 =

] -

20 40 100 120

CK-MB na anaauszatope Wondfo (ur/mu)

CK-MB na anaiausarope DrAccu (Hr/mur)

ComocTaBUMOCTh TMOJYyYCHHBIX PE3YJIbTaTOB OblIa OLIEHEHA ITOCPEICTBOM HMX CPAaBHEHUS C NPHUMEHEHHEM METOoJa
JMMHEHHON perpeccun u ko3¢ ¢unnenta koppemauun (R). M3 nmpuBeneHHBIX AaHHBIX CIEAYeT, YTO PETHCTPUPYEMOe
U37ETHE SBISIETCSI OTHOCUTEIBHO TOUHBIM.

TEXHHUYECKOE OBCJ1YKUBAHUE
He tpebyercs.

JAHHBIE U1 YTUJIN3AIMA 1 YHUYOXEHUA MEJUIIMHCKOI'O U3AEJINA

[Ipu oOpameHN# ¢ XUMHYECKUMH OTXOJAaMH CIIEAyeT COONIOAATh CTAHTAPTHBIE MPOIEAYPHI OOpameHus ¢ OTXOJaMHU
CICIMATbHON KaTeropuy. Y THIIM3ALUs TAKUX BEIISCTB MOJDKHA OCYIIECTBIATHCS B COOTBETCTBHH C NMPUMEHHMBIMH
3aKOHaMHM 0 60ph0e ¢ 3arpsA3HEHNEM OKpY’KaIOIIeH Cpeabl U APYTUMH 3aKOHAMH COOTBETCTBYIOIICH CTPAHbI.

B P® otxozpl ot paboThl ¢ HAOOPOM PEareHTOB C MCIOJIB30BaHUEM 00PA3LlOB CHIBOPOTKH, IUIA3MBI, EITLHOH KPOBH U
KaJla ITalieHTOB OTHOCATCS K 0TX0aM Kiacca b, Hencronb3oBaHHbIE HAOOPHI C HCTEKIIMM CPOKOM T'OJJHOCTH OTHOCSITCS
K OTXOJIaM KJIacca A W YTHIIM3HPYIOTCS B COOTBETCTBHHU C CAHUTAPHBIMU mpaBmiamu u HopMamu CanlluH 2.1.3684-21.
Jast obecrieueHns: COOTBETCTBHS HOPMATUBHBIM TPEOOBAHUSIM PEKOMEHIyeTcss 00paTHThCs 3a MHpOpMAIHeil B MECTHBIE
OpraHbl BIACTH W/HIK B KOMIIAHUIO, UMEIOIIYI0 OQUIHATIbHOE pa3pelleHHe Ha YTHIM3ALHI0 OTX0/I0B.

TAPAHTUMHBIE OBSI3ATEJILCTBA

[IpousBomuTenp TapaHTHPYET COOTBETCTBHE Habopa peareHTOB YCTaHOBJICHHBIM TpeOOBaHMSAM CTAaHAAPTOB U
JOKyMEeHTaIuu npounsBourens. [Ipu coOmoneHny ycnoBuil TpaHCIIOPTUPOBAHMSI, XPAHEHUST M IKCIUTyaTalny, Habop
peareHTOB CTaOWIICH Ha MPOTSHKEHNH BCETO CPOKA T'OJJHOCTH.

HALOUOHAJIBHBIE CTAHIAPTbBI W HOPMATHUBHAS AOKYMEHTALUSI, IPUMEHSEMBIE K
MEJUIINHCKOMY U3AEJINIO

I'OCT P 51352-2013, I'OCT P UCO 23640-2015, 'OCT P MCO 18113-1-2015, 'OCT P NCO 18113-2-2015, I'OCT P
NCO 15223-1-2020, TOCT P EH 13612-2010, TOCT P 53022.2-2008, 'OCT P 53022.3-2008, IlocraHOoBieHHE
[TpaBurenscrBa PONel416 ot 27.12. 2012 «O06 yTBep>kIeHUN NPaBHUI rOCYIAPCTBEHHON PErMCTPALlMM MEAMIIMHCKUX
m3nenuity (B penaknuu [locranosnenus [IpasurensctBa PO Ne 670 ot 17.07.2014), Ilpukaz Munsnpasa Poccun Ne 4u
ot 06.06.2012 (¢ usmenenusamu coriacHo [pukazy M3 P® Ne 557 ot 25.09.2014), ITpukaz M3 Ne 8851 ot 30.08.2021,
IMpuka3 Munuctepcrsa 3npaBooxpanenust PO Ne 111 or 19.01.2017.
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KIMHUYECKOr0 HMMYyHoornieckoro aHaiusa (Apple FS, Preese LM. Creatine kinase-MB: detection of myocardial
infarction and monitoring reperfusion. J Clin Immunoassay), 17:24-9, 1994.

2. Ju T.X., T'onnman JI. AHann3el Ha GepMEHTH B CBIBOPOTKE KPOBH IIPH IUATHOCTHUKE OCTPOTO HH(papKTa MHOKap/a.
Amnnansl BHyTpenneit meaunuust (Lee, T.H., Goldman, L. Serum enzyme assays in the diagnosis of acute myocardial
infarction. Ann Intern Med), 105:221-233, 1986.

3. Kammuep A., CuneBen C., bpogua Y. ¢ coaBT. PaHHSAS muarHocTHKa OCTpPOro MH(pApKTa MHOKapaa: CpaBHEHHE
XUMHYIECKUX TIPeaUKTOpoB. CKaHIMHABCKHM >KypHalI KIMHHYECKHX JaGopaTopHbix wccrmenoBanuii (Kallner A,
Sylven C, Brodin. U, et al. Early diagnosis of acute myocardial infarction: a comparison between chemical predictors.
Scand J Clin Lab Invest), 49:633-9, 1989.

HNCIIOJb3YEMBIE CUMBOJIBI

MG)K,ZLYHapOI[HBIe CHUMBOJIbI, UCITIOJIB3YyCMbIC Ha MAPKHUPOBKE MCIUITUHCKOT'O U3ACIIUA:

OO6paruTech K HHCTPYKIHHU TI0
NPUMCHEHHIO

5

LOT Homep napTuu

VD MenuLUHCKOE U3AETHE
IUIS JUArHOCTHKH in Vitro

“ Hsrorosurens V KonnuecTso u3nenuii B ynakoBke

® He ucnonp3oBaTh IOBTOPHO JHF TemneparypHblil Juana3oH XpaHEHUs

CpoOK TOAHOCTH

c € CootsercTBUe TpeOOBaHUSIM TUPEKTUBEI 98/79/EC 0 METUIIMHCKUX U3ACITHSIX
UL JUATHOCTHKM iN Vitro

MaHunyasiuMOHHbIE 3HAKHU, UCIIOJIb3YEMbIE HA TPAHCIIOPTHOM Tape:

I Bbepeus ot Bnaru

4
PN .
I I Bepx //'\\ bepeub OT conHeUHBIX JTyuei
—_— |
. TemneparypHsblil Juana3oH XpaHEHUs U
9% [Momnexxut BropnaHO iepepadoTKe Jgr PaTyp P
'. " MaHMITYy TUPOBAHUS TPY30M

YCJ0BUA IPUMEHEHUA, XPAHEHUA U TPAHCIIOPTUPOBKU

YciioBus1 XpaHeHUs

o Habop pearenroB cieayeT XxpaHuTh npu temmeparype ot 2°C mgo 30°C 1o uctedeHus cpoka TOAHOCTH, YKa3aHHOTO
Ha 3arieyaTaHHOM yIaKoBKe.

e Halop nomkeH ocTaBaThCs B 3alieYaTaHHOM ITaKeTe JI0 Havaja HCIOIb30BaHusl.

e He 3amopaxuBars.

Ycii0Bus1 IPUMEHEHUS

HabGop pearentoB ans onpenenenns MB-u3zodepMeHTa KpeaTHHKMHA3BI CIEAYyeT UCIOIb30BaTh B TeueHue 60 MUHYT
TI0CJIE BCKPBITHUA YITAKOBKH.

Yc0Bus TPAHCIIOPTHPOBKH

TpancnopTupoBaTh MEIUIMHCKOE M3/IETIME MOXKHO BCEMH BHJIAMH TPAHCIOPTa B KPBITBIX TPAHCIIOPTHBIX CPEACTBAx C
3aIIUTOH OT OCAJKOB, B YCJIOBHUSIX, HCKIJIIOYAIOIINX 3aMOP)KUBAHUE U HATPEB, C COOJIIOIEHUEM JICHCTBYIONIHNX ITPABHII HA
COOTBETCTBYIOIIEM TpaHcropte. [Ipu TpaHCIOPTHPOBaHWMM M XpaHEHHH oOpamaThesi OEpeXHO M M30eraTh CHUIIBHOTO
JIaBJICHUSI Ha YIIAKOBKY BO BPEMsI TPAHCIIOPTUPOBAHMS U XpaHeHwus1. V3aenre ycTOHYMBO K BO3JICHCTBHIO KITMMATHYECKUX
(haKTOPOB NPH TPAHCIIOPTUPOBKE MpH TemreparypHoM pexxnme ot 2°C o 30°C, otHOocuTenpHOHN BiaxkHoCTH 0T 30 10
80% u armocdeprom aasiennu 600-800 MM pT. CT.
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