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Instruction for use

Reagent kit for quantitative determination of N-terminal fragment of brain
natriuretic peptide by electrochemiluminescence method on ECL analyzers

for in vitro diagnostics (N-terminal pro B-type Natriuretic

R'Sli
Peptide STAT eCLIA/ NT-proBNP STAT)

’lt

NHCTPYKLUMA NO NPUMEHEHIO

Habop peareHTOB /151 KOJIMYECTBEHHOIO onpe/esieHnst N-TepMUHa/TIbHOMO
(hparmeHTa MO3roBOro HaTpPUIAypeTU4eCcKoro nenTuaa

3NIEKTPOXEMUTIOMNHECLIEHTHBLIM MeTO0M Ha aHa/m3aTopax ECL
Ana anarHoctnky in vitro (N-terminal pro B-type Natriuretic
Peptide STAT eCLIA/ NT-proBNP STAT)

Shenzhen Lifotronic Technology Co., Ltd.
(«L3aHbWK3aHb J1andoTpoHuK TexHonomku Ko., /1ta.»), Knutai

hp:.
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Jata yTBepXXAeHNA MHCTPYKUUN NO NpuMeHeHuno: 12.04.2022

1. HasBaHue nsgenus

Hab6op peareHTOB [/11 KONMYECTBEHHOrO onpesesnieHns N-TepMUHaIbHOTO (pparmMeHTa
MO3rOBOr0 HaTpPUAYPETUYECKOrO MNenTuda 3M1eKTPOXEMUIFOMUHECLIEHTHBIM METOAOM  Ha
aHanmsatopax ECL ana gnarHoctuku in vitro (N-terminal pro B-type Natriuretic Peptide STAT
eCLIA/ NT-proBNP STAT)

BapuaHTbl UCMONMHEHWS:

1 Habop peareHTOB And  KONMYECTBEHHOrO onpefeneHns  N-TepMUHaIbHOro
(pparMeHTa MO3roBOr0  HaTPUAYPETMYECKOro Nentuia  3M1eKTPOXeMUTFOMUHECLEHTHLIM
MEeTOA0M Ha aHanmsatopax ECL anga amarHoctuku in vitro (N-terminal pro B-type Natriuretic
Peptide STAT eCLIA / NT-proBNP STAT), B BapuaHTe 1crnosiHeHust 50 TeCToB:

- Kacceta c peareHTamu - 1T,

- Kannbpatop (BbICOKMIA ypoBeHb) - 1x1,0 mr;

- Kanmbpatop (cpeaHuin ypoBeHb) - 1x1,0 mn;

- Kannépatop (Hu13KMiA ypoBeHb) - 1x 1,0 mr,

- OTUKETKM AnA 3aneyaTbiBaHNA ()1akoHOoB - 11T,

- VIHCTpYKUWA NO NPUMEHEHWNIO - 1 LuIT.

2. Habop peareHTOB Anf  KOMMYECTBEHHOro onpefenieHns  N-TepMUHaIbHOrO
(hpparMeHTa MO3rOBOTO  HATPUIAYPETUYECKOTO NENTUAA  3MEKTPOXEMUIOMUHECLEHTHBIM
MeToAoM Ha aHanmsatopax ECL gnsa gnarHoctukm in vitro (N-terminal pro B-type Natriuretic
Peptide STAT eCLIA/ NT-proBNP STAT), B BapuaHTe ucnonHenms 100 TeCToB:

- Kacceta ¢ peareHTamu - 1wt

- Kannépatop (BbICOKUIA YpoBeHb) - 1x1,0 Mn;

- Kannépatop (cpegHuii yposeHb) - 1x1,0 mr;

- Kannépatop (HW3KuiA ypoBeHb) - 1x1,0 mr;

- OTUKETKM N4 3aneyaTbiBaHNA ()TakoHOB - 1T,

- IHCTpyKUMA Mo NpUMEHEHNIO - 1 LT,

[anee cokpalleHHOe HavMeHOoBaHWe - U3feNne WIn Habop peareHToB.

2. HasHaueHue nspenvis

W3penve npefgHasHayeHO ANA KOMMYECTBEHHOro onpefeneHns N-TepMUHaIbHOIO
(pparMeHTa MO3rOBOIO  HaTPUIAYPETUYECKOrO MEenTuAa  3/EKTPOXEMUTIFOMUHECLEHTHBIM
METOOM B CbIBOPOTKE WK Nfia3Me KPOBM YesioBeka Ha aHanm3atopax ECL ang guarHoctTuku
in vitro. Vicnonb3yeTcs B Ka4ecTBe BCOMOraTe/lbHOro CpeAcTsa 1S ANarHOCTUKN CepaeUHON
He0CTaTOYHOCTH.

O6nacTb NpPUMeHeHUs

KnnHnyeckas naboparopHas gvarHocTuKa.

lNoKasaHWA K NPUMEHEHUIO

[MoKasaHMAMM K Ha3HaYeHWK WCCnefoBaHWUs Ha onpegeneHne N-TepMUHaILHOIO
(hparmMeHTa MO3roBOro HaTPUNYpPETUYECKOTO NeNTMAA AB/AIOTCS:

- CepAeyHas HeoCTaTOYHOCT;

- XpOHMYeCKas cepfiedHas HeloCTaTOYHOCTb;

- InacTonmyeckas aucyHKUmMen nesoro xenygouka (O44/1K).

[NpoTmnBONoOKasaHus

He npvmeHmmo.

B0o3M0OXKHbIe MNOGOYHbIE AENCTBUS NPU UCMO0/b30BaHUN MeAULIMHCKOI O U3fenns
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He npumennmo.

TpeboBanns k oneparopy (I0JbL30BATENIO)

MemuumuHckoe H3genue npenHasHa4YeHO ANA NPOdEecCCHOHANLHOTO IPHMEHEeHHA
H MOXET HCTIOJIb30BaTbCA TONBKO KBATHQHUHPOBAHHBEIM NEPCOHANOM B 00NACTH KIIMHMYECKOH
naGopaTopHOi AMarHOCTHKH (MEZHMUMHCKHM J1abOpAaTOPHBIM TEXHHKOM HJIM BPauyoM
KIMHHYeCKOH 1a6OpaTOpHOH IMarHOCTHKH).

3. Teopernueckoe obocnoBanne

Cepneunas HemoctarouHocth (CH) - koMMIeKkcHble KIMHHYECKHE CHMITOMbI
NopaXxkeHHA CTPYKTYPH H GYHKUMH MHOKAapAa, BbI3BaHHBIE HH(}APKTOM MHOKApAa,
KapAHOMHONATHEH, THNepTOHHeH, BocnaneHHeM H T.4. OCHOBHEIMH NMPOABJICHUAMH ABAIOTCA
oanlmKa, CaboCTh H 3a7ePKKa KHMAKOCTH, YTO B KOHEYHOM HTOre NPHBOAHT K CHHKEHHIO
HaCOCHOH (QYHKLHH XKeTyA0YKOB W MX HanoNHeHHsA. N-TepMHHAIBHEIA (parMeHT MO3roBoro
HaTpuitypetHueckoro nentuaa (NT-proBNP) u mo3roBsoii Hatpuitypernuecknii nenrun (BNP)
— PexOMeHIyeMble HHAMKATOPHI CepacuHOil HepocTaTouHOCTH. YpoBHH BNP u NT-proBNP 8
MasMe 3HAYHMTEJIBHO MOBHIMIEHH Yy MALHEHTOB C AMACTONMMYECKOH muchyHKuHMel J1eBOro
xemynouka (JJUDK) u xopomo KoppenupyloT ¢ (QyHKUMOHANBHOA KIaccHukauuer
cepaeuHoi HepocraTounoctn Helo-Hopkckoit kapaonoruyeckoit accounauns (New York
Heart Association). ProBNP coctout u3 108 aMMHOKMCIOT, CEKpETHPYEMBIX B OCHOBHOM
KEJYAOYKOM, @ 3aTE€M pACIICIUISIOMMXCA Ha ¢H3Honornueck aktusHblii BNP (77-108) u
N-tepmunanbHbiit pparment NT-proBNP (1-76).

Onpenenenne yposHe#i NT-proBNP B nnazme Moxer GHTh NOME3HO IS BRIABNCHHA
NauHMEeHTOB C XPOHHYECKOH CepAeYHOH HEeNOCTATOYHOCTBIO, OLUEHKH CTEMEeHH TIKECTH,
MPOrHO3UPOBaHUA NMOBEILIEHHOH 3260/1eBaAEMOCTH U MOHHTOPHHTA TEPANEBTHYECKOTO OTBETA.

4. OnncanHe H3/1e/IHsl, KOMIIOHEHTH! COCTABA

Hanenue npeacrasnser coGoii Habop, cocrosmmii M3 KacCeTbl C PpEAareHTaMH,
kanubparopa (HM3KHi ypoBeHBb), xanubGparopa (cpeamuii ypoBeHs), xanubparopa (BhICOKHIA
YPOBEHB), STHKETOK IS 3aneYaThiBaHKs (P1aKOHOB ¥ MHCTPYKLIMH MO NPUMEHEHMIO,

Kaccera ¢ peareHTamu cocToMT M3 Tpex 3anevaraHHbX ¢uiaxoHoB. Bo ¢nakonax
HaxonsTcs peareHThl MB, RB u RA. Pearent MB npeacrasnser coboii kxopHuHeBylo
XHAKOCTb, COACPKAUIYI0 TBepOble 4acTHLbI, C KOPDHYHEBHIM OCagKOM Ha nHe, Ge3
3aTBEpPAEBAHHA M XJIONbeB, peareHTH RB H RA — npospauHas HIOKOCTh, He cofepikaiias
ocagka H cycneH3uH. Kaccera ¢ peareHTaMM OCHAlleHA MEXaHH3MOM IepeMeIlHBaHHA
pearenrta MB, KOTOpEI/i COCTOMT M3 LIECTEPHH MEXAHH3MA INepeMelIHBAHHA, MEXaHHYECKH
CBA3QHHOW C JIONMATKaMH, HaXOAALIMMHUCA BHYTpH ¢nakona pearenra MB (Puc. 4.1). Ilpu
3arpy3ke KacCeTrnl C peareHTaMH B aHAIH3aTOP C MOMOMIBIO NOBOPOTHOTO MEXaHH3Ma
OCYILECTBJIAETCS aBTOMATHYECKOE NepeMeIInBaHue peareita MB.
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Puc. 4.1. PacrionoyeHvie (1iakoHOB peareHTOB B KacceTe C peareHTamu

Kanmbpatopbl NpeAcTaBnstoT cO60M Tpy (iakoHa C NAOTHO 3aKPbITbIMU KPbILLKaMM.
Bo (hnakoHax HaxoguTcs MOMUIN3MPOBaHHbIN MOPOLLOK, KOTOPbIA NOCNe BOCCTaHOB/EHMA
[ENOHN3POBAHHOM BOZON MMEET BIA XXMAKOCTN 63 0cafika, CYCrneH3MM 1 XNomnbeB. Kaxaomy
(plakOHY  COOTBETCTBYET OrpefefieHHass KOHUeHTpauus N-TepMUHa/IbHOrO  parMeHTa
MO3roBOIr0 HaTpPUiAypeTnIeckoro nentuaa. ®nakoH kanvopatopa (HA3KMIA YPOBEHb) COAEPKUT
NPUGAM3UTENBHYHO KOHLEeHTpauuio 24,0 nr/mn (Kpbilka giakoHa 6enoro LgeTa), (uiakoH
Kanmbpatopa (CpeaHuWii YPOBEHb) COAEPXMT NPUONN3NTENBHYIO KOHLEHTpauuio 123,0 nr/mn
(KpbllKa hnakoHa »XeNnToro LpeTa), (akoH Kanmbpatopa (BbICOKWIA YPOBEHb) COAEPXKUT
NPUGNM3NTENBHYHO KOHLEHTpaumto 7967,0 nr/mn (KpbiLlKa (hlakoHa YepHOro LBeTa). TouHble
3HaueHNss KOHLEHTpauum N-TepMUHaNbHOrO (hparMeHTa MO3rOBOrO HaTPUIAYPETUHECKOrO
nenTuaa B KambpaTtopax 3alumgposaHbl B RFID-MeTke, KOTOpas HAXOAWTCA NOJ, 3TUKETKOW €
MapKMPOBKOM Ha BHYTPEHHE CTOPOHe KacCeTbl C peareHTamu. KoHueHTpaumsi N-
TEPMUHA/IHOMO (hparMeHTa MO3roBOro HaTpUnypeTUYeCcKOro nenTuaa Bo (iakoHax sSB/seTcs
NOTOCNELMPUYHON.

B Ka>Xayto YNakoBKY M3LeNVA BIOXKEHbI: MHCTPYKLWMA MO NPUMEHEHUIO U STUKETKU [/14
3aneyatblBaHus (HNaKOHOB, KOTOpble MPeACTaBMAT Ccoboii Gymary C (hobrMpoBaHHbLIM
MOKPbITVEM W NpeAHa3HaYveHbl ANs 3aneyvaTbiBaHMA (DTaKOHOB KacCeTbl C peareHTaMu nocrne
CHATWS OCHOBHOM 3aLLMTHON (HOMbII.

Tabnmua 4.1. KoMNoHeHTbI cocTaBa

KOMMNOHEHTLI CAS Homep KoHueHTpauna,%
PeareHT MB (MarHuTHble MUKPOYaCTHLbl, MOKPbITbIE CTPENTaBUAYHOM)
M'mppodhocdat HaTpus (Na2HP04) 7558-79-4 14
Jurvapodocgat Hatpus (MaHrP04) 7558-80-7 1,2
Xnopug Hatpus (NaCl) 7647-14-5 0,88
MpoknH 300 (ProClin™™ 300) 96118-96-6 0,05
Boga (HrO) 7532-18-5 96,395
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MarH1THblE MUKPOYACTULbI, MOKPbITLIE 0.075

CTpenTas1avHOM
PeareHT RB (MoHOKNoHalbHoe aHTUTeNo-1 K NT-proBNP, meyeHHOe B1MOTUHOM)
"'mapodocdrat Hatpma (NazHPo 4) 7558-79 0,11
Ovrnapodoctat Hatpms (NaH2Po 4) 7558-80-7 11
MpoknH 300 (ProCAN™ 300) 96118-96-6 0,05
Boga (HrO) 7532-18-5 98,73985
MoHOKoHanbHoe aHTHTeNo-1 K NT-proBNP - ) 0,00015
OMOTVH
PeareHT RA (MoHOK/OHa/IbHOE aHTUTeNo-2 K NT-proBNP, MeYeHHOe KOMIM/IEKCOM pyTeHUA
[Ru(bpy)3]™)
"'mapodocrat Hatpma (Na2HPO4) 7558-79-4 0,11
Aurngpodocat Hatpust (NaHzPo 1) 7558-80-7 U
MpoknmH 300 (ProClin™ 300) 96118-96-6 0,05
Boga (H.0) 7532-18-5 98,73985
MoHok/oHanbHOe aHTUTEN0-2 K NT-proBNP - i 0.00015
Komnnekc pyTeHns [Ku(bpy)sj™ '
KannbpaTtop (BbICOKUIA YPOBEHb)
Bblubs CbIBOPOTKA - 99,94999925
MpokaunH 300 (ProClin™ 300) 96118-96-6 0,05
AHTUreH NT-proBNP - 0,00000075
Kannbparop (cpeaHuii ypoBeHb)
Bblubs CbIBOPOTKA - 99,949999988
MpoknuH 300 (ProClin™ 300) 96118-96-6 0,05
AHTUreH NT-proBNP - 0,000000012
Kanunépatop (HU3KMiA ypoBeHb)
Bblybs CbIBOPOTKA - 99,9499999995
MpokamnH 300 (ProClin™ 300) 96118-96-6 0,05
AHTUreH NT-proBNP - 0,0000000005

MpumeyaHusa:

1. KoHLEHTpauum KOMNOHEHTOB COCTaBa /151 U3AEeNNA ABNSKOTCS NOTOCMELMMUUHBIMM,
2. V3nenvie coaoepXXmT B CBOEM COCTaBe MaTepUasibl YKMBOTHOTO MPOUCXOXKAEHWS.
MaTepmasbl XUBOTHOTO NPOUCXOXKAEHMNS MOMyYeHb! OT XKMBOTHbIX, NPOLLIEALLIMX HAA/IEXKALLINIA

BETEPVHAPHBIA KOHTPO/b.

5. MpuHUun gencTems

MpYHLMN feiACTBMA: CaHABMY-MeTOoA. O6LLas NPOAO/HKUTENBHOCTb aHan3a: 9 MUHYT.
1-9 MHKyb6auwms: obpasel, peareHT RB (MOHOK/MOHaNbHOe aHTUTeNo-1 K NT-proBNP,
MeyeHHoe OMOTUHOM, BbIMOMHAOLWee (YHKUMIO 3axBaTa) U peareHT RA (MOHOK/IOHA/IbHOE
aHTUTeno-2 K NT-proBNP, meuyeHHoe kommnekcom pyTeHust [Ku(bpy)3]™ BbinonHstoLLee
(PYHKUMIO  OOHapy>XeHMs)) Mpy  CMELUMBaHUM  00pasytoT  CIHABUY-KOMIIEKC — MyTEM

VIMMYHOPEaKLHW.
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2-9 WHKyb6auma: nocne aobaeneHns peareHTa MB (MarHUTHbIX MUKPOYaCTUL,
MOKPbITbIX CTPENTaBUAMHOM) C3HABNY-KOMMN/IEKC CBA3LIBAETCS C TBEPAOI (ha30in MoCpeacTBOM
B3aMMOZENCTBMA BUOTMHA U CTPeNTaBUaMHA.

3mepeHune: peakUMOHHaA CMeCb W3B/EKAETCH M3 KHOBETbI (He BXOAWUT B COCTaB
M30enns) 1 NOMELLAETCA B M3MEPUTENbHYIO SIUENKY, B KOTOPOW MarHUTHbIE MUKPOYaCTULbI
CBA3bIBAKOTCA C MOBEPXHOCTHIO 3/1eKTPOoda. 3aTeM HecBfi3aHHble BeLLecTBa YAansArTCA
Oychepom (He BXOAWT B cOCTaB m3aenuns). Mpun nogave HanpsXXeHWs Ha 3NEKTPOA, Pa3BUBAETCS
XEMUNFOMUHECLIEHLMA, KOTOPas M3MePSIETC POTOYMHOXKMUTENEM.

VIHTEHCMBHOCTb  OMTUYECKUX CUrHAIOB, PErUCTPUPYEMBIX  (IOTOYMHOXMTENEM,
KOppenvpyeT C KOMMYECTBOM aHTMIEHOB, CBA3aHHbIX Ha MOBEPXHOCTM  MarHUTHbIX
MUKPOYaCTWL,, TaKMM 00pa3OM OCYLLECTB/SETCA KOMNYECTBEHHbIA aHaM3 TeCcTMPYeMOro
obpa3ua. Pe3y/nbTaTbl OMNPeAEnstOTCA C MOMOLLUbH KanMbpoBKW, a 3TaloHHas KpuvBas
npegocTasnaeTca ¢ nomowbto RFID-MeTKM Ha KacceTe ¢ peareHTamu.

6. YCnoBua TpaHCNOPTUPOBAHUS, XPaHEHWS, 3KCNyaTauum, CTabuibHOCTb

3asB/eHHbI CPOK rOAHOCTM - 12 MecsILIEB.

YCcnoBusa XpaHeHUs 1 aKkcnayarauum

W3penvie ctabunbHO [0 MCTEYEHMS CPOKa FOAHOCTM, YKa3aHHOr0 Ha 3TUKETKe, Mpu
XpaHeHUN B 3alLMLLEHHOM OT CBETa MeCTe B BEPTUKa/IbHOM MONOXEHUM MpU Temnepatype
2-8°C B XOMOAWMbHbIX  Kamepax WM B XONMOAWIbHMKAX,  06ecreymBaroLLIMX
pernaMeHTUPOBaHHbIA TeEMNEPATYPHbIA PEXUM C eXXe[HEBHOW perucTpaumein TeMmeparypbl.
CpOK XpaHeHUs HEBCKPLITOro U3aenusa 12 MecsLes.

[Mocne BCKPbITUA KacCeTy C peareHTaMun XpaHuTb Npy Temnepartype 2~8®C B TeyeHve
28 fHeid. Mocne BCKPbLITUSA KacceTa C peareHTaMy MOXKET XpaHUTLCS Ha BopTy aHamsaTopa
npu Temnepatype 4-15 °C B TeueHue 28 aHel.

Kanmbpatopbl (HWU3KWiA, CpefHUA 1 BbICOKWIA YPOBEHb) MOTYT XPaHUTLCA B TeUYeHue
7 OHei nocne BOCCTaHOBMEHMA Mpu TemnepaTtype 2~8°C. AN AMTENbHOIO XPaHEHWs WX
HeobX0AMMO a/IMKBOTMPOBATb, MOC/IE YEro KanMbpaTopbl MOryT XPaHUTLCS TedeHne 3 MecsiLieB
npun Temnepartype -25—15 ®C [JonycKaeTcs OAVH LMK 3aMOPaXKMBaHNA-OTTaMBaHNA.

Mocne wucTeyeHua cpoka FOAHOCTM W3Lenvie WCMo/b30BaTh 3arnpeLleHo. W3genus,
XpaHMBLUMECH C HapyLLIEHWeM perfiaMeHTUPOBaHHOTO PeXkMa, NPUMEHEHNIO He NMOLIEXaT.

YcnoBua TpaHCNOPTUPOBaHMKA

V3penne MOXeT TpaHCMopTMPOBaTbCA BCEMM BMAAMM KPbITOrO TpaHcnopTa npu
obecneyeHnmn TeMNepaTypbl TPAHCMOPTMPOBaHWA 2-8°C B TeueHue 1 gHeil.

3gennsa, TpaHCNOPTMPOBAaHHbIE C  HapyLleHWeM  TeMMepaTypHOro  Pexuma,

MNPUMEHEHNIO HE MoA1eXar.

7. Heobxoaumble MaTepuasbl 418 NpoBefeHNs aHan3a

- AHasmzatop  ECL  aBTOMArtuvYecKuii  3M1eKTPOXEMUIFOMUHECLEHTHBIA A1
[MarHocTuKK in vitro, BapmaHTbl ncnonHeHns: eCL 8000, eCL 8000i, eCL 8000p, eCL 8000x,
npomssogctBa Shenzhen Lifotronic Technology Co., Ltd. («LLsHbYWKaHb J1aiithOTPOHMK
TexHonomku Ko., ita.»), KuTaii;

- PeareHT ounwatoLmii (Auffer) gns aBTOMaTyeCcKmX 3/1eKTPOXEMUTFOMUHECLLEHTHBIX
aHanmsatopoB ECL gnsa agnarHocTuky in vitro, BapuaHTbl UCNonHeHWs: 1x480 mn, 6x480 mn,
npomssogctBa Shenzhen Lifotronic Technology Co., Ltd. («LUaHbWK3Hb J1aithOTPOHMK
TexHonomkmn Ko., JIta.»), Kutai;
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- PeareHT MPOMbIBOYHbI (Buffer) ons aBTOMATNYECKMX
3/IEKTPOXEMUIIOMUHECLIEHTHBIX aHaim3aTtopos ECL s avarHOCTMKKM in vitro, BapuaHTbl
ncnonHeHmns: 1x480 mn, 6x480 mn, npomnssogctea Shenzhen Lifotronic Technology Co., Ltd.
(«LLaHbWKaHb SlalidoTpoHmK TexHonomku Ko., /1ta.»), Kntaii;

- PeareHT Oy(epHbIi KOHLEHTPMPOBaHHbIN NPoMbIBOYHLIA (Concentrated Washing
Buffer) nna aBTOMaTMYeCKMX 3EKTPOXEMUTFIOMUHECLEHTHBIX aHanm3atopos ECL  ans
AVarHoCTMKKM in vitro, BapuaHTbl McronHeHuns; 1x1 n, 6x1 n, npowussoacTBa Shenzhen
Lifotronic Technology Co., Ltd. («LLIsHb'W3Hb J1allpoTpoHMK TexHonomkm Ko., JITa.»),
Kutai;

- KioBetbl  (Assay Cup) 419  aBTOMATMYECKUX  3/1EKTPOXEMUTIIOMUHECLIEHTHBIX
aHanmsatopoBs ECL gna gmarHoctuky in vitro, BapuaHTbl mucrnonHeHus: 300 Tectos, 3000
TecToB, npom3sogcTBa Shenzhen Lifotronic Technology Co., Ltd. («LLI3HbYK3Hb
NaidoTpoHnk TexHonomkun Ko., N114.»), Kntaii;

- Matepuan KoHTponbHbIn (Multi Control Cardiac Marker) ans KOHTpoOnsi KavecTBa
KO/IMYECTBEHHOIO  OMNPeAENeHNs aHa/IMTOB  3/1IEKTPOXEMUMIOMUHECLEHTHBIM  METOZOM  Ha
aHanmsartopax ECL gns amMarHOCTUKM in Vitro, BapuaHTbl UcnonHeHuns: 3x2,0 mn, 6x2,0 mn,
npomssogctBa Shenzhen Lifotronic Technology Co., Ltd. («LL3HbWKaHb J1aldhoTPOHMK
TexHonopku Ko., JIta,.»), Kutaii.

MpumeyaHue: Ans 6onee NoApO6HOM MH(OpPMaLMK KacaTeNlbHO [LOMO/HUTENbHBIX
HEOOXOAUMbIX  MaTeprasioB  ObpaljainTeCb K COOTBETCTBYHOLWWMM  MHCTPYKLUMSIM
MO NPUMEHEHWIO U PYKOBOACTBaM MO 3KCMN/yaTaummn U3fennia, cnosb3yeMblX B paboTe.

8. C6op Il nogroToBKa Matepuasnos 415 UCCNeL0BaHUA

[na [aHHOro TecTa peKOMeHAYeTCA UCMO/b30BaTh 00pasLibl CbIBOPOTKM WAN NnasMbl
KpoBW, CobpaHHble B Npobupkn ¢ K23ATA, K3BATA, renapvHOM fIMTUA WX TenapuHOM
HaTpus.

Mpn cbope 006pasLoB KpPoBM HeobXoAMMO  COOMOAATb  0ObIYHbIE  MEPbI
NPeLOCTOPOXHOCTY MPU BeHeMyHKUMK. ocne 3aBeplLueHns 06pa3oBaHUs CrycTka 0bpasLibl
LEeHTpUyr1poBatb. [19 LOCTVMXKEHUA OMTUMASIbHOr0 pesysnbTata HeobXo4uMO Wu3berathb
06pa3oBaHMs My3bIpbKOB B 00pasue. IMepes aHaIM30M yaanmnTe MMUAHBIA CNOWA, NiaBatoLLmia
Ha BepxHeln uacTy obpasya. Vicnonb3oBaTb 06pasubl C BbIPAKEHHbIM T[EMOSIM30M  He
PEKOMeH/yeTCs.

O6pasupl HeobXo4MMO MPOTECTMpPOBaTb B CPOK A0 4 4yacoB nocnre oTbopa npu
KOMHaTHol TemnepaType 18~28°C, B NPOTMBHOM C/ly4ae, OHW AO/MKHbI XPaHNUTbCA npu 2~8RC
He 6onee 8 uyacoB wam npu -25~-15RC He 6onee 90 AHe. [ONyCKaeTcs OAWH LMKN
3aMOPaKMBaHNA-0TTaMBaHWA.

9. MocnenoBaTeNbHOCTb 3TANOB NPOBEAEHMS aHaIn3a

Mepes  HayaioM  paboTbl € M3[4eMeM  BHMMATENIbHO  O3HAaKOMbTECH
C COOTBETCTBYHOLYMA  UHCTPYKUMAMW W PYKOBOACTBAMU MO 3KCM/lyaTaunm  WU3AENUN,
1CNO/Mb3yeMbIX B paboTe.

lMepen 3arpy3Koil KacceTbl C peareHTamm Ha 60pT aHanm3aTopa HEO6X0AUMO CUMTaTb
MHOPMaLMIO O peareHTe WM KaJnmbpoBOYHOWA KpUBOKA, mpucioHvB RFID-MeTKy, KoTopast
HaxoAWTCs MOA, 3TUKETKON C MapKUPOBKON Ha BHYTPEHHEN CTOPOHE KacCeTbl C peareHTamu,
K 0611aCTV CKaHMPOBaHMA Ha NepeaHelt YacTy aHanm3aTopa.

A1an 1. CHUMUTE 3aWMTHYH (DOSbIY C BEPXHEN YaCTh KacCeTbl C peareHTamu.
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J1an 2. TlomecTTe KacceTy C peareHTamy Ha 6OpPT aHasm3aTopa, C MOMOLLBHO
MOBOPOTHOIO MEXaHM3Ma OCYLLECTBNAETCA aBTOMATMYECKOe MepemeLlmBaHme peareHta MB
BTedeHne 30 MWHYT [N19 PECYCreHAMPOBaHUA MarHUTHBIX MWUKPOYacTUL, MOKPbIThIX
CTpenTaBuaNHOM, Nepes, TeCTUPOBaHNEM.

Atan 3. Tpu Heobxo4MMOCTV MpOBeAWTe MpPOLUedypY Ka/MOPOBKM W KOHTPOSA
KayecTBa.

3JTan 4. YcTaHoBUTE NPOBUPKY ¢ 06pasLaMu B LUTaTVBE A1 00pa3LioB.

Jtan 5. YcTaHoBUTE LWITATVB B 6/10K pasMeLLIEHNs LUTATUBOB aHanm3aTopa.

ATan 6. 3anycTnTe aHaM3 B NPOrpaMMHOM 06ecreyeHnr aHam3aTopa.

W3menvie He JonyckaeTcs UCMo/b30BaTh NOC/e XpaHeHWs 6oree 28 fHel nocne CHATUA
3alWmMTHOM honbr. PekoMeHfyeMasi Temnepatypa Okpyatowlen cpegpl: 10 - 3® C,
OTHocuTenbHas BNaxHOCTb: < 80%, 6e3 KOHAeHcaTa.

Pacxoayemblii 06bemM 06pasua Ans NPoBeAeHNst OOHOIMO aHanm3a CocTaBnseT 45 MK
(6e3 yyeTa MepTBOro 06LeEMa NPOGUPOK).

10. KasimbpoBka

Stan 1. Mepes KanmMOpoBKOM MH(OPMaUUA O peareHTe W KainGpOBOYHON KPWBOIA
[O/MKHa OblTb MMMOPTUPOBaHa B aHa/M3aTop C MOMOLLBD MeToAa pPagvo4vacTOTHOM
naeHtngpukaumm (RFID). KanmbpoBouHas KpviBas OyAeT CKOPPEKTMPOBaHa B KOHKPETHYHO
pabouyto KPUBYHO B COOTBETCTBUM C pe3y/ibTaTaMy KasIMGpOBKMW.

JTan 2. 19 BOCCTaHOB/EHNS KaIMOPaToOpOB 13 COCTaBa Habopa peareHToB f06aBbTe
1 M 1eVOHN3MPOBAHHOIN BOAbI B COOTBETCTBYHOLLME (PIAKOHbI, 3aKPOMTE KPbILLKA 1 OCTaBbTe
MX NPW KOMHATHO Temnepatype Ha 20 MUHYT. 3aTeM TLAaTe/IbHO MepemeLLaiiTe CoAepXXumMoe
(hlakoHOB, 136eras 06pa3oBaHyIs My3bIPLKOB BO3AYyXa.

3A1an 3. INocne BOCCTaHOB/EHMS KaNOPaTOPOB UX MOMELLIAIOT B LUTATVB /19 06pa3LioB
n pgaoT noctosTs 10-15 MuHYT. B ciydae HEOOXOAMMOCTM [A/IMTENBLHOMO  XpaHeHus
BOCCTaHOB/IEHHbIE KaNMOpaTopbl a/IMKBOTMPYHOT M XpaHAT npu Temnepatype -25~-15RC.
Mepes, Ucnonb30BaHVeEM aNIMKBOTUPOBAHHBIX BOCCTAHOB/IEHHbIX Ka/IMOPaTOPOB, VX MOMELLAIOT
B KOMHaTHyt0 TemnepaTypy (18~28 ®C) Ha 10-15 MMWHYT, 4TOGbl OHWM OTTasA/NM, 3aTem
MCMONb3YHOT BUXPEBYHO MELLIA/IKY [/19 MepemeLLBaHng B TedeHne 10-20 cekyHZ (ecnv mocre
nepeMeLLMBaHMs 06pasyroTca Ny3blpbKW, UX YAANAKOT NUMNETKON), MOMELLAOT B LUTATMB A1
06pa3LoB 1 Aa0T MOCTOSATh 5 MUHYT.

3AT1an 4. BbibepuTe KacceTy € peareHTaMu 4/1 KaNMOpPOBKW B MHTEPJeiice aHam3aTopa
N HOKMUTE KHOMKY «3anpoc Ha Kanmbposky» (Calibration Request).

Atan 5. BbibepuTe NonoXxxeHne KambpaTopa Ha KaXaoM YpPOBHe.

Jtan 6. HaokMuTe KHOMNKY 4TOObI HaYaTb Ka/IMOpPOBKY.

KannbpoBka npoBoguTCs:

- NPV CMeHe NapTUM KacCeTbl C peareHTamu;

- MpW pe3y/bTaTe KOHTPONS KayecTsa BHE A0MYCTMMOro AnanasoHa;

- MPY UCMO/b30BaHUM OLHOW NapTUM KacceTbl C peareHTamm AosbLue 28 AHel;

-Mpu CMeHe napTvn «PeareHTa MpoMbiBoYHOro (Buffer) pns  aBTOMAaTUYECKUX
3MEKTPOXEMUTIIOMUHECLIEHTHBIX aHasn3aTtopos ECL g AuarHOCTUKK in Vitroy.

11. KoHTposib KayecTsa
KOHTpO/b KayecTBa MNPOBOAMTCS C MOMOLLBHO M3aenus «Matepuan KOHTPO/bHbIN
(Multi Control Cardiac Marker) ons KOHTPONSA KayecTBa KO/MYECTBEHHOIO OrMpefesieHns
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AHANHTOB AIEKTPOXEMHIIOMHHECIIEHTHRIM METOAOM Ha aHanu3atopax ECL ana auarsoctuku
in vitro» nmpou3eoactea «LlIsuswkaus Jlaliporpornk Texnomomxn Ko., Jita.», Kuraii.

Jran 1. Ilepen koHTponeM kadecTBa HMHGOpMALMS O KOHTPOJILHOM 3HAYEHHM,
cpeqnexBagpatHaHOM OTKIOHeHMH (CKO) u nuana3oHe KOHUEHTpaumMii NO/MKHA OLITH
HMIOPTHPOBaHAa B RHATM3ATOP C MOMOILBIO METOAA PAqHOYACTOTHOMH uaeHTHukauuH (RFID).

IJran 2. MaTepransl KOHTPONBHBEIE BOCCTAHABIIMBAIOT B COOTBETCTBHH C HHCTPYKUMeEH
no npHMeHeHMI0 u3pgenus «Marepuan koHTponbHuiit (Multi Control Cardiac Marker) ana
KOHTpOJIA Ka4ecTBa KOJIHYECTBEHHOTO ONpeAeJeHHA aHAIMTOB
ANMEKTPOXEMHIIIOMHHECLIEHTHHIM MeTo0M Ha aHam3aTopax ECL ana amarsocmiks in vitron.

Jtan 3. Ilocne BOCCTAHOB/IGHHS MaTepHAaIOB KOHTPONBHLIX HX NMOMEMIAIOT B MITATHB
A obpasuoB u galot nmocroark 10-15 MuHyT. B ciiywae HeoGXOAMMOCTH IUIMTENBLHOrO
XpaHeHHS BOCCTAHOBJIEHHhIE MATEpPHaIbl KOHTPOJbHEIE AIHKBOTHPYKOT H XPaHAT IpH
temneparype -20°C. Ilepen Hcnonp3oBaHHEM A&JIHKBOTHPOBAHHBIX BOCCTAHOBJIGHHBIX
MaTepHaIOB KOHTPOJLHBIX, HX NMOMEMAIOT B KOMHaTHYIO Temmepatypy (18~28 °C) ua 10-
15 MHHYT, 9TOGBI OHM OTTasIH, 38T€M MCTIOIB3YIOT BHXPEBYIO MELLIANKY A/A NepeMeHBAHNA
B TeyeHue 10-20 cexynn (ecnu nocne nepememmBanus o6pasyloTcs Ny3bIpbKH, UX yIANSiOT
NMNeTKoit), NOMEIAlOT B INTATHB AJiA 00pa3LUOB H AAIOT NOCTOATh 5 MHHYT.

Jtan 4. Haxmure xHonky B MeHio «3anpoc» (Edit).

Jtan S, BuiGepure mrats w1 06pa3uos, rae NOMeLEH MATEPHAN KOHTPObHLII,

IJran 6. Buibepure kaccery ¢ peareHTamMmn, MIS KOTOpOH HEOGXOOMMO nNpOBECTH
KOHTpOJIb Ka4ecTBa, H ycraHoBuTe aTpubyT «KonTpons kauectsa» (QC).

Jran 7. BuiGepure Bemecrso (Items), AOCTYyNMHOE A9 KOHTPOJIA KAUECTBA.

Jtan 8. Haxmure kHONKy —. 4yT06bl HAYATh KOHTPO/b KAYECTBA.

Hns obecneyeHns HaeXXHOCTH Pe3yIBTATOB MCTIBITAHHMS PEKOMEHIYETCA TECTHPOBATD
MaTepHaslbl KOHTPOJIbHBIE K&X/Ahe 24 yaca, a TalKe NMociie KaKIOH KaIHOPOBKH, H3MEHEHHS
NapTHH KaCCeThl C pearcHTaMH, TeXHHYeCKOro OOCTy>XHBAHMS WJIH PEMOHTa aHAH3ATOpa.
Pe3ynbTaThl KOHTPONA KavecTBa AO/DKHBI HAXOAMTHCS B MpEAENax AWAna3’OHOB 3HAYEHHI,
sammu¢poBanHeix B RFID-MeTke Ha 0OpaTHON CTOpOHE ITHKETKM pPe3y/IbTATOB 3HAUYCHMI
MaTepHAIOB KOHTPOAbHBIX. IIpH HeCOOTBETCTBHH HEOOXOOAHMO NPOBEPHTH COCTOSAHHE
AHAJIH3ATOpPA M KacCeTl C peareHTaMH. IIpH HEoOXOMMMOCTH NOBTOPHTb NpPOLERYPY
KanuGpoBkH.

12. Boiuucnenne pe3yabTaToB

CucremHoe nporpamMmHOe ofecneueHHe aHANIH3aTOpa aBTOMATHYECKH PAacCYHMTHIBAET
KOHLEHTPALIHIO aHAIMTA C HCMOIb30BAHHEM ONPENEIEHHOTO AIrOPHTMA, €AMHHMLIA H3IMEPEHHS
pesyabTaTa — nr/ma win mMois/n: 1,0 nr/mn x 0,118 = 0,1 nmoms/n, 1,0 nMons/n x 8,457 =
1,0 nr/ma.

13. Pa3seaenne o6pa3na

O6pasusl ¢  koHuUeHTpauMel  N-TepMHHAIBHOrO  ¢parMeHTa  MO3rOBOrO
HaTpUilypeTHUECKOro NenTuaa Bhillie AHana3oHa H3MepeHHs MOxHO pa3basute MU «Pearent
ounmaiomnii (Auffer) ins aBTOMaTHUYECKHMX 3MEKTPOXEMHIIOMMHECLIEHTHBIX AHAIN3aTOPOB
ECL nna nuardoCTHKH in vitroy, BapuaHTsl ucnomHeHus: 1x480 mu, 6x480 M, npou3BoacTsa
Shenzhen Lifotronic Technology Co., Ltd. («lLI3ubwions Jlafidorpounx Texnonomkn Ko.,
JIta.»), Kuraii. Pexomennyemmiii kxo3pduument paszbasnenus — 1:2. Pesynsrar TecTa
pa3baBneHno# Npobhl clexyeT yMHOXKHTL Ha K03(puuHeHT pazbaBieHus.
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14. Ainana3oH “3MepeHnii
5,0-35000,0 nr/mn.

15. Oxnpgaemble 3Ha4YeHUA
KOHTpPO/bHbIV Anana3oH Mo pesy/bTataM aHaimnsa CbIBOPOTKU 621 6ecCMMTOMHbIX
NMOfeN pasHbIX BO3PaCTOB.

Bospacs' ncnbityembix Konn4yecTso MCnbITyeMbIX 95-1i npoucHTUAL (nr/mn)
18-44 127 96,16
45-54 125 122,2
55-64 124 2044
65-74 124 290,2
>75 ” 525,1

MpuMeyaHne: PeKOMeHAOBaHO, 4TOObI Kaxaas fiabopatopusi opMynmMpoBasia
VHAVIBUAYaSbHBIA KOHTPO/BHBIV Ayiana3oH B COOTBETCTBUM C TEKYLLEN AeMorpatnyeckol
06CTaHOBKOA.

16. IHTepnpeTaunsa pesynbtaTtos

Mpn  vHTEpnpeTauMmn pesynbTaToB CredyeT YUMTbIBaTb OOLLYHD  K/IMHWUYECKYHO
CUTyauMIo nauveHTa, BKIKOYas CUMMTOMbI, UCTOPUIO 60Ie3HN, ApYrue COOTBETCTBYHOLLME
[iaHHble 1N VH(OopMAaLMIO.

17. OrpaHunyeHus
Pe3ynbTaTbl TECTUPOBAHMA UCMO/b3YIOTCA TOMbKO ANA KIMHUYECKOW CMpaBKM U He
MOTYT UCMO/b30BATLCA KaK OCHOBaHMWe /19 AUarHOCTUKN WM UCK/TKOUEHNS 3a00/1eBaHNS.

18. XapakTepuCcTUKN n3genuns
18.1. TexHuYecKune XxapakTepuCcTUKN nU3aenuns

BapuaHT UCNONHEHUS n3genns
XApakrepHcTUKs

50 TecTOB 100 TecToB
MB RB RA MB RB RA
O6bem peei'eirra, Mn
>1.8 >3.0 >3.0 >3.5 >6.0 >6.0
Kanub6patop Kann6patop Kanunépatop Kanun6patop Kanu6patop Kannépatop
O6beMm (Hn3Kni (cpegHwuii (BbICOKMIA (HW3Kni (cpegHuii (BbICOKMIA
Kanu6paTopos, M YyPOBEHb) YypPOBEHb) YPOBEHD) YPOBEHb) YpPOBEHb) YPOBEHD)
>1.0 >1,0 >1,0 >1.0 >1,0 >1.0
KonuuyectBo TecToB 50 100
Macca kacceTbl
C peareHTamu, r 45,85 54,13

(£5%)
Kanun6patop Kanub6patop Kanun6patop Kanuné6patop Kanun6patop Kanu6patop

Macca (HN3KMit (cpexwuii (BbICOKMIA (Hn3KMiA (cpegHnii (BbICOKMiA
kanubpaTopos, r YPOBEHb) YpOBEHb) YPOBEHb) YPOBEHb) YPOBEHb) YPOBEHb)
+5%
( ) 7,25 7,25 7,26 7,25 7,25 7.26
FabapuTHble OnnHa: 88,75
XapakTepucTukm BuicoTa: 75,5
KacceThl ¢ LI npuna: 19,0
12
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peareHTamMmun, Hm
(£5%)

FabapuTHbIe XapakTepuCcTUKN nakoHa, cm

OvameTp: 1,8 £0,1

FabaputHsie BbicoTa: 4,0+ 0,1

XapakKTepucTukmn
Kann6paTopos, cm FabapuTHble XapaKTePUCTUKN KPbILW KK hnakoHa, CM
OvawmeTp: 1,7+ 0,1
BbicoTa: 1,2+0,1
MB: 7.4+0,1
RB: 5,8 £0,05

RA: 5,8 £ 0,05

PR Kanu6patop (HU3kuit yposeHo): 8,0 + 0,05
Kannb6patop (cpegHunit ypoBeHb): 8,0 + 0,05
Kanu6patop (BblCOKMIA ypoBeHb): 8,0 £ 0,05
OTUKeTKM: YeTKne 1 XOPOLIO NPOLWITaMNOBaHHble
PeareHT MB: KopnyHeBas XUAKOCTb, cofepaliaa TBepAble 4acTULbl, C KOPUYHEBLIM 0CagKoOM
Ha AHe, 6e33aTBepAeBaHNsA N XN0NbeB
BHewWwHUR BUSg PeareHTbl RB, RA: lMpo3payHas XUAKOCTb, He coAepxxalias ocajka u CycrneH3nu.

KanunbpaTtop (HM3KUi ypoBeHb), KanubpaTop (cpefHWii ypoBeHb), Kanubpatop (BbICOKWUN
YPOBEHb): MO UAN3NPOBaHHBI nopoLL oK. KOTOPbI i nocne BOCCTAHOB/IEHUSA
[EeNOHN3NPOBaHHON BOJO UMEET BUJ XUAKOCTN 6e3 ocafKa, CyCneH3un n Xaonbes.

18.2. ®PyHKUNOHa/IbHbIE XapaKTepUCTUKN U3[eNUs

18.2.1. Mpenen o6Hapy>KeHUs

Mpenen obHapy>xeHnsa < 5,0 nr/mn.

18.2.2. NpaBnIbHOCTb

OTHOCUTENBbHOE OTK/IOHEHWE W3MEPEHHOro 3HaYeHWs K MPUCBOEHHOMY 3Ha4eHUHo
CTaHZapPTHOro obpasLa Npon3BoauTeNs JO/MKHO ObITb B Npefenax +10%.

18.2.3. BHyTpucepuiiHasa BOCMPOM3BOAUMOCTb (MOBTOPSIEMOCTD)

KoaththmumeHT Bapunaumm < 8,0%.

18.2.4. JINHENHOCTb

Mpn  ananasoHe  KOHUEHTpaumii  N-TepMMHaNbHOrO  hparMeHTa  MO3roBOro
HaTpuiiypeTuyeckoro nentnga ot 5,0 nr/mn go 35000,0 nr/mn Ko3PhULMEHT KOppensumm
r> 0,950 nnn nuHeriHocTb 0T 90% o 110%.

18.2.5. NepeKpecTHasA peaKTUBHOCTb

Wcnbitam  cTaHgapTHbIA  06pasel, Mpou3BoauTens € LoGaBneHWeM  CriefyroLLmx
MepeKpecTHO-PeaKTUBHbBIX BELLECTB:

Mi3MepeHHasa KOHLUEeHTpauns
bl-TepMMHanbIlOro hparmeHTa

MepekpecTHO-peakTUBHbIE BellecTBa KoHueHTpauus MO3TOBOrO HATPUIAYPETUYECKOTO
nentuga
AHINOTEH3NH 1 0,6 Hr/Mn <5,0 nr/mn
AHTNOTEH3NH 2 0,6 Hr/Mn < 5,0 nr/mn
AHINOTEH3NH 3 1,0 Hr/Mmn <5,0 nr/mn
MpeacepaHblii HATPUIAYPETUYECKIIA NeNTUA 3.1 MKr/Mn < 5.0 nrivn
(ANP)

HatpuitypeTuueckunin nentug B-tuna (BNP) 3,5 MKr/mn <5,0 nr/mn
Hatpuitypetnueckuii nentug C-tuna (CbIP) 2,2 MKr/mn <5,0 nr/mn
AfpeHavH 50,0 Hr/Mn < 5,0 nr/mn
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18.2.6. AHanMTMyeckas nHTepdepeHLms

He 6b1710 BbISB/IEHO MHTEP(epeHLMM OT 6unmpybunHa go 25,0 mr/gn, Tpurnuuepuaos
no 2000,0 mr/an, 6uotnHa Ao 20,0 Hr/mn, remorno6uHa ao 500,0 mr/an, 4enoBeyecKmx
aHTUMbILWKHBIX aHTUTeNn (HAMA) go 100,0 Hr/mn. TMpy HaMumMmM 3TKUX BELLECTB B YKa3aHHbIX
KOHLEHTpauysX, OTHOCWUTE/IbHOE OTK/OHeHWe MeHee + 10%. He 6bl10  BbISB/IEHO
NHTepepeHUun oT peBmartomaHoro daktopa (RF) go 1100,0 ME/mn. OTHOCUTENbHOE
BOCCTaHOB/1IeHNe HaxoauTca B npefenax oT 90% no 110%.

18.2.7. TeCT Ha «OTKPbITUE»

3HayeHVe «OTKpbITUA» HaxoauTea B npefenax ot 90% o 110%.

CwvewwmBanM B paBHbIX OObeMax MaTepuasl KOHTPO/IbHBIA  (BbICOKWIA  YPOBEHb)
N KanmbpaTtop (HM3KWIA ypoBeHb). 3aTeM nocnefoBaTtesibHO Mposogunn 10 v3mepeHui
nccnesyemort Npobbl. 3HauYeHKe «OTKPbITUSA» HAXOAMN0Ch B Npeaenax ot 90% o 110%.

19. CBefeHNs 06 yTunmnsaumm nsgenus

UToObl 136eXaTb BO3MOXHOIO 3arpsi3HEHNS OKPY>KatoLein cpedpl, u3genve c
MCTEKLUMM CPOKOM [OAHOCTKM, OTXOAbl WCMOMb30BaHHLIX PeareHToB, a TakXe B C/yyae
BUAMMbIX MOBPEXAEHWIA VHAVBUAYaIbHOM YNaKOBKW, U34enne AO/MKHO YTUIM3NPOBATLCS B
cooTBeTcTBUM ¢ CaHlMnH 2.1.3684-21 a1 0TX0A0B Kacca b (3nmMaeMmonornyeckn onacHble
0TX0fpl).

20. MMpepynpeaLleHns N Mepbl NPeLOCTOPOXHOCTU

1 Vicnonb3oBaTb M3enme ToNbKO A1 AMarHOCTUKK in Vitro.

2. TonbKO AN NpojecCcMoHaIbHOro NPYMEHEHN.

3. Vicnonb3oBatb CTPOro B COOTBETCTBUM C UHCTPYKLVEN MO NPUMEHEHUIO.

4. He ucnonb3yiite u3genne C WCTEKLUMM CPOKOM FOAHOCTM WM MOBPEXAEHHOM
YMaKOBKOJA.

5. Heobxoaumo cobnogaTb npasvia 06palleHns ¢ peareHTamy U npaBuia TEXHUKK
6e30MacHOCTH.

6. ObpawarbC C M3demMemM M OTX0Aamnm MpU peakumsx Kak € matepuasiamu,
NpeACTaBNALLMMM NOTEHLMAIbHYIO B10/I0rMYECKYHO OMacHOCTb.

7. Mo oKOHYaHUIO PaboThbl C M3AENMEM TLIATELHO NMPOMOITE BCE MECTa KOHTaKTa. IMpu
paboTe C U3AeNMEM He eLlbTe, He MEeNTe, He KypuUTe U He HAaHOCUTE KOCMETUKY. 3arpsi3HEHHYHO
OAEXY KOMMNOHEHTaMM U3A€enns cpasy CHUMaMTE.

8. M3nenve 0OMKHO XPaHWUTLCA B BEPTUKA/IbHOM MOMOXKEHNN.

9. M36eraiiTe BCNeHMBaHWA KOMMOHEHTOB U3AENMS 0 1 BO BPEMSI TECTUPOBAHUS.

10. Micnonb3oBaHHbIE KOMMOHEHTbI U34eNA CredyeT YTUIN3MPOoBaTh B COOTBETCTBUAM
C npasunnamm 6e3onacHoOCTH, yCTaHoBeHHbIMU CaHITHOM.

11. 3-3a TakuMxX (DaKTOpPOB, KakK MeTOZO/Morus WM CneuugmMUYHOCTb  aHTUTeN,
TECTUPOBaHME MAEHTUYHbIX 06Pa3L0B C peareHTaMm OT PasHbIX MPOM3BOAUTENEN MOXET AaTb
pasHble pe3y/bTaTbl, U pe3y/nbTaTbl U3 pa3HbIX HAOOPOB He AO/MKHbI CPABHUBATLCS HANPSIMYHO,
4ToObl He BbMBaTb HEMPaBW/IbHOE MeAMLIMHCKOE O0ObsICHEHME. PekomeHayeTcs, 4Tobbl B
oTyeTe 06 UCMbITaHUN ObIIN YKa3aHbl XapaKTEPUCTUKN WCMOMb30BaHHOMO m3genus. Mpu
nocnefoBaTe/lbHOM MOHUTOPUHIE, eClU TWUM peareHTa W3MEHSeTCs, CrefyeT MpOoBOAUTbL
HEMpPePbIBHbIA NapanfienbHbli TECT W CpaBHEHWE Pe3ynbTaToB C MpeablaymMn s
orpeieNileHNs HOBOrO 6a30BOro 3Ha4eHW.
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12. HekoTopble KOMMOHEHTbI U3 COCTaBa M3AeNNs NpU BAbIXaHWM, KOHTaKTe C KOXEei
WM NPOrNaTbiBaHAX MOTYT ObITb TOKCWYHbI A1 OpraHM3ma YesioBeka, MO3TOMY Mpu
06palLeHN C M3aennem cneayeT NPUMEHSTb Mepbl MHANBUAYaNbHON 3aLLMUTI.

Tabnmua 20.1. Mepbl MHAMBWAYaSIbHON 3aLLUTbI

[na npeaoTBpaLLeHns nonagaHns Ha KOXy CrieflyeT HOCUTb
HEMNPOHUL@eMbIe NepyaTKu, U3roTOB/IEHHbIE U3 HATPUNA WK
aHaNorMYHOro MaTeprasa. A TakxKe 3alUMTHYH ofexaa C
3NaCTUYHBIMN MaHXXeTaMu 1 3aKPbITON Leeld, canorn u3 MBX.
PeKOMeHLYeTCS HOCUTb OYKN XMMUYECKOM 3aLLyTbl, KOrja
OLIEHKa p1CKa MOKa3bIBaeT, YTO 3TO HEOOXOAMMO A/1A
NpeLOTBPaLLEHNS BO3AECTBIS OPbI3 XXUAKOCTK, a3p0o30/1s Uu

3alnTa Koxu

3awmTa rnas/nuua

MbUn.

3awmTa PEKOMEH/IYETCSt HOCWUTb PECMIMPATOP, EC/M OLIEHKA prCKa
OpraHoB fbIXaHus YKa3bIBaeT Ha HEOGXOAMMOCTb.

3aliMTa OKpyXKatoLLeit o

cpesp He fonyckaiiTe nonagaHus U3nenis B CTOKW 1 BOJOTOKM.

21. CooTBeTCTBME CTaHAapTaM Poccuiickoin defepaumm

FOCT P NCO 18113-1-2015 «MeauuMHCKMe m3Oenms Onsa AMarHoCTUKW in Vitro.
VH(opmaumsa, npegocTas/ifeMas M3rotosuTeneM  (Mapkupoeka). Yacte 1 TepMuHbl,
onpeaeneHns 1 obLye TpeboBaHN,

FOCT P NCO 18113-2-2015 «MeanumHCcKne mn3genns ANns AMarHoCTUKM in vitro.
VH(opmaums, npepocTtas/nsemas U3rotosutesieM (MapkvpoBka). Yactb 2. PeareHTbl fia
[VarHOCTUKY in Vitro Ang npogecCMoHaIbHOro MPUMEHEHNA;

FOCT P EH 13612-2010 «OueHKa (hyHKLMOHa/IbHBIX XapaKTePUCTUK MeAULMHCKNX
V30NN AN ANArHOCTUKK in Vitro,

FOCT P NCO 15223-1-2020 «W3penna meguumHekue. CUMBOSbI, NMPUMEHSEMbIE MPK
MapKMpPOBaHWM  Ha  MEAMLMHCKUX  U30enusaX, ITUKETKaX W B COMPOBOAUTENbHOM
AOoKyMeHTaumn. Yactb 1. OCHOBHbIe TpeboBaHMSA,

FOCT P NCO 23640-2015 «3nenvst MeAMUMHCKME 418 AMarHOCTUKK in vitro. OueHKa
CTabWIbHOCTW peareHToB [/151 ANarHOCTUKN in Vitroy.

FOCT ISO 14971-2011 «U3penus meguUmnMHCKMe. MNprMeHeHre MeHePKMEHTa PUCKa K
MEAULMHCKUM N3LENNAMY,

FOCT ISO 17511-2011 Vi3penust MeguLMHCKUE 419 AUarHOCTUKK in vitro. Vi3mepeHne
BE/MYMH B Bronormyecknx npobax. MeTponorndeckas MNPOCNEXMBAEMOCTb — 3HAYEHWIA,
MPUMNUCaHHbIX KasimbpaTopam 1 KOHTPO/IbHBIM MaTepuasiam;

FOCT P 51352-2013 «MeauuMHCKWE U3genus Ana AUarHocTMKN MH BUTPO. MeTogabl
VCrbITaHNIA».

22. MapKnpoBKa 1 ynakoBKa u3aenums

22.1. YnakoBKa nsaenus

KacceTa ¢ peareHTamu, Kanmbpatop (HW3KUIA YpOBEHb), Kanmbpatop (cpegHwii
YPOBeHb), KanmbpaTop (BbICOKMIA YPOBEHb), 3TMKETKM [N 3anedyartbiBaHUA (DrakoHOB
N MHCTPYKUMSA NO NPUMEHEHMIO YMaKOBbLIBAKOTCA B MOTPEOUTE/LCKYHO YMakoBKY, KOTOpast
MpeacTaBseT cob0i KapTOHHYHO KOPOOKY.
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[na TpaHCMOPTMPOBKU MPOU3BOAWTENb YMaKOBbIBAET MOTPEOUTENbCKME YMaKOBKM
B TEPMOKOHTEMHEPbl BMECTE C  X/1af03fieMeHTamMn  And  obecrneyeHnss  TemnepaTtypsbl
TpaHcnopTuposaHna oT 2 0o 8 °C B KO/MMYECTBe, OnpeaensembiM [OroBOPOM MOCTaBKM.
TepMOKOHTENHePbI YNaKOBbLLLIAKTCS B KOPOOKM 13 FOPPUPOBAHHOIO KapToHa.

22.2. MapKunpoBKa usgenus

OpurnHanbHas MapKnpoBKa KacceTbl C peareHTamu

OpvrvHanbHas MapKMpPOBKA KacCeTbl C  peareHTamyi  COLEPXXWUT  CNeAaytoLLyto
VHopMaLIo 1 CUMBOSbI:

- Jlorotvn “3rotosuTens;

- CokpalLieHHOoe HavMeHOBaHMe;

- HavmeHoBaHWs KOMMOHEHTOB;

- O6bem peareHTOB B M1 (ML).

CumBon OnwucaHwne
y Vcnonb3osark Ao
LOT Kopg napTtum
VPl MeauUMHCKOe n3genve 4N AUarHoCcTUKK in vitro
178-C .
TemnepatypHbIiA AyanasoH
W Copepxxmmoro focTtaTtovHo 415 nposefeHus 100 TecTos
1 1 CepuiiHbliA Homep
cc MapkwupoBka 3Hakom CE

OpurnHanbHas MapKnpoBKa (h1akoHOB KannbpaTtopos

OpurMHa/lbHas  MapKupoBKa (DIakKOHOB  KasIMGPaToOpOB  COAEPXKMT  CIeAyHoLLYHO
WH(OpMaLMIO U CUMBOSIbI:

- Jlorotun n3roToBuUTens;

- CokpalLeHHoe HaMMeHOBaHMe;

- HanmeHoBaHme koMnoHeHTa n3aenus (Kanmbpartop (H13KMin ypoBeHb), Kannbpatop
(cpegHwin ypoBeHb), Kannbpatop (BbICOKUIA YPOBEHD));

- O6bem Kanmbparopa B M (mL);

- HanmeHoBaHWe M3rotoButens.

CumBon HanmeHoBaHWe cMMBona
[|[VD| MeguumMHCKOe n3genue 418 AMarHocTuKK in vitro
2 Wcnonb3oBars [0
Kopg naptum
CE MapkupoBKa 3Hakom CE
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°C
2ec ,r TemnepaTypHbiii AMANa30H

& Buonoruueckwuit puck

OpurananbHAsS MAPKHPOBKA NOTPeOATENbCKOMH YNAKOBKH H3ACAHS

OpHuruHasbHas MapKMpPOBKA TMNOTPEOMTENbCKON YNAakOBKM M3JENHMA  COACPXKHT
ClIeayIoy0 HHPOpMALIHIO H CHMBOJIBI:

- Jlorothn u3roroBuTeN,

- CoxpameHnoe HaHMEHOBAHHE,

- HanMeHOBaHHA KOMIIOHEHTOB,

- O6bem pearenTos B M (mL);

- HanmeHOBaHMe H3roTOBHTENS;

- IlTpux-kxon.
Cumson HanmeHoBaHHE CHMBOJIA
g Hcnons3osats ao
LOT]| Koa naptun
ivD MemMumHCKOe 3aeNHe VIS AMATHOCTHKH In Vitro
8°C
1ec ,r TemneparypHulit AManason
c € Mapkuposka 3HakoM CE
d Hsrorosurens
EC |REP YnonnoMoueHHsIi npeacTasuTens B EpponeiickoM coobmecTse

Cogmepxumoro nocratouHo ans nposesenus 100 Tecros

[j;i] O6paTuTech K HHCTPYKLHH MO MPHMEHEHHIO

Bsepx

& Buonorudeckuii puck

REF Homep no karanory

Ha norpeburenncxyio ynakoBKy HaHeCeH CTHKEp HA PYCCKOM si3bIKe
CrHKep COAEPXHUT CNEAYIONIYI0 HHPOPMALHIO M CHMBOJIBI

- [lonHoe H cokpameHHOe HaHMEeHOBaHHE H3AEIHS,

- Bapuasr ucnonsenus;

17
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- CocTaB n3genus;

- Hagnucb «H(opmaupio Ha CTUKepe cuMTaTb NPUOPUTETHON;

- Hagnnueb  «Kog, naptunm,

rpadieckme CMMBO/IbI YKa3aHbl Ha OPUTIHAbHOV MapKUPOBKE;
- Hagnncb «TonbKo /11 AXarHoCTUKY in vitro»;
- Hagnmeb «[1nst npoecCroHanbHOT0 NpYMeHeHUs»;
- Homep pervcTpaLyoHHOro yY0CTOBEPEHNS;
- VHchopmMaLmto 06 YrnosHOMOYEHHOM MpeACTaBUTeNe NPON3BOAUTENS.

CumBon

[la

HanmeHoBaHuMe cumBoOna

O6paTnTeCh K MHCTPYKLWMW NO NPUMEHEHNHO

M3rotoBuTesb

Ha TpaHCnopTHYO YNaKoBKY HaHECEH CTUMKep Ha PYCCKOM fi3blKe
CTVKep COLEePXMT CefyHoLLYH UH(OpMaLMO U CUMBOSbI:
- MonHoe v cokpaLLeHHOe HaMMEHOBAHWE U3LeNng;

- BapunaHT mcnonHeHus,

- VIHhopmaums o Macce HeTTO 1 6pyTTo;
- VIHhopmaLms 0 macce HETTO NOTPEOUTENBCKOM YNaKOoBKM;
- MHtbopmaumio 0 uucne efuHWUL, MOTPEOUTENbCKMX YMakKOBOK B TPaHCMOPTHOM

YMNaKOBKE;

CPOK TOAHOCTM, YCMOBUS XpaHEeHWs W  OCTa/lbHble

- VHdhopmaLito 0 raGapuTHBLIX pasmepax TPaHCMOPTHOWM YNakoBKW (4/MHa, LLMpUH,

BbICOTA).
CumBon

2
|LOT|

r-cJ1

7l

[1a

11
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HanmeHoBaHME CUMBO/10B

Vcnonb3osark Ao
Kopg naptum

W3penve ons in vitro AnarHoCcTmKm

TemnepaTypHblii AnanasoH
[laTa U3roToBnieHus

M3rotoBuTe/b

O6paTUTECh K UHCTPYKLIMM M0 MPUMEHEHMIO

Buonornyeckuii puck

BBeepx
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23. KoMN/eKT NoCTaBKU

3penve nocTaBnseTcs B CreLytoLLel KOMNIeKTaLmn:

1 Habop peareHTOB [A/11 KOMMYECTBEHHOrO onpefenieHns  N-TepMUHaIbHOIO
(hpparMeHTa MO3roBOr0 HaTPUIAYPETMYECKOr0 MEenTuaa  3M1eKTPOXEMUTFOMUHECLEHTHBLIM
MeToLOM Ha aHanm3aTopax ECL anga amarHoctvkuy in vitro (N-terminal pro B-type Natriuretic
Peptide STAT eCLIA / NT-proBNP STAT), B BapnaHTe uUcnosnHeHms 50 TecTos:

- Kacceta c peareHTamu - 11T,

- Kannbpatop (BbICOKUIA ypoBeHb) - 1x1,0 Mr;

- Kanmbpatop (cpegHuin ypoBeHb) - 1x1,0 m;

- Kanmbpatop (HU3KMin ypoBeHb) - 1x1,0 m;

- DTUKETKM [/19 3aneyatbiBaHUs (1akoHOB - 1LT.;

- IHCTpYKUMA NO NpUMEHEHNIO - 1 LUT.

2. Habop peareHTOB [ANA  KOMMYECTBEHHOrO onpegeneHns  N-TepMUHaIbHOMO
(pparMeHTa MO3roBOr0  HaTPUIAYPETUUECKOro MenTuga  31eKTPOXeMUIFOMUHECLEHTHBLIM
MeTO0M Ha aHanmsatopax ECL gnsa gmarHoctukm in vitro (N-terminal pro B-type Natriuretic
Peptide STAT eCLIA / NT-proBNP STAT), B BapuaHTe ucrnonHeHnst 100 TecToB:

- KacceTta c peareHTamu - 1uit.;

- Kannbépatop (BbICOKMIA ypoBeHb) - 1x1,0 mn;

- Kannbparop (cpesfHuid yposeHb) - 1x1,0 mn;

- Kanmbpatop (H13KmiA ypoBeHb) - 1x1,0 mr;

- OTUKETKM [/151 3areyaTbiBaHs (1akoHOB - 1 LT,

m/IHCTPYKUMSA NO NPUMEHEHNIO - 1 LLT.

24. MeTposiornyeckasi NpoC/IeXX1MBaeMoCTb KasimbpaTopos

N3mepsieMast BennuMHa B Ka/mbpaTopax MpOV3BOAUTENS MPOCNEXMBAETCA A0
BblOpaHHON  MPOM3BOAMTENIEM  METOAMKM  U3MepeHWid.  [pouecc  yCTaHOB/EHMA
npocnexmBaeMocT obecneunsaetcs cornacHo FOCT MCO 17511.

25. NpeTeH3nn No KayecTBy

AJpec 4118 npvemMa pekiamauui:

OO6LLECTBO C OrpaHWYeHHOM OTBETCTBEHHOCTLIO «KoMnaHus «brnBu,
Appec: 129085, r. Mocksa, INpocnekT Mupa, gom 101, ctp. 1, nom. 17,
TenedhoH: +7 (499) 281-67-68

AJIpec 3neKTPOHHOIN nouTsl: info@beawire.com

26. CBefleHna o npou3soanTene n3genus
Shenzhen Lifotronic Technology Co., Ltd. («LLI3HbYWK3Hb J1alAhOTPOHMK

MpovssopyTens TexHonomku Ko., ita.»), Kntaii
Andec Unit A, 4th Floor, Building 15, Yijing Estate, No.1008 Songbai Road,
npou3BoAnTENs Nanshan District, Shenzhen City, Guangdong Province, 518055, P.R. China
MecTo Shenzhen Lifotronic Technology Co., Ltd.

No. 2 Zhanghua Road, Songshan Lake Park, Dongguan City, Guangdong
NpoV3BOACTBA

Province, 523808, P.R. China

27. Crnncok nuTepartypsl
1 Hunt PJ, et al. Immunoreactive aminoterminal pro-brain natrimetic peptide
(NT-proBNP): a new marker for cardiac impairment. Clin Endocrinol 1997; 47: 287-
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96.

. Talwar S, et al. Plasma N-terminal pro-brain natriuretic peptide and the ECG in the
assessment of left ventricular systolic dysfunction in a high-risk population. Eur Heart
J 1999; 20; 1736-44.

. Valli N, Gobinet A, Bordenave L. Review of 10 years of the clinical use of brain
natriuretic peptide in cardiology. J Lab Cin Med 1999; 134. 437-444.

. Cardarelli R, et al. B-type Natriuretic Peptide: a review of its diagnostic, prognostic,
and therapeutic monitoring value in heart failure for primary care physicians. J Am
Board Fam Pract. 2003, 16(4); 327-33.

McCullough PA, et al. Sorting out the evidence on natriuretic peptides. Rev Cardiovasc
Med2003;4;S13-S19.

. Gardner RS, et al. N-tenninal pro-brain natriuretic peptide, a new gold standard
in predicting mortality in patients with advanced heart failure. Eur Heart J 2003; 24
1735-43.
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/nepeBof, C aHrMNIACKOTO 1 KNTaNCKOro s13bIKOB Ha PYCCKMii S3bIK/

CEPTUDOUNKAT

[Norotnn/

KuTtaiicknii CoBeT Nno COAECTBMIO MEXAYHAPOAHO TOProse

Toproso-npombiLlieHHad nanata Kutas
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Ub

KuTaickuii CoBeT' No COAeMCTBUIO MEXIyHapOo4HO TOpros/ie
TOproBo-npombILLINeHHaA nanara Kurtas

CEPTUDUKAT

ool—ég %)

QR-kog
Ne22370052/001189

HACTOAWMM  YAOCTOBEPAETCA, UTO: TlMeyatb  kommaHum  «LLISHBYXXSHb
NANDGOTPOHVK TEXHONOMKM KO., NTA.» Ha npunaraemom JOKYMEHTE sBnsetcs
MOL/IMHHOA.

KuTtalickuii COBET Mo COAENCTBUIO MEXAYHAPOAHON TOProse
Nognuck ynonHOMoYeHHOro nnua; /Mognucs/
Baii LLlaHbLUaHb

[Jata: 25 mada 2022 T.
TucHeHas nevatb: [KHTavickull CoBeT Mo

COLENCTBMIO MeXAYHapOoAHO Toprosne //
CEPTUGUKALINA]

Meyatb: [Kutalickuii CoBeT Mo COAENCTBUIO
mexayHapoaHoii Toprosne // CEPTUGUKALINA]

Beg-caiT gna NpoBepKn NOAMMHHOCTY cepTudmkara: http://www.r2ccpit.com/validate.html
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YTBEPXAEHO
/nognmcs/

FOoHL BaH

MeHepkep Mo npogjaxam
«LLIBHbWK3Hb JTaichoTPOHUK TexHonomku Ko., Jirg,»
13.04.2022 .

Mevatb: [Kuaiickuin COBET MO COAENCTBIIO
MexayHapoaHoii Toprosne// CEPTUDNKALIAA]

MeyaTb: LLBHLYWK3HL SlalihoTpoHMK TexHonomim Ko., Jia,
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[NepeBoj faHHOT0 TEKCTa BbINOMHEH NEepeBoLYNKOM (*),U,VIAI:IM FOpurem KoHCTaHTNHOBUYEM.

Poccuinckas depepauns

"opog MockBa.
[BajuaTb NepBoro UOHA [Be TbiCAYKM ABaALaTbL BTOPOro roja.

A, AeiHeko JTtogmnna BanepreBHa, BPEMEHHO MCMOHAIOLWAA 0653aHHOCTM HOTapuyca
ropoga Mocksbl [1pOKOLLEHKOBON EneHbl EBreHbeBHbI, CBUAETENLCTBYHO MOAMHHOCTL

nognucy nepesogumka KOgnHa KOpma KoHcTaHTMHOBMYA.
Moanucek cenaHa B MOEM MPUCYTCTBUMN.
JInyHoCTL NoAnucaBLLero JOKYMEHT YCTaHOB/IEHa.

3apernctpmpoBaHo B peecTpe; No 21/86-H/77-2022-
YnnayeHo 3a»nBl & notapmanbHoro geinctems: 400 py6. 00 Kor.

N.B. Jei

MpoLuHypoB
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