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SARS-CoV-2 1gG (CLIA)

HanmeHoBaHue MegULUMHCKOTO M3fenns

Habop peareHTOB ansa onpegeneHnsa aHtuten IgG k wtammy SARS-CoV-2 KopoHaBumpyca
NMMYHOXEMUTIOMUHECLEHTHBLIM METOAOM B KIMHUYECKOM 06pasue Ha aHanusatopax cepum CL
ANd AnarHocTuky in vitro, notel 2020050303, 2020060122, 2020060212, 2020070123,
2020070124, 2020080113, 2020080122, 2020110100

[Janee no Tekcty «Habop peareHTOB Ans onpegeneHua aHtuten lgG».

MHpopmaymnsa gna 3akasa

Tabnuuya 1
KaTanoxHsblii HOMep dacoska
SARS-CoV-2 1gG121 2 KacceTbl ¢ peareHTammn x 50 TecToB
(kannbpaTopbl BK/IOYEHbI)
SARS-CoV-2 1gG122 2 KacceTbl ¢ peareHTamu x 100 TecToB

(KannbpaTopbl BKAOYEHbI)

Ha3HaueHUe n3pnennd
Ha3HaueHne

Habop npumeHseTcs gns AMArHOCTUKK in Vitro 419 KONMYECTBEHHOTO 0OHapPYXEeHWsA aHTUTeN
19G Kk Bupycy SARS-CoV-2 B CbIBOPOTKE M NnasMe KPOBM YenoBeka, C UCNOoMb30BaHNEM
aHTukoarynaHtos K2 3A4TA, K3 34TA v renapuHa. lNpegHasHavyeH na npuMeHeHNs TOMIbKO
O4N5 Tex nauueHToB, KIMHUYECKNE NMPU3HAKN N CUMITOMbI KOTOPbIX COOTBETCTBYHOT NPU3HaKam
NH(eKumnm, Bbi3BaHHOW SARS-CoV-2, B Ka4eCcTBe BCMNOMOraTe/ibHOro MeToja B COYeTaHUM C
BbigBneHnem PHK SARS-COV-2.

NHpopmaymna o noTpebuTene: AN NPOECCUOHANbHOTO NPUMEHEHNWS, MOXET NCMONb30BaThCS
TONbKO KBaIMPMLNPOBAHHbIM MEPCOHANOM B 06/1aCTU KNNHMYECKOI nabopaToOpHOIA
AVNArHOCTUKMN (MeAULUHCKUM NabopaTOPHbIM TEXHUKOM WM BPa4YOM KAUHUYECKOWA
nabopaTtopHOli ANArHOCTUKMN).

Hwne npuBefeH cocTaB MeAULUHCKOTO U3enus.

Habop peareHToB ana onpegeneHus aHtmuten IgG k wrammy SARS-CoV-2 KopoHaBupyca
NMMYHOXEMUNIOMUHECLLEHTHBIM METOLOM B K/IMHMYECKOM o6pasle Ha aHanmsatopax cepumu
CL ona onarHocTuKM in vitro, B BapMaHTax UCMOJIHEHUS:

1) Habop peareHTOB Ana onpegeneHns aHtuten IgG k wtammy SARS-CoV-2 KopoHaBupyca
NMMYHOXEMUIIOMUHECLLEHTHLIM METOA40M B K/IMHUYECKOM 06pasue Ha aHanusaTopax Ccepun
CL ans guarHocTukwm in vitro, 2 x 50 TecToB, B COCTaBe:

- KacceTta ¢ peareHTamn SARS-CoV-2 IgG - 2 wr;

- Kannbpatop SARS-CoV-2 IgG (CO), ypoBeHb 0 -1 wrT;
- Kannépatop SARS-CoV-2 IgG (CI), ypoBeHb 1-1 wrT;
- VIHCTPYKUMA No npuMeHeHuto - 1 wr.
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2) Habop peareHTOoB Ana onpegeneHusa aHtuten IgG k wrtammy SARS-CoV-2 KopoHaBupyca
NMMYHOXEMUTIOMUHECLLEHTHBIM MeTO4OM B K/AMHWYECKOM 06pasue Ha aHanmsaTopax cepuu
CL ans anarHocTukuM in vitro, 2 x 100 TecToB, B COCTaBe:

- Kacceta c peareHTaMmn SARS-CoV-2 1gG - 2 wr,

- Kannébpatop SARS-CoV-2 IgG (CO), ypoBeHb 0 - 1wT;
- Kannépatop SARS-CoV-2 IgG (Cl), ypoBeHb 1- 1 wrT;
- IHCTpyKUMA NO NPUMEHEHMIO - 1 WrT.

KpaTtkoe onucaHune

SARS-CoV-2 oTHocuTCcA K P-KOopoHaBupycam W npepactasnsetr coboii PHK-Bupyc c ofHOWA
MONOXUTENbHO-MONAPHONW HUTbLIO B 060n04ke'. OH pacnpocTpaHAeTcs nyTeM nepefayn oT
4yeNoBeKa YenoBeKy KanesabHbIM MyTEM WM NMPU HENMOCPeLCTBEHHOM KOHTaKTe.

Y MHOrmMx naymeHToB C noAaTBepxaeHHbiIM COVID-19 pasBmBaeTcs nuxopagka w/mnu
CUMNTOMbl OCTPOr0 pecnupaTtopHoro 3aboneBaHWs (Hanpumep, Kallenb, 3aTPyAHEHHOe
[blXaHue).

B HacToswee BpeMsa nonvmepasHas LenHas peakuus c 06paTHOM TpaHCKpUNUMENR B pexume
peanbHoro spemeHun (OT-MLP) Ha HYKNenHOBYIO KUCIOTY BUPYCa, KOMMbIOTEPHAA TOMOrpadus
W HeKOoTOpble remaTo/IoOrMyeckre napameTpbl ABAAKOTCA OCHOBHLIMW WHCTPYMEHTaMu [Nf
KTMHWUYECKON AMArHOCTMKM MHpekuuun. Tect OT-MLP Ha HYKNEeMHOBYH KWUCNOTY Bupyca Ha
CErofHAWHNA feHb cTan CTaHAapTHbIM MeTO4OM AuarHocTukun COVID-197,

TecTupoBaHue crieyuduyecknx aHtuTen SARS-CoV-2 B KPOBU NalMeHTa ABNAETCA HafeXHbIM
BbIOOPOM N5 O6bICTPOI, NPOCTOM N BbICOKOYYBCTBUTENbHOW gnarHocTukun COVID-19. Wnpoko
NMPW3HaHO, YTO afanTUBHbIE, BbICOKOAMPUHHbLIE peakuuu 1gG BaXHbl AN LONTOBPEMEHHOIO
MMMYHUTETA U UMMYHONOrMYeckon namsatu”. CnefosatenbHO, 06HapyXeHue aHtuten IgG
YKa3blBaeT Ha HeflaBHee Bo3aelicTBue SARS-CoV-2.

MpuHUWN geicTBUSA

AHann3z SARS-CoV-2 1gG cepun CL npeacTtaBnsetr co60i ABYX3TanHbIA aHanu3 [Ans
KO/INYeCTBEHHOTO BbiABeHNsA aHTuTen IgG Kk SARS-CoV-2.

Ha nepBomM 3Tane B peakUWOHHbIA cocyf f06aBnA0T npoby, pacTBop Ans 06paboTkM Npobbl 1
napaMarHUTHble MMWKpO4YacTULbl, MNOKPbITble aHTUreHamyu SARS-CoV-2. [locne MHKybauum
aHTuTena IgG Kk SARS-CoV-2 B npobe 6yAyT CBS3bIBaTbCA C MUKPOYacTULaMWU, MOKPbITbIMU
aHTureHamm SARS-CoV-2. lNocne 3Toro MUKpoYacTuLbl 3aXBaTbLUAOTCA MArHUTHLIM MOJIEM, a
ApYyrue HecBsA3aHHble BeLecTBa yAanstoTca NyTeM NPOMbIBKN B LUCMEPCUOHHONM Nocyge.

Ha BTOpOoM 3Tane B peakLMOHHbIA cocyq A06aBnAKT pacTBop pa3dasutens u ALP (wenoyHas
(bochaTasza)-MmeyeHOe MOHOK/IOHa/IbHOE aHTUTeNo MpPoTUB MMMYHornobynuHa (IgG) yenoseka.
Mocne wmHKy6auunm ALP-meyeHOe MOHOK/IOHanbHOe aHTUTeno npoTue IgG 4enoBeka bypet
00pa3oBbiBaTb CIHABMY-CTPYKTYPY C MUKpOYacTMuamu, 3axBayeHHbIMW aHTuUTenamu I1gG K
SARS-CoV-2. Tlocne 3TOro MMKpoYacTuubl 3axBaTbiBalOTCA MarHUTHbIM MOMEM, a Apyrue
HecBs3aHHble BELLeCTBa yAansaoTca NyTemM NPOMbIBKY B AUCNEPCUOHHOA Nocye.

3aTtem pacTtBop HOCuTeNs 406aBNAKT B PeaKLNMOHHbIN cocyl. OH KaTann3npyeTcs KOHbIOraTom
aHTutena-ALP npotms IgG u4enoBeka B MMMYHHOM KOMIJIEKCe, YAepXuWBaemOM Ha
MUKpouyacTuuax.  PesynbTupyrowas  XeMUIIOMUHECUEHTHAd  peakuuss  uM3MepseTcsd B
OTHOCUTENbHbLIX CBETOBbIX eAnHMLax (RLU) ¢ noMmoLbto poTOyMHOXMUTENS B NMpUbOpe.
Konunuectso aHTuten IgG k SARS-CoV-2, npucyTcTByHLWMUX B Npobe, NPONOpPLUOHANLHO
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OTHOCUTEeNIbHbIM CBETOBbLIM eanHMuam (RLU), reHepupyembiM BO BpeMs peakuuun. Pesynbtarhbl
aHanmsa Ha aHTuTena IgG Kk SARS-CoV-2 MOXHO OMNpefennTb C NMOMOLLbI KaMbpOBOYHOWA
KPMBOW, KOTOpas YCTaHAB/MBAETCS Ha 3aKOAMPOBAHHO OCHOBHOW KannmObpOBOYHOW KPMBOW U
[BYX YPOBHSAIX KannbpaTtopos NpoayKTa.

KoMMNoOHeHTbI cocTaBa

Hab6op peareHToB Ana onpegeneHns aHtuten lgG uMeeT B CBOEM COCTaBe KAacCeETY C
peareHTamn SARS-CoV-2 IgG, kannbpatop SARS-CoV-2 IgG (CO), ypoBeHb O kanubpatop
SARS-CoV-2 1gG (Cl), ypoBeHb 1 (cM. Pasgen «/Hdpopmauuns ana 3akasa»).

KacceTta ¢ peareHTamMn SARS-CoV-2 1gG coCTOUT M3 YeTbipeX KOMMNOHeHTOB: Ra, Rb, Rc 1 Rd.
Kaxabl/i 13 KOMMNOHEHTOB He MOXET ObITb 3aMeHeH. MogpobHas MHhopMaLmsa 0 Kaxaom
KOMMOHEHTE KacCeTbl 1 KanubpaTopax MpuBeLeHa HUXE.

CocTaB peareHToB, Ucnonb3yroLwmxca B Kaccete ¢ peareHTaMn SARS-CoV-2 IgG npueefieH B

Tabnuue 2.
Tabnuua 2
KoMnNoOHEeHT KoHueHTpaunsa CAS-HoMmep
Ra
MapaMarHMTHble MUKPOYACTULLbl, MOKPbITbIE
SARS-CoV-2 aHTUreHoMm 0.05% /
MES-6ydep >99% 7365-45-9
MpoknuH 300 (ProClin 300) 0.048% 96118-96-6
As3ung Hatpus 0.09 % 26628-22-8
Rb
MeyeHHoe ALP MOHOK/IOHaNbHOE aHTUTENO
NpoTMB yenoseueckoro IgG (MblwnHbIA 1gG) <0.01% /
MES-6ytep >99% 77-86-1
MpoknnH 300 (ProClin 300) 0.048% 96118-96-6
Asung Hatpus 0.09 % 26628-22-8
Rc
TPUC-6ythep >99% 7365-45-9
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MpoknnH 300 (ProClin 300) 0.048% 96118-96-6
As3ng Hatpus 0.09 % 26628-22-8
Rd

TPUC-6ydep >99% 145224-94-8
MpoknuH 300 (ProClin 300) 0.048% 96118-96-6
As3ung Hatpus 0.09 % 26628-22-8

CocTaB KanubpaTtopa SARS-CoV-2 IgG (CO), yposeHb OnpuBeaeH B Tabnuue 3.

Tabnuua 3
KomnoHeHT KoHueHTpauusa CAS-HOomep
TPUNC-6ydep >99% 145224-94-8
0, - -
Mpokank 300 (ProClin 300)  0048% 96118-96-6
BND (5'6p0M'5'H|/|Tp0'1,3' 002% 30007_47_7
LVOKCcaH)

CoctaB kanubpatopa SARS-CoV-2 IgG (Cl), ypoBeHb 1 npuseseH B Tabnumue 4.

Tabnuuya 4
KoMnoHeHT KoHueHTpauusa CAS-Homep
SARS-CoV-2 IgG 0.01% /
TPUNC-6ydep >99% 145224-94-8
Mpoknux 300 (ProClin 300)  0.048% 96118-96-6
BND (5-6pom-5-HnTpo-1,3- 0,029 30007-47-7
[OVNOKCaH)

PacnonoxeHve peareHToB BO (hlakOHax KacceTbl NpeAcTaB/ieHO Ha PUCYHKe HIKe (BUA cnepeam
cneBa v BU[ CBeEPXY Cnpasa):
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XpaHeHue, cTabUNbHOCTb U 3KCMyaTauus

KacceTa ¢ peareHTamn SARS-CoV-2 IgG (Ra, Rb, Rc n Rd) cTtabunbHa 0 NCTEUYEHNS CPOKaA
rOAHOCTU, YKa3aHHOI0 Ha 3TUKETKe, NPU XpaHeHUN HEBCKPbITOM KacceTbl Npu TemnepaTtype 2-8
°C

MMocne BCKPbITUSA KACCETbI, U3[e/INe MOXET XPaHUTLCA Ha 60PTY aHanm3aTopa u UCMosb30BaThbCH
npu Temnepatype 2-8 °C B TeueHne 14 gHei.

Kanubpatop SARS-CoV-2 IgG (CO), yposeHb Ou kannbpatop SARS-CoV-2 IgG (Cl), ypoBeHb
1 cTtabunbHbl 40 UCTEYEHMSA CPOKA FOAHOCTU, YKa3aHHOT0 Ha 3TUKETKE, NPy XpaHeHuu
HEBCKpPbITbIX (h1aKOHOB Npu Temnepartype 2-8 °C.

Mocne BCKPbITUA KannubpaTopbl CTabubHbl B TeYeHne 14 fHel Npu XpaHeHUU U UCNONb30BaHNM
npun Temnepatype 2-8 °C.

|_|0,CI,FOTOBKa peareHToB

PeareHT Ra: N'0TOB K MCNO/Ib30BaHNIO
PeareHT Rb: F0TOB K MCMO/b30BaHNIO
PeareHT Rc: '0TOB K MCNO/Ib30BaHNIO
PeareHT Rd: F'OTOB K NCNO/b30BaHNIO
Kanué6patop CO: [0TOB K MCMO/Ib30BaHMUIO

Kannépatop C 1 F0TOB K MCMONb30BaHUIO

Tpe6yeMb|e MaTepuanbl, He NOCTaBJ/IAeéMbleé B KOMMNJ/IEKTE

AHann3aTop aBTOMaTUYECKNA UMMYHOXEMUTIOMUHECLEHTHbIM AN5 ANArHOCTUKK in vitro cepumn
CL c npuHagnexHocTaMmu

KaT. Ne CS511: PacTBop cyb6CTpaTHbIn 415 aBTOMATUYECKNX UMMYHOXEMUTOMUHECLEHTHbBIX
aHanunsatopos cepun CL gng AMarHoCTUKK in vitro, 4x115 mn.
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KaT. Ne CSS12: PacTBOp Cy6CTpaTHbI/ NS aBTOMAaTUYeCKUX MMMYHOXEMUTIOMUHECLLEHTHbIX
aHanunsatopos cepun CL ana gnMarHocTuku in vitro, 4 x 75 mn.

KaT. Ne WB411: PacTBop 6y(hepHbIil NPOMbIBOYHbIN 415 aBTOMAaTUYECKNX
NMMYHOXEeMUTIOMUHECLLEHTHBIX aHann3atopos cepumn CL gns AMarHOCTUKK in Vitro.

PeaKUWOHHBbIW cocyq,

CoBMecTUMDbBIE aHanni3aTopbl

AHanunsaTop aBTOMaTU4YeCKUi UMMYHOXEMUTIOMUHECLLEHTHbIA A8 AMAarHOCTMKMK in vitro cepumn
CL c npuHaafnexHocTaMM, B BapuaHtax ucnonHeHus: CL-I000i, CL-1200i, CL-2000i,
PeructpaumoHHoe ygoctosepeHue Ne P3H 2020/10238 o1 4 masa 2020 roga.

AHanunsatop aBTOMaTUYeCKUin UMMYHOXEMUTIOMUHECLEHTHbIR CL-60001 ana AnarHOCTUKK in
vitro. PernctpaynoHHoe ygoctoBepeHne Ne P3H 2020/11923 ot 10 ceHTs6psa 2020 roja.

C60p M NOATOTOBKa MaTepunanoB And nccrienosaHmMA

Yenoseueckas CbIBOPOTKaA, renapuHU3NpoBaHHas nnasma n S4TA
(3aTneHAMamMMHTETPAYKCyCHasa  KucnoTta)-niasMa  ABAAKTCA  NOAXOAAWMMM 1S TecTa.
PekomeHAyeTCa YyesioBeyeckas CbiIBOPOTKaA.
Heobxoanmo cfefoBaTb WMHCTPYKLMAM Npou3BoaMTens no obpaboTke npobupok ana céopa
CbIBOPOTKM M nnas3mbl. O6pasubl AO/HKHbI OblTb MPOTECTUPOBAHbI KaK MOXHO CKOpee nocne
oT6opa npob 1 npeABapUTeNIbHON aHaIMTUYECKOK 06paboTKu.
Ecnn TecTupoBaHMe He 3aBepLUEHO B TeyeHue 24 4acoB, MOMECTUTbL CymepHaTaHT B NMPo6UpKu
ANs XpaHeHus. TINOTHO 3aKpbiTble 06pasLbl COXPaHAKT CTabuUNbHOCTL B TeyeHue 7 AHen npu
2~8 °C. Ecnu TecTupoBaHWe He MOXXET ObiTb 3aBEpLLUEHO B TeyeHue 7 AHei, obpasubl AOMKHbI
ObITb 3aMOpOXeHbl npu TemnepaTtype -200 °C mnam Huxe. O6pasubl MOTYT XpaHUTbCA Npwu
-200 °C go 10 gHeli.
O6pasybl MOTYT noaBepraTbCa He 60/ee YeM MATU LUKNaM 3aMopaxuBaHua/oTTanBaHms. M3-3a
BO3MOXHbIX 3(h(PeKTOB mcnapeHns obpasubl M Kannmbpatopbl Ha aHanusatopax LO/MKHbI OblTb
HemeA/IeHHO NpoaHa/In3nMpPOBaHbl.
He ncnonb3oBatb 06pasew, Npu crnefyroLwmnx ycnoBusax:

CUbHasa remosimsaymns

fBHOE MWKPOGHOE 3arpa3HeHune

BUANMbBIA (QUOPUH UNK gpyrue NOCTOPOHHME BeLLeCTBa

Mpouepgypa aHanusa

[na onTumanbHOW NPOM3BOAUTENLHOCTU [AHHOTO aHanuM3a onepatopbl AO/HKHbI BHUMATENbHO
npoynMTaTb PYKOBOACTBO MO 3KCM/yaTauun COOTBETCTBYHLENA CUCTEMbI, YTOObI MOAYUYUTH
AOCTATOUYHY MH(OPMaLMIO, TaKYH KaK MHCTPYKLMKM MO 3KCNayaTalumn, XPaHEHNIO N KOHTPOIO
npobbl, Mepam MNpPeaoCTOPOXHOCTM U TEXHMYECKOMY ob6cnyxuBaHuto. Heobxoaumo
NoAroTOBUTL BCE HEOOXOAMMbIE MaTepuanbl A5 aHanm3a.

Mepepn 3arpys3koin Habopa peareHToB SARS-CoV-2 IgG B npubop B MepBblil pa3 cnegyet
OCTOPOXHO BCTPAXHYTb HEBCKPbLITbIA (PNakoH C peareHTamn He MeHee 30 pas, 4TOObI
pecycneHanpoBaTb MWKPOYACTULbI, OCEBLUME BO BPEMS TPAHCMOPTUMPOBKM WIN  XPaHEHWs.
BusyanbHO ocMOTpeTb (PakoH, Y4TOObl Y6eanTbCS, YTO MUKPOYACTULbI XOPOLIO MepeMeLlaHbl.
Ecnn MukpoyacTmubl ocTatoTCca NPUAMNWMUMM K (hNaKOHY, NPOAOMKATb BCTPAXMBATL 40 NOJHOA
romMmoreHunsauun. Ecnm Mumkpoyactmubl He MOFyT OblTb FOMOTE€HM3UPOBaHbI, PEKOMEHAYETCS He
MCNONb30BaTb 3TOT (h1aKOH C peareHToOM. O6paTuTLCS B CNYXO6Y NoAAep>XKKU KnneHToB Mindray
3a momoublo. M36eratb nepeBopavnmBaHns OTKPbITOro piakoHa C peareHToMm.
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Ons  paHHoro aHanusa Tpebyetcs 10 MKAN npobbl ANA OAHOrO TecTa, He BK/OYas
Hencnonb3yeMblil 06beM KOHTeiHepa Ans Npobbl. JONONHUTENbHbIA 00bem TpebyeTcs npu
BbIMO/HEHUN [OMONHUTE/IbHBIX TECTOB TOW >Xe npobbl. OnepatopaMm HeOOXOAMMO CnefoBaThb

PYKOBOACTBY MO 3KChayaTtauuu CUCTEMbI W ONpefesieHHbIM TpeboBaHWAM aHanusa Afs
onpejeneHns MMHUManbHOro obbema npoobsbl.

KanunbpoBka

KannbpaTopbl NPOCNEXMBaKOTCA MO BHYTPEHHEMY 3TanoHy Mindray.

NHpopmaymsa o KannbpoBKe XpaHUTCS B LITPUX-KOAAX, NPUKPENIEHHbIX K YNaKOBKe peareHTa u
Kannépatopa. Mpu BbINONHEHUN KanMOPOBKM HEOOXOAMMO CHayana MPOCKaHWPOBATb LITPUX-
KOAbl B CUCTEME, a 3aTeM NMPOBEPUTH ABa YPOBHA Kanubpatopa. Mepef Nt06bIM TECTUPOBAHUEM
SARS-CoV-2 IgG TpebyeTcs A0CTOBEpHAs KanmbpoBKa.

MoBTOpHas KanMbpoBKa TpebyeTcs Npu Cneayowmx yCnoBusax:

1. Mpeabliyulas KanmbpoBKa 6blna BbINOMHEHA 3a 7 AHEW A0 3TOro.

2. KOHTpO/b KayecTBa NeXMUT BHE MPeAesioB 0XMNAAEMOT0 Anana3oHa.

3. icnonb3syeTca Habop peareHTOB C HOBbIM HOMEPOM NapTuUm.

Moapo6Has MHCTPYKLMA NO KannbpoBKe NpMBefeHa B PyKOBOACTBE N0 3KCNAyaTaunu CUCTEMBI.

KOHTpOI'Ib KayecTBa

Monb3oBaTenn MOryT rOTOBUTb KOHTPOJ/iIb KayecTBa BMeCTe C K/IMHWYECKMMU Mpobamu.
PedepeHCHble  AManasoHbl  MOryT YyCTaHaB/iMBaTbCA B COOTBETCTBUW C MPOTOKOJIOM,
YTBEPXEHHbBIM OTAENbHbIMU NabopaTopusMu.

PekomeHfyeTCcsi, 4TOObl KOHTPO/Ib KayecTBa MPOBOAWMACH OAWH pa3 Kaxible 24 uaca, ecnu
MCNONb3YKTCA TECTbl, UM MOC/Ne KaxAoW KanubpoBKW. YacToTa KOHTPONSA KayecTBa A0/XKHA
6bITb aianTupoBaHa K TpeboBaHUSAM KaXK0i nabopaTopumn.

Pe3ynbTaTbl KOHTPO/IA KayecTBa LO/KHbI YK1aAblBaTbCA B 3afjaHHbI Anana3oH. Ecnv KOHTposb
BbIXOAWUT 3a Npefenbl 3aZaHHOro fuanasoHa, COOTBETCTBYHOLLME pe3yNibTaTbl TecTa ABAAOTCA
HeaelCcTBUTENbHbIMK, U MPO6bLI HEO6X0AMMO NOBTOPHO NPOTEecTMpoBaTb. MOXKeT NoTpeboBaThCA
MOBTOPHasA KanmbpoBka. Heob6xoAnMO 06paTUTLCA K PYKOBOACTBY MO 3KCNayatauum CUCTEMbI,
4yTOOblI NPOBEPUTL CUCTeMY. Ecnu pesynbTaTbl KOHTPOMA KayecTBa BCe eLle HaxoAAaATCs BHe
npegenos 3afaHHbIX AnanasoHoB, cnefyeT 00paTUTbCA B CAYXOY NOAAEPXKWA K/IMEHTOB
Mindray.

BbluncneHwune pe3ynbTaToB

AHanusatop aBTOMaTU4YecKu BblUMCAAET pesynbTaT aHTuTen IgG K SARS-CoV-2 and Kaxgoin
npobbl Ha OCHOBE OCHOBHOI KanMObpOBOYHOW KPWUBOM, CUMTLIBAEMOW CO LITPMX-Koda, W
OTHOCUTE/IbHbIX CBETOBbIX eanHuUL (RLU), creHepupoBaHHbIX M3 ABYX YPOBHei KannmbpaTopos
NPOAYKTa C 3afjaHHbIMU 3HaYeHNAMW. Pe3ynbTaTbl NpUBeAeHbI B ef./MA.

PasBegeHme o6pasya

Pa3BefeHue 06pa3L0B NpefHa3Ha4YeHHbIX 418 TECTUPOBAHUA C UCMONb30BAHMEM Habopa
peareHTOB ANs onpefeneHnsa aHTuTen 1gG He gonyckaeTcs.
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VHTepnpeTaunsa pesynbTaToB

O6pasubl ¢ pesynbTtatamm <10,00 ef./mn cumTaroTca OTpuuaTenbHbIMKU Ha aHTuTena IgG K
SARS-CoV-2. OTpuuaTenbHblil pe3ynbTat He MOXeT ncknunts COVID-19.

O6pasubl ¢ pesynbTaTamu >10,00 ed./mMn cuMTaldTCAa NOMOXKWUTENbHbIMM Ha aHTuTena lgG kK
SARS-COV-2, 4TO yKa3blBaeT Ha MpeabLLyLy0 WU TeKYLY WHMEeKUUto. MonoxnuTenbHble
pe3ynbTaTbl TECTa BCE eLe HYXKATCS B fanbHelLeM NOATBEPXKAEHNN.

TonbKO pe3ynbTaTbl aHanuM3a He [O/MKHbl  WCMONAb30BaThCA A1 NOATBEPXAEHUS wUnn
ncknoyeHna COVID-19. KnuHunyeckue pelleHUs [OMKHbI MPUHUMATLCA B COYETaHUM C
ApYyruMK foKasaTe/lbCTBaMU, TAKUMWU KaK CUMMNTOMbI, UICTOPUA 60/1Ie3HU, pe3y/bTaThl aHamns3a Ha
HYKNENHOBbIE KUC/IOThI U T.4.

OrpaqueHme N3MepeHund

NHAnBMAYanbHbI UMMYHHbIA OTBET Ha UHMeKLynto SARS-CoV-2 3HAYMTENLHO BapbupyeTca U
MOXEeT f[aBaTb pa3Hble pe3y/nbTaTbl B aHanM3ax pasHbiXx npoussoguTenen. Yto kacaetcs
pas3Myunin B MeTofax aHanunsa, Kannbposkax v creyuuUHOCTN peareHToB, pe3ynbTaTbl aHann3a
pa3HblX NPOU3BOAUTENEN HE AO/MKHbI UCMO/b30BATLCA B3aMMO3aMEHSAEMO.

Ecnun pesynbtaTbl aHann3a Ha aHTuTena IgG Kk SARS-CoV-2 He COOTBETCTBYHT KAMHUYECKUM
JaHHbIM, ANA NOATBEPXAEHWNA pe3ynbTaTa npeanaraeTcs 4ONOMHUTENbHOE TeCTUPOBaHMeE.

Kak 1 BO BCex TecTax, COepXawMxX MOHOKNOHa/bHble aHTUTeNa MbIWW, B PeLKUX Cayyasx
MOryT ObITb MOMyYeHbl aHOMaNibHble pe3ynbTaTbl B 06pasuax, B3ATbIX Y MaLUeHTOB, KOTOpble
nony4vanu MOHOKNOHa/bHble aHTUTeNa MblWKW A5 ANArHOCTUKK Unu Tepanun.'
FeTepodmnbHble aHTUTeNa B CbIBOPOTKE 4enoBeKa MOFyT pearMpoBaTb C peareHTHbIMU
MMMYHOT/1I06y/IMHaMU U BbI3biBaTb  MHTEP(EpPeHunto B  MMMyHoaHanusax. [launeHTsl,
PerynspHo nofBepratolinecs BO3LEWCTBUIO MNPOAYKTOB >MBOTHOIO MPOUCXOXAEHUS UK
YXMBOTHOW CbIBOPOTKKU, MOTYT ObITb NOABEPXKEHbI TAKON MHTEpdepeHL M, 1 MOTYT HabntoaaTbhes
aHoOManbHble 3HaveHua. [na  OMAarHOCTUKM  MOXeT noTpeboBaTbCA  AOMOSHUTENbHASA
NHpopmaLms.

Pe3ynbTaTbl MOFYT OTAMYaTbCA B pasHbiX nabopaTtopusax M3-3a pasiMynuin B NONynsyuu.
PekomeHyeTcs, UTOObI Kaxaas nabopaTopusi ycTaHaB/vMBana CBON COOCTBEHHbIN pethepeHCHbIN
fmnanasoH.

AHanuTu4deckmne (*JyHKLI.VIOHaJ'IbeIe XapaKTeEPUCTNKN n3nenns

Tabnuua 5
XapakTepucTtumka TpeboBaHue
LOB (MXI -npeaen XxonocTon npoobl) 15epn./mn
LOD (MO -npeaen o6Hapy>XeHus) 2,0 en./mn
LOQ (MKO -npepen KonM4eCTBEHHOr0 3.0 en./Mn
06Hapy>XeHuns)
JInHelHOCTb 3,0-500,0 eg./mn
Pernctpupyemblii gnanasoH 3,0-2500,0 eg./mn
ToYHOCTb OTHOCUTeNbHOE OTK/IOHeHMe meHee + 10 %

BHyTpucepuiiHas npeun3noHHOCTb KB< 10%

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



mindray

MexcepuitHas Npeyn3noHHOCTb KB< 10%
Mpeym3noHHOCTb OAHOI0 YCTPOMCTBA KB< 10%
NHTepdepeHyunsa

Pesynbtathl onpegeneHns SARS-CoV-2 1gG He nofaBeprasncb BAUAHUIO 3HAOMEHHbIX BELLECTB
B CNeAYILWMNX KOHLEHTpaunsax (KpUTepuin: OTHOCUTENIbHOE OTK/IOHEHWE MEXAY pe3y/ibTataMu
KOHTPONbHOro 06pasua 1 NHTepMepPeHLIMOHHOro 06pa3sLia cocTaBnsaeT meHee £10%)*.

Tabnuua 6

MHTeptepupytoLlee BeLLECTBO KoHueHTpayums

NHTepepmnpyoLLEero BeLLecTsa
BunupybnHoBas nHTepdepeHumns <60 mr/pan
Femorno6uHoBas nHTephepeHuns < 1000 mr / gn
NnnngHas nHtepgepeHUns < 3000 mr / an
NHTepdepeHuuns obuero 6enka <10r/an
MykonpoTenHoBas UHTepdepeHLms <200 mr / gn,
O6uwuin 1gG <4 r/gn
o6wwmn IgM <05r/an
PesmaTonaHbli pakTop (Rheumatoid Factor, RF) < 1500 ME/mn

*Penpe3eHTaTWBHbIE JaHHbIe; pe3yNbTaThbl B 0TAeNbHbIX Na60paTOPUAX MOTYyT OTAMYAThCS.

PesynbTathl onpegeneHns SARS-CoV-2 1gG He noaBeprannuch BAUSHUIO apMaLeBTUYECKMX
BELLEeCTB B CNeAYHLNX KOHUEHTpauunsax (KpUTepuin: 0THOCUTENbHOE OTK/IOHEHME cOCTaBnseT
MeHee £10%)*.

Tabnuua 7

KoHeuyHasa KoHuUeHTpauuns

Ha3BaHue NeKapCcTBEHHOrO Bel,ecTBa o
(ovana3oH KOHLUeHTpayui)

3aHamuBup 0,006 mr / mn
Pn6asmpuH 0,3 mr/ mn
Osentamusup (ocenbTammeup) 0,045 mr / mn
Mepammeup 0,36 mr/ mn
NonunHasup 0,24 mr / mn
PutoHaBup 0,06 mr / mn
Abngon rmapoxnopung 0,12 mr / mn
JleBohnokcauuH 0,36 Mr/ mn
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A3NTPOMULMH
LiedpTpnakcoH
MeponeHem
TobpaMuLuH

MMcTamuH rugpoxnaopus
®eHunedpuH
OKcnMeTasonuH
beknomeTasoH
JekcameTasoH
dnyHusonug
TprnamynHoNOHa aLeToHus
bynecoHug

MowmeTa3oH

dNyTUKa30oH

mindray

0,3 mr/ mn

1,2 mr/ mn

0,3 Mr/ mn

12 mkr / mn
0,0003 mr / mn
0,003 mr / mn
0,0006 mr/ mn
0,0006 mr / mn
0,012 mr / mn
0,0006 mr / mn
0,0006 mr / mn
0,00016 mr / mn
0,00024 mr / mn
0,0006 mr/ mn

*Penpe3eHTaTMWBHbIE JaHHble; pe3yNbTaThbl B 0T AeNbHbIX N1a60paTOPMsAX MOTYT OTAMYATbCS.

Hab6op peareHToB Ana onpegeneHns aHtuten IgG oueHmBancs Ha NOTEHUMANbHYHO
NepeKpPecTHYH peakTUBHOCTb C aHTuTenamu IgG K 3a6onesaHnaM, KOTOPbIe NepevyncrieHbl B

Tabnuue 8.

MoTeHUManbHble MHTephepupyoLL e aHTuTena
IgG K 3a6oneBaHUsAM

KopoHaBupyc yenoseka OC43(HCoV-0C43)
KopoHaBupyc yenoseka 229E(HCoV-229E)
Bupyc rpunna tuna A (He Knaccu@uumpoBaH)
Bupyc rpunna A nogtuna HIN1 (2009)
Ce30HHbIl BMpyc rpunna HIN1

Bupyc rpunna H3N2

Bupyc rpunna H7N9

Bupyc rpunna B Amarara

Bupyc rpunna B Buktopus
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Tabnuua 8
Konnyectso Konnyectso
NPOTECTMPOBAHHbIX 06pasLoB C
o6pasuos NONIOXUTENbHOW
peakumen

2
3
3
1
1
4
1
1
1

o O O O O o o o o
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PecnmpaTopHO-CUHLUTMANbHbIV BUPYC
PuHoBMpyC (He KnaccuuLumMpoBaH)
ApeHoBupyc (He KnaccuuumMpoBaH)
DHTepoBupyc (He KnaccupuumpoBaH)
Bupyc 9nwreliHa — bapp

Bupyc kopu

LinTomeranosupyc

Bupyc annaeMnyeckoro napotuTa

B R P R, O W o o

Bupyc BeTpsiHOli ocnbl
MuKonnasmMeHHast MHEBMOHUS

AHTuTena IgM kK SARS-CoV-2

N O =
o o

Mpo6a 340p0OBOro YenoBeka
Bupyc renatuta B

Bupyc renatuta C

BNY-1

BNY-2

Bupyc naparpunna 1
Bupyc naparpunna 2
Bupyc naparpunna 3
OHTepoBupyc 71
Xnamugoguna nHeBMOHUN
CTpenTOKOKK MHEBMOHNK
MukobakTepuun Tyb6epkyesa

Tokconnasma roHau

O O O O O O O O ©O 0O O O O O O O o 0o o o o o o o o

KopoHaBupyc yenoseka NL63

N N W O b P R, R R R, oo o1 o

KopoHasupyc yenoseka HKU1

o

*PenpeseHTaTUBHbIE flaHHble; pe3yNnbTaThbl B OTAE‘I'IbeIXI'IaﬁOpaTOpI/IFIX MOTyT OT/Mn4yaTbCA.

KnuHnyeckas cneunpmnyHOCTb

B o6uweli cnoxHocTn 2382 o6pasua (He oTHocAwmxca K COVID-19) 6bliv NpOTECTUPOBaHbI C
nomouibo aHanmsa Mindray SARS-CoV-2 IgG, n 2261 6binv NpU3HaHbl OTPULLATENbHBIMU.
KnuHnyeckaa cneunguyHocTb coctaBnseT 94,92 % (95 % AW: 93,96-95,73 %).

KnuHndyeckas HYBCTBUTENIbHOCTb

B o6uweli cnoxHoctu 915 06pa3uoB M3 NOATBEPXKAEHHbIX cnydaee COVID-19 (OT-MUP-
MONOXUTENbHbIN) OblIM MPOTECTMPOBAHbI C MOMOUWb0 aHanusa Mindray SARS-CoV-2 IgG.
Pe3ynbTaTbl 6bI KnacCMUUMpPOBaHbl N0 BPEMEHU OT MOABAEHUSA CMMNTOMOB 0 cb6opa npob.
[aHHble 3TOro wuccnefoBaHWs MpuBefeHbl B Tabnuue Huke*. YyBCTBUTENbHOCTb MOXET
pocturath 100 % (95 % AW 99,48-100 %) ans npo6, oTobpaHHbIX B TeyeHne >15 agHel nocne
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noaBieHna CUMNTOMOB.

Tabnuua 9
Bpems (gHun)** Kon-Bo [M0on0XUTeNbHbIA pesynbtar YyBCTBUTENbHOCTbL (95 %
<7 31 14 45,16 % (29,16-62,23 %)
8~14 145 123 84,83 %(78,10-89,76 %)
15-21 193 193 100 % (98,05-100 %)
22-28 174 174 100 % (97,84-100 %)
>29 372 372 100 % (98,98-100 %)

*Penpe3eHTaTUBHbIE AaHHbIE; pe3yibTaThbl B OTe/NbHbIX 1abopaTopnax MOryT OTANYATbCS.
** BpemMsi = BpeMs 0T MOSBNEHMS CUMNTOMOB 10 0T60pa npob.

B o6uiein cnoxxHocTy 28 06pa3LoB C/lyyYaeB BbICOKOIN CTeMeHW MOA03PEHMS Ha Hanuume Bupyca
no pesynbTaTaM KOMMbIOTEPHOW TOMOrpagun, HO ¢ oTpuuatensHbnkm pesynbtatamu OT-TMLP
OblIM NPOTECTUPOBaHbLI C MoMoOLWblo aHanusa Mindray SARS-CoV-2 1gG. 8 n3 28 ob6pasuos
OblNn onpefeneHbl Kak MONOXUTENbHbIE C MOMOLLb aHanu3a Mindray SARS-CoV-2 1gG. 3tu
28 cny4yaeB OblIN OTCNEXEHbLI N B UTOre NMOATBEPXKAEHbLI MOJIOXUTENbHLIMKU pe3ynbTaTamu OT-
Mup.

Mepbl MPeJOCTOPOXHOCTU U NPefynpexaeHuns

1. TonbKo A4Ns NCNONb30BaHMA B LeNsX AMarHoCTUKM in vitro.

2. Cneyuanuctbl LOMXKHbI NPOWTM 06y4vyeHWe B OTHOLWIEHMM BCeX HE0OX0AMMBIX Mep
NpefOCTOPOXHOCTM NpY 06paLLeHnm ¢ nabopaTopHbIMU peareHTamu.

3. W3-3a pa3nnumii B METOAO0NOTMM U CNELUEPUYHOCTA aHTUTeN pe3ynbTaTbl TECTOB O4HOW K
TOM >Ke npobbl MOryT OT/AMYaTbCA MPU  MUCMONb30BaHMM HAbOPOB peareHTOB pPasHbIX
npoussoauTenei B cucteme Mindray mam npum ucnonb3oBaHUM HabopoB peareHToB Mindray B
APYTMX cucTemax.

4. He ucnonb3oBaTb HA6OPbI peareHTOB NOC/Ie UCTEYEHUSA CPOKa FMOLHOCTM

5. He ncnonb3oBaTb BMECTe peareHTbl U3 pa3HblX NapTUii peareHToB.

6. Bcerga gepXaTtb YNakoBKy C peareHTaMy B BepTUKaNbHOM MOMOXEHUU, YTOObI n3bexaTb
noTepb MUKPOYACTUL, NEPes UCNO/b30BaHNEM.

7. He pekomeHAayeTCcs UCMONb30BaTh YNAaKOBKY C peareHTaMy No mcTevyeHun 14 aHeldi nocne
BCKPbITUSA.

8. HagexXHoCTb pe3ynbTaToOB aHanmM3a He MOXeT ObiTb rapaHTMpOBaHa, ec/n He C/efoBaTb
WNHCTPYKUMAM, CcOofepKaliumMca B JaHHOM MH(OPMaLMOHHOM BKNajblLLe.

9. Bce o6pasubl U peakyWOHHble OTXOAbl CNeAyeT cuMTaTb MOTEHUMANIbHO 6MOMOrMYecKu
onacHbiMu. C ob6pasyamMy M peakUMOHHbLIMW 0TX0faMu cnefyeT obpawatbCsa B COOTBETCTBUM C
MECTHbIMU NMpasuaaMm ¥ UHCTPYKLUAMMN.

10. MacnopT 6e3onacHocTy BewectBa (MSDS) MoXeT 6bITb NpefOCTaB/IEH MO 3anpocy.
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OnwncaHune

MeauuuHCcKoe m3genue Ana AMarHOCTUKKM in
vitro

MpofyKuusa, nomeyeHHas 3TUM CUMBOJIOM,
COOTBETCTBYET TpeboBaHUAM  [UPeKTUBbI
98/79/EC no MeAWUMHCKMM  cpeacTBam
ANArHoCTUKK in vitro.

Howmep no kaTanory

Bruonornyeckunii puck

TemnepaTypHblii grana3oH

Kog naptum

Mcnonb3oBaTb A0

MN3roToBuTENb

Y NONHOMOYEHHbI npescTaBuTeNb B
EBponeiickom coobuiectse

O6paTuTech K UHCTPYKLUM MO NPUMEHEHMHO

OcTopoxHo! O6paTuTecb K WHCTPYKLMK MO
NMPYMeHeHno

He nepesopayunBaTb

Xpyrnkoe, obpalLaTbCAd OCTOPOXKHO
Bepeub OT Bnaru

OrpaHu4yeHune no W TabenupoBaHmIo

[aTa npon3BoACcTBa 3alM(poBaHa B 10Te: NepBbie 8 LMdp HOMepa N0Ta COBNAAAKT C AATOi

NpPOW3BOACTBA.
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Moka3zaHuA

[varHocTnka KOpoHOBMPYCHOMN nHpekunn COVID-19.

|_|p0TI/IBOI'IOKa3aH nA

He npumeHumo gna gaHHoro M.

Mo6oYHble geiicTBUSA.

He npumeHumo gna gaHHoro MW.

TexHnyeckue XapaKTeEPUCTUKN N3ennAa.

mindray

TexHnyeckne xapakTepncTUKN KOMMOHEHTOB KacceTbl ¢ peareHtamm SARS-CoV-2 1gG,

npeacTtasneHbl B Tabnuue 10.

BapuaHT ncnonHeHna CocTtaBndawow,asa/KoMNoOHeHT
Ha6op peareHTOB KacceTa c peareHtamn SARS-
Ans onpepneneHns CoV-2 IgG

aHTuten 1gG K

wrammy SARS-

CoV-2

KOpoHaBupyea

NMMYHOXEMUTIOMU

HEeCLLEHTHbIM

METOZOM B

K/IMHNYECKOM

obpasue Ha

aHanmnsaTopax

cepuun CL ans

ANarHoCcTMKK in

vitro, 2 X50 TecTOB,

B COCTaBe

Ra

Rb

Rc

Rd

Kannépatop SARS-CoV-2 IgG (CO),

ypoBeHb 0

Kannbpatop SARS-CoV-2 IgG (CI),

ypOBeHb 1
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Ob6beM, MN
3,8+0.2

3.5%0.2

53+0.2

12+0.2

1.0+0.2

Tabnuua 10

BHewHWI BUA
CycneHsus
KOPUYHEBOT O
uBertac
TBEPAbIMU
yactuuamu
Mpo3payHaa u
6ecuBeTHas
XUAKOCTb, He
cojepkallas
TBepAbIX
YyacTuL,
Mpo3payHaa u
6ecuBeTHas
XUAKOCTb, He
cojepikallas
TBepAbIX
yacTuy,
lMpospayHas
XULKOCTb, He
cofepikallas
TBepAbIX
yacTuy,
lMpospayHas
XUAKOCTb, He
cofepkallas
TBepAbIX
yacTuu.
lMpo3payHasd
XWUAKOCTb, He
cofepkallas
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TBepLAbIX
yacTumu,.
Habop peareHTOB Kacceta c peareHTamu SARS- Ra 6.6 £0.2 CycneHsusa
ANns onpepeneHns CoV-2 IgG KOpWYHEeBOro
aHtuten 1gG K LBeTa C
wrammy SARS- TBEPAbIMU
CoV-2 yacTuuamu
KOpoHaBupyea Rb 6.3+0.2 Mpo3payHasa wn
NMMYHOXEMUTOMM becuBeTHas
HeeLeHTHbIM XUWIKOCTb, He
MEeTO40M B cofepxatyas
KTMHUYECKOM TBepabIX
obpasue Ha yacTuy,
aHanmnsaTtopax Re 6.3+0.2 lMpo3payHaa u
cepuun CL ana 6ecuBeTHas
AVarHoCTuKM in XXWNAKOCTb, He
vitro, 2 X 100 cojepkallas
TeCTOB, B COCTaBe TBEepPAbIX
yacTuy,
Rd 9.8+0.2 Mpo3payHas
XWUAKOCTb, He
cojepkalLas
TBepabIX
yacTuy,
Kann6patop SARS-CoV-2 IgG (C ), 12+0.2 MpospayHas
ypoBeHb 0 XKULKOCTb, He
cojepkallas
TBepLAbIX
yactuy,
Kanunépatop SARS-CoV-2 IgG (Cl), 1.0+0.2 Mpo3payHas
ypoBeHb 1 XUAKOCTb, He
cofepikallas
TBepAbIX
yactuu,.

HopmaTnBHble Tpe6oBaHUSA U CTaHJapPThI.

HopmaTuBHble TpeboBaHMSA U CTaHAAPTbl, KOTOPbIE MPUMEHSINCH NPY NPOVN3BOACTBE
PerucTprpyemMoro MeAuLMHCKOro U3fenns NpeacTaBieHbl HUXe.

MeauuMHCKKe n3gennsa ana gmarHocTUKK in vitro -
WNHdpopmaums, npegocTaBneHHas NponM3BoanTeseM
(MapkupoBka). Yactb 1. TepMuHbI, onpegeneHuns n oobume
Tpe6oBaHua (ISO 18113-1:2011)

EN I1SO 18113-1:2011

MeauuuHCKne n3genns gnsa gMarHocTukKy in vitro -
WNHdpopmauns, npegocTaBneHHas npon3BoguTenem
(mapkupoBka). YacTb 2: [lmarHoCcTUYecKune peareHTbl Ans

EN I1SO 18113-2:2011
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npogeccMoHanbLHOro ncnosib3osaHus in vitro (ISO 18113-
2:2011)

/ MeguumnHckune nsgenns - CUMBOJbI, KOTOPbIE AO/MKHbI
MCMNONb30BaTbCA HAa 3TUKETKAX MeAULUHCKUX U3LENUNiA,
EN ISO 15223-1:2016 MapKVpOBKa N MH(OpPMaL WA, KOTOPYHO CneayeT npeacTaBuThb -
YacTb 1. Obuwme TpeboBaHus (ISO 15223-1:2016,
ncnpasneHHasa sepcua 2016-12-15)

OueHKa Npon3BOAMTENIbHOCTM ANArHOCTUYECKMX

EN 13612:2002/AC:2002 o ..
MeANLMHCKNX U3Aennii in vitro

MegvunHCKNe n3genns gns ANarHoCcTMKKY in vitro - OueHka
EN I1SO 23640:2015 CTabWNbHOCTWN ANArHOCTUYECKUX peareHTos in vitro (1SO
23640:2011)

YCTpaHeHNe UK CHWXKEHNE pUCKa UHDEKL MU, CBA3AHHOM C

EN 13641:2002 L
OAVArHOCTUYECKMMMWN peareHTaMun, NCnofb3yeMbiMu In VItro

MegnuuHckue nsgenus - NMpumMeHeHWe ynpasieHnsa puckamu
EN ISO 14971: 2012 K MeguuuHckum unsgenunam (1ISO 14971:2007, ncnpasneHHas
Bepcua 2007-10-01)

MeanumMHCKMe n3gennus ans AMarHocTuKK in vitro -
M3mepeHue Konn4vecTB B 61MoN0rnyecknx obpasuax -

EN 1SO 17511:2003 MeTponormnyeckas NpocneXnBaemMocTb 3Ha4YEHWN,
NMPUCBOEHHbIX KannbpaTopaM 1 KOHTPO/bHbIM MaTepuanam
(1ISO 17511:2003)

MeanunHckne ngenus - MpoekTUpoBaHne MeaNLMHCKNX

IEC 62366-1:2015 o .
N3AeNnii ¢ y4eToM 3KCMayaTalMOHHOW NPUrofHOCTM

EN 1SO 13485:2016 MeZaMLMHCKME n3aenns - CUCTEMbI MeHEKMEHTa KauyecTBa -

TpeboBaHus 414 Lenel perynnpoBaHus

Buonornyeckue pedpepeHTHbIe MHTEPBabI.

B oTanumne oT 06bIYHBIX KNMHUYECKUX AMArHOCTUYECKUX NHANKATOPOB, TaKMX KakK 0MyXoseBble
MapKepbl, TOPMOHbI 1 T.4., aHTuTena IgG Kk SARS-CoV-2 BbipabaTbiBaldTCA UMMYHHOW
CUCTEMOI YenoBeka nocne 3apaxeHns COVID-19, 1 3Tu UMMYHOT06Y/INHbI He CYLeCTBYIOT B
HOpMasbHOM opraHu3Me 4yesioBeka. OTAeNbHbIE TPYNMbl HACENEHUA (MYXUUHbI, XXEHLLNHbI,
asvaTbl, EBpONenLbl U T.4.) He UMeKT CYLeCTBEHHbIX pa3nynii B UMMYHHOM OTBeTe, YPOBHAX
N TMnax aHTuTen, BoelpabatbiBaeMbix COVID-19, N03TOMY KOHTPO/IbHbIE 3HAYEHUSA UK
3HaYeHMA OTCEYKWN, YCTAHOB/IEHHbIE A/1F HOPMabHbIX NONYNSALWUIA U NALUEHTOB C KNMHNYECKM
AnarHoctuposaHHbiMm COVID-19, npumeHumbl K Hannuuio aHtuten IgG k SARS-CoV-2 Bo Bcex
00bIYHbIX MoNynAuMAX. TOYHO TaK XKe peareHTbl A5 TeCTa Ha aHTUTeNa K BO36yAnTeNnsm
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NH(EKLMOHHbIX 3a60/1€BaHNM, HanpuMmep, aHTUTeNa K Bupycy renatuta C, 61eHoii TpenoHeme,
aHTUTena 1gG K TOKconnasmosy, v Apyrue peareHTbl 415 pasHblX UHAUBUAYANbHbLIX MONYNALNIA
TaKXXe He NMEeKT Pas/IMYyHbIX KOHTPOJIbHbIX 3HAYEHWI UK 3HAYEHWIA OTCEUKM.

PeMOHT n TexHmn4yeckoe O6C}'Iy)KI/IBaHVIe.
[N faHHOTO MeAULMHCKOro U3fenns TeXHU4Yeckoe 06CnyXKMBaHue He TpedyeTcs.

[laHHOe MeaULIMHCKOe M3aenne PEMOHTY He NOANEXMUT.

CpoK rogHocTu

12 mecsues.

YCcnoBusi TPaHCNOPTUPOBKY

3penve MOXeT TpaHCNOPTUPOBATLCA BCEMM BMAAMM KPbITOrO TpaHcrnopTa npu obecnevyeHnu
TemnepaTypbl TpaHcnopTuposaHua ot 2 go 8 °C.
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MpownssognTens: Shenzhen Mindray Bio-Medical Electronics Co., Ltd. («LL3HbYX3Hb
MaiHapain buo-Mepaukan 3nekTpoHuke Ko., JIta.»), Kutaii

Agpec npoussoauTens: 3gaHue “MwuHpapei”, Kemxkn 12 Poya CayT, MpoMbAMNAeHHbIA napk
BbICOKMX TEXHONOrNin, HaHnbwaHb, 518057 LLaHbYKIHb, KuTalickad HapogHasa Pecnybnuka.
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(Mindray Building, Keji 12th Road South, High-Tech Industrial Park, Nanshan, 518057
Shenzhen, People’s Republic of China.)

ALpec 3N1eKTPOHHOM NOoYTbI: service@mindray.com.c
TeneoH: +86-755-26582888
®akc: +86-755-26582680

Y NONIHOMOYEHHbIN NpeficTaBuTeNb Ha TeppuTopun EBponeiickoro Coto3a: Shanghai
International Holding Corp.GmbH (Europe)

Appec npeacTtasutens: EiffestraPe 80, Hamburg 20537, Germany
TenetoH: 0049-40-2513175
®akc: 0049-40-255726

YNO/NIHOMOYEHHbIV NpeAcTaBUTeb NPOU3BOAUTENA HAa TEpPUTOPUM PoCCUInCKON
depepayunn

OO0 «MwuHgpeii Megukan Pyc» ¢

129090, r. MockBa, OnMMNUIACKNIA NpocnekT, 4. 16, cTp. 5, aHTpecons 4, nomeweHue |, Kom. 7,
MA.

TenedoH: (499) 553-60-36
dakc: (499) 553-60-39
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