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VMHCTPYKUWA N o NMPUMEHEHNIO MEOAVNUVNHCKOI'O N3AEJTNA

Habop peareHTOB 47151 KOIMYECTBEHHOr0 onpefeneHuns aHTuTen IgG Kk RBD-gomeHy S-6enka
KOpOHaBuMpyea TAXKEN0ro oCTPoro pecnmpaTopHoro cMHApoma-2
NMMYHOXEMUTFOMUHECLEHTHBIM METOA0M B KMHMYECKOM 06pasLe Ha aHanmsaTopax cepumn CL
ANA anarHocTuky in vitro, not 2021050200

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLMHCKUX U3AEM
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AnTuTena IgG kK RBD-gomeHy S-6enka SARS-CoV-2 (MXJ1A)

Habop peareHTOB ANS KONMYECTBEHHOro onpegeneHns aHtuten IgG K RBD-gomeHy S-
benka KOpOHaBupyca TSAXKEI0ro 0CTpOro pecnnpaTtopHoro CUHApoma-2
NMMYHOXEMUTIOMUHECLIEHTHBIM MeTOAO0M B K/IMHNUYECKOM 06pasLe Ha aHaimsaTopax cepum
CL ons gnarHocTtukum in vitro, not 2021050200

MHopmauma ana 3akasa

Ne no Katasiory Pa3mep ynakoBKu
SARS-CoV-2 S-RBD 2x50 TecToB
1gG 121 (c kannbpaTopamm)
SARS-CoV-2 S-RBD 2x100 TecToB
1gGI122 (c kanmbpaTopamn)
Ha3HaueHue

Habop peareHTOB A/11 KONMYeCTBEHHOro onpefeneHns aHtuten IgG Kk RBD-gomeHy S-6enka
KOpOHaBMpyca TSHKeNoro oCTporo pecrnmpaTopHoro CUHAPOMa-2 UMMYHOXEMUIKOMUHECLLEHTHBLIM
METO/ZIOM B CbIBOPOTKE 1 MNjia3me KPoBM YesioBeka. Habop peareHTOB MOXET ObITb MCMNO/b30BaH B
KayecTBe [OMOSIHATE/IbHOrO MeToAa AMAarHOCTUKM ocTpoit mHiekuun COVID-19 (¢ ydveTom
CepoHeraTMBHOrO nepuoga) WAWM MpPU  HEBO3MOXHOCTM WUCCNefoBaHUS Ma3KOB METOAOM
amnangrKaLum HyKNenHoOBbIX KUC/OT, B TOM YMC/Ie MPW rocnuTanM3aLmMmn B CTaLMoHap no nosoay
COMaTUYeCKO NaTonoruu; AN8 YCTaHOBNEeHMst (PakTa MepeHeceHHOW paHee WHGeKUuMU npu
06cnefoBaHNM TPy puUCKa M NPOBEAEHNM MAcCoBOro 06C/efoBaHWS HaceNeHus [15 OLEeHKK
YPOBHSA MOMY/NALUMOHHOIO UMMYHUTETa; 414 0Tbopa MOTEHUMa/IbHbIX [OHOPOB WMMYHHOM
nnasmbl; 415 OLEHKM NOCTBAKLUHA/IbHOTO UMMYHUTETA Y NPUBUTBIX BakuuHoi «IMam-KOBU/-
Bak Kom6uHMpoBaHHas BEKTOpPHasA BaKUMHa ANS MPOPUNAKTUKMA KOPOHABUPYCHON MH(EKUMK,
BbI3bIBaeMOi1 BUPYCcoM SARS-CoV-2».

WHhopmaumst 0 noTpebuTene: ansa NpopeccnoHaIbHOro NPUMEHEHWS, MOXET NUCMO/b30BATLCS
TO/bKO KBaNMhMLUMPOBaHHbIM NEPCOHaNIoM B 061aCTU KNMHNYECKO N1abopaTOpHON ANarHOCTUKM
(MeguUMHCKMM  nabopaTopHbIM  TEXHWKOM WM BPavoM  K/MHWYECKOW  labopaTopHOi
[ANarHOCTUKMN).

Hwuke npuBedeH cocTaB U BapaHTbl UCMONTHEHNA MeAULIMHCKOrO N3aenns.

Habop peareHTOB ANns KONMYeCTBEHHOro onpeaeneHus aHtuten IgG Kk RBD-gomeHy S-6enka
KOpPOHaBMpyca TSXKeNoro 0CTporo pecnmpaTopHoro CMHAPOMa-2 MMMYHOXEMUTFOMUHECLIEHTHbIM
METOZ0M B K/IMHNYECKOM 06pasue Ha aHanm3atopax cepum CL ang AgnarHoCTUKM in vitro, noT
2021050200: -

BapuaHT ncnonHeHuns 1

Habop peareHTOB 4719 KONMYECTBEHHOrO onpefeneHuns aHtTuten IgG Kk RBD-gomeHy S-6enka
KOpOHaBupyca TSXKENoro 0CTporo pecnmpaTopHoro cuHppoma-2
NMMYHOXEMUTIOMUHECLIEHTHLIM METOLOM B K/MHUYECKOM 06pasue Ha aHanmsaTtopax cepum
CL ansa gnarHocTuku in vitro, 2x50 TecToB, B COCTaBe:

Kacceta c peareHTamn SARS-CoV-2 S-RBD 1gG - 2 wr;
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- Kannépatop SARS-CoV-2 S-RBD IgG (CO), yposeHb 0-1 wiT;
- Kanmbparop SARS-CoV-2 S-RBD IgG (Cl), ypoBeHb 1- 1wrT;
- Kasmbparop SARS-CoV-2 S-RBD IgG (C2), ypoBeHb 2 -1 WWT;
- IHCTpYKUMA N0 NPUMEHEHMIO - 1 LUT.

BapunaHT ncnonHeHusa 2

Habop peareHTOB N5 KONIMYECTBEHHOIO onpeaeneHns aHTuten 1gG Kk RBD-gomeHy S-6enka
KOpoHaBumpyca TSXKENOro 0CTpOro pecnunpaTopHoro cuHppoma-2
NMMYHOXEMUMTIOMUHECLLEHTHLIM METOOM B K/IMHUYECKOM 06pasLe Ha aHain3aTopax cepuu
CL ans gnarHoctukum in vitro, 2 x 100 TecToB, B COCTaBe:

- Kaccerta ¢ peareHtamm SARS-CoV-2 S-RBD IgG - 2 wr;

- Kannépartop SARS-CoV-2 S-RBD IgG (CO), ypoBeHb 0-1 wWT;
- Kanunéparop SARS-CoV-2 S-RBD IgG (Cl), ypoeHb 1-1 w;
- Kanmbpatop SARS-CoV-2 S-RBD IgG (C2), ypoBeHb 2 -1 wWT;
- IHCTpyKUMA NO NPpUMEHEHNo - 1 WT.

KpaTkoe onvcaHue

Bupyc SARS-CoV-2, oTHOCAWMIACA K GeTa-KOpoHaBMpycaM, MpefcTaBnseT COO60M MOKPbITbIN
060/104KOA BUPYC, COAepXalmidi MONOXMUTENbHO-MONAPHYIO OfHouenoyeyHyto PHK*. Bupyc
nepefaeTca OT YenoBeKa K 4YeNOBEKY BO3AYLUHO-KanesbHbIM WM KOHTaKTHbIM MyTem. Y
MHOX€eCTBa MaLWeHTOB C NOATBEPXAEHHbIM AnarHo3om COV1D-19 HabnoaaeTcs MOoBbIWEHMWE
TemnepaTypbl ¥ (MK) MPOSB/IEHWE CUMMTOMOB OCTPOrO PecnuMpaTtopHoOro 3aboneBaHus
(Hanpumep, Kallesnb, 3aTPYAHEHUE AbIXaHUSA).

Bupyc SARS-CoV-2 cogepXuT crefytowime CTPYKTYpHble GeNiKu: LWWMNOBUAHbLIA FNIMKONPOTENH
(S-6enok), membpaHHsbIin rnnkonpotenH (M-6en0K), a Takxke 6en10K 060104kn (E-6en10K) 1 6enok
Hykneokarcuga (N-6enok). S-6en10K BK/IKOYaeT [iBe OCHOBHbIE (DYHKLMOHabHbIE eAnHNLbI — S1
n S2. CybbveanHuLa S1 oTBeYaeT 3a NpUKpensieHne Bupyca nocpeacTsoM N-KOHLEBOMO yyacTKa 1
COAEPXUT peLenTop-cBA3biBatoWwmiA JoMeH (RBD), KOTOpbIA HENOCPeACTBEHHO CBS3bIBAETCH C
peuenTtopoMm AlM®2 Ha NOBEPXHOCTU K/ETKU-X03auMHa. CybbeanHuLa S2 0TBeYaeT 3a CnsHue
BMpyCa C MeMOpaHOW KNeTKu-Xo3amHa. RBD-fgomMeH cy6beamHubl SI SARS-CoV-2 cogepxut
YHUKabHY0 M KOHCEPBaTMBHYHKO MOC/EA0BATENbHOCTL MO  CPaBHeHW0 ¢ gpyrumu  P-
KopoHasupycamu. MHorve paspabaTtbiBaeMble B JaHHbIA MOMEHT BaKLMHbl HarnpasfieHbl Wn
BK/OYa0T RBD-10MeH cy6beanHULbl S1, NOCKOMbKY UCXOAHbIE AaHHbIE YKa3bIBalOT Ha TO, YTO
MMEHHO aHTWUTena K3ToOMy Y4yacTKy Bupyca 0061afat0T HEenTpam3yowymMm CBOMCTBaMU™,
B0O3MOXHOCTb 06HapY>eHUs cneumgpuyecknxX aHTUTeN, CBA3aHHbIX C HeTpanu3auunent Bupyca,
MOXET MOC/Y>XWUTb BaXXHbIM BCMOMOraTe/lbHbIM UHCTPYMEHTOM NS OnpeAeneHns UMMYHHOro
otBeTa Ha SARS-CoV-2.

MpuHUMN aHann3a

TecT Ha aHTUTeNa 1gG K RBD-gomeHy S-6enka SARS-CoV-2 cepun CL npefcTaBnsieT coboi
[BYX3TarnHbIA aHa/IM3 419 KONMYECTBEHHOro onpefeneHns aHtuten knacca 1gG kK RBD-gomeHy
S-6enka SARS-CoV-2.

Ha nepsBom aTane B peakUMOHHYIO f4eliky BBOAMTCSA npoba, pacTeop Ans 06paboTKn Npobbl v
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napamarH1MTHbIE MUKPOYacTULLbl, MOKPbITbie RBD-gomeHoM S-6enka SARS-CoV-2 (aHTUreHoM).
Mocne nHky6auun aHTuTena IgG K RBD-gomeHy S-6enka SARS-CoV-2 B Npobe CBA3bIBAKOTCS C
MOKPbIBAOLLMMIN MUKPOYACTULbI aHTUreHamy RBD. Mocie 3Toro MMKpovacTuLbl 3aXBaTbIiBAKOTCA
MarHWTOM, B TO BpeMs Kak OCTa/lbHble HeCBA3aHHbIe BeLLEeCTBa y4aIATCA NMPOMbIBAHUEM.

Ha BTOpOM 3Tane aHa/iM3a B PeakuUUOHHYH S4YeilKy BBOAMTCA pPacTBOp ANS pasBefeHus wu
MeYeHHble LenoYHoin ¢ocgarazon (LLLP) MOHOKMNOHaNbHbIE aHTUTENA K YenoBeyveckomy 1gG.
Mocne wWHKy6GaUMM MeuyeHHble LUEeIOYHOW  (hochaTa3oil  MOHOK/IOHa/IbHbIE aHTuTena K
yenoseyeckoMy 1gG 06pa3ytoT MHOFOCNOMHYO CTPYKTYpPY, cocTosLLyto 13 aHTuTen IgG kK RBD-
floMeHy S-6e/ka SARS-CoV-2, 3axXBa4yeHHbIX MUKpPOYacTULAMK.

Mocne 3TOro MMKPOYacTULLbl 3aXBaTbIBaOTCA MarHUTOM, B TO BPEMS KaK OCTa/IbHble HECBA3aHHbIE
BeLLlecTBa y4anAoTCs NPOMbIBAHUEM.

3aTeM B peakLMOHHYIO A4eliKy BBOAUTCA CyOCTpaTHbIN pacTBOp. OH KaTa/IM3npyeTcs KOHbIOraTtom
aHTUTeN K YenoBeveckomy IgG u LenoyHon gocgarasbl B MMMYHHOM KOMIIEKCE, HAXOAALLEMCS
Ha MUKpoyacTuuax. NonyyeHHasa XeMUIHOMUHECLIEHTHAA peakuns 3MepseTca B OTHOCUTESIbHBIX
cBeToBbIX eanHuLax (OCE) npy noMoLm hOTOYMHOXUTENA B annapare.

CopepxaHve aHTuTen IgG k RBD-gomeHy S-6enka B nMpo6e MponopuMoHasbHO KOMMYecTBy
OTHOCUTENbHbIX CBETOBbIX eanHuy, (OCE), obpa3oBaHHbIX B Xofde peakuuu. KoHLUeHTpauuto
aHTuTen IgG K RBD-foMeHy S-6e/ika MOXHO OnpefesiMTb C MOMOLLGH0 KanIMbPOBOYHON KPUBOIA,
KoTopas CTpouTCA Ha 6a3e KOAMPOBaHHOW OCHOBHOM Ka/lnbPOBOYHON KPUBOW M KanmbpaTopos
MPOLYKTa TPEX YPOBHEM.

KoMnoHeHTbI Habopa peakT1BOB
B cocTtaB Habopa BXOAAT Takue peakTuBbl, Kak Ra, Rb, Rc 1 Rd, a Takxe kannépatopbl CO, Cl n

C2. Kanmbparopbl CO, Cl n C2 3akasblBaloTca JONONHUTENBHO (CM. pasgen «MHgopmaums s
3aKa3a»). KOMMOHEHTbI He MOTYT ObITb 3aMeHEHbI; MOAPO6HAA MHOPMALMA 0 KaXKA0M KOMMOHEHTE

npuBeLeHa HUKe.
MapamarH1THbIE MUKPOYaCTULbI, MOKPbLITLIE
cneyungunyecknmm aHtureHamn (RBD-gomeHoM S-6enka), B
Ra MES-6ytepe. MrHUMabHas KoHUeHTpaums: 0,05% cyxumx
BeLlecTB. KoHcepsaHT: 0,09%-Hblii asug HaTpus 1 0,048%-
HbIi ProClin 300.
MeueHHbIe LLLeTOYHOI (hochaTasom MOHOKMOHa bHbIE
aHTuTena K yenoseyeckoMy 1gG (MbnnuHbIv 1gG), B MES-
Rb oyepe. MnHMManbHasa KoHueHTpaums: 30 Hr/mA.
KoHcepsaHT: 0,09%-Hblin a3ng HaTpus 1 0,048%-Hblin
ProClin 300.
Pasb6asutenu npo6 B TPUC-6ydepe. KoHcepaaHT: 0,09%-
HbIi a3ng Hatpus 1 0,048%-Hbii ProClin 300.
Brnokatopel B TPUC-6ychepe. KoHcepsaHT: 0,09%-Hblin a3ng,
Hatpusa 1 0,048%-Hbii ProClin 300.
AHTuTena IgG K RBD-gomeHy S-6enka SARS-CoV-2
pa3HbIX ypoBHeli B Oyepe. KoHcepsaHT: 0,02%-Hbin BND
1 0,048%-Hblin ProClin 300.

Rc
Rd

Kannépatopsl CO, Cl n C2
(4ononHUTENbHO)
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XpaHeHve 1 cTabubHOCTb

HeBCKpbITbIe peakTuBbI AN aHann3a Ha aHTuTeNa IgG Kk RBD-gomeHy S-6enka SARS-CoV-2 (Ra,
Rb, Rc n Rd) ocTtatoTcd cTabunbHbIMK [0 YKa3aHHOMW [aTbl OKOHYaHWS CPOKa FOAHOCTU Mpu
YCNOBUN XpaHeHWss npu Temnepatype 2-8 °C. OHM MOryT XpaHUTbCA B annapare W
MCNOMb30BaThCA B TeYeHUe He 6onee 14 CyTOK NOC/e BCKPbITUS MPU YCIOBUM XPaHEHWUS Npu
Temnepartype 2-8 °C.

Kannépatopbl CO, C1 1 C2 ocTatoTca CTabu/bHbIMW A0 AaTbl OKOHYaHMSi CPOKa FOAHOCTH,
yKa3aHHOM Ha 3TMKETKe, NPU YCN0BUN XpPaHeHWs B HEBCKPbITLIX (PrlakoHaxX npu TemrnepaType 2-
8 °C. lNocne BCKPbITUSA OHM OCTatOTCA CTabubHbIMKU B TeveHue 30 AHEN Npu YCNOBUM XpaHeHUs
npu Temnepatype 2-8 °C.

MoaroTtoBKa peakTnBOB

Ra: rotoB K UCMo/b30BaHUIO
Rb: rotoB K NCM01b30BaHUIO
Rc: roToB K MUCMo/1b30BaHUIO
Rd: rotoB K nCnosb30BaHNIO
CO: roTOoB K MCMO/b30BaHUIO
C1:roToB K MUCMO/b30BaHMIO
C2: roToB K UCMNO0/b30BaHMIO

Heobxognmble matepuasbl, He BXoASALLME B KOMIMIEKT MOCTaBKM

XeMUIOMUHECLEHTHBIA UMMYHOIOTUYeCKMin aHanu3aTop cepumn CL komnaHum Mindray

Ne no kar. CS511: pactBop cybcTpara, 4x115 mn

Ne no kar. CS512: pacteop cy6ctparta, 4X75 mn

Ne no kar. SCRBDL311: koHTponb Anst aHanu3a Ha IgG kK RBD-gomeHy S-6enka SARS-CoV-2
(HM3KMI YPOBEHD)

Ne no kar. SCRBDH311: koHTponb Ana aHanu3a Ha IgG Kk RBD-gomeHy S-6enka SARS-CoV-2
(BbICOKWIA YPOBEHb)

Ne o kat. SD611: pa3basuTtesnib Npob, 6x8 mn

Ne ro kar. SD612: pa3basuTtesnb npo6, 2x30 M

Ne ro kar. WB411: npoMbIBOYHbI Gytep

KioBeTa gna peakuum

Mcnonb3yemoe obopygoBaHume
XeMUNIOMUHECLIEHTHbIE UMMYHONOTMYECKME aHann3aTopbl cepum CL komnaHum Mindray

B3sTre 1 nogrotoBka 06pasLoB

[Ona  aHanusa npurogHa CbIBOPOTKA W renapuHM3npoBaHHas nasMa KpoBY  YesloBeka.
PekomeHayeTCs MCNONb30BaTh CbIBOPOTKY KPOBW YeNI0BEKa.

Tarke MOXET MCMONb30BaTLCA M1a3Ma KpoBK, NnosyvyeHHaa ¢ npumeHeHnem K23ATA vn Hatpus
uMTpaTa B KayecTBe aHTMKOArynsHToB (Mo AaHHbIM KIMHUYECKMX UCMbITAHUIA NPOBEAEHHbIX Ha
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Tepputopun Poccuinckoin deaepaumn).

Mpy mcnonb3oBaHUM NPOGMPOK A1 O0TOOpa CbIBOPOTKM W NAa3Mbl CrefyniTe WHCTPYKLUAM
MPOV3BOAMTENA MPOOUPOK. AHaNM3 JOMKEH ObITb MPOBEAEH KaK MOXHO CKOpee nocre B3ATWA
npo6 1 nNpeaBapuTebHOM 06paboTKM.

Ecnn aHanvM3 He npoBefieH B TeyeHuWe 24 4acoB, MepeHecUTe HafoCafO4HYH XWAKOCTb B
NpooupKK AN XpaHeHusi. MNOTHO 3aKynopeHHble 06pasLbl OCTatOTCA CTabWUbHLIMU-B TEYeHWe
7 OHel npu XpaHeHWWM npu Temnepatype 2-8 °C. Ecnn aHanm3 He MOXET OblTb NPOBEAEH B
TedeHve 7 fHei, o6pa3lbl AOMKHbI ObiTb 3aMOPOXeHbl Npu Temnepatype -20 °C Un Hke.
O6pasLbl MOXXHO XpaHuUTb Npu TemnepaType -20 °C B TeueHne He 60nee 2 MecsLIEB.

O6pa3sLbl MOryT 6bITb 3aMOPOXEHbI M Pa3MOPOXKeHbl He 60see NATU pa3. BBuay BO3MOXHOIO
ncnapeHns obpasubl 1 KannmbpaTopbl B aHanM3atopax TpebyeTcs aHaiM3MpoBaTb Cpasy nocne
NPUroTOBNEHUS.

He ncnonb3yiite obpaseL, ec/im OH:

*  CW/IbHO remosn3NpOBaH;

*  VIMEeT Mpu3HaKK 3arpsasHeHUs MUKPOOPraHn3mMamu,

*  COAEPXMUT (OMOPWH UK Apyriue YacTuubl.

CBefieH1s 06 aHa/IM3npyeMbIX 0bpasuax

B Poccuiickort ®eaepauymn B3saTUe, TPAHCMOPTUPOBAHME U XpaHeHWe UCCnelyeMoro mMatepuana
ocyulecTBnsetcs cornacHo MY 4.2.2039-05 «TexHuKa cb6bopa W TpaHCMNOPTUPOBaHMS
bruomaTeprasioB B MUKPOOMOOrMYecKme 1abopaTopun», yTeepXAeHHbIM PocnoTpebHa30poM, 1
PekomeHzaumsam «OpraHnsaums npeaHaIMTUYECKOro atana npy LeHTpaamsaumm 1abopaTopHbIX
nccnefoBaHNin», O0f00PEHHLIM MPOGUILHON Komuccrein MuH3gpaBa Poccum No KIMHUYECKOM
nabopatopHoin amarHocTuke 30.05.2013. lNpu ob6palleHUn aHanM3Mpyemoro 61onornyYeckoro
martepuasna v npoBefeHUN WCCNefoBaHUIA CrefyeT TakXe PYKOBOLCTBOBaTbCH BpemeHHbIMM
MeTOAMYECKMMMN peKoMeHZaunaMm MuHUCTepCTBa 34paBooxpaHeHns PP  «[lpogunaktunka,
ANarHocTMKa W NevyeHne HOBOM KOPOHaBMpYCHOM WHMeKumMn COVID-19» B [AeNCTBYHOLLEN
BepcuMm.

MeToanKa BbINOIHEHUA aHaIn3a

[na KayeCTBEHHOr0 BbINO/IHEHUS aHaNN3a NOMNb30BaTe b JO/MKEH BHUMATE/IbHO 03HAKOMUTLCA C
PYKOBOZCTBOM MO/b30BaTENA CUCTEMBI, & TaKXe C MHCTPYKLUMAMU NOMb30BaTENS, NUHCTPYKLUAMMN
Mo NOArOTOBKE N XPaHEHWUIO NPO6, MHCTPYKUMUAMMK MO TeEXHNKe 6e30MacHOCTU 1 06CTY>KUBAHUIO
ycTpolicTBa. Takke HeobX0AMMO MOArOTOBUTL BCE MaTepuasibl, HEOOXOAMMbIE A1t MPOBELEHNS
aHanm3a.

Mepep, NepBoOiA 3arpy3Koi Habopa peakTUBOB A4N15 aHanm3a Ha aHTuTena 1gG Kk RBD-gomeHy S-6enka
SARS-CoV-2 B annapaT OCTOPOXXHO MepeBEPHUTE HEBCKPbITbIA (h1aKoH C PeakTMBOM He MeHee
30 pa3 ana pecycneHAMpoBaHUA MUKPOYaCTWULL, KOTOpble OCenu Mpu TPaHCMOPTUPOBKE WU
XpaHeHnn. OcMoTpuUTe (h1akoH, YTOObl Y6eanTLCS, YTO MUKPOUYACTMLbI XOPOLLO MepeMeLLainueh.
Ecnn MmKpouyacTuupbl OCTAtOTCA Ha CTEHKaxX (ofakoHa, crieflyeT MPOAO/HKUTL MNepeBopavmBaTh
(b/lakoH 10 NOJSIHOrO pecycrneHAMpoBaHus MUKpoYacTul. Ecniv roMoreHnsnpoBaTb MMKPOYacTULbl
He YJaeTcs, MCMOo/b30BaTb [aHHbIA (P/IaKOH C pPeakTUBOM He peKomeHAyeTcs. [Ans MoMOLM
CBSDKMTECHL C OTAENoM 006CnyXuBaHWs KvMeHToB Mindray. He nepeBopayvBaiiTe OTKPbITble
(hlaKOHbI C peaKT1Bamu.

[na npoBefieHns aHanm3a Tpebyetca 10 MK Npo6bl HA OAMH TECT, He BK/OYas MEPTBbLIA 06beM
KOHTeiHepa Ana npobbl. [Ons npoBefeHWs AOMNOMHUTENbHBLIX TECTOB C 06pas3uoM TpebyeTcs
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[OMNOMHNTENbHBLIA  06beM. [N onpefeneHUs MWUHUMaTbHOTO 06bemMa Mpoobl A
PEKOMEH/IYeTCs 03HAKOMUTHCS C PYKOBOACTBOM MO/Tb30BATENS CUCTEMbI U CNEAOBK
Tpe6oBaHMAM K aHan3y.

KannbposBka
KanmbpaTtopbl MMEKT MNPOCNeXUBAEMYH) CBA3b C BHYTPEHHUM pediepeHCHbIM CTaHAapTOoM
Mindray.
CBefieHMs 0 Ka/IMOPOBKE XPaHATCHA B LUTPUXKOAAX, NMPUKPENIEHHbIX K YNakOBKE C PeakTUBOM W
KasimbpatopoM. Mpy BbINOSHEHUM Ka/IMOPOBKM OTCKaHUPYTE MH(OPMaUMIO CO LUTPUXKOAOB B
CMCTeMY, 3aTEM BBLUOSHUTE aHaIM3 C WCMOMb30BaHMEM TPEXYPOBHEBLK KanmbpaTtopos. [epef
npoBefeHneM aHanmn3a Ha aHTuTena IgG Kk RBD-fgomMeHy S-6enka SARS-CoV-2 TpebyeTcs Hanmume
[EeNCTBUTENBHON Ka/IMBPOBKM.
MoBTOPHOE BbLINOHEHME KAIMOPOBKM TPEOYETCA B CeAyOLWmMX CyYasnx:

1 Mpeabiayllas kannbpoBKa 6blua BbiNoAHEHA 14 AHeR Ha3ag,

2. Pe3ynbTartbl KOHTPO/IA Ka4yecTBa HaXOAATCSA BHe 0XMAAEMOro AmnanasoHa.

3. Vicnonb3yeTcs Habop peakT1BOB C HOBbIM HOMEPOM MapTuK.
[JeTanbHbIi NOPALOK KaMBPOBKM M3M0XKeEH B PYKOBOACTBE NOJb30BaTENS.

MpocnexnBaemMocTb K MexayHapogHoMy cTaHfapTy BO3 20/136

Bb110 NpoBeAEHO UCCneaoBaHMe A48 OLEHKM pasBefeHuid NepBoro MexayHapoaHoro craHgapTta
BO3 ans nmmyHornobynuHa kK SARS-CoV-2 (4enoseka) (kog NIBSC 20/136) ¢ ncnonb3oBaHNEM
Habopa peareHTOB Ans onpefeneHns aHtuTen knacca 1gG k S-RBD SARS-CoV-2 (MXA)
Mindray, KannMbpoBaHHOro C MOMOLUBI0 BHYTPEHHUX Kanmbpatopos Mindray. CepuiiHble
pasBefieHns OblUM NPUroTOB/EHbI C WCNOMb30BaHWEM CTaHAapTHOro o6pasya BO3 u
oTpuUaTeNbHOro  obpasua CbIBOPOTKM  KPOBWM  4enoBeka. bBbll  NpoBeAeH  NNHENHbIN
PErpecCUOHHbIA aHan3 C perpeccueint pe3ynbTaToB CPeAHMX HabnohaeMbiX KOHLEHTpauui
(YCnoBHbIX eAvHUL/MI) MO CPaBHEHMIO C OXWAAEMbIMU KOHLEHTPaUUsMU MeXAyHapo4HOro
ctaHgapTta BO3 (eguHuua cBasbiBaHUs aHTUTen Ha mi [BAU/MA]). OCHOBbLIBAACH Ha pesysibTatax
3TOr0 MCCcnefoBaHMA MeXayHapogHoro craHaapta BO3, matematnyeckoe OTHOLLEHUWE eavHMLbI
n3mepeHns YE/mn Mindray K eguvHuue usmepeHuss BAU/mn BO3 OyaeT COOTBETCTBOBATH
ypasHeHuto: BAU/mn = 1,15 x YE/mn.

KoHTpob

PekomeH/yeTCA MPOBOAUTL KOHTPO/Ib Ka4ecTBa OAMH pa3 B CYTKU NP NPoBeAeHUN aHa/In30B Un
nocsne Kakaou KambpoBK/. HYacToTy KOHTPONSA KauecTBa CrieflyeT afanTupoBaTh K TpeboBaHNAM
KabK0i nabopatopun.

MoKasaTenn KOHTPO/IS KauecTBa A0HKHbI HAX0AUTLCS B 4ONYCTUMBIX Npefdenax. Ecnv nokasartenu
KOHTPONA KayecTBa BbIXOAAT 3a paMKW HOPMa/lbHbIX 3HAYeHWI, pe3ynbTaTbl TECTOB ABMSHOTCA
HeA0CTOBEPHBLIMU N [O/MKHO 6bITb MPOBELEHO NMOBTOPHOE TeCTUpOBaHMe. Takke LO/MKHA ObITh
npoBefeHa pekambpoBka. [15 NPoOBEPKN CUCTEMbI CM. PYKOBOACTBO MO 3KCryaTauum CUCTEMbI.
Ecnn pe3ynbTaTbl KOHTPO/S KayecTBa MOBTOPHO BbIXOAAT 3a Mpefesibl 3afjaHHbIX AMana3oHoB,
CBSKMUTECH C OTAENOM 06CY)KMBaHWS KIMEHTOB KOMNaHumn Mindray.

BbluncneHne pesynbTaToB
AHann3aTop aBTOMaTMYeCKM paccyuTbiBaeT pesynbTatbl No aHTUTENaMm 1gG Kk RBD-fomeHy S-
benka SARS-CoV-2 B Kaxoi npobe no faHHbIM OCHOBHOMN KaMbpOBOYHON KPUBOW, CHATAHHOW
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AOMONHUTENbHLIA  06beM. [N onpeaeneHns MUHMManbHOrO 06beMa nNpPo6bI  onepartopy
PEKOMEH/YETCA 03HAaKOMMTLCS C PYKOBOACTBOM MO/b30BATENS1 CUCTEMbI U CMefoBaTb OCOOLBM
TpeboBaHMAM K aHa/n3y.

KannbpoBka
KanmbpaTtopbl MMeOT MNPOCNeXnBaeMyt0 CBA3b C BHYTPEHHUM petiepeHCHbIM CTaHAapToOM
Mindray.
CBefieHVsi 0 Ka/IMOPOBKE XPaHATCA B LUTPUXKOAAX, NMPUKPENIEHHbIX K YMNakoBKe C peakTVBOM U
KasimbpatopoM. [Mpy BbINOMHEHWN Ka/IMOPOBKN OTCKaHMPYTE WHOPMAaLMIO CO LUTPUXKOAOB B
cuCcTeMy, 3aTeM BbINOSIHATE aHaIM3 C WCMOJb30BaHMEM TPEXYPOBHEBLIX KasmbpaTopos. [Mepeq,
npoBefeHeM aHan3a Ha aHTuTena IgG Kk RBD-aomeHy S-6enka SARS-CoV-2 TpebyeTcs Hanmnume
[eNCTBUTENBbHON KaIMOPOBKMY.
MOBTOPHOE BbLLOMHEHWE KaNOPOBKIN TPEOYETCHA B CNEAYHOLMX CyYasX:

1. MpeabigyLias Kanmoposka bblua BbINogHeHa 14 [Heit Ha3ag,

2. Pe3ynbTaTbl KOHTPO/IS KAYeCTBa HAXOAATCA BHE OXMAAEMOro Auana3oHa.

3. Vcnonb3ayeTcs Habop peakTUBOB C HOBbIM HOMEPOM MapTUK.
[JeTanbHbli NOPALOK KannmbpoBKY U3/0XKEH B PYKOBOACTBE NOJIb30BaTENS.

MpocnexnBaemMocTb K MexayHapogHoMy cTaHgapTy BO3 20/136

BbLUIO NpoBeAeHO UccnefoBaHve A1 OLEHKW pa3BefeHuin NepBoro MexayHapoaHoro craHgapTta
BO3 ana nmmyHornobynmHa Kk SARS-CoV-2 (yenoseka) (kog NIBSC 20/136) ¢ ucnonb3oBaHnem
Habopa peareHTOB Ana onpegeneHns aHTuTen Knacca 1gG kK S-RBD SARS-CoV-2 (MXNA)
Mindray, KanubpoBaHHOr0 C MOMOLLBIO BHYTPEHHUX Kanubpatopos Mindray. CepuiiHble
pasBefeHNs OblUM  MPUIrOTOB/IEHbI C WUCMOMb30BaHWEM CTaHZapTHOro obpasya BO3 u
oTpuuatenbHOro obpasua CbIBOPOTKM  KPOBW  4enioBeka. Bbin  npoBefeH  IMHENHbIA
PErpecCUOHHbIA aHa/IM3 C perpeccuent pe3ynbTaToB CPefaHUX Hab/tofaeMbIX KOHLEHTpauuii
(YCnoBHbIX eaMHUL/MT) MO CPaBHEHMIO C OXMAAEMbMMW KOHLUEHTPaUMAMU MeXAyHapoaHOro
ctaHgapTta BO3 (egmHuua cBasbiBaHUs aHTUTen Ha M [BAU/MAN]). OcHOBbLIBAsACH Ha pesy/ibTarax
3TOro MccnefoBaHNA MeXayHapo4Horo craHaapta BO3, mateMaTyeckoe OTHOLUEHWE eaUHNLbI
n3mepeHns YE/mn Mindray K egunHuue umsmepeHus BAU/mn BO3 OyaeT COOTBETCTBOBATH
ypaBHeHuto: BAU/mn = 1,15 x YE/mn.

KOHTpOb

PekomeHAayeTCcs NPOBOANTL KOHTPO/b Ka4ecTBa OAVH pa3 B CYTKW NPy NPOBELEHUM aHA/IU30B U
nocne Kaxom kanmopoBku. YacToTy KOHTPONA KayecTBa CriedyeT afanTupoBaTb K TpeboBaHUAM
KabK10V nabopaTopum.

MoKa3aTenn KOHTPOS KavecTBa A0/MKHbI HAXOAUTLCA B A0MYCTUMbIX Npeaenax. Ecnm nokasarenu
KOHTPO/SI KayecTBa BbIXOAAT 3a PaMKU HOPMaslbHbIX 3Ha4eHWi, pe3ynbTaTbl TECTOB SBNAKOTCS
HeA0CTOBEPHBLIMU U A0MKHO ObITb NMPOBEAEHO MOBTOPHOE TECTMPOBaHMe. TakXke [JO/MKHaA ObITb
npoBefieHa pekannbposka. [15 NPoBEPKM CUCTEMbI CM. PYKOBO/CTBO MO 3KCryaTalumn CUCTEMBI.
Ecnn pesynbTaTbl KOHTPONS KavyecTBa MOBTOPHO BbIXOAAT 3a Mpefenbl 3afaHHbIX AuMana3oHoB,
CBSKMUTECH C OTAENOM 0BCNYXMBAHNA KIMEHTOB KoMnaHun Mindray.

BbluncneHve pe3ynbTaToB
AHanmM3aTop aBTOMaTUYeCKN pacCUMThLIBAET pe3ynbTaTbl N0 aHTuTenam 1gG Kk RBD-aomMeHy S-
6enka SARS-CoV-2 B Kaxkaoi npobe no JaHHbIM OCHOBHOW Ka/IMGPOBOYHOM KPUBOI, CHUTAHHOM

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



mindray

CO LUTPMXKOAA, M Ha OCHOBaHWM OTHOCWUTE/IbHBLIX CBETOBbIX eAuHuL, (OCE), nonyyeHHbIX C
1CNOMb30BaHMEM Ka/IMOpaTopoB MPOAYKTa TPeX YPOBHEN C OMpeAeneHHbIMU  3HAYEHUSMU.
Pe3ynbTatbl oToO6paxkatoTca B YE/mn (AU/mL)

PasBefeHve 06pasLoB

Mpo6bl ¢ KoHUeHTpauyein aHtuten 1gG Kk RBD-foMeHy S-6e/1ka Bblile BEPXHEro npegena MoXHo
pasBecT C MOMOHL.I0 pa3basutens npob komnaHum Mindray. PekomeHgyemas nporopuus
passefeHns — 1:10 (pa3BoauTCA BPYUHYHO UM aBTOMATUYECKW B aHasim3aTope). Nocne passefeHns
BPYUHYIO HY)KHO YMHOXMWTb pe3ynibTaT Ha KoahquuueHT pas3sefeHus. Mocre aBTOMaTtnM4eckoro
pasBefeHns B aHa/IM3aTope pe3y nbTar OyaeT aBTOMaTUYECKN YMHOXEH CUCTEMOI Ha KOIMULIMEHT
pasBefeHnsa Npu pacyeTe KOHLEHTpawmmn obpasua.

MHTepnpeTauusa pesyibTaTtoB

O6pasubl Co 3HaYeHnem KoHueHTpaumn <10,0 YE/mn (AU/mL)  cumTatoTcs oTpuuaTe/lbHbIMU

Ha Hannuune aHTuTen IgG Kk RBD-gomeHy S-6enka SARS-CoV-2. OTpuuatenbHblid pesynbtar

He nckntoyaet 3abonesaHne COVID-19.

O6pa3sLpbl CO 3HaYeHMEM KOHLUEeHTpaumm >10,0 YE/mMn (AW/TE)cumnTaroTCA NONOXUTENbHLIMU Ha

Hannume aHTUTEN 1gG K RBD-aomeHy S-6enka SARS-CoV-2, UTo CBUAETENLCTBYET O HEABHEM
1 NH(OULMPOBAHMMN UK paHee NepeHeceHHOM 3ab0/1eBaHMK. 0N0XMTeNbHbIE pe3y/bTaTbl TPEOYOT

[aNbHENLLIEro NoATBEPXKAEHNS.

Pe3ynbTaTbl aHasmM3a He MOryT OblTb WCMOMb30BaHbl KakK eAWHCTBEHHOE OCHOBaHWe [J1S

NOATBEPXAEHUSA NI UCKNOUeHUs MHdeKuun COVID-19. MNpu NPUHATUN KITUHUYECKUX PELLIEHUI

Heo6X0AMMO YUUTbIBATL ApYrie (hakTopbl, TaK1e Kak CUMMTOMbI, aHaMHe3, pe3y bTaTbl TeCTa A/1s

onpeaeneHns BUPYCHON HYKEMHOBOW KUCNOTbI U Ap.

OrpaHunyeHne N3MepeHnia

VHamBuayanbHble NposBieHNs MMMYHHOIO OTBeTa Ha UHpuuUmMpoBaHue Bupycom SARS-CoV-2
3HAYMTE/IbHO Pa3/NINYalOTCA, M3-3a Yero pesy/bTaTbl, MOJyYEeHHble C MOMOLLb0 HAabopoB A1
aHa/IM3a pasInyHbIX NPON3BOAMTENEN, MOTYT OT/IMYaTLCA. BBray pasnnums MeTOAMK aHaIn3oB,
KaMBbpOoBOK 1 CreUnpUUYHOCTN PeakTUBOB pe3y/bTaTbl, NOMYYeHHbIE C UCNO/Mb30BaHWEM HAab0POB
[N19 aHaIM3a PasINYHbIX NPOV3BOAMUTENEN, HE ABNAOTCA B3aUMO3aMEHAEMbIMU.

Ecnn pesynbTaTbl aHanm3a Ha aHTuTena lgG kK RBD-gomeHy S-6enka  SARS-CoV-2
He COOTBETCTBYHOT K/MHMYECKUM [aHHbIM, AN MNOATBEePXAeHUA pe3y/bTaTa PeKoMeHAyeTcs
npoBefeHve AONONHUTEILHOMO aHaun3a.

Kak 1 B cnyyae Bcex TeCTOB, COAEPKALLMX MOHOKNOHA/IbHbIE MbILUVHbIE aHTUTENA, NPU aHaIn3e
06pasuoB, B3ATbIX Y MAaUMEHTOB, MO/yYaBLUMX MOHOK/IOHA/IbHbIE MbILWWHbIE aHTUTeNna A1
ANarHOCTUKM UK NEYEHUS, B PeAKMX Cy4Yasx MOryT BbITb NMO/TyHYeHbl aHOMasIbHble pe3yibTaTbiM™
leTepothusibHblE aHTUTeNa B CbIBOPOTKE KPOBW YenoBeka MOTyT B3avMOLECcTBOBaTb C
UMMYHOII06Y/IMHOM B peakTuBe, BAWAS Ha  pe3ynbTaTbl  aHaIN30B,  BbIMOJIHEHHbIX
UMMYHOXUMMWYECKUM METOAOM”. TaumMeHTbl, UMEeroLLMe MOCTOAHHBIA KOHTAKT C XXMBOTHbLIMW, U
C BeLLecTBaMK, COAepXXall¥MUN CbIBOPOTKY KPOBW >XMBOTHBIX, MOTYT ObITb NMOABEPXEHbI 3TOMY
B/IMAHUNIO, YTO MOXET MPUBECTN K MONYYEHNIO aHOMa/IbHbIX 3Ha4YeHWI. [11 NOCTaHOBKM AnarHosa
MOryT NOTPe6oBaTbCA A0NONHUTENbHbIE CBEAEHNS.

B pasHbIx nabopatopusx MOryT ObiTb MOSyYeHbl pasHble pe3ynbTaTbl B CBA3WN C PasiNymsamu
MeXay rpynnamn HaceneHus. PekoMeHAyeTcs OonpefensTb AMana3oH pediepeHCHbIX 3HaYeHWUi
NHAVBUAYASTEHO AJ19 K&XA0i nabopaTopun.
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JKcn/yaTauMoHHbIe XapaKTepUCTUKN
AHanMTN4YecKas YyBCTBUTENbHOCTL/NPeaen 06HapYy>XeHUs
AHanMTNyecKas YyBCTBUTENbHOCTb TeCTa Ha aHTUTeNa IgG K RBD-agomeHy S-6enka SARS-CoV-

2 (MXNIA) coctaenset 3,0 YE/mn (AU/mL)AHannThyeckass Y4yBCTBUTE/IbHOCTb Orpeaensercs
KaK MUHMMa/IbHas KOHLEHTPpaLUWs aHanmnTa, KoTopast MOXET BbISIB/IATLCSA B CPaBHEHMM C 06pasLom,
He cogepxxawmm aHannta. OHa onpefenseTca Kak KoHUeHTpauus aHtuten 1gG K RBD-gomeHy S-
6enka SARS-CoV-2, Ha [Ba CTaHAapTHbIX OTK/IOHEHWS, NPEBbILLAOLLAA CPeAHEee KOMMYECTBO
OCE, nony4eHHbIX Npu 20 n3mMepeHnsx Npobbl, He CofepXKaLLein aHamnTa.

[nanasoH n3mepeHnin

[vana3oH n3MepeHnii ornpeaensieTcs aHaIMTUYECKO YyBCTBUTE/IbHOCTHIO U BEPXHUM NpesesioM
OCHOBHOW KannbpoBOUHOM KpuBOiA. [lnana3oH namepeHuii Tecta Ha aHTuTena lgG Kk RBD-aomeHy
S-6enka  SARS-CoV-2 (UXNA) coctasnsetr 3,0-1000,0 YE/mMn  (Awn/TE)3HaueHumsAMY,
NPeBbILLAOLLMMN BEPXHUIA Npeaen AnanasoHa N3MepeHnid, cumTaroTes 3HadeHns >1000,0 YE/mn

(AU/mL)

ToYHOCTb
[ns noATBep>KAeHNS TOUHOCTM JaHHOr 0 TecTa 06pasLibl CbIBOPOTKM [ABYX YPOBHEN KOHLIEHTpaLmn

C oTcnexusaeMbiMi W npeaBapuUTesibHO 3aaHHbIMKA 3HAYEHUAMU Ob1IN npoaHa/IM3NpoBaHbl B
Tpex MOBTOPHbIX TecTaX. OTHOCUTENbHOE OTKIOHeHWe COCTaBWIO0 MeHee +10%. PesynbTtarhbl

npuBeSeHbI B TabNINLIE HKE™.
3aflaHHble

M3mepeHHbIe 3HauYeHUs OTHocUTeNnbHoE
Mpoba (yFé/MII (AU/mL)) 3Haq(ZHUM /’:n%/)E fwn OTKJ/I0HEHWME
6,63
YpoBseHb 1 6,78 6,59 1,89%
6,73
102,57
YpoBeHb 2 100,46 103,95 -1,47%
104,25
’\Perlpe3EHTaTI/IBHbIe LaHHble; pe3ynbTaThbl, NONYYEHHbLIE B pPa3HblX I'Ia60paT0pI/lﬂX, MOTryT
OTNn4yaTbCA.
INpeym3sMoHHOCTb

MpeumsnoHHocTb TecTa Ha aHTUTena 1gG K RBD-gomeHy S-6enka SARS-CoV-2 cepum CL
coctansetT <10% (KoathhmumeHT BapuaumMm NS OAHOro YCTpoinctsa). [MpeunsnoHHOCTb
onpeaensnacb B COOTBETCTBMM C [MpoTOKOMOM HauMoHa/IbHOr0 KOMUTETA MO KIUHUYECKUM 1
nabopatopHbim cTaHgaptam (NCCLS) EM3MA3". Tlpobbl ABYX YPOBHEN KOHLEHTpaLmm
aHa/IM3MpoBa/IM MO MNATb Pa3 eXeLHEBHO Ha MPOTSHXKeHWU 5 AHel. PesynbTaTbl NpuBeAeHbl B
Tabnmue HKe™,

Mpo6a C@,%’};?&'S;ﬁt‘;‘f SD (YE/mn (AU/mL)) %KB

1 11,59 0,47 4,08%

2 108,76 1,86 1,71%
*Penpe3eHTaTMWBHbIe JaHHble, pesynbTaThbl, NOAY4YeHHble B pa3HbiX nabopaTopuax, MOryT
0T nMyaThbCA.

NHTepepeHums

[NepeyncneHHble HWXe noTeHUa/IbHO 9HAOreHHbIe BewectBa B KOHLUEeHTpPauunsax.
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He NPEeBbILLAOLWMNX YKa3aHHbIX 3HAYEHWI, He OKasbIBAOT B/IMSIHWE Ha pe3y/bTaTbl aHaIM3a,
nofyyaemble C NOMOLLbKD TecTa Ha aHTuTena IgG Kk RBD-gomeHy S-6enka SARS-CoV-2
KomnaHun Mindray (KpuTepwuid: CTereHb M3BnedYeHus B npefenax +10% oOT nepBOHaYa/1bHOroO

3HaYeHuns)*.
BeuecTBo
Bunupy6uH
"emorno6uH
Tpurnuuepuasbl
O6Lwwwii 6enok
MykonpoTenH
o6wwmin 1gG
O6wuin IgM
PeBmatouaHblIii thaktop (PP)
AHTUHYKNeapHble aHTUTeNna (AHA)
AHTUMUTOXOHAPWaNbHbIE aHTUTeNna (AMA)
YenoBeyeckne aHTUMBILLMHbIE aHTUTENA

KoHueHTpauus

20 mr/on

500 mr/gn

3000 mr/gn

10 r/on

200 mr/gn

4r1/on

0,5 r/gn

1500 ME/mn
MonoxwuTensHas npoba
MonoxuTenbHas npoba

MonoxwuTensHas npoba

(HAMA)

*Pel‘lp636HTaTVIBHbIe AaHHblIe; pe3ynbTaThbl, NONYYEHHbLIE B pPa3HbIX na6opaTop|/mx, MOryT
OTNn4yaThbCA.

[MepeuncneHHble  HXKe  MOTEHUMASIbHO  3K30MeHHble  BewecTBa B KOHLEHTpaumsx,
He NPEeBbILAOLLMX YKa3aHHbIX 3HaYeHWI, He OKas3blBatOT B/AUSHWME Ha pe3ynbTaTbl aHannsa,
noslyyaemble C MOMOLIbO TecTa Ha aHTuTena IgG k RBD-gomeHy S-6enka SARS-CoV-2

KomnaHun Mindray (KpuTepuid: cTeneHb M3BeveHUs B npegenax £10% OT nepBOHa4a/bHOro

3HaYeHus)*.
BeLectso KoHueHTpauus
3aHamuBup 0,6 mr/gn
Pn6asumpuH 30 mr/gn
OcenbTammnsump 4,5 mr/gn
MepamuBump 36 mr/gn
JlonuHasup 24 mr/on
PutoHasump 6 mr/gn
Apbugona rugpoxnopug 12 mr/an
JleBothrokcaumH 36 mr/gn
A3UTPOMULIMH 30 mr/gn
LletpTprakcoHa HaTpuesast 120 mr/on
COflb
MeponeHem 30 mr/on
TobpamuupH 1,2 mr/on
'McTammHa rugpoxnopuns 0,03 mr/gn
PeHnnappuH 0,3 mr/an
OkcumeTasonvH 0,06 mr/an
BeknomeTas3oH 0,06 mr/an
[JekcameTasoH 1,2 mr/pn
dnyHusonnaa remmrmuapar 0,06 mr/gn
TpramunHONOHa aLeToHUA, 0,06 mr/gn
BynecoHuns 0,016 mr/gn
MowmeTa3oH 0,024 mr/gn
dnyTMKa3oHa NponuoHar 0,06 mr/on

APenpe3eHTaTWUBHbIE JaHHbIE; pe3ynbTaThbl, MNONYYEHHble B pasHbIX na6opaTop|/|;|x, MOryT
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0T /IN4aTbLCA.

Mo AaHHLIM IOTUHWUYECKUX UCMbITAHWIA, NPOBEAEHHBIX B Poccuiickoin degepaliyi, He OKasblBatoT
B/MSIHWSL Ha pe3ynbTaTbl aHa/vM3a BELLECTBa, MPUBEAEHHbIE B TabnMLe HUKe, B YKa3aHHbIX

NHTepdepeHT

HawnmeHoBaHue KoHUeHTpauusa
84,2-143 MKMO/ib/N

12,5-15,8 mr/an

(1105-1397 mKmonb/n)
60 mr/on

393-470 mr/gn

(34,7-41,5 mmonb/n)

06w rnnpy6buH

Tpuramuepnabl
P Hepvia 18 mmons/n (203,6 mr/an)
50 mr/gn
2r1/n
b) TemMorno6uH 5r/n
12 r/n
M
apaLeTamon 30 mKr/mn
(AueTamrHOMhEH)
A
LeTmncanmumnoBas 20 MK/
Kucnota

MNepekpecTHan peakTUBHOCTb
[N OuUeHKU noTeHUMaNbHbIX MNEPEKPECTHO pearvpyrowmnx BewlecTB Obl1o  NpoBeAeHO
nccnefoBaHMe NePeKPecTHOM peakTMBHOCTM TecTa Ha aHTuTena 1gG Kk RBD-gomeHy S-6enka

Kon-Bo Kon-Bo
NPOTECTUPOBAHHbLI  MOMTOXKUTENbHbIX
X Npo6 npo6

0

MoTeHUMaNnbHO NePeKPECTHO-
peaKTUBHbIe NoArpynmbl

AfleHoBuMpYyC
Bupyc renatuta A

Bupyc renatuta C
LUMB

[JeHre

[JeHre, Bupyc rpunna B
B3b

Escherichia Col/

EV71

Bupyc onoscbiBatoLLEro nuilas
Bupyc renatnta E
Bupyc renatuta G
TecT Ha BUY

BIr-1

Bupyc rpynna A
Bupyc rpunna B

NHHIGI—‘I—‘I—\I—‘I—‘I—‘I—‘NNLOEI—‘
[eNeoNoNoNeoNoNoNoNoNoNoNoNoNolNo)
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Leptospira

Bupyc kopu

Bupyc anugemmnyeckoro
napoTurta

SHAEMUYECKMIA CIMHOM TU
Mukonna3ma NHeBMOHUN
Pseudomonas aeruginosa
PecnupaTopHO-CUHUMTUA/bHBIN
BUPYC

Bupyc kpacHyxu
Salmonella typhi
LlyuyramyLum

CblInHol T

Streptococcus pneumoniae
Tokconnasmos

B,

KopoHasupyc HKun 1
KopoHasupyc NL63
KopoHasupyc 229E
KopoHasupyc OC43

Bcero 103

*Penpe3eHTaTWBHbIE fAaHHble; pPe3yNbTaThbl, MONy4YeHHble B pasHbiXx nabopaTopusax, MoryT

-l>-l>-l>-l>|:|—\l\)l\)|—\oop [ N )
OO O OO0 O oo o oo

o

0T In4yaTbCA.

Mo [aHHbIM  KIMHWYECKMX WUCMbITaHWIA, MpoBefeHHbIX B Poccuiickon  Pepepauun, He
Habnto4aeTcs MepeKpecTHOW PeakTMBHOCTU C aHTUTeNnaMu K BO36GYyAWUTeNsM, yKasaHHbIMK B

Tabnmue:
PesynbTaTt
MoTeHUMabHbIE KPOCC- Kon-Bo noBTOpoB / uncno  Kos-Bo NOBTOPOB / YMCNO
pearnpyoLime aHTuTeNa NIOXXHOMOSIOKNTENIbHbIX NOXHOOTPULATE TbHbIX
peakuuii peakuuii
AHTUTena K BN4Y-1/BNY-2 3/0 3/0
AHTUTena K renatnty C 3/0 3/0
cymmapHble (IgM+1gG)
AHTuTena Kk HBsAg 3/0 3/0
AHnTuTena k CMamydophila 3/0 3/0
pneumoniae 1gG
AHTuTena Kk CMV IgG 3/0 3/0
JlnHelHOCTb

ViccnepoBaHve NPoOBOAMMIOCL B COOTBETCTBUM C NPOTOKONOM EP6-A NHCTUTYTA KIIMHUYECKUX U
nabopatopHbix ctaHaapToB (CLSI)M. Mpoba ¢ BbICOKON KOHUeHTpaumein aHTuten 1gG Kk RBD-
nomeHy S-6enka (npubnusutensHo 1000,0 YE/mMn (AU/mL)) cmewmBanacb ¢ Npo60oi ¢ HU3KOWA
KoHueHTpauven (<3,0 YE/mn (AU/mL)) B pasnnyHbIX MpOnopumusx B CEPUM  pas3BefeHuiA.
KoHueHTpayua aHtuten 1gG Kk RBD-gomeHy S-6enka npy KaXk4oM pasBefeHnn onpegensnach ¢
ncnonb3oBaHWem Tecta Ha aHTuTena IgG k RBD-gomeHy S-6enka SARS-CoV-2 cepum CL
KomnaHum Mindray. JIMHeMHOCTb 6blna MNPOAEMOHCTPMpPOBaHa B AmanasoHe ot 3,0 Ao
1000,0 YE/mn (AU/mL); KoaththmumeHT Koppenaumn r coctasun >0,9900. JaHHble IMHEAHOCTH
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NpWBeAEHbI B TabMLIE HIDKE™,
KoHLeHTpauu
a(YEmn 1 2 3 4 5 6 7 8 9
(AU/mL)
Oxxupaemoe
3Ha4eHne
VISMEPEHHO® 27 1340 2970 4140 5752 6834 8167 9211 11406
3Ha4yeHune
*Penpe3eHTaTWUBHble [aHHble; pe3ynbTaThbl, MNONYyYeHHble B pasHbiXx nabopaTopuax, MOryT

0,27 1426 2852 427,7 5703 7129 8555 998,0 1140,6

oOT /Nn4aTbCA.

KnnHunyeckas cneungmnyHoCTb
B 06Leli CNOXHOCTK € UCMO0/b30BaHMEM TecTa Ha aHTuTena IgG Kk RBD-gomeHy S-6enka SARS-
CoV-2 komnaHum Mindray 6bin0  npoaHanusupoBaHo 3113 06pa3LoB, W3 KOTOPbIX A/S
3102 06pa3suoB 6bln MoMyYeHbl OTPULATENbHBIE pe3y/bTaTbl. Bce 06pasLbl ObIv MonyyeHbl 40
OKTA6ps 2019 T. M cuuTanuCb OTpULATENbHBIMU. KMHU4YecKas cneumpuUYHOCTL CocTaBuna
99,65% (95% AWN: 99,37-99,80%).
KnnHnyeckasa yyBCTBUTENBHOCTb
B 06ueii CNoXHOCTM € UCNONb30BaHMEM TecTa Ha aHTuTena IgG Kk RBD-aomeHy S-6enka SARS-
CoV-2 komnaHuu Mindray 6b1n0  npoaHanu3mpoBaHo 1093 o6pa3ua C MOATBEPXKAEHHOM
NHpekumen COV1D-19 (nonoxutenbHblii pesynbtat OT-TLIP-Tecta). Pesynbtatbl Obin
KfaccuguumMpoBaHbl UCXOAA U3 BPeMeHU, MpPOLUeALLero ¢ MOMeHTa MOSAB/IEHUS CUMMTOMOB [0
B3ATWA NPO06. JaHHble 3TOro UccnefoBaHns NpuBeaeHbl B Tabnmue Hke*. [ns 06pasLoB, B3ATbIX
no NPOLUeCTBUM >14 fHell C MOMEHTa NOSB/IEHNS CUMMNTOMOB, YyBCTBUTE/IbHOCTbL COCTaBNANA [0
mw » n vw . —

Kon-s0  gHein  nocne Uncro MonoXXnTENbHbIN UyBCTBUTENBHOCTb
NosABNEHNSA CUMIMTOMOB pesynbTar (95% AW)

<7 59 22 37,29% (26,08-50,05%)
8-14 208 178 85,58% (80,16-89,71%)
>14 826 823 99,64% (98,94-99,88%)

*Penpe3eHTaTWBHbIe fAaHHble; pe3ynbTaThbl, MONyYeHHble B pa3HbliX faGopaTopusx, MOryT

0T n4yaTbCA.

Koppensaumsa ¢ TeCTOM Ha OCHOBE peakumn HenTpanmsaumm supyca

TecT Ha aHTMTena IgG K RBD-gomeHy S-6enka SARS-CoV-2 komnaHum Mindray cpaBHMBasCS
C TECTaMM Ha OCHOBaHUW peakuuKn HernTpanmsaummn 6nswkoobpaszosaHmst (PRNT)*™ Tutp PRNT
paccuUnTLIBA/ICA MCXOAS U3 YMeHbLUeHUs KonuuyectBa Onswek Ha 50% (PRNTSs0). Pesynbtarbl
nccnefoBaHns 40 KIMHUYECKUX 06pasLoB, MOMYYEHHbIX Y PasHbIX NauWMeHTOB, MpUBEAEHbI B
TabNuLEe HUKE™.

Tect Ha anuTena 19G k RBD- I'Iono>|<|/|Ten|>H|3|I;|Rl\rrSo OTpuuaTenbHbIi
[IOMeHy S-6en Ka SARS-CoV-2 pesynLTaT pesyLTaT
KoMmnaHun Mindray (UXJ1A) (>1:20) (<1:20)
MonoXxnTenbHbIN pesynbTaT 40 0
MpoueHT coBnageHwni

NOMOXUTE/bHbIX pe3-0B (95% 100% (91,24-100%)

T

*Penpe3eHTaTMUBHbIEe [JaHHble; pe3ylbTaThl, MOJYyYeHHble B pas3HbiX flabopaTopusax, MOryT

OT /Nn4aTbCA.

MoporoBoe 3HaYeHWe pe3ynbTaTa 415 peakumm HerTpanmsaumm onswkoobpasoBaHms (PRNT) Kak
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OTpULATENbHBIA/NONOXKUTENbHBINA, onpefenseTcs Kak TuTp 1:20. HWKHWUIA npeaen o6HapyXeHus
TecTa HeTpanmsaummn Bupyca coctasnset 5 (Tutp = 1:5), a CepOKOHBEPCUS ONpeaensieTcs Kak
YeTbIpeXKPaTHOE YBE/IMYEHME TUTPA HEUTPASTM3YIOLMX aHTUTEN, TO eCTb TUTP HEMTPaIU3YIOLLNX
aHtuTen - 1:20

OueHKa  3(PEKTUBHOCTM  WUCMbITYEMOr0  W3AENMSt  MPU  CPaBHEHWM C  'peakuueli
MWUKPOHENTPann3aLumnnpyu NpoBeeHNI KNMHNYECKUX UCTIbITaHWiA Ha TepPUTOPUK POCCUIACKON

PeakLMs MUKPOHENTpanmn3aLmu,

HanmeHoBaHue 06paTHbIA FTEOMETPUYECKUIA TUTP
TecTa >5
PesynbTtar Mon.
Mon. 48
&t OTp. 2
MNonoxutenobHas
NpoLeHTHast 96,00 (95% AW 86,29% - 99,51%)
COrN1aCoBaHHOCTb

JnarHocTnyeckmne xapakTepucTnkun

Mpy NpoBeAeHUN KMHUYECKUX WCMNbITaHW B Poccuitickoil Pefepaumn MegULMHCKOrO
n3genna «Habop peareHTOB 4151 KONNMYECTBEHHOrO onpefeneHuns aHtuTen IgG Kk RBD-gomeny S-
benka KOpOHaBupyca TAXENoro 0CTpOro pecnmpaTopHoro CUHApOMA-2
MMMYHOXEMU/TIOMUHECLIEHTHBIM METOA0M B KMHUYECKOM 06pasue Ha aHanmsatopax cepum CL
4N AMarHoCTUMKKM in vitro, not 2021050200» ¢ wmcnonb3oBaHMeM 113 MONOXUTENbHBIX W
OTpYLaTe/IbHbIX 06Pa3L0B CbIBOPOTKU Y M1a3mbl KPOBU.
*  lccnepoBaHo:

VICTMHHO NonoXmTeNbHbIX 06pasL,oB 113

WVcTrHHO oTpuruaTesibHbIX 06pasLoB 100
e [lonyyeHo:

J10XXHOMONOXMTE/bHBIX Pesy bTaToB 0

JToXXHOOTpULATE/IbHBIX Pe3y/bTaToB 4

[unarHoctunyeckas 4yBCTBUTENBbHOCTL: 96,58% (4 95%: 91,48-99,06%)
[narHoctmyeckas crneynduyHocTs: 100,0% (AW 95%: 96,38-100,00%)

Mpw “cCneaoBaHNM CbIBOPOTKU KPOBU:

VCTMHHO NONOXMTeNbHbIX 06pa3LoB 81
J10)KHONONOXUTENBHBIX 06pa3LoB 0

WcTMHHO oTpuuatenibHbIX 06pasLoB 50
JloXkHoOoTpMLaTeNbHbIX 06pa3LIoB 2

JunarHoctnyeckas 4yBCTBUTENbHOCTL: 97,59% (,_EI,I/I 95%: 91,57-99,71%)
[unarHoctunyeckas creynduyHocTs: 100,0% (AW 95%: 92,89-100,00%)

Mpu nccnegoBaHMn Nnasmbl KPOBU:

VCTMHHO NONOXMTENbHbIX 06pa3LoB 32
J10)KHONONOXNTENbHBIX 06pa3LoB 0
WVCTMHHO oTpuruaTtenibHbIX 06pasLoB 50
JIoXXHOOTpULaTeNbHbIX 06pa3LIOoB 2

[unarHoctuyeckas 4yBcTBUTeNbHOCTL: 94,12% (AW 95%: 86,28-100,00%)
[narHoctuyeckas cneunguyHocTs: 100,00% (O 95%: 92,89-100,00%)
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Mpn  uccnegoBaHMM — 06pasLOB  MaUMEHTOB,  BakKUMHMPOBaHHbIX  «[am-KOBW/A-Bak
Kom6rHMpoBaHHas BEKTOpPHas BakuMHa A7 NPOMUIAKTUKN  KOPOHABUPYCHOW  MH(EKLUN,
BbI3blBaeMoi BUpycom SARS-CoV-2», J1M-006395, fata pernctpaumm - 11.08.2020,
[unarHocTtnyeckasa vyscTeuTenbHocTb: 100,00% (AW 95%: 80,32-100,00%)

[narHoctuyeckas cneumgpuyHocTts: 100,00% (AW 95%: 92,89-100,00%)

Cpok rogHocTun

6 mecsLeB

YcnoBust TPAHCNOPTUPOBKM

3genve MOXET TpaHCMopTMPOBaTLCA BCEMU BUAAMW KPbITOro TpaHernopTta mnpu obecneveHun
TemnepaTypbl TpaHcnopTuposaHua ot 2 go 8 °C.

MpeaynpexaeHns 1 Mepbl NPeaoCTOPOXHOCTH

1 TonbKo gns ANarHOCTUKM in vitro.

2. CobntopaiiTe npaswna o6palleHns C 1abopaTopHbIMK peakTMBaMU U MpaBuia TEXHUKM
6e30MacHoCTK.

3. Pe3ynbTaTbl TECTOB MOrYT pa3nMyaTbCs B COOTBETCTBMM C PA3HOCTbHO NPUMEHSEMbIX METOANK
M CNeuntUYHOCTBIO  aHTUTeN, Takke pe3ynbTaTbl TECTOB MOrYT pasnuuyaTbCs  Npu
1CNOMNb30BaHNM ANArHOCTUYECKNX PeaKTUBOB APYrMX MPOM3BOAUTENEN NPU UCNOMb30BaHNN
ANArHOCTUYEeCKUX ycTpoiicTB Mindray, MAM MCNOMb30BaHWM AMArHOCTUYECKMX HabopoB
Mindray B Apyrux anarHOCTUYECKUX YCTPOACTBAX.

4. He ncnonb3yiiTe HAboOP peakT1BOB MO UCTEYEHMIN CPOKa FOAHOCTM.

He cmelLMBaliTe peakTuBbI M3 pasHbIX NapTUii PeaKTUBOB.

6. BcergafepXxuTe yNakoBKy C peakTuBamu B BEPTUKa/IbHOM NOMOXEHUM, YTOObI NPeAOTBPaTUTD
YTEYKY MUKPOYACTML, 10 MCMO/b30BaHMS.

7. He pekoMeHayeTCs UCNOMb30BaTh YNaKOBKY PeakT1BOB, BCKPbITY 60/ee 30 CyTOK Hasaf.

8. He rapaHTMpyeTCa TOYHOCTb Pe3ynbTaTOB MNPW  HECOBMIOAEHUM  WMHCTPYKUUM MO

o

CNO/Nb30BaHMIO.
9. Bce 06pasLibl M 0TX0Abl N1aGOPATOPHON ANArHOCTUKU ABMSKOTCSA NOTEHLIMANBHO GUOMOMNUYECKN
41 onacHbLIMM  BellecTBaMi. XpaHeHVWe 06pasuoB W NabopaTOPHbIX OTXOA0B  [O/MKHO

OCYLLLECTB/IATLCA B COOTBETCTBUM C /IOK&/TbHbIMU HOPMATUBHBLIMW aKTaMWN Y UHCTPYKLMSAMN.
10. MacnopT 6e3onacHoin aKkcnnyaTauum matepnanos (MSDS) npeaocTaBnseTcs no 3anpocy.

MopsAA0K YTUANZALMN U YHUUTOXEHNS MEAMLIMHCKOIO M3Menns

YTunmsauma  MeguUMHCKOrO  M3denvst  JO/DKHA MNPOBOAMTLCA  COrMacHO  [elCTBYHOLLEMY
3aKOHOAATENbCTBY.

Ha TeppuTtopun Poccuiickon ®Pefepaumn nNpu UCMOMb30BaHUM  MEAMLMHCKOro  U3fenus
06pasytoTca OTX0fbl, KOTOpPble YHUYTOXAKTCA (YTUnm3mpytoTcs) B cootseTcTBum ¢ CaHluH
2.1.3684-21 «CaHUTapHO-3MMAEMUONIOTNYECKME TPeboBaHMS K COAEPXaHUK TeppuTopuii
FOPOACKUX W CeNbCKUX TMOCENEeHUA, K BOAHbIM OObLeKTam, MNUTLEBOM BOAE W MUTLEBOMY
BOLOCHAOXEHU0, aTMOC(epHOMY BO3AyXYy, MO4YBaM, XXWbIM MOMELLEHUAM, 3KCMNayaTauum
MPOU3BOACTBEHHbIX, OOLECTBEHHbLIX MOMELLEHWUIA, OpraHn3aumMm u NpoBeLEeHUIO CaHUTapHO-
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NPOTMBO3ANUAEMUYECKUX (MPODUIAKTUYECKNX) MEpPONpUATUIA». YNakoBka Habopa peareHToB
NOAIEXUT YHNUUTOXeHUIO B cooTBeTCcTBUN ¢ CaHlMnH 2.1.3684-21 Kak 0TXoAbl, OTHOCALMECH K
Knaccy A (3nuaemmonornyeckn 6e3onacHble OTXOfbl, MO cocTaBy NpubnmkeHHble K TKO).
OTxofpl cregyeT YTUAM3MPOBaTb Yepe3 oOpraHusauuun, WUMerowme NULEH3UK0 Ha 3TOT BUL
[leATeNbHOCTL.

MeguumHCcKue  u3genud  oNa  AMArHOCTUKW  in o vitro -
WHhopmauws, npeLoCcTaB/ieHHas NPON3BOAUTENEM
(MapkupoBka). YacTb 1. TepMuHbI, OnpefeneHvs n obuyme
TpeboBaHus (ISO 18113-1:2011)

EN 1SO 18113-1:2011

MeguunHcKne  um3fgenua AN AMarHoCcTUKM in vitro -
WHhopmaums, npegocTaB/ieHHas NpPOV3BOANTENEM

EN 1SO 18113-2:2011 (mapkupoBka). Yactb 2: [marHOCTUYeCKWe peareHTbl A4
NnpoecCUoHaNbHOr0 MCNonb3oBaHus in vitro  (ISO 18113-
2:2011)

MeguumnHckne wnsgenna - CMMBONbI, KOTOPble  AO/KHbI
MCNONb30BaTbC HA ITUKETKaX MEAUUMHCKUX  W3AEeNni,

EN 1SO 15223-1:2016 MapKMpOBKa 1 MH(OopMaLWs, KOTOPYHO CreayeT npeactaBuTb -
Yactb 1 O6wme TpeboBaHnsa (ISO  15223-1:2016,
ncnpasneHHasa sepcusa 2016-12-15)

OLI,EHKa Nnpon3BOANTENTIbHOCTU ANarHoCTN4YeCKnx

EN 13612:2002/AC:2002 o
MeAVNLMHCKUX N3aenni in vitro

MeauUMHCKNe 13genus Ans AMarHocTuky in vitro - OueHKa
EN 1SO 23640:2015 CTabUNBLHOCTM AMArHOCTUYECKMX peareHToB in vitro (ISO
23640:2011)

YCTpaHeHNe UMW CHUDKEHME pUcKa UHADEKLWW, CBSA3aHHON C

EN 13641:2002 .
AVarHoCTUYECKMMI peareHTaMm, UCMosb3yeMbIMu in Vitro

MeaununHckne nsgenus - NMpuMeHeHWe ynpasneHns puckamm K
4 EN ISO 14971:2012 mMeauumHckum usgenmam  (ISO  14971:2007, wcnpasneHHas
Bepcusa 2007-10-01)

MeauumHckne usgenvs - [poeKTMpOBaHME  MeAMLIMHCKUX

IEC 62366-1:2015 o o
U3AENNIA C YUETOM 3KCMNyaTaLMOHHOW NPUrogHOCTU

EN 1SO 13485:2016 MeauumHcKue nsaenms - CUcTeMbl MEHEMKMEHTA Ka4yecTBa -
Tpe6oBaHWs ANs Leneii peryInpoBaHus

MapKupoBKa 13aenus

CumBon OnucaHne
VD MeanumHcKoe mn3genue Ana ANarHOCTUKKM in
vitro

MpoayKuusi, MoMeuyeHHass 3TUM CUMBOJIOM.
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COOTBETCTBYET TpeboBaHWAM  AMPeKTMBbI
98/79/[EC no MefVUMHCKAM  cpeAcTBaM
ANarHOCTUKM in vitro.
Homep no Karanory

REF

Bronoruyecknin puck

0000 " TemMnepaTypHbI f1anasoH
0000"C
Kog naptum
LOT
Kcnonb3osathb 0
4
M3rotoBuTeNb
I J
YNONHOMOYEHHbIA npeactasuTesb B
EC REP EBpOneickoM CO0BLLECTBE
DU Ob6patunTech K MHCTPYKUUN MO MPUMEHEHNIO
OctopoxkHo! ObpartuTecb K MHCTPYKLUN MO
A NPUMEHEHWIO
tt He nepeBopayunBaTb

XpynKoe, 06paLlaThCsi 0CTOPOXKHO

f bepeub OT Bnarun

OrpaHuyeHre Mo wTabennpoBaHnto

Bubnnorpadgus

1 Awyp X.M., 3nxatnmb B.®., PaxmaH M.M. n coaBT. B3rnsg Ha HOBYH KOPOHaBUPYCHYHO
nHpekumo 2019 r. (SARS-CoV-2) ckBO3b MPU3MYy MPOLLbIX BCMbILEK KOPOHaBMPYCHbIX
NHMeKUMI Yyenoseka. «MaTtoreHbl». 2020 r.; 9:E186 (Ashour HM, Elkhatib WF, Rahman MM,
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et al. Insights into the Recent 2019 Novel Coronavirus (SARS-CoV-2) in Light of Past Human
Coronaviras Outbreaks. Pathogens. 2020; 9: E 186.)

2. Y @, BaH A, Jlio M. n coasT. HeliTpanmsytowme peakummm aHtmten Ha SARS-CoV-2 B
KoropTe naumeHToB, nepeHecwmnx COVID-19, n ux nocneactsus. 9 uwoHa 2020 r. (Wu F,
Wang A, Liu M, et al. Neutralizing antibody responses to SARS-CoV-2 in a COVID-19
recovered patient cohort and their implications. June 9, 2020.)

3. Bboac M. Ponb NpupoaHbIX 1 UMMYHHBIX aHTUTEN IgM-B UMMYHHOIA peakuun. «MonekynspHas
nmmyHonorusy», 2000 r.; 37:1141-1149. (Boes M. Role of natural and immune IgM antibodies
in immune responses. Mol Immunol 2000; 37:1141-1149.)

4. LWpod P.B., dyH KA., buttn C.M. 1 coaBT. Peakumsi Ha MbILLIWHbIA UMMYHOI06Y/INH Y
nauMeHToB, MOJyYaBLUMX fIeYeHMe MOHOKNOHA/IbHbIMU aHTuUTenamu. «lccnefoBaHus pakay,
1985 r.; 45:879-885. (Schroff RW, Foon KA, Beatty SM, et al. Human anti-murine
immunoglobuline responses in patients receiving monoclonal antibody therapy. Cancer Res
1985;45:879-885.)

5 bockato JIM. wu Crioapt M.K. TeTepodmnbHble aHTUTENa: npobnema  BCeX
NMMYHONOrMYeCcKnX aHanm3oB. «KnnHuyeckas xmmus», 1988 r.; 34(1):27-33. (Boscato, LM
and Stuart, MC. Heterophilic antibodies; A problem for all immunoassays. Clin Chem 1988;

m 34(1):27-33.)

6. [OoKyMeHT VIHCTUTYTa KNMHMYECKMX 1 NabopaTopHbIX CTaHAapToB EP15-A3: Tom 34, No 12,
BepI/ICbVIKaLI,VIH nonb3osaTennemM nNPEUNINOHHOCTU U OUEHKU TMNOTrpewHOCT U, O,qO6pEHHO€
pykosoacTeo, TpeTbe usganme. (CLSI. EP15-A3: Vol. 34 No. 12, User Verification of
Precision and Estimation ofBias; Approved Guideline— Third Edition.)

1. JobCyMeHT WHCTUTYTa KAMHUYECKMX W NabopaTopHbIX CTaHgapToB EPO06-A: OueHka
NMHENHOCTN NpoLeayp KONMYECTBEHHOIO M3MEPEHUS: CTaTUCTUYECKMIA noaxod; OfobpeHHoe
pykosofcTteo. 2003 r. (CLSI. EPO6-A: Evaluation of the Linearity of Quantitative
Measurement Procedures: A Statistical Approach; Approved Guideline. 2003.)

8. LaHnu Cs 1 coasT. BnvsHWe MHaKTUBMPOBaHHOMW BaKLMHbI NPOTUB SARS-CoV-2 Ha ncxogpbl
6e30MacHOCT U UMMYHOTeHHOCTU. [TpOMEXYTOUYHbIN aHaM3 2 paHAOMU3MPOBAHHBIX
KnvHnyeckux mcnbitaHuii (Xia S. et al. Effect of an Inactivated Vaccine Against SARS-CoV-
2 on Safety and Immunogenicity Outcomes. Interim Analysis of 2 Randomized Clinical Trials.
JAMA, doi: 10.100I/jama.2020.15543).

9. HucpmH M.A. Okb6a (Nisreen M.A. Okba) n coasT. Crneunuduyeckuin rymopasbHbli
MMMYHHbIA OTBET K KOPOHAaBMPYCY TSDKENIOr0 OCTPOro pPecrnupaTopHOro cuHApoma-2 y
naumeHtoB ¢ KopoHaeupycoMm (Okba N.V.A. et al. Severe Acute Respiratory Syndrome
Coronavirus 2-Specific Antibody Responses in Coronavirus Disease Patients. Emerging
Infectious Diseases, www.cdc.gov/eid / Vol. 26, No. 7, July 2020).

10. loryHoB [.FO. n coaBT. bBe3onacHOCTb U 3PHEKTUBHOCTb BEKTOPHOM rAd26 un rAd5
reTeponornyHoin aByxmasHor BakuUMHbl MpoTnB COVID-19. TMpoMeXYTOYHbIA aHaiu3
TpeTbel (hasbl paHAOMU3MPOBAHHOIO KOHTPOMPYEMOro nccnefosaHms B Poccun (Logunov
D.Y. etal. Safety and immunogenicity ofan rAd26 and rAd5 vector-based heterologous prime-
boost COVID-19 vaccine in two formulations: two open, non-randomised phase 1/2 studies
from Russia. Lancet. 2020 Sep 26;396(10255):887-897. doi: 10.1016/SO140-6736(20)31866-
3. Epub 2020 Sep 4. Erratum in: Lancet. 2021 Jan 9;397(10269):98).

MpoussoauTenb: Shenzhen Mindray Bio-Medical Electronics Co., Ltd. («LLU3HbYWK3Hb
MaitHapaii bro-Meamkan 3nekTpoHuke Ko., /lta.»), Knutai
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Agapec npowuzsogutens: 3aaHue “MuHapein”, Kemku 12 Poya CayT, TNpOMbILWAEHHbIA NapK
BbICOKNX TEXHOMOrni, HaHblaHb, 518057 LLIsHbYX3Hb, KnTaiickas HapogHas Pecnybnuka.
(Mindray Building, Keji 12th Road South, High-Tech Industrial Park, Nanshan, 518057 Shenzhen,
People’s Republic of China.)

Ajpec 31eKTPOHHOW MoYTbI: service@mindray.com.c
TenetoH: +86-755-26582888
dakc: +86-755-26582680

YNO/THOMOYEHHbIW NpeacTaBuTeNb Ha Tepputopum  EBponeiickoro Coto3a:  Shanghai
International Holding Corp.GmbH (Europe)

Agppec npeactasutens: EiffestraPe 80, Hamburg 20537, Germany
TenedoH: 0049-40-2513175
dakc: 0049-40-255726

YNO/THOMOYEHHbIN  MpeAcTaBuUTe/lb  MPOU3BOAUTENS  Ha  TeppuTopumn  Poccuiickon
depepaunu

000 «MuHapein Meaukan Pyc»

129090, r. MockBa, ONMMMUIACKMIA NpocnekT, 4. 16, cTp. 5, aHTpeconb 4, nomMelleHune |, Kom. 7,
MA.

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

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



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




