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Beab KaXX Ablii TecT - 3T0 X U3Hb

«YTBEPXOAK»
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OO0 «OpT1o-KnnHukan AnarHocTnke»

AKCMNYATALUNOHHAA AJOKYMEHTALUWSA
(MHCTPYKUMN)

Ha MegULIMHCKOe 13aenve

PeareHT VITROS KopoHasupyc SARS-CoV-2 1gG QN B kacceTe (VITROS Anti-SARS-CoV-2 1gG
QN Reagent Pack) 1 Ka4ecTBEHHOI0 U KOJIMYECTBEHHOIO MMMYHOAMArHOCTUYECKOIO OnpesesieHns
NMMYHOrN06ynnMHoB Knacca G K KopoHaBupycy SARS-CoV-2 MeToL0M YCUNEHHOW
XeMUIIOMUHECLEHLMK Ha aHaum3aTopax cepun VITROS, not 0030

Hab6op kanuoépaTopoB VITROS KopoHaBupyc SARS-CoV-2 1gG QN (VITROS Anti-SARS-CoV-2
1gG QN Calibrators) ans kannmépoBKu aHanmzaTopoB cepun VITROS npn Ka4ecTBEHHOM U
KO/IMYECTBEHHOM MMMYHOAMArHoOCTUYECKOM OrnpefenieHN MMMYHOr106y/IMHOB Knacca G K

KopoHaBupycy SARS-CoV-2 MeTO0M YCUNEHHOM XeMUNFOMUHECLIEHLMN Ha aHaNM3aTopax cepum

VITROS, not 0030

3NEKTPOHHASA KONHA OGOPMIEHA LIEHTPOM UCTIbITAHII W PETMCTPALMI MEAHLMHCKUX H3OENHIA



V ety S

VHCTPYKLY/SA CVGON

VITROS VmmyHoguarHocrrndeckve npofyKrbl PeareHT VITROS KopoHasupyc

SARS-CoV-2 IgG QN B KacceTe (VITROS Anti-SARS-CoV-2 IgG QN Reagent Pack) 15 1 619 9964
[ONA KayeCTBEHHOro 1 KONIMYECTBEHHOrO UMMYHOAMArHOCTUYECKOro onpeaeneHns

MMMYHOINMo0yNMHOB Knacca G K KopoHaBupycy SARS-CoV-2 MeTofoM yCUneHHo

XeMUItoMUHeCLIeHUMN Ha aHanmn3aTtopax cepyum VITROS, not 0030

VITROS MMMyHoauatocTuyeckue npoaykrbl Haéop kanméparopos VITROS
KopoHasupyc SARS-CoV-2 IgG QN *"TR O S Antl-SARS-CoV-2 1gG QN Calibrators) | BEEI

619 9965
4NA KanMbpoBkUM aHam3aTopos cepun VITROS npu kKa4eCTBEHHOM Y1 KOIMYECTBEHHOM
MMMyHOAMar HOCTUYECKOM onpeaeneHnn MMMyHornobynmHoOB Knacca G K
KopoHasupycy SARS-CoV-2 MeTOL0M YCUNEHHOM XEMWIFOMUHECLIEHUMN Ha
aHanmsatopax cepum VITROS, not 0030
[nsa fuarHocTvikm in Vitro v npoeccroHansHoro 1abopaTtopHOro UCNONb30BaHMS.
Ha3HaueHune, cocTaB n3pnennd, nokasaHma K npuMeHeHno

VTROS VIMMyHoguatocTnyeckuns npoayktel PeareHTVITROS KopoHasupyc SARS-CoV-2 1gG QN B kacceTe
(VITROS Anti-SARS-CoV-2 IgG QN Reagent Pad” gnsl Ka4eCTBEHHOr0 U KONYECTBEHHOIO
MMMYHOAMATOCTMYECXOro onpefeneHns MMMyHornobynmHoB Knacca G K kopoHasupycy SARS-CoV-2 meTtogom
YCUNEHHOW XeMUMIOMUHECLLeHL MM Ha aHanm3atopax cepun VITROS. noT 0030 npegHasHayeH
L1 KAYECTBEHHOTO N KOJMYECTBEHHOrO MMMYHOAMArHOCTUHECKOrO OrnpefeneHuns aHTuTen knacca G K KopoHasupycy
SARS-CoV-2 METOA0M YCUNEHHOM XEMWUTFOMMHECLIEHLIMI B YesIoBeHea<oi CbIBOPOTKE My nnasme (¢ ATA vim nntnin-
renapvHom) Ha aHanmasaropax cepum VITROS (VITROS ECI/ZECIQ, VITROS 3600, VITROS 5600, VITROS XT 7600).

@ yHI0 KMa/LLIHOB Ha3HAYeHe:

B kauecTBe BCnomMoraTte/lbHOro CpeacTsa B AMarHocTuke KopoHasupyca SARS-CoV-2 1 npu BbISBNEHWN afjarnTUBHOIA
VMMYHHOW peakLyn Ha BaKLHaLWIKO NPOTMB KopoHasvpyca SARS-CoV-2;

MokasaHus KnpyMeHeTeo  TecT Anti-SARS-COV-2 1gG QN npegHasHayeH 4151 UCMoNb30BaHKisi B KAYecTBe
BCMOMOrare/lHOro CpefcTBa /151 BbISIBNEHWS NFOAEN C aaanTMBHOM MMMYHHON peakumeil Ha SARS-CoV-2, nprobpeTeHHol
nM60 B pe3ynbTare MHPMUMPOBaHUST eCTECTBEHHBLIM 06pa30oM, MO0 B pe3y/bTaTe BakuyHaUuW. B HacTosiLee Bpemsi
HEN3BECTHO, KaKJ0Nr0 MOC/e 3apadkeHns MOryT COXPaHATLCS aHTUTena, U 06ecneunBaeT v Haume aHTUTeN 3aTHbIA
VIMMYHUTET.

Mpenynpe>k feHune: Tect VITROS Anti-SARS-COV-2 IgG QN He omKeH MCnonb30BarbCs AN AMarHoCTUPOBaHKS OCTPOWA
MHbekumn SARS-CoV-2. Pe3ynbTaTtbl NpegHasHaueHbl Ans BbisiBneHust aHtuten K SARS-CoV-2. AHtutena IgG K SARS-
CoV-2, Kak npasurio, BbISIB/IAIOTCA B KPOBY Yepes3 HECKO/LKO HefeNb Noc/e nepBoHavaribHOro MHMMLMPOBaHNA, HECMOTPS Ha

TO, YTO MPOJOMKUTENBHOCTL NPUCYTCTBMS aHTUTEN MOCNe MHPULMPOBAHKS HeJOCTaTOHHO OXapakTepusosaHa. Y noael
MOXKET ObITb 06HAPY>K/BAEMbIN BUPYC B TEHEHNE HECKONbKMX HeAe b NOcne CEPOKOHBEPCUM.

UyscTBuTensHocTb Tecta VITROS Anti-SARS-COV-2 1gG QN B neproj paHHel MHeKumn HemseecTHa. OTpuuare/bHble
pe3ynbTarbl HE NCK/UAKOT Haslume OCTPoi NHpekUmn SARS-CoV-2. Mpu NoA03peHnN Ha OCTPYHO MHDEKLMEO HEOGXOAMUMO
nposefeHve NpAMoro Tecta Ha SARS-CoV-2. JloxkHononoxutenbHble pesdynbtatbl Tecta VITROS Anti-SARS-COV-2 1gG QN
MOTIYT BO3HMKATb 13-3a NEPEKPECTHOM PEaKTUBHOCTU OT paHee CyLLEeCTBOBABLUNX aHTUTEN AW APYTUX BOSMOXHBIX MPUUMH.
VITROS ViIMMyHoAmaToCcTUUecknB NpoaykTbl 1-1a6op kannbpatopoB VITROS KopoHaBupyc SARS-CoV-2 1gG QN (VITROS
Anti-SARS-CoV-2 1gG QN Calibrators) gns kanmépoBku wannsatopos cepun VITROS npn ka4eCcTBEHHOM U KOAMYECTBEHHOM
VMMYHOAMarHoCTM4eCMOM OnpeaeneHnn UMMyHOrnobynMHoB Knacca G K kopoHasupycy SARS-CoV-2 MeTofoM YCUNEHHOM
XeMUntoMUHecLeHUMn Ha aHann3aTtopaxc  nu VITROS, not 0030 B coctaBe
1 Kanmbparop 1- 2 dinakoHa, 1,0 mn.

2. Kanmbpatop 2 -2 ¢nakoHa, 1,0 m.

3. Kannépatop 3-2 ¢nakoHa, 1,0 m.

4. KanmbpoBouHas kapra -1 um.

5. MpoTokon KapTa- 1 u.

6. 3TUKETKM CO LLITPMX-KOAOM KambpaTopos - MO 8 LUT. Ha KavKibI ypOBEHb Kannbparopa
[ns kanmbposky aHanm3atopos cepumn VITROS (VITROS ECI/ECIQ, VITROS 3600, VITROS 5600, VITROS XT 7600) npu
Ka4YeCTBEHHOM 1 KO/MUYECTBEHHOM OnpeaeneHny aHtuten knacca G K kopoHaempycy SARS-CoV-2 B YenoBeyvecKol CbIBOPOTKe
v nnasme (c 3ATA nam aMTnii-renapruHom).
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MpUHUMNLI Npoueaypb|

Kpartkoe onucaHune un 06bsICHEHME TecTa

KopoHaBupyc 2 (SARS-CoV-2). BbBbIBAIOLLWN TSHKENbIN OCTPbIA PECMIMPATOPHbI CUHAPOM, - 3TO 6eTa-KOPOHaBMPYC,
KOTOpbIi BbI3bIBAET KOPOHABMPYCHYHO 6051e3Hb 2019 (COVID-19) 1 naHaemmto. SARS-CoV-2 B OCHOBHOM nepesfaeTcs
BO3/lyLLIHO-Kane/bHbIM 1 KOHTaKTHbIM NyTéM. " /ltoau, HMUMpoBaHHble SARS-CoV-2, MOryT UMETb NpU3HaKy 1
CYMITOMbI OCTPOrO PECNMPaTOPHOro 3ab0eBaHysA, TakMe KaKMxopaaka, Kallefb, OfbILLKa, HO Talkoke MOryT He UMETb
CYMMNTOMOB. CUMINTOMAaTU4YecKre, NPecUMITOMHbIE 1 6eCCUMMTOMHbIE HocuTenn SARS-CoV-2 MoryT 6bimb
NOTEHLMaNBLHBIMU MCTOYHMKaMK Nepefaymn supyca.

O6Hapy>keHVe BUPYCHbIX FEHOB C MOMOLLpH0 06paTHON TPaHCKPMMNLIMOHHOM MOMMMEPa3HOW LIENHOV peakLyn B pealbHOM
BpemeHn (OT-MNUP) ans onpepeneHusi reHoB SARS-CoV-2 siBnsieTcsl B HAcCTosILLiee BpeMsi 30/10TbIM CTaHAapTOM B

avarHoctke COVID-19, a aHam3bl Ha aHTUreH SARS-CoV-2 Takke UCMoNb3yHTCS A1 BbISBNEHNS OCTPOIA MHGbeKumn, *
[N AMarHoCTMYECKOro TECTUPOBAaHWIA, Kak MPaBWo, CMOMb3YHOTCA 06pasLibl N3 BEPXHYIX [bIXaTe/bHbIX MyTel, Takue KaK
Mas30K 13 HOCOIIOTKU 1 Ma3oK 13 Hoca. “Y nuL, MHUUmMpoBaHHbIX SARS-CoV-2, aHTuTena KBUpYCYy HauMHatoT
npoAyLmpoBaTbcs vepes 1-2 Hefenm nocne BO3HNKHOBEHWS CYIMIMTTOMOB. Y 60/IbLUMHCTBA UHPULMPOBaHHbIX
CepoKoHBepcys focTuraetcs Yepes 3-4 Hefeny nocne BO3HNKHOBEHUS CUMITTOMOB.

SARS-COV-2 NHpMUMPYET KNETKU YenoBeKa NnyTeM CBA3bIBaHVS LUMNOBUAHOIO (S) 6enka ¢ peLenTopoM aHrMoTEH3NH-
npespaLlatoLLero epmenta 2 (ACE2). LLnnoBuaHbIA 6e1oK cocTonT m3 cyobeanHuiy, S1 n S2, npu atom S1
B3avmogelictByeT c ACE2 uepes peLenTop-cBA3biBatoLLii fomMeH (RBD). *AHTuTENa, GNOKUpyHoLLIME CBSA3bIBaHME Brpyca
¢ peuentopom ACE2, Tem cambIM MHIVGMPYSA MHEKLWIIO, HAa3bIBAKOTCS HEATPaNIM3YHOLLMIMM aHTUTenammu. ®reHepaLms
HeTpaNIn3yIoLLIX aHTUTEN ABNAETCH BabKHBIM MEXaHU3MOM MYMOP&aIbHOrO MMMYHUTETA NMPOTUB BUPYCHOW MHEKLMA 1
OCHOBHO Lie/bo NPY CO34aHUM BakuUyH NpoTtus COVID-19. A BakuyHbl NpotuB SARS-CoV-2 aocTynHbI 1
NPOAEMOHCTPMPOBA/IN XOPOLLYO 3(heKTUBHOCTb B 3aLumTe OT MHeKun SARS-CoV-2, 1 nx adheKTMBHOCTb
KOpPEeNpyeT C BbICOKUM/ YPOBHAMU aHTUTEN 1gG 1 TUTpaMn HERTPann3yroLLMX aHTUTEN, UHOYLMPOBaHHBLIMW

BaKLVHaMW.

BcemyipHas opraHm3aums 3apasooxpaHenmns (BO3) cosfania Habop MexkayHapoaHbIX CTaHAaPTOB W STVIOHOB /19 aHTUTEN
npotnB SARS-CoV-2, Npu3BaHHbI yNPOCTUTEL CTaHAAPTU3aLMIO 1 FapPMOHU3aLMIK0 TECTOB Ha aHTuTena npotve SARS-
CoV-2. ” KonunyectBeHHble aHam3bl SARS-CoV-2 1gG, oTKanmbpoBaHHbIe N0 MeXayHapoaHOMY cTaHaapTy BO3,
NO3BOJIAT CPaBHMBATD fJaHHbIE Pa3NYHbIX NCCNEAOBAaHNIA, YTO MOMOXET PaCLUMPUTL HALLIM 3HAHWA 06 MMYHHbIX
peakumsix Ha nHpekumto SARS-CoV-2 n BakumHax npotmB COVID, a Takoke onpegenvTs YPOBHU aHTUTEN, HeobXoaMble
AN athheKTUBHOM 3aLLyTbI.

ﬂpVIHLl,VII’IbI npouenypbl
TecT iImmyHogmarHocTuyeckue npogyktbl VITROS Anti-SARS-CoV-2 1gG ON npoBoauTcs € UCnonb30BaHneM PeareHta
VITROS KopoHaBumpyc SARS-CoV-2 IgG ON B kacceTte 1 Habopa kanmbpatopoB VITROS KopoHaBupyc SARS-CoV-2 IgG
QN B nMmmyHoanarHoctndeckux cuctemax VITROS ECI/ECIQ/3600 v nHTerpupoBaHHbIX cucteMax VITROS 5600/XT 7600.
Mcnonb3yeTtcs MeTogvka KonMyeCcTBEHHOTO MMMYyHOaHanm3a, Kotopast npefycMarprBaeT AByX3TanHyto peaxumo. Ha
nepeoli ctagum aHtuTena K SARS-CoV-2, npucyTcTByHoLLME B 06pasLe, CBA3bIBAOTCS C aHTUreHoM S1 LLMNOBMAHOTO
6enka SARS-CoV-2, NokpbIBaroLLyM yHKW. HecBA3aHHbIN obpaseL, yaansietcs nyTemM NpoMbIBaHus. Ha BTopom aTane B
NYHKY J06@BNSHOT KOHBIOTMPOBAHHbIN peareHT, CoAepykaLLiyii MeyeHble NepoKCAa3ol XpeHa MbILLMHbIE MOHOK/IOHa/bHbIE
aHTUTena KaHtutenam IgG yenoeeka. KoHbrorar cnemyHo CBA3bIBAETCA C aHTUTENaMU KOMIVIEKCA aHTUMeH-aHTUTENO.
Ecnm KoMmiieKkcbl OTCYTCTBYIOT, HECBS3aHHbIV KOHBIOTaT Ya/IieTCs Ha NocnefyroLLemM arare npoMbIBaHus.
KonnuecTBo KOHbHOrara, Me4eHHOro NepoKcuaasoii XpeHa, 3MepseTcs Npy NOMOLLM FOMVHECLIEHTHON peakumm. B
NYHKN AO6aBNSETCA peareHT, Coaepykaluymin IFIOMUHOreHHble cybcTparhbl (MPOM3BOAHOE FOMUHONA 1 NMEPKUCIOTHAs COfb) U
CpefcTBo Ans NepeHoca 3NeKTPOHOB. MNepokcraasa XpeHa B CBA3aHHOM KOHbOrare Katamanpyet OKVceHne
NPOV3BOAHOIO FOMUHONA, NPOAYLIMPYA CBeT. CPeACcTBO AN NepeHoca SMEKTPOHOB (3aMeLLIEHHbIN aLeTaHWIA) NoBbILLaeT
YPOBEHb BbIPAbOTAHHOIO CBETa U NPOANEBAET €ro n3nyyeHne. CBETOBbIE CUrHabl CHUTLIBAKOTCS CUCTEMON. KonmuecTBo
nepokcygasbl XpeHa MpsMo NPonopLYoHaibHO KOHUEHTpaummn (konmyecTsy) aHtuten IgG KSARS-CoV-2, npucyTCTBYHOLLMIX
B MCCieayeMOM obpasLie.

Bpewms fo Bblgaun

NnepBeoro Temneparypa O6bem obpasLa
Tun TecTa Cucrembl' Bpemsi nHky6aLyn pesynbTata Tecta 418 peaxkummn
MmmyHomeTtpnuec-  ECI/ZECIQ, 3600, ‘
i 5600/XT 7600 37 MUHYT 48 MUHYT 37‘C 20 VKN
*TMPOAYKLUMUA U CUCTEMBI MOTYT 6GblTb HEJOCTYMHbI B HEKOTOPbIX CTpaHax.
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MblwunHbI €
MOHOKNOHANbHbI €
PekoM6uHaHTHBI i aHTnTena KaHtTutTenam

aHTUreH SARS-CoV-2 IgG uenoseka,
MeyYeHHbl e

nepokcupasoil xpeHa
NomuHecueHuns

MpeaynpexxaeHnst n Mepbl NPeAoCTOPOXXHOCTU

MPEAYNPEXAEHVE  TK)WLNANbHO MaTepuan

PaccMaTprBaTb KAKMCT OUMBCHHGDEKUMW. PeareHTB kacceTawn Habop
KanmGpaTOopoBHE alliep>KaTMBTepHaribl YeN0BEYECKOr0 NPONCXCOKLBLLS,
CpCLLBKar MaTepuasibl MaBoTHOro MPOLLU>K CM T LUB.

MpryBnsiiT B OCTOPOXKHOCTH, Pab0TasiC MaT apuanall 4arnoso4oCMoro
npovaoskaetos. Bce 06pasiibl crenyeT »ocMaTpreal b, KaKnoT BT PB/ibIto

W KpW p kBT BLWe. hbig/pe MeTon TecTLOBALLBHE A€ T NONHON rapBanm

0Tty TTBMMBMpYca renaTuTaB, BlyarenaTuTa C (BIC), Bupyca
TBKyHoAewL Ta YenoBeka” 4 4 1T2)uw gpynnxaoaby/pT neinHderopa.
Ob6palLieHvie, NCNoNb30BaHNe, XpaHBLL B Y YT UM3aLMNA TBEPAbIXN XKUAKUX
0TXO0f0B 0T06PAa3LEe» ¥ KOMNOHEHT 0B TECTALCVBIOMILLTOBOAU T bOSIB
COOTBETCTBNC rLX3LEeAyPBUM. OrLMLLBMBLIBMLL HAAVOHEANU T biLL PyKOBOACT BaMM
1 HOPMaMU B OTHOLLIOHUM TEXHIKV 6e30MacHOCT MNP paboTe C 61ONOrMYECKN
(xTacHbIlMaT LW )Mar Tl (HBLLY LU BP. AOKYMEeHT OLSIM29)M

Hab6opbi kanmbpan”x3s8 VITROSSARBCoV-"IgGW  [ONONHUT e1bHO
copep>KaT:aHTUTENO IgG kSARS-CoV-2.
FKXMarptearb KakCTOUHNKLL KPEKLMN.

MPEAYNPEXAEHNE CemppxuT ProOb300**

PaaTtr WTFOSAN6SA/~CoVIgG Oblekaocoareoogppart 1,0%PmCSn300.
H317:10510rBb BbIBATL AlTEpIMHECKyIO/toKHytopaBapT. P261:u3berars B/pmarty
rawcpasa/razaOyblaHabipoel Liposonei. N 0:non>30eal besi 3aLLymHbIMA
THOTHOTWN ULLEN g itm tiint 44" T ITK/ W/PrHrm A fe
PA3OPDKEHNVDK XKML TNATIBHUMCHITOGPANITLCAK BpeHy. 1°62+P364:cHsib
3apa 3/ TWBXKAVBbLICTIATL ee nepegmcrionsseeLusyiL. P601:
YraM3LLIOBATb COABPKALLIOE/EMIKOCTL HayTee XK AMLLIBAXCTaspaKyLLTM3apel
anxogpa

Bepcus 1.0 My6n. Ne GEM1261_XUS_RU 3u3 18
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Ha6opkarw™uopos VNHOSKoponeapycSMACoV-2"  ONcogepxar0,5%

P n " 9SJH317:wwrebmsaanil TpNnHaa” kxHyropaaapao. P261:a”sruu
Bab1xaHHAM \pMaAaza7rylioH wroa opox1eii. P XK :nonb3oBarbcazanpTbl O
nep>arkal Ll 8awHntorioaeykaoiia cpyHBaL 3anpribitas/bHua P333*P313:npH
pau anw TKoKail nosBnaHTCbI N oopamibesik BfONy. P3&+P364: cHsmb
3arpsaHTaHT Pkl MBLICTLLPETL Banepeasacrionsb3osaHiem. P601:ynT3sapoaars
C(aBPXKLUHOE/BLLXT> HayTBBPSAAHHbACTAHLIAXY TMIMH3ALIMMOTXCGLOB.

rHTI'N-IYTaGESOI'IaCHOCTVI N KOHD>KTLWABABL bl € KOWWTaT

Ortho CKnfcalDiagnostics as. Ha Be6-caiiTe vifww.or6iocikPcakik”K)8tic8.com.

NPELYNPEXJEHVE
< 1>
bezonacHas ytunmsaums

CI'Ie,quITe MECTHbIM Mpasuiam Mo yTuaMsauun, B 3aB1UCMMOCTM OT Balliero pacrnonoXKeHvs, a Takoke pekoMeHaauvam n
AaHHbIM 13 nacnoprta 6e3onacHocTI, YTOObI onpepenntb 6e30nacHbIii MeTOoA yTunnsaumn ans 3TOM npoayKunn.

PeareHTtbl

CopepkMoe 3aKOBKW peareHToB
1 ynaKoBKa peareHTOB COAEePXKUT:
= 100 IyHOK C NOKpbITieM (PEKOMOUHAHTHBIA aHTUreH SARS-CoV-2, HaHeceHHbI B konmvecTse 110 Hr/aqeliky)
= 18,0 mn peareHTa gns aHanmsa (6ydepHbIii pacTBOp CO cTabmnmnsaTopamMm ObIMbEro 6enka 1 NPOTUBOMUINOGHLIM
CpencTBOM™);

= 20,4 Mn KOHBIOIMPOBAHHOIO peareHTa [aHTuTena KaHtutenam IgG yenoBeka (MbILLMHbIE MOHOKIOHAIbHBIE),
KOHBLHOrMpOBaHHbIE C NEPOKCUAA30l XpeHa, 5 Hr/mi] B BydhepHOM pacTBope Co cTabunmnsatopamu 6bMbLEro 6enka n
MPOTUBOMUKPOGHBIM CPEACTBOM™.
*1,0% MpoknuH 300 (ProClin 300)

O6palLleHMe C yNakoBKO peareHToB
= YnakoBka peareHToB NoCTaBNAETCA B FOTOBOM A1 UCMNONb30BaHNA BUAE.
= YnakoBka peareHToB COAEP>XKNT TOMOreHHbIE XXNAKNE peareHTbl, KOTopble He TpeﬁleT BCTPAXMBaHUA NN
nepemMelumBaHnsA nepepj 3arpy3kon B CUCTEMY.
= O6palaiitech C yrnakoBKamm1 peareHToB C OCTOPOXKHOCTLHO. VI3beraiite cnefyroLlero:

- OﬁpaBOBaHVIFI KOHAeHCaTa Ha yrnakoBKe;
- BCNeHnBaHnA peareHToB;
- BCTPAXMBaHA YNaKOBKU.

XpaHeHVve 1 NoAroToBKa YrNakoBK/ peareHToB

PeareHt Ycnosus xpaHeHus CrabunbHOCTb™ Cpok rogHoctn nota 0030
3aKpbbiii B XONOANNLHUKE 2-8 *C Ao ncteqerns cpoka 16 Hos6ps 2021

rogHocT
OTKpbITbIA B cucreme Cucrema BKoueHa £ 8 Hegenb £8 Heflenb C faTbl OTKPbITUA
OTKpbITbI B xonogunbHnke 2-8*“C £ 8 Hefenb £8 Hefienb C AaTbl OTKPbLITUA

*[laHHble He NOATBEPKAEHbI UCCNeA0OBAHUSIMI CTABUILHOCTY B PEANEHOM BPEMEHMN.

= PeareHT VITROS SARS-CoV-2 1gG QN npegHasHayeH ans UCronb30BaHUs L0 UCTedeHns gx)Ka rogHocTu, ykasaHHOro
Ha KOpOOKe, Npy XpaHeHUn 1 0bpaLLeHn B COOTBETCTBUM C YKa3aHUAMW. He 1cnonb30Bark Noce UCTeHeHNst Cpoka
roAHOCTW.
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VITRCQS*

Immuewdleynoeti

NHCTPYKUUA CVGON

C6op, NOAroTOBKa U XpaHeHne 06pasLoB

= He 3aMopak1BaTh YNakoBK/ pPeareHToB.
= 3arpy)xaiite yrakoBK/ peareHToB HEMocPeaCTBEHHO U3 XONOANTBHIKA, YTOGbI CBECTV K M HMYMY 06pa3oBaHne
KOHZgHcara.

« BcKpbITble YNakoBKM peareHToB YyBCTBUTENbHbI K BO3AEVCTBUIO Bfaru U BNaXKHOCTU. XpaHWUTE BCKPbITbIE OXNaKAEHHbIE
YMaKOBKN peareHToB B 3areyaTaHHOM KOHTEHepe A1 XpaHEHs YNaKoBOK peareHToB /151 MMMYHOAVArHOCTUHECKIMX
npogykTtoB VITROS ¢ cyxvm Bfiaronorniotutenem.

Copepxumoe 1-1abopa KambpaTopoBs
= 2 Habopa kanmbpartopoB VITROS KopoHaBupyc SARS-CoV-2 1gG QN ypoBHeii 1, 2 1 3 {peKOMOUHaHTHbIe
yefiloBeyeCcKe MOHOKIOHa/bHbIe aHTuTena antf-SARS-CoV-2 B hocthaTHoM Bydepe ¢ 5% anboyMnHOM BbMbel
CbIBOPOTKM 1 MPOTVBOMUKPOGHBIM CPEACTBOM™ ™, 1 M/)
= KanmbpoBoyHas kapta -1 um.
= [poTokon kapta- 1 L.
* 3TUKETKM CO LUTPMX-KOJOM KauinbpaTopos - M0 8 LUT. Ha KadkfbI ypoBEHb Karmbparopa
**0,5% MpoknnH 950 (ProClin 950)
O6pauleHne ¢ Habopom kanmbpatopoB
= llcnonb3yiiTe TONbKO C YNakoBKO/ peareHToB C TeM >ke HOMePOM floTa. TLiaTenbHO nepemMeLlarite, nepeBopayveas,
Harpeiite 1o 15-30 °C nepep, 1cnonb30BaHEM.
= [pymeHnsiite KambpaTopbl B OPUTMHaVbHBIX KOHTEHEpax ¢ MpobKamu, YTobbl 13bexaTb 3arpsa3HeHus 1 ncnapeHns. Bo
n3bexxaH1e vicnapeHnsi orpaHNyVBaliTe BPeMs HaXOXKAEHVS KambpaTtopos B cucteme. CM. VHCTPYKLWIFO MO
aKcnnyaraumm cucteMbl. Mocne Ncrnonb30BaHUA Kak MOXHO GbICTpee BepHUTECH KTemneparype 2-8 °C unm 3arpy3uvre
06beM, AOCTATOUHbB[I TONLKO ANS OAHOKPATHOrO OnpeaeneHys.

XpaHeHue 1 noarotoBka Habopa Kanmépatopos

Kannbpatop Ycnosus xpaHeHust CrabunbHOCTb™ Cpok rogHocTtu nota 0030
3aKpb bl 3aMOpPOXKEHHBIM S-20 X [lo ncteyeHna cpoka 16 Hos16pAa 2021

rogHocTn
OTKpPbITbI B xonoaunbHuke 2-8X £ 24 yacos S 24 4acoB C faTbl OTKPbITUA

* [laHHble He NOATBEPXKAEHbI MCCNeJ0BaHNAMU CTabUILHOCTY B PeasisHOM BpEMEHN.

= Hab6op kanmbpatopoB SARS-CoV-2 IgG QN nocTaBnatcs B 3aMOPOXKEHHOM BULE.

= Habop kanmbpatopoB SARS-CoV-2 1gG QN npegHa3HayeH 415 NCMOoNb30BaHUs 40 UCTEYEHUsT CPOKa roaHOCTY,
YKa3aHHOro Ha Kopobke, Mpy XpaHEeHN 1 0bpaLLieH I B COOTBETCTBMM C YKasaHusamK. He ncnonb3oBark nocne
UCTEYEHNA CpOoKa FOfHOCTY.

= HE 3AMOPAXWBATb NOBTOPHO.

= TecT VITROS SARS-CoV-2 IgG QN mcnonb3yeT 20 MK Kanvbparopa 151 Kavkoro onpegeneHns. BHecute anmksoty
KaDK0ro Kaméparopa B KOHTEMHep AN obpasua (MprH1Mas BO BHUMaHNE MUHVMabHBI 06beM 3anoHeHns
KOHTeliHepa), Ha KOTOPbI MOXHO NPUKIEUTb MPeoCcTaBNeHHYH STUKETKY CO LLTPMX-KOAOM. Moapo6HYHo MHAopMaLio 0
MUHUM&TbHOM O6beMe 3anoNHEHNS HalleK U KOHTEHePOB 4151 06pa3LoB CM. B MHCTPYKLMM MO aKCnyaraumm
cuCTEMbI.

TpaHcnopTupoBKa Pelu'eHTa 1 Habopa kannmbpatopos
« PeareHT - XonogunbHuK 2-8 “C npy 0THOCUTENLHOW BnaxkHOCTH oT 20 fo 80%.
= Habop kambpaTopos - MOPO3WILHUK, Npu s-20 “C

C6op, nogrotoBka n xpaHeHue obpasuos

MogrotoBka nauybbTTa
Ocobasi NoArotoBKa nauynieHTa He TpebdyeTcs.

PekomeHayeMble 06pasupl
= CbIBOpOTKA.
= [lnasmac SA4TA
= [nasma c inTuiA-renapmHom

HepekomeHayemMble 06pasLibl
HVKaKuX orpaHnYeHuii, CBSI3aHHbIX C 06pasLOoM, He BbisiBfieHo. CM. pazgen «OrpaHnyeHst NpoLesypbi».

Oco6ble Mepbl NPeaoCTOPOXKHOCTY

BAXKHO! Coo61anock, 4To HEKOTOPbIE YyCTPONCTBaANS c60pa 06pasLoB BANAK THA4PYTne
aHannsMpyemble BelecTBa U TecTbl. 13-3a MHOroo6pasmafocT Hbl X
ycTpoiictBA4NA c60pa o6pasuoB komnaHusa Ortho ClinicalDiagnostics He moxeT
faTb OKOHYaTenbHOe 3aK/YeHne 0 NPON3BOANTBAbLHOCTM CBOMX NPrLLYKTOB C
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MpoBeaunTe c60p 06pa3LOB C UCNONL30BAHUEM CTaHAAPTHLIX NPOLENYP.
[ns vcnonb3oBaHWs 1 06paboTKM 0bpasLa cnegynte MHCTPYKLMAM, NpuiaraeMbiM KyYCTPOUCTBY Ans coopa.

O6pa3Lpl cneayeT TLWAaTeNbHO OTAENMTL OT IF06Oro KNETOUHOro Matepuana. HecobriogeHne aToro TpeGoBaHIS MOXET
NPVBECTM K OLLMGOYHOMY pe3ynbTarty.

Tect VITROS SARS-CoV-2 IgG QN uncnonb3yet 20 MK 06pasua A1 Kaxoro onpegeneHust. 34ecb He yuteH
MVHUMa/TbHBIT 06beM 3arnoNHEeHNs BbIGPaHHOrO KOHTeliHepa A1 06pa3LoB. Mogpo6HYH NHPOPMALIO O MUHUMATBEHOM
ob6bemMe 3anoHeHVS Yalliek U KOHTEMHEPOB A1 06pas3LioB CM. B MHCTPYKLMM MO 3KCNTyaTaLmm CUCTEMbI.

Vicnonb3oBaHune n YyCNnoBuA XpaHeHnA
XpaHwuTe 06pasLibl B KOHTeiHepax ¢ npobkamm, UTobbl N36exarhb 3arpa3HeHNs 1 ncnapeHns.
UTobbI n36exarb NepekpecTHOro 3arpsA3HeHnst 06pasLoB NauyeHToOB, cneayiiTe npouesypam, yTBepXaeHHbIM B Balueli
nabopatopun.

HeobxoaMMo orpaHnuMTL BpeMsi NpebbiBaHns 06Pa3LOB B CUCTEME Nepef NPOBEeAEHNEM aHaNN3a, UTO6bI N30eXKaTb
ucrnapeHus. CM. MHCTPYKLMIO MO 3KCTlyaTauyn CUCTEMBI.

Mocne 1cnonb30BaHKs Kak MOXKHO 6bICTpee BepHUTE 06pasubl KTemnepatype 2-8 °C uim 3arpy3uvTe JOCTaTouHbIi
06LEM [i/151 OIHOKPATHOIO ONpeaeNeHys.

O6pa3sLibl MOXHO XpaHUTb 0 24 YacoB Npy KOMHaTHOM Temneparype {fo 30° C) nm 7 gHeli npy Temneparype 2- 8°C.

O6pasLbl, KOTopble He 6yAyT NPOTECTUPOBaHbI B TEYEHNE YKa3aHHbIX BbILLE NMEPUOAOB BPEMEHW, JOMKHbLI XPaHUTLCA
npu Temneparype £ -20 °C n MOryT nepeHecT 1 LMK 3aMopadk/Bakus/oTTansaHys

B KauecTBe anbTepHaTUBbI BbILLECKAa3aHHOMY, CTabUIbHOCTb 06pa3Lia MOXKET ObITb YCTaHOB/EHA KaXKION
naboparopueil.

Mpouenypa TecTupoBaHuUA

MaTepl/IafIbI B KOMITIEKTE MNOCTaBKA
= immyHognarHoctudeckme npofykrbl VITROS PeareHT VITROS KopoHasupyc SARS-CoV-2 1gG QN B Kaccete
= IMmyHogmarHoctndeckve npoayktel VITROS Hab6op kanmbparopos VITROS KopoHasupyc SARS-CoV-2 1gG QN

H606XO,D,I/IMI::I€ Marepuasibl, He BXoAALMeE B KOMITIEKT NOCTaBKU

* VimmyHoamarHoctuydeckue npoayktsl VITROS CurHanbHbIN peaktvis.

= /IMmyHoamarHoctnieckue npoaykrbl VITROS YHuBepCabHbI MPOMbIBAOLLYIN PEaKTUB.

= WmmyHogmarHoctnyeckue npodyktbl VITROS Pasbasutens obpasua B npobbl BbICOKOM KOHLEHTPALMM.

= Marepuasibl ANs1 KOHTPO/S KavecTsa, Hanpumep. Habop koHTponeit VITROS KopoHasupyc SARS-CoV-2 1gG QN.
= VmmyHoamarHoctuyeckvie npodykTbl VITROS, kopobka anst XpaHeHVsi YakoBKWN peareHToB C Biaronorioturenem.

VIHCTpYKUMM No sKcnyarauun
PerynapHo BbINONHANTE NepeyyeT C LieNbio KOHTPOAA peareHToB 1 06ecneyveHmns JOCTaTO4HOro KOMMyYecTBa CUrHasibHOro
peaktBa VITROS, yHuBepcanbHOro npomMbisaroLlero peakimsa VITROS 1 10TOB OTKaIMOpOBaHHbIX peareHToB /151
3annaHMpoBaHHbIX paboT. Mpy NpoBefeHUM NaHene TecToB Ha 0aHOM obpasLe ybeauTech, YTo o6beMa obpasLa
[OCTaTO4HO /1A 3arpoLLUEHHbIX TECTOB.
MoApo6HYHO MHGOPMALIMIO CM. B UHCTPYKLM MO 3KCT/yaTtaumm CUcTeMbl.

MpumevaHve. He ncnonb3yiite NpogyKT ¢ BUAVIMbIMM NOBPEXKAEHNAMM.

Pas6aBneHne 06pasuoB
0O6pasLibl CbIBOPOTKW WM Ma3Mbl C KOHLIEHTpaLVe BbiLLe [viana3oHa M3MepeHus nepes TeCToM MOryT aBTOMaTUYeCKu
pPa3BOAMTLCA UMMYHOANArHOCTUHECKVIMU U MHTErprpoBaHHbIMK cuctemamm VITROS o 20-KpaTHOro COOTHOLLIEHNA (Ha
1yacTb 06pasua npuxoantcsa 19 vacreli pasbasuTtensi) Npy nomoLLy peareHta VITROS Pasbasutens o6pasia B npobbi
BbICOKOW KOHLIEHTpaLyn. CM. UHCTPYKLMIO Mo NprMeHeHuto peareHTta VITROS Pas6asutenb o6pasua B npobbl BbICOKOW
KOHLIEHTpaLmK.
O6pasLibl CbIBOPOTKN UM MNa3Mbl KPOBU C KOHLIEHTPALVIEN BbiLLe BEpXHEW rpaHyLbl AvanasoHa n3MepeHns nepes Tectom
MOryT BpYy4HytO pa3BoauTbCs B crcteme o 20 pas (Ha 14acTb obpasua npuxoantcs 19 vacteli pas6asutenst) npu
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He npegHasHayeHo AN Mcnonb3oBaHUs B COeAUHEHHbIX

\Y H‘N’\i’%ﬂ’&&i&li s * LTtaTax AMepuiol
VHCTPYKLWA CVGQN

KanmépoBka

nomoum peareHta VITROS Pasbasutens o6pasua B npobbl BbICOKOM KOHUEHTpauUmm. CM. MHCTPYKLMIO MO NMPUMEHEHNIO
peareHTta VITROS Pasb6asutens o6pasua B npobbl BbICOKOA KOHLIEHTPaLMM.

HasBaHue aHann3a no ymonyaHmo

B OTYeTax NaupeHTa TecTy Mo yMOoHaHuio npucBamBaeTcs HasBaHe SARS CV2 IgG QN. B meHto Bbibopa TecTta n
NnabopaTtopHbIX OTYETax TeCT Mo YMONMYaHMIO MMeET KOpoTKoe HammeHosaHne CVGQN. Mpy Heo6xoaMmocTy atn
HaCTPOWKM MO YMONYaHNIO MOXKHO M3MeHUTb. M04po6HYH0 MHAIOPMALIMIO CM. B MHCTPYKLMM MO SKCMyaTauumn crcteMbl.

KannbpoBka

Mpo*aypa KannmbpoBKU
- KanMﬁpOBKa OCYLLECTBNIAETCA ANA KaKOOro ioTa OTAeNbHO: YNakOBKU peareHToB U Ha60p Kafll/lﬁpaTOpOB CBA3aHbl Mo
HOMepy noTa. YnakoBku peareHToB U3 O4HOro noTa MOoryT UCnonb3oBarbCA A4 O,CI,HOVI KaﬂVIﬁpOBKVI.

INaBHYHO KaMGPOBKY (MOCTPOEHWE [0303aBVICMIMON KPUBOIA, OXBATbIBAOLLIEN BECH ANANA30H KaMGPOBKM) NPOBOAST
[NA1 KXKA0ro HOBOrO 10Ta peareHToB. KOHLEHTpaLyn COOTBETCTBYHOLLIENO N10Ta Ka/iMGpaTopoB ONpeaensitoT no
pesynbTaram [NaBHOM KaIMOPOBKA.

Y6e,CI,VITer, YTO AN KavKAoro HOBOIo 1oTa peareHToB B CUCTEME AOCTYNHa rnaBHas KaJ'II/I6pOBKa.

O6pa6oTaiite KambpaTopb! TaKVM e 06pa3oM, Kak 1 06pasLibl. EC/IM UCMOMb3YHOTCA STUKETKM CO LLTPUX-KOAaMM, HET
HEOGXOAVIMOCTY B NPOrpaMMUPOBaHN KIMBPOBKY: 3arpy3vTe KanmepaTopbl B NPOU3BOLHOM NOPSAKe, KaMGpoBKa
HayHeTCs aBTOMATUYECKU.

Mpn 06paboTKe KanMbpaTopoB CUrHaU1, OXXMLAEMbI AN KaKAOro Kanmbpatopa, CPaBHUBAETCS C (JaKTUHECKUM
Mo/y4YeHHbIM CUTHaIOM. 3aTeM MEHSILOT MaCLLTab rMaBHOW KanMbpoBKY, YTOGLI NPOAEMOHCTPUPOBATL Pa3HULY MEXy
(haKTUYECKMN 1 OXKUIAEMbIMM CUrHaNIaMM. TPaBMIbHOCTbL 3TOW KaiMGPOBOUHONM KPMBOI OLIEHMBAETCS MO HECKOMbKMM
napameTpam KauyecTsa, Y eciiv KpyBasi NpYeMiemMa, OHa COXPaHSETCs /11 UCTONb30BaHNs C IFOGO YrakoBKol
peareHToB 13 3TOro foTa.

KauecTBO KaMbpOBKY HEBO3MOXHO MOMHOCTLIO ONUCaTh OAHUM MapameTpom. OTHeT 0 KanMbpoBKe cnegyet
1CMonb30BaTb BMECTE C A0MYCTUMbIMI KOHTPOMbHBIMM 3HA4YEHUAMK, YTOObI onpesennTb AelACTBUTENbHOCTL
Ka/IbpOoBKU.

MoBTOpHAsA KaMGPOBKAa HEOGXOAVMA MOC/e NPeaBapUTENbHOTO ONPeaeneHrst MHTEpBana KayMGPOBKU U MpK
3arpysKe Apyroro 10Ta peareHTos.

Pe3ynbTaTbl KaMGPOBKY OLEHUBAIOTCA MO HECKONMLKVM NapamMeTpam Kadectsa. HecooTBeTcTBue Nto60oro 3
onpegeneHHbIX AMana3oHoB NapameTpoB KauecTsa 6y AeT 3aKoaMpoBaHO B OTUETE O Ka/MBPOBKe. [IelicTBYsI, KoTopble
HeobXoaMMO NpeanpyHsITL NOC/e HeyAauHOM KaMBPOBKY, CM. B MHCTPYKLMW MO 3KCTTyaTaLyn CUCTEMBI.

MoAPOGHbIE UHCTPYKLWM MO NMPOLIECCY KaIMBPOBKN CM. B MHCTPYKLMM MO 3KCTlyaralum CUCTEMbI.

Korpa Heobxoavma Kanmbposka
= [IpoussoguTe KanmbpoBKy Npy 3MEHEHMWN 1OTa YNAKOBKWN peareHToB 1 Kanmbparopa.
= [lpou3BoguTe KanMbpoBKy Kadkable 28 AHE.
= [IpoBoguTe nocne ykasaHHbIX NpoLiefyp TEXHNYECKOro O6CTy>XXMBaHVIA.
= Ecim pe3ynbTtatbl KOHTPOMSA KavecTBa NMoCTOSAHHO BbIXOAAT 3a Npeaeribl 4onyCTUMOro Aana3oHa.
JononHuTeNnbHY0 MHOPMALIKO O BPEMEHW KalIMOPOBKU CM. B MHCTPYKLMM MO 3KCryaTtaumm cuctembl.

MpOCNEXXBAEMCOTb KalbpOBKIA

Kanméposka Tecta VITROS SARS-CoV-2 1gG QN nmeeT npocnexxmBaemMyto CBsi3b C HAG0POM BHYTPEHHUX STa/IOHHbIX
KambpaTopoB, 3HAYEHVSI KOTOPbIX ObUIN NPYCBOEHbI AN1S1 06eCNeUeH NPOCNEXNBAEMOCTM 3MEPEHWIA O NEPBOrO
MeXayHapoaHoro ctaHaapta BO3 ans nmmyHornobynmHa (denoseka) Anti-SARS-CoV-2, NIBSC 20/136.

KanmbpoBouHast Mogenb

[Nsi NOCTPOEHWS1 KPMBOW FNaBHOM KaMbpOBKM MCNOMb3YyeTCs MoAN(MLMpOBaHHas (yHKUMS NOMMCTUHECKON KPUBOIA C
YeTbIpbMs NapameTpamMu. B npouecce KanmbpoBKY KpriBast INaBHOM KalMOPOBKN MacLLTabUpyeTcs, YTOObI MOy4 T
NpaBWIbLHYIO KPUBYHO, KOTOPasi COXpaHsSeTcs A1 MMMYHOAVArHOCTUHECKUX CUCTEM U MHTErprpoBaHHbIX cuctem VITROS.

Jvana3oH (peructpmpyembiii) USMepeHns

Cucrembl [nana3oH (perncTprpyemMbiIii) U3MEpeHsT™
ECi/ECiQ, 3600, 5600, XT 7600 2,00-200 BAU/mT

"BAU = eAMHNUBLI CBA3bIBAWMUX aHTUTEN

" HUXHASA rpaHMlua Auana3oHa U3MeEpeHUs OcCHOBAaHa Ha Npejene KOAMYECTBEHHOTo onpeageneHuns. 3HayeHns mexay 2,00 BAU/mMn u

<17,8 BAU/MncneayeT uHTepnpeTupoBaTb KaKk OTCYTCTBUE BblfiBNSieMblX aHTUTen IgG Kk SARS-CoV-2.
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IProfucc*

He npegHa3Ha4yeHo 415 UCcNob3oBaHMsA B COefMHEHHbIX VAITEA
Ltatax AMepuku IrlimunchIa'\oetlelp

CVGON VHCTPYKLINA

FO)HTpO/b KauecTea

KoHTpoO/ib KayecTsa

Bbl6op MaTtepuana ns KOHTPONs Kadectsa
[na ncnonb3osaHUss ¢ UMMYHOAMArHOCTUYECKUMU 1 UHTErpYpOBaHHbIMK cucteMamn VITROS pekomeHayroTcs
1cnonb3oBaTb Habop KoHTponeit VITROS SARS-CoV-2 1gG QN. CyuectByeT 3 ypOBHsSI KOHTPOJEH 151 Habopa
koeHTponei VITROS SARS-CoV-2 IgG QN. MNpon3sBoanTensHOCTb APYTriX AOCTYMHBLIX B MPOARKE MULKX KOHTPObHBIX
06pasLoB HEO6X0AMMO OLeHNBaTbL Ha COBMECTVMOCTb C JaHHbIM TECTOM /10 UCMO/b30BaHWA f11 KOHTPOA KayecTsa.
Marepuasibl KOHTPO/bHBIX 06Pa3L0B MOrYT EMOHCTPUPOBATL Pas3/NyMA B CPaBHEHN C APYTIMM METoJaMM OnpeaeneHns
aHTuTen 1gG KSARS-CoV-2, ecnm OHY CoiepyKaT BbICOKME KOHLIEHTPaLMN KOHCEPBaHTOB, CTabnnM3aTopoB Unu Apyrux
Hedm3ronornieckunx Ao6aBokK, M60 ecnm OHU MHbIM 06Pa30M OT/IMHAKOTCA OT HACTOSILLIEN MaTpULbl 0bpasLia YenoBeKa.
Hagnexalmii ananasoH 3HaYeHWA KOHTPOIS KavecTBa HEOOXOANMO YCTaHOBUTL N1 BCEX MaTepUasioB NSt KOHTPONS
Kayectsa, ucnonb3yembix ¢ Tectom VITROS SARS-CoV-2 1gG QN.

PeKOMeH,CI,aLI,I/II/I Nno npoueaype KOHTPO/A KavyecTtBa

= B COOTBETCTBMM C TpeboBaHVsIMN Hagnerxxalleli nabopatopHoli npaktikv (GLP) ansi noarBepyaeHvs
NPON3BOANTENBHOCTM TECTa HEO6X0AMMO 0bpabaTbiBaTb KOHTPObHbIE 06pasLibl.

= BblbepuTe ypoBHU KOHTPONS, KOTOpbIe MPOBEPSIOT KIMHAYECKN 3HAUMMbIE KOHLIEHTpaLMWN.

= UTo6bl NPOBEPUTL MPOVN3BOAUTENBHOCTL CUCTEMBI, NPOAHAIN3UNPYIATE KOHTPOSbHLIE MaTepuanb:
- nocne KaimbpoBKu:
- ecnv cvcTemMa BbIKIOHeHa B TeyeHne 6onee Yem 2 4acos;
- rocne nepesarpy3ky yriakoBOK peareHToB, KoTopble ObUn yaaneHbl U3 otaeneHus ans nogaun Microwell n

COXpaHeHbl ANs1 MOCcnefyHoLLEro UCronb30BaHus;

- BCOOTBETCTBUWN C MECTHBbIMV HOPMATUBAMU MM MO MEHbLLIEN Mepe OAVH Pa3 Kadkibi AeHb, KOrJa NpoBOAUTCS TECT,;
- rocne NpoBeAeHNs YKasaHHbIX NpoLesyp TEXHNHECKOro 06CNy XMBaHUs.

Ec/v B COOTBETCTBUM C NPOLIEAYPaMU KOHTPO/S Ka4ecTBa, YTBepKaeHHbIMU B Bawleii na6oparopum, Tpebyetca Gonee
yacToe UCMo/b30BaHNEe KOHTPONEl, cnefyiite aTvm npoLesypam.

= AHamM3upyiiTe MaTepraibl ANsi KOHTPO/S KauyecTBa TakuM e 06pa3oM, Kak 1 06pasLibl NauveHToB.

= Ecnm pesynbTaTbl KOHTPOAS BbIXOAAT 3a Npefenbl Ballero AonycTMMoro avanasoHa, npruimHy HEo6XoaMMO
MCCNEfOoBaTh O NMPUHSTUS PELLEHVsI O COOOLLEHNM Pe3yNbTaToB NauVeHTa.

= 06Lye peKoMeHIaLWM OTHOCUTEIBHO KOHTPO/ISI KQUEeCTBa CM. B ONy6/IMKOBaHHbLIX PYKOBOACTBAX.
Bonee noapo6HyH MHOPMALIVIFD CM. B MHCTPYKLMM M0 SKCI/yaTalyn CUCTEMbI.

HO,U,FOTOBKa N XpaHeHne Marepumavia Ana KOHTPONA KadecTBa
VHchopMaLWItO O NOAFOTOBKE, XPaHEHWN 1 CTabUbHOCTU CM. B JOKYMEHTaLMM NPOV3BOAUTENS O NPOAYKTE.

PesynbTatsbl

Pe3ynbtatbl paccunTbIBatOTCA aBTOMATUYECKM C MOMOLLBHO MMMYHOANArHOCTUYECKUX U UHTEMPUPOBaHHBLIX CUCTEM
VITROS.

VHTepnpetauysa pe3ynstatoB

Pe3ynbTarbl, NofyyeHHble Ans 06pa3LOoB NaLMeHToB, 6yAyT 0TOBPAKATLCS C YMCTIEHHBIM PE3YNLTATOM, BbIPKAEMbIM B
€[VHULAX CBA3bIBAIOLLMX aHTUTeN (BAU) Ha MM - KonMuecreeHHasi MHTeprpeTaLms pesynsTaros, U ¢ MapKUPOBKOW
«HepeaKT BHbI» (OTpULATENbHBIN) UM «PeaKTUBHBIVY (MONOXKMTENBHBIN) - KaUeCTBEHHas UHTeprpeTaLms

pesynbTaToB.
UuncneHHble pesynbTarbl (BAU/Mn) PesynbTarsl WHTepnpeTauma obluero pesynstara
HepeakTBHbIi (OTpULATENBHBIN);
X< 17,8 KOHEYHOMY M0/b30BaTeto CoobLLaeTcs AHTUTENA K SARS-COV-2 He
YMCNEHHBI pe3ynbTar 0OBHapy>KeHbl
PeaKT1BHbIN (MONOXMUTENBHbII);
Xr 17,8 KOHEYHOMY M0/b30BaTeo coobLLaeTcs

YUCTEHHbI pe3ynbTar

PeakT/BHb I (MONOXKUTENBHDIN): B OTUETE
>200’ [OJ19 KOHEYHOro nosib3oBartens yKa-
3bIBaeTCA, YTO pe3ynbTar Bbiie ULMI'

O6Hapy>keHbl aHTUTENa KSARS-CoV-2

Upper limitof measuring interval (BepxHuit npegen nutepsana namepenuns) (ULMI), 4000 BAU/mn npu passegeHnn 1:20
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NHCTPYKUNA CVGQON

Orp»<uyeHus npoueaypbl

OrpaHu4yeHust npoueaypbl

Vi3BBCLbIE MHTep(*)epeKTbl
TecT VITROS SARS-CoV-2 1gG QN oueHvBanM Ha MHTepepeHLun B COOTBETCTBMM C AOKyMeHToM CLSI EPO7.  Yacto
BCTpeyaroLLyiecs BelecTBa ObUM NPOTECTPOBaHbI HA OAHOM NapTUM peareHToB. V13 MpoTeCTMPOBaHHbLIX COEAVHEHWIA
06 6eNnoK 1 peBMaTonaHbIA hakTop MOryT Bbi3biBaTb MHTEpepeHLmio Mpu nposeaeHnn Tecta VITROS SARS-CoV-2
19G QN. PeBMarougHbIii hakTop BO BpeMs TECTUPOBAHWS BbI3bIBa/l CUCTEMATHYECKYHO MOTPELLHOCTL B YKa3aHHOM
KOHLIeHTpaLmn. O6LLmiA 6enoK BO BpeMsi TECTVPOBaHUSA Bbi3bIBas CUCTEMATNHECKYHD MOMPELLHOCTb B YKa3aHHO
KOHLIeHTpaLmmn. CriMcoK Apyrnx NPOTECTUPOBAHHBIX COEANHEHNI, KOTOPbIE HE Bbi3bIBasiv NMOMEXM, CM. B pasfene
«HeuHTepheprpytoLLyve BeLLEeCTBay.

EavHnubl = BAU/Mn

tOKuenTpauus selectsa, INeHuBHIpaLms CvcTemarnyeckas
NHTBphepeHT
BbI3bIBAIOLLETO MHTBP(MEPEHMIO aHa/M3npyemoro  Cucrematudyeckas  MOrpeLuHocTs (%)
BellecTsa™ MOrPEeLLHOCTE**
11,8 0,2 )
PeBmarongHbIi 1200 ME/Mn 17
thakTop 160 -35 21,9
800 ME/mn 149 -18 12,1
12
15 r/gp 150 t/n . 8‘3 21 171
O6Lumit 6enok 0 -26 14,4
10rt/pn 100 r/n : 15 125
148 ml0 0,7

CpepHsa TecToBasa KOHUEHTpalUNsA aHAaNM3MpyeMoOro Belu ecTea Npn NOBTOPHbLIX ONPeAENeHNAX C UCNONb30BaHNEM OAHO NnapTum

peareHTa.

" OueHKa ycCpeJHEHHOW pasHMLbl B NONYYEHHbIX 3HAUEHUNAX.

Jpyrve orpaHnyeHns

0O6GpasLibl crefyeT aHanM3npoBaTh TONbKO Y KL, Y KOTOpbIX NpoLwio 15 unm 6onee aHeli ¢ MOMEHTa NposiBieHus!
CYIMMTOMOB.

FeTepoubHbIE aHTUTENa B 06pasLax ChIBOPOTKU MOTYT CO3AaBaTb MOMEXY B UMMYHONOTMUECKVX aHanM3ax. » 3Tn
aHTMTena MoryT NpKUCYTCTBOBATHL B 06pasLiax (hoBU 1L, KOTOpbie PErynsipHO KOHTAKTUPOBA/IN C YKUBOTHBIMA U
nofyYany npenaparbl U3 CbIBOPOTKN KPOBY YKVBOTHBIX. Pe3ynbTarbl, KOTOpble HE COOTBETCTBYHOT KIMHAHECKVIM
HabMOAEHWSIM, YKa3bIBAIOT HA HEOGXOAVMMOCTb MPOBEAEHMST JOMO/HUTENIbHOTO TECTVPOBAHYS.

Ecnn KonmuectsBo aHTUTEN KBUPYCY SARS-COV-2 B 06pasLe Hke npegena onpefeneHns 418 aHanmsa um Bupyc
NMOABEPrcs HE3HAUNTENbHON aMUHOKUCIIOTHOM MyTauyn (MyTauusiM) B aNMTone, KOTOPbI pacro3HaeTCs aHTUTESIOM,
06Hapy>X1BaeMbIM TECTOM, MOXKET BO3HUKHYTb OTPULLATENBHBIA MW «HEPEAKTUBHBINY pe3ynbTar.

Ha athheKTMBHOCTL aHanm3a MoryT BiuSiTb BapuaHTbl SARS-CoV-2 ¢ MHOXXECTBEHHbIMY aMVHOKUCIOTHBIMM
MyTauysiMv B 3nnTOre, pacro3HaBaeMOM aHTUTENIOM, OOHaPY>KEHHbIM C NMOMOLLHO TECTa.

PesynbTarhl, NomyYeHHbIe NPy NPOBEAEHNM JaHHOIO TeCTa, JOMKHbI UHTEPNPETMPOBATLCA TOMLKO B COYETAHNM C
KIMHUYECKUMN aHHBIMW 1 pe3ynbTaTtamMu Apyrux nabopaTtopHbIX UccnefoBaHnii v OLEHOK.

3TOT TecCT He cnefyeT NCNoNb30BaTb AN CKPUHMHIA JOHOPCKON KPOBM C LiENbIO MPeoTBpaLleHns nepefayn
COVID-19.

KnnHnyeckast 3HaUMMOCTb MOJMOXKMTENBHOIO WY OTpULIATENILHOTO pe3yribTata Ha aHTUTea Noc/e BakLyHaLmmM npoTus
COVID-19 He ycTaHoBneHa, 1 pe3ynbTar 3Toro TecTa He CrieflyeT HTEePMPEeTUPOBaTL Kak yKasaHue Ha 3aLLmTty uin
cTeneHb 3alyTbl OT UHPEKLMM NOCE BaKLMHALMWN.

AheKTUBHOCTL 3TOrO TeCTa bbla yCTaHOB/MEHA HA OCHOBE OLIEHKWN OrPaHNYEHHOro KOMMYeCTBa KIMHNYECKMX
06pasL0oB, cobpaHHbIX B nepuog ¢ anpens 2020 roga no sHeapb 2021 roga. KnvHnyeckas adhheKTMBHOCTb He bblia
yCTaHoB/eHa ANl BCEX LIMPKYMPYIOLLMX BApUaHTOB BUPYCa, HO NpefrnonaraeTcs, YTo OHN ByAyT OTpakarb
npeo6najatoLLme B LIPKYNSLUMM BapraHTbl BO BPEMS U B MeCTE MPOBELEHNS KIMHUHECKOW OLEeHKN. SththeKTUBHOCTb Ha
MOMEHT TECTUPOBaHUSA MOXKET BapbUPOBATLCA B 3aB1CHMOCTU OT LIMPKY/IMPYHOLLIVIX BapUaHTOB, BKOYas HefaBHO
nosiBmBLLMECA LTaMMbl SARS-COV-2 1 UX pacnpoCTpaHEHHOCTb, MEHSIFOLLYHOCH CO BpEeMEHEM.

XapaKTepunctnkn ahpeKTMBHOCTHU

Mpeaen obHapy>eHnst
npegen obHapyxeHus (LoD) gna Tecta VITROS SARS-CoV-2 1gG QN cocrtasnsieT 0,54 BAU/M. oH 6bin onpegeneH
cornacHo aokymeHty CLSI EP17,  [0nsi NOXXHOMONOXMTENbHbLIX Pe3y/bTaToB (&) cocTasnsieT MeHee 5%, a
NOXKHOOTPYLATENbHBIX Pe3yNbTaros (p) — MeHee 5%; 3TOT nNpejen yCTaHOB/IEH Ha OCHOBaHUM

Bepcua 1.0
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He npefHa3HayeHo Ansa ncnonb3oBaHus B CoeJMHEHHbIX A
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LLTtaTax AMepuku

CVGON

tOns3 18

NHCTPYKU/A

XapaKTepncTuKm aipeKTMBHOCTH

Mo MeHbLLIEl Mepe LLEeCTUAECATU onpejeneHunii, NPoBeeHHbIX C MCNonb30BaHNeM 5 XonocTbIx npob 1 5 06pasLoB ¢
HM3KUM YPOBHEM aHaIM3vpyemMoro Bellectsa. lNpenen KonmyectsBeHHoro onpegeneHnst (LoQ) cocrtasnsiet 2,00 BAU/mn,
YTO ObIN0 ONpeaeneHo NPy MOMOLLY CaMON HU3KOM KOHLIEHTPaLWK, NMPX KOTOpOl TpeboBaHWs An3aiiHa K Npeuy3MoHHOCTM 1
TOYHOCTW COG/IOAAOTCA Y HAXOJATCA B IMHENHOM AvanasoHe TecTa.

Mpeaen o6HapY>XeHUs 1 Npeaen KoNMYecTBEHHOro onpeaeneHus

Mpegen xonoctoi npobbl, LoB LoD LxiQ
0,26 BAU/mn 0,54 BAU/Mn 2,00 BAU/Mn

KnnHnueckue xapakrepucTnku aththeKTMBHOCTA

YyBCTBUTENbHOCTb

Bbinv npotectnpoBaHbl 06pasLpl, B3ATble y 232 0TAeNbHbIX NaUYEHTOB C NOATBEPKAEHHBIM MONOXUTE/bHBIM
pe3synstatom Ha SARS-CoV-2 npu nomowwy MUP. 13 232 06pasL0oB C NONOKUTENbHBIM PE3YNbTaTOM aHaM3a METOAOM
MUP 218 ganu pesynbTar «peakTuBHbIy, a 14 — pes3ynbTar «<HepeaKTVBHbI» Npy npoBefeHn Tecta VITROS SARS-
CoV-2 igG QN. PeaktBHOCTb KOppenvpoBasia ¢ npoLLemmm aHamMu nocne MNUP-anarHocTnky, Kak ykasaHo B
Tabnmue Hwke. Bbina paccuntaHa nonoXkutenbHas cornacosaHHoCTb (MC) 1 95%-e foBepuTenbHbIe UHTEPBASIbI.
PesynbTathl NpefcTasneHbl B TabnuLe Hike.

[Hun C nonyyeHns

NONOXXUTENBHOTO Konnuyectso
amarHosa NPOTECTPOBAHHbIX 1gG-nonoXnTenbHbIe
¢ nomousto OT-MLP nauneHToB pe3ynbTatbl nc lgG (95% AWN)
214 pHein 232 218 94,0% 90,1 %-96,7 %
221 feHb 157 147 93,6% 88,6 %-96,9 %

KnnwyBckasn 4yBCTBUTENbHOCTb (N0 AAaHHbIM KIMHUYECKUX UCNbITaHni Ha Tepputopun P @)

Bblno npoBegeHo TectupoBaHmne 06pasuos 100 nauneHToB, NOATBEPXKAEHHbIX € NOMOLLBHO MNLP Ha SARS- CoV-2 (25
06pa3LIoB CbIBOPOTKY, 25 06pa3LioB mnasmbl K23ATA, 25 o6pa3uos nnasvbl K33ATA, 25 06pa3oB niasmbl UTUIA-renapuH).
Takoke 66110 NpoTecTMpoBaHoO 10 06pas3LOB ChIBOPOTKN BaKUMHMPOBaHHBLIX CyOHLEKTOB. Becero 110 NoNoXMTeNbHbIX
06pa3Los. VcnbiryeMbIM1 U3ennsamm noayyeHo 35 NONOXKUTENbHBLIX Pe3yNbTaTtoB ANs CbIBOPOTKN U 75 NONOXMUTENbHBIX
pe3ynbTatoB Ans nnasmbl. Bce ob6pasLpl Okasanmcb NONOXKUTENBHBIMM U MPY UX TECTUPOBAHMN KOMMEPYECKM AOCTYMHbIM,
3aperncTprpoBaHHbIM B YCTAHOB/IEHHOM MOPSAKE MEULIMHCKAM U3LeNNeM, UCoMb3yeMbIM /18 CpaBHeHUs. KnnHnyeckas
(anarHocTnyeckas) YyBCTBUTENLHOCTb, paccunTaHHas a1 Bcex 110 nonoxxuteNbHbIX 06pa3LoB (35 06pasLioB CbIBOPOTKY,
25 ob6pasuoB asmbl K23ATA, 25 06pasLos nnasmvbl K334TA, 25 06pa3oB nnasmbl MUTuiA-renapyH) coctasmna: 100%
(110/110; A 95% 96,7-100%).

KnnHnyeckas cneuynmnyHoCcT

Bb110 NPOTECTMPOBAaHO NATLCOT TPUALATL TPM 0bpasLa ¢ npegnonaraeMbIM oTpyLaTe/bHbIM pe3ynbTatom Ha SARS-CoV-2,
B35ITbIX Y 3/J0POBbIX JOHOPOB KPOBY A0 NaHaemun COVID-19, uto npmeeno K 100%-/ KMHUYecKoi cneuudgmyuHocT (95%-i
An; 99,3-100,0 %).

tO)nnuyecTBO oc* IgG
NpoTecTMpOBaHHbIX NauneHToB Pe3ynbtaTbl 6e3 peakumn K I1gG OC* 1gG (95% An)
533 533 100,0 % 99,3-100,0%

*0OC-oTpuLarensHas cornacoBaHHOCTb

ATTn4yeckas cneynunyHoCTb (NOAaHHbIM K TTTB C K U X UCMbITaHW Ha Tepputopun P®)

Bbinn npotecTMpoBaHbl 125 06pa3L0oB OT YCNOBHO 3[0P0BbIX CYOLEKTOB C OTpULiaTebHbIM TecToM MNUP Ha SARS- CoV-2,
He npoLueanx BakumHaumio Nnpotue SARS-CoV2. VcnbimyeMbiMy U3gennsamm nonydeHo 50 otpuuatenbHbIX pe3ynsTatoB
[NS1 CbIBOPOTKY 1 75 oTpuyLaTeNbHbIX pe3ynbTartos AN nasMbl (25 06pasLos nnasmbl K234TA, 25 06pa3LoB niasmvbl
K334TA, 25 06pa3oB nnasmbl IUTHA-renapuH). 3T ke 0bpasLibl 6bUM OTpULIATENBHBIMU U NMPY UX TECTUPOBAHN
KOMMEPHECKU JOCTYTMHLIM, 3aperncTppoBaHHbIM B YCTaHOB/IEHHOM MOPSAAKE MEAULIMHCKUM U3[eNNeM, UCTIoNb3yeMbIM
4N cpaBHeHVs. KnHnyeckas (guarHoctnyeckast) CneuptnyHOCTb, paccumMTaHHas no BcemM oTpuuaTe/bHbIM obpasLam
CbIBOPOTKY 1 MNa3mbl coctasuna 100% (125/125; AN 95% 97,1-100%).

My6n. Ne GEM1261_XUS_RU Bepcus 1.0
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He NpegHa3Ha4vyeHo 418 NCNonb30BaHUs B CoeMHEHHbIX [RussG:
LLTatax AMepuku VITR Iim s*
Im muftodUgnoetleT

CVGRN NHCTPYKUNA

)\pakrepucTnkun ahheKTMBHOCTU

M">n3BOATBNBHOCT b B KONMMYECTBEHHOM BblpaXkeHUUA N A BaKUMHNPOBAHHbIXTN L,

cobpaHbr y 45 AOHOPOB B Nepuog ¢ sHeapsa 2021 roga no mapt 2021 roga. O6pasLibl OT KadKA0ro JOHooa
r VHOKy/siLMeit, yepe3 r 15 fHel nocne BBeAeHVs NepBoli A03bl BakUyHbI Moderna COVID-19 un

ne? xHecln Take Mornm

Kbl 1 obpaseL, aHanM3npoBa/In C NMOMOLLbHO OMHOYHOrO TecTpoBaHusi TectoM VITROS SARS-CoV-2 laG ON

"g ftatamlT1lYIBAN KaK MpoAeMOHCTPYpOBaBLUME peakumto. ObpasLibl ¢

pésynbTatamu < 17.8 BAU/mn 6611 KnaccumumpoBaHbl Kak He MPoAeMOHCTPYPOBaBLLIME peakUMio Ecniv oe3ynbT-0bin

BblILLIE BEPXHEV rpaHuLbl aHAMTUYECKOT O ana3oHa 13mepeHns, obpaseL, pa3tasnsnm B oTHoLeHun 1 20 nsbasmrenem

Npobbl BbICOKOM KOHLUEeHTpauur B VITROS 1 cHoBa TecTupoBa € NMOMOLLbHO OAMHOYHOIO aHanin3a Bee

povinToA?!11""® nokasam NonoXxuTenbHbI pesynbtar &17.8 BAU/Mn nocne BTOpoii f03bl BakUyHLI Moderna

COVID-19. TeCT AeMOHCTPUPOBaST KONIMYECTBEHHOE YBENNYEHME TUTPA aHTUTEN Ha MPOTSXKEHUN BCErO KypTa BakUyHaLmN.

TecT VITROS SARS-CoV-2 IgG ON no3BosnisieT 06Hapy>k1BaTb 1 KONMYECTBEHHO OMNpeensiTb aHTUTena
BblpabaTbiBaeMble B KA4ECTBE peakuyum Ha BakuyHy npotns SARS-CoV-2.

MHamnBmayanbHoe 3HaYeHMe BaKLLMHUPOBAaHHbIX JOHOPOB
(norapudmMmmyeckas wkana)

«0
1000 1 t
<
co
KD
173 BAU/mn
Ao BakuunHayuu MNocne 1-i go3bl MNocne 2-it go3bl
MNprveyaHme. Ha atom puicyHKke pesynbTtatam <2,00 BAU/mn 6bIn NpucBoeH pesynbTar 2,00

BAU/wmn. a pesynbtatam > 4000 BAU/mn 6611 NpycBoeH pe3ynbtar 4000 BAU/mn.

O6Hapy>XeHne aHTUTeN Y BaKLMHUPOBaHHbIX 1L,

Pesynbtatbl Ba3oBbili ypoBEHb Mocne 1-i fo3bI
Peakuusi{%) 9 (20,0 %) 42 (93,3 %) 45 (100 %)
Be3 peakuym {%) 36 (80,0 %) 3 (6,7 %) 0(0 %)
O6LLee KOMMUecTBo
BaKLH/POBAHHbIX 45 45 45

naumMeHTOB C NOTEHLNANbHO NEPEKPECTHO PEaKTUBHOCTLHO
96 06pa3LoB 13 CNefyHOLLMX MOArPYNM C NOTEHLMALHOV NEPEeKPECTHO PeaKTUBHOCTLIO GbIN NPOTECTMOOBaHbI C

Z 7ZZ SARS-COV-2 IgG QN. V13 aTnx npoTecTnpoBaH”x 06pa3LoB HU ognHTe o A ¢
nonoXxurenbHbIM Mo pesynbtatam Tecta VITROS SARS-CoV-2 1gG QN. Pesynbratbl NpefctasneHbl B Tabnuie Hbke.

11 n3 18
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VHCTPYKUNA

Xapakrepuctnk apdeKTMBHOCTH

CVGQN

Kateropus obpasua Kommdecteo HepeaKTnBHbIi PeakTmBHbIl
obpasLos

AHTUTENa IgG KBUpycy rpunna A 5 5 0
AHTUTENa 1AM K BUpYycy rpunna A 19 19 0
AHTUTENa IgA KBUpYCY rpunna A 6 6 -0
AHTUTEna 1gG KBUpycy rpunna B 17 17 0
AHTUTENa 1AM K BUpYycy rpunna B 15 15 0
AHTUTENa IgA KBUpYCy rpunna B 3 3 0
AHTuTEna KBrc 5 5 0
AHTUTENa KBIB 9 9 0
Antutena k Haemophilus influenzae (remodwmnsHoi

nasnioyke) 25 25 0
AHTUTENa K229E (anbtha-KoOpoHaBVpYC) 24 24 0
AHTUTEna KNL63 (anbga-KopoHaBupyc) 10 10 0
AHTUTENna KOC43 (6eTa-KOpOoHaBMPYC) 21 21 0
/blutena kHKU1 (6eTa-kopoHaBupyc) n n 0
AHTVHYKeapHble aHTUTeNna 5 5 0
AHTWTENA KPECTMPATOPHOMY CUHLIMTUaNbHOMY BUPYCY

(PCB) 20 20 0
AHTUTENa KBNY 5 5 0
AzneHoBupyc 6 6 0
Bupyc naparpunna 1-4 22 22 0
MeTtanHeBMOBMpPYC YenoBeka 5 5 0
SHTEpoBUpyC 12 12 0
PrHoBMpyc 5 5 0
Bupyc dnwiteiiHa-bapp 21 21 0
NervioHenna 5 5 0
B. pertussis (Masoyka KOKoLwa) 9 9 0
M. pneumonia (M1Kona3MeHHast MTHEBMOHWS) 26 26 0
C. pneumonia (xnamuguiiHasi NHEBMOHYS) 13 13 0
AHTUTENa 1gG KCMV 10 10 0

V</>ynnu Wcmwwuﬁrepemdpmwmuo(nowmvmmmmmvﬁm
Tepovopm

BbUM NPOTECTVPOBaHbI 06pa3Libl ChIBOPOTKM KPOBM 3[A0POBbIX CYGLEKTOB, BaKLUWHWPOBAHHLIX MPOTMB CE30HHOrO rpunna,
MHOMBWAYYMOB, nepeHeclumx OPBW 3a 14-90 gHeil o Hauana UccrefoBaHvst M 06paslbl MaLMEeHTOB ¢ 0GHapyXXEHHbIMM

VH(PEKLWIOHHBIMY 3a60/1eBaHMSAIMU. PeaKTUBHOCTY HE OGHApYXEHO.

Kateropusi o6pasuos

[OHOpbI, BaKLWHVPOBaHHbIE OT CE30HHOTO rpynna

(BbIABNEHBbI aHTMTENA KBUPYCY rpynna A v B)

[JoHopbl, nepeHecle OPBY (aHTUTENa KafeHoBUpYCY - 2 NaupMeHTa; K

pecnmpaTopHOMY CUHLMTUaNLHOMY BUPYCY - 3 nauveHTa; K Maparpvnny un 1-4,
Parainfluenza virus 1-4-4 naupeHTa; K puHoBMpYycy, Rhinovirus-3 nauneHTa; K

ApYrvM TYNam KopoHaBuvpyca - 4 nauveHTa)

[loHopbI, ¢ 06HaPY>KEHHBIMN UHPEKLIMOHHBIMI 3a60/1EBaHNAMU (CofiepXXar CyMMapHbie
aHTuTena knaccos M u G kBupycy renatuta C - 1 naumeHTt; aHTutena K MBs- aHTureHy
BYpyca renartuta B - 1 naumeHT; obwme aHtutena K BUY (HIV-1 n HIV-2) - 1 naupeHr;
aHTuTena knacca M k Chlamydophila pneumonia - 1 naupeHT; aHTUTENna K 3HTEPOBUPYCY

71, Enterovirus 7 1-2 naupeHTa; aHTUTENa K MUKOGaKTepusim TybepKynesa
Mycobacterium tuberculosis- 1 nauveHT; aHTUTENa K MMKOria3mMe NHEBMOHUM,

Mycoplasma pneumoniae - 1 nauveHT, aHTuTena K Bupycy anwireiiH-bapp -1 nauyeHT;

aHTUTena K MetanHeBMoOBYMpYyca YenoBeka, Human Metapneumovirus (hMPV) - 1

naumeHT, aHTUTena K CTPEnToKOKKY NHEBMOHUK. Streptococcus pneumonia - 1 nauyeHt.

Bepcua 1.0
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He npegHa3HayeHo 41 ncnonb3osaHus B CoegnHEHHbIX
LLTatax AMepuku

CVGON

Mpeun3MoHHOCTb (TOYHOCTD)
TO4YHOCTb OLEeHMBaNacb B COOTBETCTBUM C fIOKyMeHTOM CLSI EPS5.

npon3BoanTE/IbHOCTL NMPOAYKTAa.

ViR BIER E
VHCTPYKUNA

Xapakrepuctuil ahpeKTMBHOCTHU

Mo ABa NMOBTPHbLIX U3MEPEHVISI KKIOIO U3 LLECTU
06pas3LoB NaLMEeHTOB TECTUPOBa/IM MO fiBa OTAENbHbIX pa3a B jeHb Ha NPOTSHEHUN KaK MUHVMYM TPEX PasHbIX AHEN.
3KCNEPVMEHT NPOBOAWICS C UCTIONL30BaHNEM [IBYX NapTUii peareHToB Ha iByX Pa3HbIX cucteMax. SKCNepyMeHT
NPOBOAW/ICS C VCMONb30BaHVEM OfIHOW NapTVW peareHToB Ha Kadkaol cuctemMe. MpefcTaBneHHble JaHHbIe OTOBpayKaroT

EanHnust = BNin/mn

CpepHe
e [MoBTOpPSiENOPCTDL’ Mexxay
3HaueH BbINOHEH/AM™™  Mexxay AHAMMN
uB
MOHLIEHT
P co %KB co %KB co %KB
5,46 01 2,7 0,2 33 0,0 07
53,5 0,6 12 14 26 10 19
157 54 35 95 6,0 82 52
2,67 01 27 01 43 0,0' 0,0
15,0 0,19 13 048 32 0,00° 0,0
67,1 131 2,0 211 31 144 21

Mexxay
LeHTpam”

CcO %KB
0,5 95
4.0 75
18,5 11,7
0.4 14,0
131 8.7
6,12 91

Bocnpovssogymoe
™
(O6uas)* >
Yucno
Habno  Yucno
CcO %KB  pgoHwii  pgHel
0,6 104 24 3
44 83 24 3
23,0 14,6 24 3
04 14.9 24 3
1,40 0.4 24 3
6,76 101 24 3

*ANCnepcnoHHbI aHanMs nokasan oTpuyaTeNbHYl Bapuayuio ANA 3TUX 3HAYEHUI, KoTopas 6blna NPUGANXKEHA K HYNIO .

"
rbBTOpﬂeNme.Toqnoch Me>XAy NOBTOPHBLIMUW N3MEPEHNUAMM, yCPEAHEHHAA NO BCEM BbIMONHEHUAM, UM TOYHOCTU BHYTPH

NOBTOPHbLIX M3MeEPEHNit

Nb)Kﬂberml'ﬂ'lmW.O6m,aﬂ TOUYHOCTbL C B3BEW EHHLIMW KOMNOHEHTAMM NOBTOPAEMOCTH.

OYHOCTHb 9KBMUBaA/NEHTHA BHYyTpunabopaTtToOpHOWN TOYHOCTU, NOCKONbKY B KaXXAoW nabopatopuun npoBoagnnacb nposepka
T w7 5 - -

TONbKO OHOW NapTuM ¢ NoMou,bO OfHOTOo Nnpubopa

*
waua'ﬂ'mw 06U as TOYHOCTb CO B3BEW EHHLIMW NOKA3aTeNAMM BOCNPOM3BOAMMOCTIA, B pasHble 3aNyCKU U B pa3Hble AHN.

** BocnponasoaT|}0cTs. 06U an TOUHOCTL CO B3BEW EHHLIMY NOKA3aTENAMM BOCNPOM3BOAMMOCTHM, B Pa3Hble 3aNyCKU, B PasHblX

UeHTpax n B pasHbie AHW.

AMPeuUM3MOHHOCTD (MO AaHHBIM KIMHUYECKVX UCTIbITaHWi Ha TeppuTopun Po)

BocrgpounsBognioat U NPaBUIbHOCTL KOHTPObHLIXMAaTEPUANOB (MOT A Hb L KITW Ye CKUXMaLl TaTtii Ha

>putopunP )

Bocnpov3BoanMOCTb OLEeHMBaNM NOCPEACTBOM U3MEPEHUI 3aperMcTpPUPOBaHHHBIX KOHTPObHBIX MaTeprianos (Habop
koHTponei VITROS KopoHasupyc SARS-CoV-2 1gG QN. not 0020) B 5 NOBTOPHOCTSX B TeueHue 4 aHen. KoaddumumeHt
Bapvauum (KB) npu onpeaeneHnn BOCMPON3BOAMMOCTY MCTbITYEMbIX KOHTPO/BHLIX MaTtepuasioB coctaBnsieT KB < 20%

B COOTBETCTBUM C TEXHNYECKON ,D.OKyMeHTaLJ'VIeVI npounssoanTens.

OnpepgeneHne BHYTPUCBPUINHOI Bonpon3soanmMocTn/CXOOUMOCTU, cbiBopoTKa (MO AaHHbIM KIMHUYECKNX

McnblTaHUHa TeppuTopun Pd)

CXoayMOCTb OLeHMBa NocpeicTBOM 10 NMOBTOPHbIX M3MEPEHN 06pa3L0oB PeaKTUBHOW 1 HepeakKTVBHOM Ha 1gG
aHTUTENna KSARS-CoV-2 CbIBOPOTKM B OfiHOW nameputenbHoi cepumn. KoadtuumeHTt Baprauym (KB) npu onpeaeneHnmn
CXOAMMOCTU MCMbITyeMbIX 06Pa3L0B CbIBOPOTKM 0601X TMMNOB cocTaBnsieT KB < 20% B COOTBETCTBMMN C TEXHUHECKOM

[OKyMeHTaLvell npov3BoauTens.

OnpefeneHvie BHYTPUCBPUIiHOV BONPON3BOAMMOCTU/ CXOAMMOCTU, KOHTPO/bHbIE Matepuasbl (MogaHHbIM

K/IMHNYECKUX UCNbITaHWUIi Ha TeppuTopun P®)

CXoAMMOCTb OLEeHMBaIM NOCpPefCcTBOM 10 NMOBTOPHBIX M3MEPEHNI 3apervicTpYPOBaHHbIX KOHTPOSbHLIX MaTepuarnios
(Ha6op koHTponeit VITROS KopoHasupyc SARS-CoV-2 1gG QN, noTt 0020) B 04HOI N3MepUTENIbHOM Cepum.
KoaghdmumeHT Bapraumm (KB) npu onpegeneHny CXogMmMocTu UCTbITyeMbIX KOHTPOIbHbIX 06pasLoB coctasnseT KB <

20% B COOTBETCTBUM C TEXHUYECKOI JOKyMEHTaLWeV npousBoguTens.
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Immunodirngnoedc

NHCTPYKUNA CVGON

XapakrepucTmku ahheKTMBHOCTH

CneumgmyHoCcTb

HeunTtBph* d oL B BB/ CTBA

TecT VITROS SARS-CoV-2 1gG QN oueHnBanm Ha nHTepdepeHTbl B COOTBETCTBUM € JOKyMeHToM CLSI EPO7.  Cpegn
NPOTECTMPOBaHHbLIX COEANHEHMWIA HN OAHO He CO3/aBasio MHTepthepeHLM AN KIMHUYECKO UHTeprpeTauum Tecta npm
KOHLIEHTpauusix, nony4veHHbIX TectoM VITROS S/AS-CoV-2 IgG QN, npumepHo 0, 10 n 170 BAU/mn.

CoeguHeHve KoHueHTpauus
FemMorno6vH > 1000 mr/gn
BUAMpy6uH (KOHBLHOrMPOBaHHbIA) 40 mr/pn
(HeKoESrgI:%gg:HHblﬁ) 40 mr/mn
WHTpasrmnng 2000 mr/an
BrotuH 3510 Hr/mn
3ATA. 99,0 mxr/mn
JNvtnii-renapviH 330E/an

ACneyntnyHOCTb (MO AaHHBLIM KIMHUYECKUX UCTIbITaHWA Ha Tepputopun PO)
BeuiecTBa, KOTOpble HE UHTEpPdepupyroT

TecT VITROS KopoHasupyc SARS-CoV-2 IgG QN 6bl1 OLEeHEH Ha BIUSIHNE UHTEP(EPEHTOB.
/13 NpoTecTMpoBaHHbIX COEAVHEHNI H OAHO HE MOBNAMO Ha KIMHUYECKYHO MHTeprpeTaLyio Tecta B OTpULATeNbHbIX
1 NONOXKUTENbHBLIX 06pa3LaX B YKa3aHHbIX KOHLEHTpaLusX. HTepdepeHLs co CTOPOHbI BELLECTB, BbI3bIBAFOLLWIX
CUCTEMATUYECKYHO MOrPeLLHOCTb (06LLMIA 6enoK B KOHLEHTpaumm 9,64 r/an v peBMatoniHbIi (hakTop B KOHLEHTpaLmm
796 ME/mn), NCnonb30BaHHbIX B NPYBEAEHHBIX KOHLEHTPALMAX, COOTBETCTBYET TEXHUYECKOW [OKyMEeHTaLmn

npovssoguTens

BewectBo KoHueHTpauua
Bunmpy6uH obLupii 63,4 mr/an
Tpurnvuepuabl 50,7 mr/pn
Femorno6uH

1008 mr/nn

*T10 AaHHbIM KMHWUYECKVX UCTIbITaHWUI Ha TeppuTopumn PO)
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Modes of transmission of vims causing COVID-19; implications for IPC precaution recommendations (https.//
www.who.int/news-room/commentaries/detail/modes-of-transmissiond)f-vims-causing-covid-19-implications-for*ipo-
precaution-recommendations)

IFCC Information Guide on COVID-19 (https://www.ifcc.org/ifcC'news/2020-03-26-ifcc-information-guide-on-covid-19/)
Lai et al. Severe acute respiratory syndrome coronavims 2 (SARS-CoV-2) and coronavims disease-2019 (COVID-19):
The epidemic and the challenges. IntemationalloumalofAntimicrobialAgents. 55:3; 2020.

Ciotlia M. et al, SARS-CoV-2 Infection and the COVID-19 Pandemic Emergency: The Importance of Diagnostic
Methods, Chemotherapy. 2Q2" (https://doi.org/10.1159/000515343)

Sethuraman N. et al. Interpreting Diagnostic Tests for SARS-CoV-2, JAMA. May 6,2020.

Padoan A. et al. 10A/Vb response to spike glycoprotein of SARS-CoV-2 in patients with COVID-19: A longitudinal studly,
Ciinica Chimica Acta. 507:164; 2020.

Yi C. etal. Key residues of the receptor binding motif in the spike protein of SARS-CoV-2 that interact with ACE2 and
neutralizing antibodies. Cellular & Molecular Immunology. 2020.

Wu Y. et al. A noncompeting pair of human neutralizing antibodies block COVID-19 vims binding to its receptor ACE2,
Science. 2020.

Amanat F. and Krammer F. SARS-CoV-2 Vaccines: Status Report, Immunity. Mar 2020.

Lombardi A, Mini Review Immunological Consequences of Immunization With COVID-19 mRNA Vaccines: Preliminary
Results, Front. Immunol. 2724, 12:657711. (doi: 10.3389/fimmu.2021.657711)

Mattiuzzo. et al. Establishment of the WHO International Standard and Reference Panel for anti-SARS-CoV-2 antibody.
2020. (https://vwww.who.int/publications/m/item/WHO-BS-2020.2403)

Summers M. et at.: Luminogenic Reagent Using 3-Chloro 4-Hydroxy Acetanilide to Enhance Peroxidase/Luminol
Chemiluminescence. Clinical Chemistry. 41. S73; 1995.

CLSI Protection ofLaboratory Workers From OccupabonallyAcquired Infections; Approved Guideline— Fourth Edition.
CLSI document M29-A4. Wayne, PA: Clinical and Laboratory Standards Institute; 2014.

Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on classification,
labelling and packaging of substances and mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC,
and amending Regulation (EC) No 1907/2006.

Calam RR. Specimen Processing Separator Gels: An Update. J Clin Imnmunoassay. 11:86-90; 1988.

CLSI. Collection ofDiagnostic Venous Blood Specimens. 7th ed. CLSI standard GP41. Wayne, PA: Clinical and
Laboratory Standards Institute; 2017.

CLSI. Tubes andAdditives for Venous and Capillary Blood Specimen Collection;Approved Standard— Sixth Edition.
CLSI document GP39-A6. Wayne, PA; Clinical and Laboratory Standards Institute: 2010.

CLSI. Statistical Quality Control for Quantitative Measurement Procedures; Principles and Definitions; Approved
Guideline - Fourth Edition. CLSI guideline C24, Wayne, PA: Clinical and Laboratory Standards Institute: 2016.

CLSI. Interference Testing in Clinical Chemistry. 3rd ed. CLSI guid®ine EPO7. Wayne, PA: Clinical and Laboratory
Standards Institute; 2018.

Levinson SS. The Nature of Heterophilic Antibodies and Their Role in Immunoassay Interference. J din immunoassay.
15:108-115; 1992.

CLSI. Evaluation ofDetection Capability for Clinical Laboratory MeasurementProcedures;Approved Guideline-
Second Edition. CLSI document EP17-A2. Wayne, PA: Clinical and Laboratory Standards Institute: 2012.

CLSI. Evaluation ofPrecision of Quantitative Measurement Procedures; Approved Guideline - Third Edition. CLSI
document EP05-A3. Wayne, PA: Clinical and Laboratory Standards Institute; 2014.
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CVGON VHCTPYKLI/SA

MonokeHne ycnoBHbIX 0603HaUEHWI

[MosicHeHne yCNnoBHbIX 0603HaueHui

CnepyroLupe CMMBO/IbI MOTYT 6bITb UCMOMb30BaHbI HA STUKETKax npoaykra.

He 1cnosb30BaTk NOBTOPHO | BepxHwii npegen Temneparypbl [Aviana3oH
Mcnonb3oBarth A0 Aatbl . o
2 VCTEUEHIS CPOKA FOAHOCTH HwkHWIA Npegen Temneparypbl 1144M4| {£vanasoH cpefHyx 3HaueHwin

(rog-mecsiL;:aeHb)

t LOT | Homep orawumm HoMep naptvm I OrpaHuyeHvie TeMneparypbl CpepHsis Touka

O3HaKOMbTECh C Bepcueli P

SN CepuiiHbIit Homep T VIHCTPYKLMIA 110 MPVIMEHEHIO

MpoBepeHo

Homep no karasnory mm

BHumaHue! MHCTpyKLmmM 1o
KO/ npogykTa

NPUMEHEHNIO N3MEHEHDI

A OCTOPOXHO r-si- | Ans vcnonb3oBaHus B WTaTvBe V [loctatouHo gns *It TecToB

1408 KapTpUmpKeii ¢ TecT-umnamm

3ameHsieTcs

[ns ncnonb3oBaHNA B LUTATMBE

Bepeyb OT Barv (3awmiaTs o YcTpoiicteo MBOWULMHCKON
or gnarm/cupomvﬁ) L &1 2 NA KapTpumhKeii ¢ TecT-umnamm | IMD | anarwoctukw s naGopatopHsix
ycnosmnax
| s | Me>xgyHapoaHas cuctema
MNpownssoauTens — euHuL, (CV) Der GrOne Punkt (senexas Temna)
Mpoun3Bogutens cnegyet
166}tV | YcnosHble eguHmupl HOPMATUBHbLIM TPEGOBaHNAM
,U,aTa I'IpOVI3BOﬂ,CTBa npu UCNoNb30BaHUN HEKOTOPbIX
d ynakoBO4YHbIX Mmatepuanos
i 8 3HaueHvie
. YNONHOMOYEHHbIA Npes O OuieHeHHOe B naGopatopum
EC |AE" craBuTens B EBponelickom CTaHAAPTHOE OTKIOHEHNE
coobLuectse
. . OyeHb onacHbIi
Kc™pO3MOHHBI BocnnameHsitoLmiics [Ns1 310POBbS
ONacHb I 475 340POBLS OueHb TOKCHUHB I TOKCWYHbIA B BOAHOM Wn

OKpY>KatoLLIeli cpee

OpTO-KnnHVKan [yarHocTvke rapaHTUpyeT, UTo n3aenve NpMMEHMMO ANs 3asiBNEHHOTO HasHaueHusl. Bce n3fenus rotoebl 4ns
MCMO/b30BaHUs! 1O YKa3aHHOTO CPOKa FOAHOCTY Y B Cllydae Co6/ofeHNsI BceX TpeGoBaHmiA Mo XpaHeHWIo, TPaHCTIOPTVPOBKE,

LIeNIOCTHOCTM YNaKoBKU 1 NpoLeype MCToNb30BaHus, YKa3aHHbIX B UHCTPYKLMM MO NPUMEHEHUIO.

YTUNN3ALNA

HeobxoaMmo co6/1K3aaTk OCTOPOXHOCTL NPY 06PALLEHUN C MaTepyaiamy, NoMyYeHHbIMY 13 KPOBY YENOBEKA WM SKUBOTHBIX.
Heo6xogumo paccmMaTpurBaTh BCe reMomMarepuanibl, Kak MOTEHLMATBHO MHIMLYIPOBaHHbIE.

YTUIM3aLysi OTXOOB fO/KHA GbiTh B COOTBETCTBUM C MEXIYHAPOAHLIMY TPEGOBaHMAMY, (iesepasibHbIM U IOKAbHLIM
3aKOHOAATENILCTBOM.

Knacc b cornacHo NocraHoBneHnto MaBHOMo rocyaapcTBEHHOIO caHnTapHoro epada PP ot 28.01.2021 N 3

"06 yTBEP)KAEHMN CaHUTaPHbIX NpaBua 1 HopMm CaHlMunH 2.1.3684-21 "CaHnTapHO-3aNugEMMNOIOrMyeckme TpeboBaHmsa K
COLEP>KAHNIO TEPPUTOPUIA TOPOACKMX U CENbCKUX NOCENEHNIA, K BOAHLIM 0ObEeKTaM, MUTLEBOM BOAE N NMUTLEBOMY
BOJOCHAGKEHMIO, aTMOCHEPHOMY BO3yXY, MOYBaM, XWbIM MOMELLIEHUAM, SKCMyaTauyn NPOU3BOACTBEHHbIX,
06LLECTBEHHbIX MOMELLIEHW, OpraH13auyn 1 NPOBEAEHUIO CAHUTAPHO-NPOTUBO3NUAEMUYECKMX (MPOdIMNaKTUYECKMX)

MeponpuATUiA
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NHCTPYKUWA CVGON

McTopunst n3amMeHeHuiA

MNpoTnBonoKasaHua K NPUMEHEHUIO
OTCYTCTBYIOT NP MCMOMb30BaHUM 1 B COOTBETCTBUM C HA3HAYEHNEM W UHCTPYKLWEN MO NPUMEHEHWIO

Mo6ouHbIe athdheKTbI NPV NPUMEHEHUN
He YCTaHOB/1IEHbI

Puckn, cBAzaHHble ¢ NpUMEeHeHreM n3aenns

Pvickv ngeHTumuppoBaHbl cornacHo ctaHaapty EN ISO 14971, Pucku, He BKIOYEHHbIE B pasgen «MpegynpexaeHns
1 Mepbl NPeoCTOPOXKHOCTW» BblM YUTEHbI B MPOLiecce Av3aiiHa 1 pa3paboTky NPOAYKTa 1 He OKa3bIBatoT HEratMBHOTO
BMVSHVS HA NO/Mb30BaTeNs NPY UCMONb30BaHNN MPOAYKLMM N0 Ha3HAYEHWIO B COOTBETCTBUM C MHCTPYKLVIEN.

B cocTase v3fenna OTCyTCTBYHOT Marepuaribl, BCTyMNatoLLyie B HeNMoCPeCTBEHHbIN W ONOCPeAoBaHHbIN KOHTaKT C
OpraHM3MOM MaLymeHTa 1 nepcoHasia, UCTosb3YOLLEro U3genve, Mnpy BbINOMHEHNM TpeboBaHUIA SKCMyaTauyioHHOM
[OKyMeHTaumn (MHCTPYKLMM MO NMPUMEHEHWIO). B cocTaBe 13genns oTCyTCTBYIOT leKapCTBEHHbIE CpeAcTBa u
thapmaLeBTUHECKME CYOCTaHLN.

MoTeHuyaribHbIe Nob3oBartenun

[aHHble n3genns npegHasHayveHbl TONbKO A48 NPOgeCCUoHaIbHOrO UCMob30BaHKA B nabopartopusix IN VITRO
AVIarHOCTUKY AN1A NPOBEAEHVSI COOTBETCTBYHOLLVIX UCCNEA0BAHWIA.

Monb3oBatenu - cneumanmcTbl B 061acTv NabopaTopHON AVarHOCTUKM:

- Bpay KIMHMYECKOW nabopaTopHOLi ANarHOCTUKN,

- MEULHCKUIA nabopaTopHbIA TEXHUK (henbiLiep-nabopaHT),

</labopaTtopHbIii cneumanycT (B TOM YKc/e C GUONOrMYECKUM 06pa30BaHEM)

VicTopusi N3MEHeHWIA:

[o6aBneH pasgen «TpaHCNopTMpPOBKa»

[o6aBneH pasgen «rapaHTUm»

[lo6aBneH pasgen «YTunmsaymsa»

[lo6aBneH ajpec ynonHOMOYEHHOIo NpeacTaBuTens npoussoauTens s Po

[lo6aBneH HoMep perncTpaLmoHHOro y0CTOBEPEHNS

CpaenaHbl He3HauUTeNbHbIE N3MEHeHUs B (POpMaTVpPOBaHNM Pa3fenos 1 pejakTuposaHne

Job6asneH pa3sjen «[lokasaHVsi K NPUMEHEHNIo»

Jo6asneH pasgen «Mo6oyHble athpeKTbl NPU NPUMEHEHUN»

[lo6aBneH pasgen «PUCKK, CBA3aHHbIE C NPUMEHEHNEM U3LENNS»

[lo6aBneH pasgen «MoTeHUmanbHble Nonb3oBaTenm»

8 pazgenbl «<4yBCTBUTENBHOCTLY, «CNeUnPUYHOCTb, «MoArpynMbl NaUMEHTOB C NOTEHUMANBHON NEPEKPECTHON
peakTMBHOCTbO», «CneuntuyHOCTb» Jo6aBneHbl nogpasaenbi «[10 AaHHbIM KIMHUYECKUX UCTbITaHWi Ha TeppuTopumn PO
6 pa3gen "Mpeun3noHHOCTL" o6aBneHbI:

Mogpasgen «<Bocnpons3BoarMoab 1 NpaBuibHOCTb KOHTPO/bHbIX MaTtepuaios (M0 AaHHbIM KIMHUYECKVIX UCTIbM-aHui Ha
Tepputopumn P®)»

Nogpasgaen «OnpeaeneHne BHYTPUCEPUIAHOR BOCNIPON3BOAMMOCTU/ CXOAMMOCTH, CbIBOPOTKA (M0 AaHHbIM KIMHUYECKUX
ncnblITaHwin Hatepputopun Pd)»

Moapasaen «<OnpegeneHne BHyTPUCEPUIAHOW BOCNPOMN3BOAVMOCTI/ CXOANMOCTU, KOHTPO/bHbIE MaTtepuasbl (MogaHHbIM
KMHUYECKWX UCTIbITaHWI Ha TeppuTopun Pd)»

[o6asneH «Cpok rogHoct nota 0030» B pasgenbl «<XpaHeHve 1 NOAroTOBKa YyNaKoBKWN peareHTay, «<XpaHeHue n
nogrotoska Habopa Kanmbéparopos»

[lo6asneH pasgen «PyHKUMOHaIbHOE Ha3HaYeH e

20.08.2021

YNOMHCMOYBHLU rp3faanenb rpON3BCATBT HaTepputopun Pd:
000 Opro-KnuHukan fjnarHoctnke

143026, Poccusi, MockoBckas obnacTb, 1.0. OAMHLOBCKWIA, iepeBHS
Ckonkoso, yn. Hosas, gom 100, cTp. 9

Ten; +7 (499) 951-26-12

PervnctpaunoHHoe ygoctoBepeHue B P®:
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VIhEz
NHCTPYKUNA CVGQON

YcnoBus NocTaBky: BCE MOCTaBKU OCYLLIECTBASKOTCS B COOTBETCTBMM CO CTaHAAPTHbIMM ycnoBmsiMM KomnaHum Ortho-Clinical Diagnostics
U ee AUCTPMOLIOTOPOB. YCNOBMS BCEra MOXHO 3anpocuTh /15 O3HAKOMIEHUS.

Ce

EC REP

Ortho-Clinical Diagnostics
1500 Boulevard Shastien Brant
B.P.30335

67411 lllkirch

CEDEX. France

Ortho Clinical Diagnostics

Felindre Meadows

Pencoed

Bridgend

CF35 5PZ

United Kingdom

(Benvko6putaHms) VITROS sBnsieTcsa ToBapHbIM 3HaKoM KoMnaHum Ortho Clinical Diagnostics.
© Opto KnuHnkan unarHoctuke, 2021.

Ortho Clinical Diagnostics
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