Ionyuextnie AaHHbie NOATBEPKAAIOT pdexTHBHOCTD MCMONB3OBAHHA
PErHCTPHPYEMOrO MEAHLMHCKOTO W3/ICNTHA HADABHE C 3apPETHCTPHPOBAHHBLIMH H NPHMEHACMBIMH
B KIWHMYECKOH NpPAKTHKE TECTAMH IS KaYECTBEHHONO M KOAHYCCTBCHHOIO ONPEAC/ICHH#
HMMYHOrN06YIHHOB Knacca G, 3aperHCTPHPOBAHHBIMH B YCTAHOBJICHHOM NOPAJKE.

dororpaduaeckne H306paens MEAHNHHCKHX H3ne TR
®oto 1. Buemnnii Bua MH «Pearent VITROS Kopouasupyc SARS-CoV-2 IgG QN B
kaccere (VITROS Anti-SARS-CoV-2 IgG QN Reagent Pack) ana xauecTBeHHOro ¥
KONMHYECTBEHHOrO MMMYHOAHArHOCTHHECKOTO OMPEAENICHHS MMMYHOTI00YAnHOB Knacca G K
kopoHaBupycy SARS-CoV-2 METOAOM YCHIEHHOH XEMITIOMHHECUCHUMH HAa aHAIH3aTOpax
cepuu VITROS, nor 0030»
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®oT10 2. BHewHwuii Bug M «Habop kannbpatopos VITROS KopoHasupyc SARS-CoV-
2 1gG QN (VITROS Anti-SARS-CoV-2 1gG QN Calibrators) gna KanmbpoBKM aHa/M3aTopoB
cepum  VITROS npu  KauyeCTBEHHOM W  KOJIMYECTBEHHOM  UMMYHOAMArHOCTUYECKOM

onpegeneHnn MMMYHOrnobynmHos knacca G K KopoHaBumpycy SARS-CoV-2 MeTogom
YCUIEHHOWN XeMWUTIOMUHECLIEHUMM Ha aHanusaTopax cepun VITROS, not 0030»
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BbiBOAbI MO pe3ynbTaTaM UCMbITaHWU
WcnbiTaHns Obinv NpoBefeHbl B COOTBETCTBUAM C METOAUKON NPOBEAEHUA UCMbITaHUIA MO
YTBEPXXAEHHON nporpamme  KAMHWMKO-ab0paTOPHbIX WCMbITAHWA. B Xxofe WCNbITaHWUi
npoBepeHa KOMMeKTalms, ynakoBka, MapKupoBKa, BHewHuii Bug M B/, npoBeaeH aHanu3
npeacTaBNeHHOW TEXHUYECKON M 3KCNNyaTaLMOHHOW AOKYMeHTauuy npon3BoanTens.
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PesynbTarhl KIWHUKO-1AGOPATOPHHX HUCIILITAHHA NOATBEPXKAAIOT COOTBETCTBHC MH
HBA

Pearent VITROS Kopouaenpyc SARS-CoV-2 1gG QN & kaccere (VITROS Anti-SARS-
CoV-2 IgG QN Reagent Pack) aia Xa4yeCTBEHHOr0O M KOJHYCCTBEHHOTO
HMMYHOAMATHOCTHUECKOTO ONpeAeneHus HMMyHornoOynauHo ikacca G K KOPOHaBHpYCY
SARS-CoV-2 METOaoM YCHICHHOH XEMMIIOMMHECUEHIIMH Ha ananusatopax cepun VITROS,
not 0030,

Ha6op xanuGpatopos VITROS Koponaeupyc SARS-CoV-2 IgG QN (VITROS Anti-
SARS-CoV-2 1gG QN Calibrators) ana xannGposku aHannsaropoe cepud VITROS npu
KAYECTBCHHOM H KOJIHYECTRCHHOM MMMYHO/IMarHOCTHYECKOM OnpeneneHHU
uMMyHornobynmHoe knacca G K KOpOHaBHpYCY SARS-CoV-2 wMeroaoM YycHIcHHOH
XeMIWIIOMHHECIICHLIH Ha ananu3aTopax cepud VITROS, nor 0030,

npon3soactea Opro-Knuunxan Jiparnoctuxe, Gennnap Mesoys, Tlenkoen, Bpraxensa,
CF35 S5PZ, BemukoGpuranss (Ortho-Clinical Diagnostics, Felindre Meadows, Pencoed,
Bridgend, CF35 SPZ, United Kingdom)

XapaKTEPUCTHKAM, 3ABJICHHHM B OKYMCHTALUWY U3rOTOBUTENS, & TaKkKe TpeGoBaHHAM

s¢pdexmuBHocTH W OezonacHocTH mpu npumenednn MU HBJl B npakmuke KAWHMKO-
. aMardocTHdeckol 1aGopatopus. 3a MepHoA NPOBEACHHA KNHHHKO-NAGOPATOPHLIX HCMBITAHHMA
ucnbiTHBacMbiME MU nposeaeno 475 uccnenopasuii o6pasuos GHONOTMHYECKOrO MarepHana
naumenToB craumonapa AQ «[pynna xomnanuh «Meacu». Cnydae OTKNOHCHHS OT
afBneHHbIX XapaxTrepucThk MU UBJI 2a Bpema HCTILTaHKHA He 3apHKCHPOBAHO.

OueHka cBeeHMA © TPOBOAWBUIMXCA KIUHHYECKH 3HAYWMbIX KOPPEKTHPYIOIUMX
AHCTBHAX, B TOM YHCIIE O TIPHOCTaHORNEHAN npuMenenns MM, o6 uibaATHH W3 obpauenus
MH, o6 ommieax MM, nokazana OTCYTCTBHE KIHHHHYECKH 3HAYMMLIX KOPPEKTHPYIOWHX
AelicTail.

2 dekTHBHOCTD H3ZETHA

Pearent VITROS Koponasupyc SARS-CoV-2 IgG QN B kaccere (VITROS Anti-SARS-
CoV-2 1gG QN Reagent Pack) ans  Ka4ecTBEHHOro H  KOJIWYECTBEHHOrO
HMMYHOJHArHOCTHUECKOTO OTIpEAENCHHS HMMYHOrNOOYIHHOB  Knacca G K KXOpOHaBHpYCY
SARS-CoV-2 MeTosOM ycHeHHOH XeMHNIOMHHECUCHUMK Ha AHANH3ATOpaxX CEpHU VITROS,
not 0030,

HaGop xanuGparopos VITROS Koponasupyc SARS-CoV-2 IgG QN (VITROS Anti-
SARS-CoV-2 1gG QN Calibrators) ans kaiMbpoBk¥ aHATH3ATOPOB CEpHH VITROS npu
Ka4eCTBCHHOM H KONIHYECTBCHHOM AMMYHOHArHOCTHYECKOM OfpeacncHNH
. wMMyHOTOGynHHoB Knacca Gk  koponasupycy SARS-CoV-2 Metoaom YCHACHHOMN

XeMHJIIOMAHECIICHLIMH Ha ananm3atopax cepun VITROS, not 0030,

apou3ssoactea Opro-Knuemkan Auarnocmixe, Gesunap Mezoys, [enxoea, Bpnuxenn, CF35
5PZ, BenukoGpuranns (Ortho-Clinical Diagnostics, Felindre Meadows, Pencoed, Bridgend,
CF35 5PZ, United Kingdom)

NOATBEPXKCHA PEIYNLTATAMH MPOBE/CHHHX KIHHUKO-NAGOPATOPHBIX HMCAILITAHUHA,
DPOBEASHHBIX B TOM HHCIIE Ha OCHOBE aHANH3A NAHHBIX NPOAIBOAUTENA,

3akauenne

Pearent VITROS Koponasupyc SARS-CoV-2 IgG QN B kaccere (VITROS Anti-
SARS-CoV-2 IgG QN Reagent Pack) ang Xa4eCTBEHHOTO W  KOIHYECTBEHHOTO
HMMYHOHATHOCTHYECKOTO ONPEAENEHHA HMMYHOTIODYIHHOB  Kiacca G K KOpOHaBMpYCY
SARS-CoV-2 METOROM YCHNECHHOH XCMUMIOMHHECUCHLIMH HA aHAIH3ATOpax CCpHH VITROS,
not 0030,

HaGop kxanuGpatopos VITROS Koponapupyc SARS-CoV-2 1gG QN (VITROS Anti-
SARS-CoV-2 IgG QN Calibrators) s xanHGpOBKH aHANM3ATOPOB CEpHy VITROS npn
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KayecTBeHHOM n KO/IMYECTBEHHOM MMMYHO/MArHoOCTUYECKOM onpegeneHnu
UMMYHOr100yniMHOB  Knacca G K KopoHasupycy SARS-CoV-2 MeTOfoM  YCU/IEHHOW
XemMuloMnHecUeHLMM Ha aHanunsaTopax cepum VITROS, not 0030,

nponssoactea Opto-KnnHukan AnarHoctuke, ®enmHap Megoys, lNeHkoen, bpngxkeHa, CF35
5PZ, BenukobputaHusa (Ortho-Clinical Diagnostics, Felindre Meadows, Pencoed, Bridgend,
CF35 5PZ, United Kingdom)

COOTBETCTBYET Tpe6oBaH1AM HOPMATUBHOM, TEXHUYECKOW U 3KCMyaTaLVOHHON
LOKYMeHTauuy npoussogutens. o pe3ynbTaTaM aHann3a W OLEHKM KIMHUYECKMX AaHHbIX Ha
MeAMLMHCKOe n3enue

PeareHT VITROS KopoHasupyc SARS-CoV-2 1gG QN B kacceTe (VITROS Anti-SARS-
CoV-2 1gG QN Reagent Pack) [4na  KayeCTBEHHOro M KO/IMYECTBEHHOrO
MMMYHOZMArHOCTUYECKOro OrpefenieHns MMMYHOr06ynMHoB knacca G K KOPOHaBupycy
SARS-CoV-2 MeTOAOM YCW/IEHHOW XeMWIOMUHECLEeHUMM Ha aHanusatopax cepum VITROS,
not 0030,

Ha6op kanub6patopoB VITROS KopoHaeBupyc SARS-CoV-2 IgG QN (VITROS Anti-
SARS-CoV-2 IgG QN Calibrators) agna kannbposku aHanusatopos cepuv VITROS npu
KauyeCTBEHHOM " KO/INYECTBEHHOM NMMYHOAMArHOCTUYECKOM onpeaeneHnn
UMMyHOrnobynnHoB Knacca G K KopoHaBumpycy SARS-CoV-2 MeToAOM  YCWUNEeHHOW
XeMUIIOMUHecCLeHUMW Ha aHanu3atopax cepun VITROS, not 0030,

npomnssoactea Opto-KnuHukan AuarHoctuke, ®ennHap Mepgoys, NeHkoes, bpugpkeHg, CF35
5PZ, BennkobputaHua (Ortho-Clinical Diagnostics, Felindre Meadows, Pencoed, Bridgend,
CF35 5PZ, United Kingdom)

MOXeT OblTb PEKOMEHLOBAHO K WCMNONb30BaHWUIO B MeAMUMHCKON MpakTMKe Ha
TeppuTopumn Poccuiickoii degepaunn.
Moanucu:

MpeacenaTens KOMUCCUN:
AvpekTop MeguuMHCKoro genaptameHTa Lexosuosa K.B.

UneHbl KOMUCCUN:
"naBHbIV cneymanucT no nabopatopHoi anarHoctmke Kanauvesa O.C.

Bpay knuHmnyeckoi nabopatopHoli guarHocTukm MnexaHosa O.C.
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