doTorpaguyeckme n3o6paxxeHnNs MegNLUHCKUX U3LeNnii
®oT0 1 BHewHwuii Bug MN «PeareHT VITROS KopoHasupyc SARS-CoV-2 IgG QN B
kaccete (VITROS AnNti-SARS-CoV-2 I1gG QN Reagent Pack) pana kayeCTBEHHOro W
KO/IMYECTBEHHOI0 VMMMYHOLMArHOCTUYECKOro onpeseneHns MMMYHornobynuHos knacca G K
KopoHasupycy SARS-CoV-2 MeTo4OM YCWUIEHHON XeMUIOMWHECLEHLUMU Ha aHanmsatopax
cepumn VITROS, not 0020»

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



@oT10 2. BHewHuii Bug M «Habop kanubpaTtopoB VITROS KopoHasupyc SARS-CoV-
2 1gG QN (VITROS Anti-SARS-CoV-2 IgG QN Calibrators) ans KanmbpoBKM aHann3aTopoB
cepum  VITROS npu  KayeCTBEHHOM N KOMMYECTBEHHOM  MMMYHOAMArHOCTUYECKOM

onpegeneHMn UMMyHoOrnobynumHoB knacca G K KopoHaBupycy SARS-CoV-2 MeToAom

[cuneHHol VITROS, not 0020»
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®o10 3. BHewHunin Bug M «Habop koHTponeH VITROS KopoHasupyc SARS-CoV-2
IgG ON (VITROS Anti-SARS-CoV-2 1gG QN Controls) Aans KayeCTBEHHOro K
KO/IMYEeCTBEHHOINO0 MMMYHOLMArHOCTUYECKOrO OMpeAeneHns MMMYHOr100ynMHoB Knacca G K

KopoHasupycy SARS-CoV-2 MeTOAOM YCWIEHHON XEeMUIOMUHECLEHUMM Ha aHanmsaTopax
cepun VITROS, not 0020»
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BnipoaAn NO pe3yabTaTAM RCNbITAaREAH

Hcenbitanus Guitn nposeAcHsl B COOTBETCTBHH ¢ METOAHKONH NPOBEACHHA HCDHITaHKH No
yTBEpXKNCHHOK mnporpamme KaHHuko-naloparopubix uenmTanué. B xoae  menwiTaHwil
NPOBEPEHA KOMIIEKTALMA, YNAKOBKa, MapxkHposka, rewnnii By MH UB/l, nposeacn ananus
NPEACTABNCHHON TEXHHYECKOH W IKCNNYATAUHONHOH NOKYMEHTALHH TTPOH3BOAHTEIIA.

Pe3ynuTathl KIHHHKO-NAGOPATOPHBIX HCTIBITAHWH DOATBEPAKARIOT cooTeercTBue MU
UBA

Pearent VITROS Koponasupyc SARS-CoV-2 1gG QN B kaccere (VITROS Anti-SARS-
CoV-2 IgG QN Reagent Pack) ans  xauecTBCHHOrO M KOAHYECTBEHHOrO
HMMYHOJHATHOCTHYECKOTO ONPEACACHHA HMMYHOrno0ynaunos knacca G K KOPOHaBHpYCY
SARS-CoV-2 MeTonoM yCHNCHHOH XEMHWMOMHHECUCHUUHK Ha aHanusatopax cepui VITROS,
not 0020,

Habop kanuGpatopos VITROS Koponasupyc SARS-CoV-2 IgG QN (VITROS Anti-
SARS-CoV-2 1gG QN Calibrators) ans xanuGpoekn ananuzatopos cepud VITROS npu
KaYecTBEHHOM n KONHYECTBECHHOM HMMYHOAMAI HOCTHYECKOM ONPCACHCHHH
ummyHornoSynuuos knacca G x  koponasupycy SARS-CoV-2 merozom ycwienwol
XEMHMOMBHECUCHIHHA KA anann3aTopax cepuu VITROS, nor 0020,

HaGop xontpone#i VITROS Koponasrpyc SARS-CoV-2 1gG QN (VITROS Anti-SARS-
CoV-2 1gG QN Controls) An8 Ka%ecTBEHHOrO ¥ KOIMYECTBEHHONO HMMYHOAHArHOCTUYECKOrO
onpeacncHns uMMyHornoGynunos xnacca G x koposasupycy SARS-CoV-2 wmeronom
YCHICKRHOH XEMWIIOMHHECUIEHIHH Ha aHank3atopax cepun VITROS, not 0020

nponssoactea Opro-Knunukan JInarnocruxce, Pemannp Menoys, llenkoen, bpumkena,
CF35 S5PZ, BenwnkoGputauna (Ortho-Clinical Diagnostics, Felindre Meadows, Pencoed,
Bridgend, CF35 5PZ, United Kingdom)

XapaxTepPHCTHKAM, 3A9BICHHBIM B AOKYMCHTAUHH MITOTOBUTENA, a Taxke TpebosaHHaM
adpdpexkTHBHOCTH W OesonacHocTH npH npuMererns MU UBJL e npaxtke KannuKo-
JAHArHOCTHHECKOH NabopaTopHH. 3a MEPHOA NPOBEACHHA KIHHHKO-Nab0paTopHBIX HCNLITaHWUHA
HenbiTsisaeMsiMu MU nporeneno 475 uccnemosanuii obpasuos Suonornyeckoro marepuana
nauueHTOB craumoHapas AO «[pynna xommanrit «Meacu». Cnyuacs oOTKNOHEHHS OT
sasBneHHbix xapaxrepucTik MU HB/I 3a Bpems HenbiTannit He 3adMKCHPOBAHO.

Ouexxa cBeacHUli O TNPOBOAMBIUMUXCA KIHHWYCCKH 3HAYHMBIX KOPPEKTHPYIOUIMX
neHCTBHAX, B TOM YHCAE O MPHOCTAHOBICHUW npuMeHeHns MU, o6 u3batin w3 ofpamenus
MH, o6 omsBax MU, nokasana OTCYTCTBHC KIMHHYECKH 3HAYHMBIX KOPPEKTHPYIOLIMX
achcrenit.

BHOCTb W3JCAHA

Peareut VITROS Koponaenpyc SARS-CoV-2 12G QN B xaccere (VITROS Anti-SARS-
CoV-2 IgG QN Reagent Pack) And  Ka4YCCTREHHONO W KOAMYCCTBCHHOrO
KMMYHORMATHOCTHECKOrO Onpeaenetns HMMYHOrnoGynuHoB xnacca G X XOpPOHaBHpPYCY
SARS-CoV-2 Metoaom ycuicHHOR XeMHAIOMMHeCUSHUUK Ha aHanusatopax cepur VITROS,
nor 0020,

Ha6op xanmGpatopos VITROS Koponasupyc SARS-CoV-2 IgG QN (VITROS Anti-
SARS-CoV-2 1gG QN Calibrators) ans kasuGpoBku anammzatopos cepun VITROS npu
KaYCCTBCHHOM H KOJIHYECTBEHHOM MMMYHOAMArHOCTHYECKOM onpeneneHuu
ummyHornoOyaunos wnacca G x  koponaeepycy SARS-CoV-2 wmertonom ycunenuol
XEMHIIOMHHECUCHUNHK Ba ananu3aTopax cepun VITROS, not 0020,

HaGop xontponeit VITROS Koponasupyc SARS-CoV-2 IgG QN (VITROS Anti-SARS-
CoV-2 1gG QN Controls) 1% Ka4eCTBEHHOTO H KONHYECTBEHHONO HMMYHOAHATHOCTHHECKOTO
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onpeaeneHus HMMYHOrNoOyMHOo8 Knacca G K kopoxasupycy SARS-CoV-2 metonom
YCUACHHOI XEMHIOMHHECLIEHUMH Ha aHanu3aTopax cepurt VITROS, nor 0020

npou3poacTsa Opro-Kaunnkan Juarnoctuke, Geaunap Meaoys, Ienxoea, Bpuaxenn, CF35
SPZ, BennkobGputanusa (Ortho-Clinical Diagnostics, Felindre Meadows, Pencoed, Bridgend,
CF35 SPZ, United Kingdom)

NOATBEPXKACHA DPE3yAbTaTaMH NPOBCACHHLX KIHHHKO-a6OpAaTOPHBIX MCIBITAHW,

poBEAEHHDBIX B TOM YHC/IE HA OCHOBE aHAJIH3a JAHHKIX MPOU3BOAHTENA.
Jakaouenne

Pearentr VITROS Koponasupyc SARS-CoV-2 IgG QN B xaccere (VITROS Anti-
SARS-CoV-2 IgG QN Reagent Pack) anf KaueCTBEHHOr0 M  KONMWYECTBEHHOrO
RMMYHONHATHOCTHYECKOTO OnpeacieHHS HMMyHornoOynwHoB xnacca G K KOpoHaBMpYCY
SARS-CoV-2 MeToaom yCHNeHHOR XEMHAIOMHHECLUCHUHH Ha aHanulatopax cephd VITROS,
not 0020,

Habop kanubGparopos VITROS Kopouasupyc SARS-CoV-2 IgG QN (VITROS Anti-
SARS-CoV-2 IgG QN Calibrators) ans xanuOposxu ananusatopoe cepun VITROS npu
KaueCTBEHHOM " KOJIHYECTBEHHOM HMMYHOJHArHOCTHYECKOM onpeacncHuN
WMMyHornoOyauios knacca Gk  xopoHaBHpycy SARS-CoV-2 mMeronoM ycunenso#t
XEMHNIOMHHECUEHLHH Ha ananu3aTopax cepun VITROS, nor 0020,

Hab6op koutponeit VITROS Koponaenupyc SARS-CoV-2 1gG QN (VITROS Anti-SARS-
CoV-2 1gG QN Controls) ans Ka4ecTBEHHOTO M KOAHHECTBEHHOIO HMMYHOAKArHOCTHYECKOTO
onpeaencHHs HMMyHornobyaunos kiacca Gk  xoponasupycy SARS-CoV-2 wmetonom
YCUNCHHOH XeMUMOMHHECUeHUN| Ra aHamu3aTopax cepun VITROS, not 0020

npon3poscTea Opro-Kaunnkan Jluarnoctike, ©eunap Meaoys, [lexkoen, bpuakena, CF35
5PZ, BennkoGpuranua (Ortho-Clinical Diagnostics, Felindre Meadows, Pencoed, Bridgend,
CF35 5PZ, United Kingdom)

COOTBETCTBYET rpeforannaM HOpMaTHBHOMN, TEXHHYECKOH H 3KCIIYaTaUHOHHOMH
AOKyMEHTALUH Npon3BoanTens. [To peyarTaTam aBani3a W OUCHKH KAHHWYECKHX AAHHBIX Ha
MEZIHLIHHCKOE H3ZIC/IHE

Pearent VITROS Koponasupyc SARS-CoV-2 IgG QN 8 kaccere (VITROS Anti-SARS-
CoV-2 1IgG QN Reagent Pack) s  KawecTBEHHONO M KOJMYOCTBEHHOTO
UMMYHOIHATHOCTHUYCCKOrO ONPEACNCHHR WMMYHOTNOOYIHHOB knacca G K KOPOHABHpPYCY
SARS-CoV-2 meToa0oM YCHACHHOR XCMMIOMHHECUCHUMM Ha aHanu3aTtopax cepun VITROS,
not 0020,

HaGop xanmGparopos VITROS Koponasupyc SARS-CoV-2 IgG QN (VITROS Anti-
SARS-CoV-2 IgG QN Calibrators) ans xanubposkn ananusaropos cepiu VITROS npn
KaYeCTBCHHOM H KOJIHHECTBEHHOM HMMYHOMATHOCTHYCCKOM ONpeACNCHHN
uMmyHornobynuHor xnacca G X kopoHasHpycy SARS-CoV-2 mMeroaom ycunensiol
XeMituoMuliecuenny a ananusaropax cepur VITROS, aor 0020,

HaGop xoxrponeit VITROS KoporaeHpyc SARS-CoV-2 1gG QN (VITROS Anti-SARS-
CoV-2 IgG QN Controls) Ans KAYECTBEHROTO H KOMHIECTBEHHOIO WMMYHOAHATHOCTHYECKOTO
onpeaeneHns KMMyHornoGynuHoB Kiaacea G K koporaBHpycy SARS-CoV-2 merozom
YCHNCHHOH XCMUSIOMUHECUCHUHH Ha aHanK3aTopax cepun VITROS, not 0020

npouzsoacTsa Opro-Knnunxan Juarnoctukc, Genungp Menoys, INeunkoen, Bpumxena, CF35
5PZ, BenuxkoGpuranns (Ortho-Clinical Diagnostics, Felindre Meadows, Pencoed, Bridgend,
CF35 5PZ, United Kingdom)
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MOXET ObITb PEKOMEHA0BAHO K WCMOMNb30BaHUIO B MEAMUMHCKOM MNpakTUKe Ha
TeppuTopUn Poccuiickoin depepamn.
Mognuicw:

-/
Mpeacenatenis KOMUCCUM: [ TN
JnpeKkTop MeguuUMHCKOro genaptameHTta Lilexosuosa K.B. /

UneHbl KOMUCCUNA: A { A
"naBHbI crieumanncT no iabopaTopHoi gnarHoctvke Kanayesa O.CA  *Y

Bpay KIMHMYECKOI TabopaTopHOM AnarHocTukm MnexaHoBa O.C._M
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